ZMLUVA O KLINICKOM SKUSANI

uzatvorena podla § 269 ods. 2 a nasl. zakona ¢&.
513/1991 Zb. Obchodny zakonnik v platnom
zneni (dalej len ,obchodny zakonnik”) Zmluva
o klinickom skusani (dalej len ,Zmluva“) Tato
Zmluva nadobtda platnost’ diiom jej podpisania
v8etkymi zmluvnymi stranami  a Gcinnost' drom
nasledujdcim po dni jej zverejnenia v zmysle §
47a ods. 1 zakona €. 40/1964 Zb. Obciansky
zakonnik v zneni neskorSich predpisov v
centralnom registri zmlav,

uzatvorena medzi:

Merck KGaA,

so sidlom: Frankfurter
Darmstadt, Nemecko
ICO.: HRB 6164

DIC: DE 811850788
zapisana v obchodnom
Darmstadtm, vlozka ¢&islo AG,

Strale 250, 64293

registri vedenom

(dalej len “Zadavatel™)
zastipena spoloc¢nostou:

IQVIA RDS Slovakia, s.r.o. so sidlom na adrese
Vajnorska 100/B, 831 04 Bratislava, Slovenska
republika (dalej ,IQVIA alebo CRO ") ICO:
45942269, Zapisana v Obchodnom registri
Okresného sUdu Bratislava |., oddiel: Sro, vl.¢:
69023/B. V zastlpeni: RNDr. Zoltan Varga -
konatel spoloénosti

Univerzitna nemocnica Bratislava
so sidlom: Pazitkova 4, 821 01
Slovenska republika.

Miesto vedenia sk(Sania:: Univerzitna nemocnica
Bratislava, ¥ Nemocnica Staré Mesto, |.
Neurologicka klinika LFUK a UNB, Mickiewiczova
13, 813 69 Bratislava, Slovenska republika

ICO:; 31 813 861

DIC: 202 17 00 549

IC DPH: SK 202 17 00 549

Zriadena: Rozhodnutim MZ SR

¢. M/5694/2/2002, SP/6853/2002/Var zo dia
18.12.2002 v platnom zneni

Bratislava,
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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”) This Agreement shall become
valid upon signature by all Parties, and shall enter
into force and effect as of the Effective Date in
accordance with Section 47a(1) of Act 40/1964 of
the Collection of Laws (Coll.), the Civil Code, as
amended on the day following the day of its
publication in the central register of contracts,

made and between

Merck KGaA,

Registered office: Frankfurter Strale 250, 64293
Darmstad, Germany

ID No.: HRB 6164

VAT No.: DE 811850788

Registered with the Commercial Register kept by
the Darmstadt, Section AG,

(hereinafter referred to as the “Sponsor”)
Represented by:

IQVIA RDS Slovakia, s.r.o. having a place of
business at Vajnorska 100/B, 831 04 Bratislava,
Slovak Republic (“IQVIA/ CRO"), Organisation No:
45942269, Filed in the Companies register of the
District Court Bratislava |, section: Sro, File no:
69023/B. Represented by: RNDr. Zoltan Varga —
Managing Director

and

Univerzitna nemocnica Bratislava

with its registered seat at: Pazitkova 4, 821 01
Bratislava, Slovak Republic.

Location where the study will be conducted:
Univerzitna nemocnica Bratislava, Nemocnica
Stare Mesto, |. Neurologicka klinika LFUK a UNB,
Mickiewiczova 13, 813 69 Bratislava, Slovak
Republic

ID No.: 31 813 861

TAX ID No.: 202 17 00 549

VAT Tax No.: SK 202 17 00 549

Incorporated by the decision of the Ministry of
Health of the Slovak Republic No. M/5694/2/2002,
SP/6853/2002/Var dated 18.12.2002 as amended.
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konajlca: MUDr. Renata Vandriakova, MPH —
riaditelka UNB
(dalej len “Centrum”)

a

prof. MUDr. Peter Turcani, PhD s miestom
pracoviska na Univerzitna nemocnica Bratislava,
Nemocnica Staré Mesto, |. Neurologicka klinika
LFUK a UNB, Mickiewiczova 13, 813 69
Bratislava, Slovenska republika

(dalej len "Hlavny skusajaci”)

(Centrum a Hlavny skusajlici spolu dalej len
“Zmluvni partneri’, Zadavatel s Centrom
a Hlavnym skusajucim spolu dalej len ,Zmluvné
strany”)

Preambula
VZHUADOM K TOMU, ZE Zadavatel poziadal
Zmluvnych partnerov, aby vykonali klinické
skuSanie so skusany liekom evobrutinibom v
porovnani s teriflunomidom sklsaného lieku]
(dalej len "Skuasany liek") s nazvom
~Multicentrické, = randomizované, dvojito
zaslepené, dvojito maskované skusanie .
fazy v subeinych skupindch s uGéinnou
kontrolnou lieébou na vyhodnotenie uc¢innosti
a bezpecénosti evobrutinibu v porovnani s
teriflunomidom u ucastnikov s relapsujtucou
sklerézou muitiplexs ¢islom MS200527_0082
(dalej len "Klinické skusanie"), ktora je blizsie
popisana v protokole ¢. MS200527_0082 , ktory
bude  Zmluvnym partnerom odovzdany
Zadavatelom a ktory méze byt Zadavatelom
jednostranne doplfiovany (dalej len "Protokol").

NAKOLKO, Spoloénost IQVIA  poskytuje
zadavatelovi  sluzby  klinickej  vyskumnej
organizacie podla samostatnej zmluvy medzi
IQVIA a zadavatelom. Medzi sluzby poskytované
IQVIA patri monitorovanie skii$ania a uzatvaranie
zmlav s centrami skusania.

DrugDev, dcérska spolo¢nost' spolocnosti IQVIA,
bude spracovavat platby za toto skusanie a
poukazovat ich z bankového uctu spolo¢nosti
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Represented by Renata Vandriakova MD, MPH-
Managing Director of the UNB
(hereinafter referred to as the “Center”)

and

Prof. Peter Turcani, MD. PhD with a working place
at Univerzitna nemocnica Bratislava, Nemocnica
Stare Mesto, |. Neurologicka klinika LFUK a UNB,
Mickiewiczova 13, 813 69 Bratislava, 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
Centre and the Principal Investigator hereinafter
collectively referred to as the “Contracting Party”)

Preamble

WHEREAS, the Sponsor asked the Contracting
Partners to conduct a clinical trial involving the
study drug Evobrutinib Compared with
Teriflunomide (hereinafter called the
“Investigational medicinal product’) named “A
Phase I, Multicenter, Randomized, Parallel
Group, Double Blind, Double Dummy, Active
Controlled Study of Evobrutinib Compared with
Teriflunomide, in Participants with Relapsing
Multiple Sclerosis to Evaluate Efficacy and
Safety”with the number MS200527_0082
(hereinafter referred to as the “Clinical Trial") as
described in more detail in protocol no.
MS200527_0082 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, 1QVIA is providing clinical research
organisation services to Sponsor under a separate
contract between IQVIA and Sponsor. IQVIA's
services include monitoring of the Study and
contracting with clinical research sites;

WHEREAS, DrugDev. an IQVIA affiliate, will
administer payments from an IQVIA RDS Inc. bank
account to the Payee (as defined below) on this
Study;]
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IQVIA RDS Inc. prijemcovi platieb (definovanému
nizsie).

VZHEADOM K TOMU, ZE Zmluvni partneri
disponuju znalostami, skusenostami a zdrojmi
potrebnymi na vykonanie Klinického skusania
podla ich najlepSieho vedomia maju pristup k
poZadovanému poctu subjektov skusania podla
kritérii pre zaradenie alebo vyradenie tak, ako su
vymedzené v Protokole, a su ochotni Klinické
skuSanie vykonat'.

Zadavatel uzatvoril samostatni zmluvu so
spolo¢nostou IQVIA RDS Slovakia s.r.o. ICO:
45942269, Zapisana v Obchodnom registri
Okresného sudu Bratislava |., oddiel: Sro, vl.&:
69023/B, , so sidlom na adrese Vajnorska 100/B,
83104 Bratislava, Slovenska republika (dalej
.CRQO") o poskytovani podpornych sluzieb, ktoré
maju zadavatelovi ufahéit’ dozor nad skuganim,
monitorovanie a riadenie skisania v sulade touto
zmluvou. Zadavatel poveril CRO vybavovanim
komunikacie medzi zadavatelom, Centrom
a Hlavnym skuSajucim v suvislosti so skisanim a
touto zmluvou a po pisomnom vyrozumeni Centra
a Hlavného skusajuceho moéze zadavatel urcit
dalSie takéto organizacie, aby CRO nahradili
alebo s nou spolupracovali pri vykonavani tychto
sluzieb pre zadavatefa, a Centrum a Hlavny
skuSajluci maju takymto dalS$im organizaciam
umoznit' vykonavat ktorékolvek alebo vSetky
povinnosti zadavatela podla tejto zmluvy.

Cl. 1 - Predmet Zmluvy

1.1 Predmetom tejto Zmluvy je vykonanie
Klinického skusania v Centre a rozdelenie
povinnosti sdvisiacich s Klinickym skusanim
medzi Zadavatela a Zmluvnych partnerov.
Predmetom tejto Zmluvy su zavazky
Zmluvnych partnerov tykajlce sa vykonania
Klinického skusania za podmienok
dohodnutych v tejto Zmluve a zévazok
Zadavatela k Uhrade odmeny za spravne
vykonanie Klinického sku$ania. Akékolvek
odchylky od Protokolu a dodatky k Protokolu,
vratane avsak nielen akéhokolvek
vysetrovania alebo skusania dopliujlcich

Klinickych. ¢i  laboratérnych  parametrov,
vyzaduju predchadzajlci pisomny suhlas
Zadavatela.
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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 IQVIA RDS Slovakia s.r.o. Organisation No:
45942269, Filed in the Companies register of the
District Court Bratislava |, section: Sro, File no:;
69023/B , with its principal place of business at
Vajnorska 100/B, 83104 Bratislava, Slovak
Republic(hereinafter, “CRO") to provide support
services to facilitate Sponsor's oversight,
monitoring, and administration of the Study in
accordance with this Agreement; Sponsor has
authorized CRO to handle Sponsor
communications with Institution and Investigator
with respect to the Study 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;

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
obligations among the Sponsor 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 Sponsor to pay remuneration
for a duly conducted 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.
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1.2 Klinické skusanie liekov sa vykonava podia §
29 az 44 zakona ¢. 362/2011 Z. z. o liekoch
a zdravotnickych poméckach a o zmene a
doplneni niektorych zakonov (dalej len “zakon o
liekoch").prislusnych pravnych predpisov
a nariadeni platnych v Slovenskej republike.

Cl. 2 - Povinnosti Zmluvnych partnerov

2.1 Zmluvni partneri sa zavazuju vykonat a
zdokumentovat' Klinické skusanie
hospodarne a s naleZitou odbornou
starostlivostou v prisnom sulade s (a)
Protokolom; a (b) podmienkami tejto Zmluvy;
a;, a (d) Harmonizovanym trojstrannym
usmernenim ICH pre spravnu klinick( prax
vratane jeho naslednych zmien a vSeobecne
akceptovanymi normami spravnej klinickej
praxe; a (e) v8etkymi prislu§nymi pravnymi
predpismi; a (f) vSetkymi prikazmi a
smernicami prisluSnych organov verejnej
moci a spravy, zdravotnych poistovni a
etickych komisii, ak také existujt; (g)
inStrukciou Zadavatela nazvanej ,Prirucka
pre skuSajuceho* (Investigator's Brochure)
obsahujucej vSetky v sucasnej dobe zname
informéacie o produkte / lieku pouzitom v Studii
a jeho vlastnostiach. Prirucku Zadavatel
odovzdal Hlavnému skusajucemu a bude ju
aktualizovat v periodicite vyzadujicej stavom
Studie alebo stanovej pravnymi predpismi.
Prirucka bude pripojend k dokumentacii
Studie; (h) so vieobecnymi 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 poskytnat primerané zdroje a
vybavenie na vykonavanie Klinického
skusania

2.2 Klinické ski8anie bude v Centre vykonavané
pod dohlfadom Hlavného skusajuceho, ktory
je zodpovedny za jej riadny priebeh. Hlavny
sku$ajlici je zodpovedny za celkovi pohodu
subjektov  skusania zuéastiujucich sa
Klinického skusania z hladiska poskytovania
zdravotnickych  sluzieb na  primerangj
odbornej Grovni. Zodpovedny skusajuci
zodpoveda za vykonavanie klinického
skusania a za vSetky osoby, ktoré pracuji na
klinickom  skdSani ako  zamestnanci
pracoviska skusania.
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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’). applicable law and
regulation.

Article 2 — Obligations of the Contracting
Partners

2.1 The Contracting Partners shall conduct and
document the Clinical Trial in a diligent and
efficient manner in strict compliance with (a) the
Protocol; and (b) the terms and conditions of
this Agreement; and ; and (c) the ICH
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to time
as well as generally accepted standards of
Good Clinical Practice; and (d) all applicable
legal regulations; and (e) all orders and
directives of competent public administration
authorities, health insurance companies and
ethics committees, if any; (f) an instruction
issued by Sponsor entitled “Investigator's
Brochure”, which contains all currently known
information on the product/medication used in
the Clinical Trial and on its properties. Sponsor
provided the Principal Investigator with the
Brochure and shall periodically update the
Brochure as required by the status of the
Clinical Trial or set out in the legal regulations.
The Brochure will be appended to the Clinical
Trial documents; (g) general terms and
conditions of Sponsor (provided that Sponsor
has issued them and submitted them to the
Centre) on the conduct of clinical studies,
except for the conditions modified by this
Agreement. The Center shall provide adequate
resources and facilities for the performance of
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.
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2.3 Hlavny skusajuci su€asne moéze sluzit pre | 2.3 The Principal Investigator may also serve as the

Zadavatela ako kontaktna osoba v Centre vo contact person for Sponsor with regard to the
vztahu ku Klinickému skusaniu, pokial nie je Clinical Trial at the Center, unless this
nizsie v tejto Zmluve stanovené inak. Hlavny Agreement specifies otherwise. The Principal
skusajuci vykonava Klinické skSanie v ramci Investigator shall conduct the Clinical Trial as
svojho pracovného pomeru k Centru. part of his or her employment at the Center.

2.4 Centrum sa zavazuje umoznit a Hlavny | 2.4 The Center shall allow, and the Principal

skuSajuci sa zavazuje zabezpecit, aby Investigator  shall ensure  that the
SkaSajuci a ostatné osoby zahrnuté do Investigatorand other persons involved with the
vgkonavania Klinického skusania (dalej len Clinical Trial (hereinafter referred to as “Clinical
"Clenovia studijného timu") konali v sulade Trial Team Members”) comply with the terms
s podmienkami tejto Zmluvy. Centrum sa and conditions of this Agreement. The Center
prostrednictvom  Hlavného  skusajluceho shall ensure through the Principal Investigator
zavazuje zabezpecit, ze poévodni aj novi that original and new Clinical Trial Team
Clenovia  &tudijného timu st riadne Members are appropriately trained, qualified
preskoleni, kvalifikovani a vzdelani, obzvlast, and educated, in particular that they participate
Ze sa zUcastiuju véetkych skoliacich stretnuti in all training sessions regarding the Clinical
o Klinickom skusani, vratane skoleni na Trial, including any good clinical practice
spravnu klinicki prax vyzadovanych a training required and organized by the Sponsor
zabezpedovanych Zadavatelom (Clenovia (Clinical Trial Team Members, who have a good
Studijného timu v8ak nemusia $kolenie na clinical practice certificate that is not older than
spravnu klinicki prax absolvovat, ak sa 3 years as of the first day of the Clinical Trial,
preukazu certifikdtom 2z absolvovaného are not required to participate in good clinical
Skolenia spravnej klinickej praxe nie star§im practice training). The Sponsor shall have the
ako 3 roky odo dia zacatia Klinického right to reject specific Clinical Trial Team
sk(sania). Zadavatel ma pravo odmietnut Members, if the Sponsor deems them not
konkrétnych Clenov $tudijného timu, ak sa appropriately educated and/or qualified. Clinical
Zadavatel domnieva, Ze nie su prislusne Trial Team Members are employees of the
vzdelani a / alebo kvalifikovani. Clenovia Center. Clinical Trial Team Members and the
Studijného timu su zamestnanci Centra. Principal Investigator shall attend trainings
Clenovia $tudijného timu a Hlavny skusajuci organized for them by the Sponsor in
sa budl zucasthovat Skoleni, ktoré v connection with the Clinical Trial, and the
suvislosti s Klinickym sku$anim pre tieto Center shall allow such persons to attend. The
osoby Zadavatel zorganizuje a Centrum je Sponsor shall reimburse reasonable travel and
povinné takuto ucast umoznit. Zadavatel accommodation costs, if applicable related to
nahradi primerané cestovné a ubytovacie the trainings under this article, but no
naklady suvisiace so vzdelavanim podla tohto remuneration shall be provided to participants
¢lanku, ak to bude potrebné, ale za Gcast na or any other persons for attending such
tomto vzdelavani nenalezi u€astnikom ani trainings.

nikomu inému Ziadna odmena.

2.5 Centrum sa zavazuje umoznit Hlavnému | 2.5 The Center shall make it possible for the

skugajucemu, a Clenom $tudijného timu, Principal Investigator and Clinical Trial Team
zucastiiovat sa podlfa potreby stretnutia Members, as required, to participate in
skusajucich a telekonferencii Investigator meetings and teleconferences held
uskutotnovanych v priebehu  Klinického in the course of the Clinical Trial to the extent
skusania v rozsahu pozadovanom requested by the Sponsor.
Zadavatelom.
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2.6 Kazde uzatvorenie subdodavatelskej zmluvy,
ktorej predmet plnenia tretej strany sa bude
tykat' ktorejkolvek z povinnosti Centra na
zaklade tejto  Zmluvy si  vyzaduje
predchadzajuci pisomny suhlas Zadavatela.
Udelenie takehoto suhlasu je na vyluénom
rozhodnuti Zadavatela. V pripade udelenia
takéhoto suhlasu zo strany Zadavatela
Centrum:

2.6.1je povinné zabezpetit u subjektu, na
ktorého  svoju  povinnost  prenasa,
dodrziavanie podmienck, (a) ktoré su
vzhladom k charakteru pozadovanej sluzby
relevantné a podobné podmienkam tejto
Zmluvy vratane, avSak nielen, lehot na
plnenie povinnosti a ustanovenia o ochrane
dovernych Udajov uvedené v tomto
dokumente, (b) na zaklade ktorych tretia
strana postipi vietky prava k vysledkom
svojej ¢innosti / Studie Zadavatelovi a (c)
podla ktorych tretia strana umozni
Zadavatelovi alebo tretim stranam Zmluvne
opravnenym Zadavatelom a prislusnym
regulacnym uradom vykonanie auditov a
inSpekcii u takejto tretej strany, o sucasne
neznamena obmedzenie povinnosti Centra
vo vztahu k auditom a inSpekcie; a

2.6.2 bude niest plni zodpovednost za riadne
plnenie vsetkych povinnosti, ktoré budud
predmetom subdodavatelskych zmitv.

2.7 Zmluvni partneri sa zavazuju vynalozit véetko
Usilie na zaradenie subjektov sku$ania do
Klinického skugania v sllade s poziadavkami
na zaradovanie a lehotami ustanovenymi v
Protokole. Suc¢asné lehoty vztahujuce sa k
vykonavaniu  Klinického  skusania su
nasledovné:

2.7.1 Predpokladany zaciatok naboru subjektov
sku$ania je predpokladané 15 oktober 2020
ukoncenie 15 oktober 2020 Nabor
subjektov skusania sa vzdy riadi aktualnymi
podmienkami Protokolu.

2.7.2 Hlavny skusajuci a Centrum suhlasia, ze
Zadavatel moéze jednostranne kedykolvek
zmenit' pocet subjektov sku$ania, ktorych
Hlavny skusajuci do Studie méze zaradit
a/alebo ¢asovy harmonogram naboru, a to
prostrednictvom vydania prislu§ného pokynu
ku Klinickému skusaniu . Takyto pokyn sa
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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;

2.6.1 make sure that such subcontractors observe
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 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

2.6.2 be fully liable for due performance of all
subcontracted duties.

2.7 The Contracting Partners agree to make
maximum efforts 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 15" October 2020 and to be
completed by 5th October 2020. 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 unilaterally change the
number of trial subjects that the Principal
Investigator shall include in the Clinical Trial
and/or the recruitment timeframe by issuing
a relevant instruction for the Clinical Trial.
Such an instruction shall not concern the
already included trial subjects,
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nebude vztahovat na uz zaradenych
subjektov skusania.

2.8 Hlavny skusajuci sa zavazuje do Klinického

skusania zaradit iba riadne sposobilé
subjekty skuSania v sulade s Protokolom a
oznamit zaradenie subjektu skusania do
Klinického skusania s uvedenim ¢isla
rozhodnutia o Klinickom skdsani a datumu
zaradenia subjektu skusania do Klinického
skusania zdravotnej poistovni vykonavajlcej
verejné  zdravotné  poistenie  subjektu
skuSania bezodkladne po zaradeni subjektu
skusania do Klinického skusania v sulade s
ustanovenim § 44 pism. o) zakona o liekoch
a akékolvek dalSie prislusné pravne predpisy
a nariadenia platné v Slovenskej republike.

2.9 Zmluvni partneri sa zavazuju zabezpecit, ze

Klinické skusanie bude vykonavané v sllade
s povolenim alebo suhlasom k ohlaseniu
vydanym Statnym Ustavom pre kontrolu lieciv
a suhlasmi prislusnych etickych komisii.
Zmluvni partneri sa zavazuju poskytnut
Zadavatelovi  su€innost  pri  priprave
dokumentov  tykajucich sa  Klinického
skusania a odovzdat Zadavatelovi alebo
tretej strane uréenej Zadavatelom
bezodkladne vSetky vyhlasenia potrebné na
povolenie Klinickeho sku$ania regulaénymi
organmi a / alebo etickymi komisiami, vratane
avSak nielen (i) Vyhlasenie o finanénych
zaujmoch, (ii) CV a (iii) potvrdenie o
zodpovedajlicom vybaveni miesta skusania.
Zmluvni partneri sa zavazuju zabezpecit, ze
poskytnuté  dokumenty  tykajlce sa
Klinického skuSania su Uplné a spravne.
Napriklad, Vyhlasenie o finanénych zaujmoch
musi obsahovat vSetky finanéné vztahy
medzi Hlavnym skusajucim a ktorymkolvek
Clenom studijného timu, a ich finanéné
zaujmy, na jednej strane a Zadavatelom
alebo ktoroukolvek spolo¢nostou prepojenou
so Zadavatelom, na strane druhej, vratane -
avSak nielen - odmeny alebo iného
finanéneho prospechu prijatého kazdym z
nich od Zadavatela alebo ktorejkolvek zo
spolo€nosti prepojenych so Zadavatelom za
konzultaéné cinnosti alebo iné sluzby
nepokryté touto Zmluvou. Potvrdenia o
finanénych zaujmoch by mali byt predlozené
v priebehu Klinického skuSania, pri jeho
zmene a jeden rok po skonéeni Klinického
skdsania.

2.8 The Principal Investigator agrees to include in
the Clinical Trial only such trial subjects that are
duly 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 immediately 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 specified by the Sponsor with
all declarations necessary for the approval of
the Clinical Trial by regulatory authorities
and/or ethics committees, including without
limitation, if applicable, (i) Financial Interest
Declarations, (ii) CVs and (iii) confirmation of
adequate ftrial 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.
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2.10

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

Hlavny sku$ajici sa zavazuje vsSetky
subjekty skiiSania zodpovedajlicim spédsobom
informovat o] cieloch, metédach,
predpokladanych prinosoch a potencialnych
rizikach Klinického ski$ania a o okolnostiach,
za ktorych by ich osobné udaje mohli byt
spristupnené Zadavatelovi, jeho Prepojenym
osobam, prislu§nym organom, tretim stranam,
ktoré poskytuju sluzby Zadavatelovi a / alebo
etickym komisiam. Hlavny sklSajuci sa
zavazuje zabezpecit, Ze subjekty skisania sa
zucastnia Klinického skusania az potom, ¢o
podpiu informovany suUhlas  subjektu
skusania poskytnuty Zadavatelom. Hlavny
skuSajaci uchova original takého suhlasu v
zdravotnicke; dokumentacii subjektu
skusania. Ak subjekt skiSania svoj suhlas v
priebehu Klinického skUS$ania odvola,
Zmluvni partneri nesmu vo vztahu k tomuto
subjektu vykonat Ziadne dalSie postupy v
ramci Klinického sku$ania okrem pripadnych
opatreni tykajucich sa dalSieho sledovania
predpisanych Protokolom, s ktorymi subjekt
skusania suhlasil. Nasledna lietba subjektu,
ktora nesuvisi s  Klinickym sku3anim, je

vyhradnou lekarsku zodpovednostou a
pravnou zodpovednostou Zmluvnych
partnerov.

2.11 Zmluvni partneri sa zavazuju zabezpedit, ze

subjektom  sk(Sania  zaradenym  do
Klinického skuSania sa v Centre nebudud
podavat iné neregistrované lieky podia § 46
zakona o liekoch a v zmysle Vyhlasky
Ministerstva zdravotnictva SR ¢. 507/2005
Z.z., ktorou sa upravujl podrobnosti o
povolovani terapeutického pouzitia
hromadne  vyrabanych liekov, ktore
nepodliehaju registracii, a podrobnosti o ich
Uhrade na zaklade verejného zdravotného
poistenia, ani sa nebudu zucasthovat iného
klinického skus$ania, pri ktorom by subjekty

2.10 “Affiliate” shall mean any legal entity or

2.10

2.1

company, that directly or indirecily 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.

The Principal Investigator agrees to
appropriately 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. The Principal Investigator
agrees to ensure that the trial subjects shall
not participate in the Clinical Trial until after
they sign their informed consent provided by
the Sponsor. The Principal Investigator shall
keep the original 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 by the trial subject. Subsequent
treatment of the trial subject, which is not
related 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
autharization 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
which the trial subjects would use medicinal
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2.13

skuSania dostavali v Slovenskej republike
neregistrovany liek v priebehu Klinického
skusania bez predchadzajliceho pisomného
stihlasu Zadavatela.

Ak poc¢as Klinickeho skusania v Centre
déjde k poSkodeniu zdravia subjektu ski$ania,
Zmluvni partneri sa zavazuju informovat o
kazdej takejto udalosti Zadavatela (i) v pripade
zavazného neziaduceho Gcinku alalebo
zavaznej neziaducej udalosti alalebo v
pripadoch tehotenstva, ak také existujy,
najneskér do 24 hodin a (ii) v pripade
neziaduceho u€inku a/alebo neZiaducej
prinody  bezodkladne v ramci lehét
stanovenych v Protokole a inych pokynoch
danych Zadavatelom o hlaseni  Gdajov
tykajucich sa bezpecénosti. Suc¢astou takého
hlasenia musi byt tiez posudenie pri¢innej
suvislosti. O akomkolvek inom poskodeni
zdravia subjektu skusania alebo akomkolvek
zavaznom poruseni Protokolu alebo pokynov
spravnej Kklinickej praxe, musia Zmluvni
partneri informovat ~ Zadavatela bez
zbytoéného odkladu. Zmluvni partneri budu
vzdy spolupracovat so Zadavatefom pri jeho
hlaseniach vsetkych zavaznych neziaducich
udalosti a podozreni na neziaduce ucinky
produktov alebo liekov SUKL, Etickej komisii,
prislusnej zdravotnej poistovni vykonavajucu
verejné  zdravotné  poistenie  subjektu
skiSania, pripadne prislusSnym organom
¢lenskych sStatov, na ktorych Uzemi sa
vykonava multicentrické klinické skusanie, a v
pripade ak to stanovuju pravne predpisy alebo
o to poZiada Zadavatel, poskytnu prislusnym
organom aj poZadovane informacie. Zmluvni
partneri st povinni poskytovat Zadavatelovi
sucinnost’ s plnenim povinnosti tykajucich sa
hlaseni neziaducich ucinkov.

Zmluvni partneri sa zavazuju bez
zbytoéného odkladu zodpovedat vsetky
otazky Zadavatela alebo o0sdb poverenych
Zadavatelom tykajuce sa dokumentacie
neZiaducej udalosti. Toto zahffia najma
aktivne nasledné sledovanie a objasnenie
prisluSnych  nezrovnalosti v  hlaseniach
neziaducich udalosti a udalosti tehotenstva.

Na ucel hlasenia neZiaducich udalosti a
udalosti tehotenstva su Zmluvni partneri
povinni  pouzivat formulare poskytnuté

Zadavatelom, ak také existuju.

212

2.13

products not registered in the Slovak
Republic 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 (i) in case of any adverse effect and/or
adverse event immediately within the
timelines specified in the Protocol and other
instructions on safety-related data reporting
provided by the Sponsor. Such reporting
must also include an assessment of causality.
Any other harm to health of trial subjects or
any serious breach of the Protocol or good
clinical practice guidelines must be reported
to the Sponsor without undue delay. The
Contracting Partners will always cooperate
with Sponsor in his 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 multicentre 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 obliged to cooperate with
Sponsor with the reporting of adverse effects.

The Contracting Partners agree to
immediately answer any questions of the
Sponsor or persons authorized by the
Sponsor regarding adverse event
documentation. This includes - but is not
limited to - active follow-up monitoring and
clarification of relevant inconsistencies in
adverse event and pregnancy reports. For the
purposes of adverse event and pregnancy
reporting, the Contracting Partners must use
the forms provided by the Sponsor, if
applicable.
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215

217

Pocas a po skonéeni Klinického skugania
sa zavazuju Zmluvni partneri predlozit’
Zadavatelovi vsetky dokumenty prijaté od
Statnych organov, etickych komisii a/alebo
prislusnych regulacnych organov tykajuce sa
akychkolvek suhlasov alebo povoleni alebo
prislusnej komunikacie o bezpec€nosti vo
vztahu ku Klinickému ska$aniu do 24 hodin
od ich obdrzania.

Zmluvni partneri sa zavazuju pouzivat
Skusany liek vyluéne na Uc€ely vykonavania
Klinického skuSania a iba spdsobom
Specifikovanym v Protokole. Zmluvni partneri
sU zodpovedni za riadne prijimanie,
pouzivanie, nakladanie, skladovanie a
vedenie dékladnej a presnej evidencie
zaobchadzania so Skasanym liekom v
priebehu Klinického sku3ania v sulade s
poZiadavkami spravnej klinickej praxe,
spravnej lekarenskej praxe a Protokolom.
Naviac sa Zmluvni partneri zavazuju vratit
alebo zabezpecit riadnu likvidaciu
nepouzitého Skusaneého lieku, ak si Zadavatel
likvidaciu vyziadal (na naklady Zadavatela), a
tuto likvidaciu riadne zdokumentovat. V
pripade nacatého a nespotrebovaného
Skusaného lieku, ktorého forma podania je
infuzia, zaistia Zmluvni partneri likvidaciu
ihned po priprave &i Uprave Sku$aného lieku.

2.16 Centrum sa tymto zavazuje zabezpedit

uskladnenie, pripravu, kontrolu a distriblciu
SkuSaneho lieku v sulade s ustanovenim
Protokolu, ako aj v sulade so vSeobecne
zavaznymi pravnymi predpismi a v sulade so
v8etkymi ustanoveniami pokynov pre klinické
skasanie liekov Statneho Ustavu pre kontrolu
lieiv. Zmluvni partneri nebudd vyZadovat
zaplatenie SkuSaneho lieku alebo akejkolvek
sluzby hradenej Zadavatelom podla tejto
Zmluvy od subjektu skuSania alebo od tretej
strany, ako je napriklad zdravotna poistovna.

Centrum sa  zavazuje  menovat
dostatoény podet zastupcov, ktori spinaju
kvalifikatné poziadavky na vykon povolania
farmaceuta alebo farmaceutického laboranta v
zmysle zakona & 578/2004 Zz, o
poskytovateloch zdravotne] starostlivosti,
zdravotnickych pracovnikoch, stavovskych
organizaciach v zdravotnictve a o zmene a

2.14

2.15

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

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
productor properly liquidate any unused
Investigational medicinal product, provided
that the Sponsor requested such liquidation
(at the expense of the Sponsor), and properly
document such liquidation. The Contracting
Partners shall immediately liquidate 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

217

Investigational medicinal product is stored,
prepared, inspected and distributed in
compliance with the Protocol, the applicable
law and all provisions of the 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.

The Center agrees to appoint a sufficient
number of representatives who meet
qualification requirements for the 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,
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2.18

2.19 Kedykolvek o to Zadavatel

doplneni niektorych zakonov, v zneni
neskorsich predpisov a v zmysle nariadenia
vlady €. 296/2010 Z.z. o odbornej sposobilosti
na vykon zdravotnickeho povolania, sposobe
dalSieho vzdelavania zdravotnickych
pracovnikov, sustave $pecializa¢nych odborov
a sustave certifikovanych pracovnych ¢innosti,
v zneni neskorSich predpisov. Tito
zastupcovia budl zodpovedni za nakladanie
so Skusanym liekom a za vedenie suvisiacich
zaznamov a dokumentacie. lhned po
vymenovani tohto zastupcu alebo zastupcov,
oznami Centrum Zadavatelovi pisomne meno
a priezvisko poverenych osd6b  spolu s
prisludnymi kontaktnymi informaciami.

Hlavny sku$ajuci sa zavazuje odoberat
Skuasany liek v sulade s Protokolom, a to v
davkovani potrebnom pre kazdu jednotlivu
navstevu subjektu skasania.

poziada,
zavazuju sa Zmluvni partneri podat’ hlasenie o
postupe v Klinickom sku$ani v Centre vratane
Udajov o zaradovani subjektov skusania.

2.20 Hlavny skusajuci je povinny zhromazdovat

udaje a vkladat ich do [5 pracovnych dni] od
ich vytvorenia do elektronickych zaznamovych
listov. ALEBO zaznamovych listov v listinnegj
podobe] (dalej len “CRF”) v sulade s
nalezitostami stanovenymi v Protokole.
Hlavny sku$ajuci sa zavézuje pravidelne
odovzdavat Zadavatelovi CRF a vSetku
dokumentaciu vyzadovanu Protokolom, aby
ich Zadavate] mohol priamo alebo
prostrednictvom iného subjektu priebezne
spracovavat. V pripade omeskania dlhsom
ako 10 pracovnych dni s vkladanim udajov je
Zadavatel opravneny, na zaklade pisomného
oznamenia doru¢eného Hlavnému
skusajucemu, zastavit zaradovanie subjektov
skusania Hlavnym sku$ajucim az do doby,
kedy bude vkladanie (dajov aktualizované.
Pokial bude mat toto za nasledok omeskanie
v zaradovani subjektov sklSania,
Zadavatelovi prinalezia prava stanovene v &l
12.4 tejto Zmluvy. V lehote 5 pracovnych dni
po oSetreni posledného zo subjektov skiiSania
musi byt dokonéené vloZenie vSetkych
zostavajucich CRF, suvisiacej dokumentacie a
takisto nepouzité CRF v listinnej podobe, ak
take existuju, musia byt odovzdane
Zadavatelovi alebo na poziadanie Zadavatela
zni¢ené. Zmluvni partneri sa zavazuju

2.18

2:19

2.20

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, upon the Sponsor's request.

The Principal Investigator must collect data
and enter them within [5 working days] of their
generation in the electronic case report forms
OR paper 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 entering for more
than 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
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 gquestions within
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poskytovat suc¢innost pri  bezodkladnom
objasnovani akychkolvek otazok tykajlicich sa
udajov v CRF a venovat sa tymto otazkam a
zodpovedat ich najneskér v lehote [5 (piatich)]
pracovnych dni. Zadavatel moze pozadovat
odpovede aj v kratdom &asovom Useku s
ohfadom na kluéové stadia Klinického
skusania, ako napr. Cista databaza. Zmluvni
partneri sa dalej na Ziadost Zadavatela
zavazuju poskytovat primerant suéinnost pri
priprave celkovej spravy o Klinickom skasani.
Centrum zabezpeti, ze CRF nebudu pristupné
nikomu inému ako Clenom $tudijného timu a
Hlavnému skisajicemu a pristup k nim, ak
budu v elektronickej podobe, bude chraneny
pristupovym menom a heslom.

221 Hlavny skuSajuci je povinny zabezpecit,
Ze v8etky CRF poskytnuté Zadavatelovi su
pravdivo, presne a riadne vyplnené a Ze su
vernym  odrazom  skutoénych  vysledkov
Klinickeho sku$ania. Hlavny skusajuci sa tiez
zavazuje odovzdat Zadavatelovi kopie véetkych
sprav, vratane vSetkych aktualizacii a zmien,
ktore si vyZiadala eticka komisia.

2.22  Centrum sa zavazuje uchovavat' vsetku
elektronickl aj in0 dokumentaciu, vratane

zdrojovej dokumentacie a zlozky
Skusajuceho, zoznamu identifikaénych kédov
subjektov skusania a zdravotnej

dokumentacie subjektov skusania vztahujlcej
sa ku Klinickému skuSaniu, ktore  sO
vyzadované na zaklade ICH predpisov a
ostatnych prisluSnych pravnych predpisov
upravujicich  vykonavanie Klinického
skusania, po dlhsej z nasledujtcich dvoch dob:
1) patnast (15) rokov po skonéeni alebo
preruseni Klinického skugania alebo 2)
akukolvek dlh8iu dobu pre archivaciu
dokumentacie stanovenu prislusnymi
pravnymi predpismi. Dokumentacia o
Klinickom skusani musi byt uchovavana na
vhodnom mieste a vhodnym sposobom a
Centrum je povinné viest zaznamy o mieste,
kde je dokumentacia o Klinickom skusani
uchovavana, aby tato bola okamzite k
dispozicii na poziadanie povereného zastupcu
Zadavatela, etickej komisie, auditora alebo
prislusnych Statnych organov. Centrum je
povinné Zadavatela informovat' v pripade, ze
planuje archivovat dokumentaciu o Klinickom
skusani v inych priestoroch ako st tie, ku
ktorym ma Centrum vlastnicke alebo iné
uzivacie pravo.
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2.21

2.22

[five (58)] 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 true,
complete, correct and accurate and reflect
the actual results of the Clinical Trial. The
Principal Investigator also agrees to provide
the Sponsor with copies of all reports,
including all updates and changes, that were
requested by the ethics committee.

The Center shall keep all electronic and other
documents, including without limitation,
source documents and the Investigator's
files, list of the trial subjects identification
numbers and trial subjects health
documentation related to the Clinical Trial
required by ICH guidelines and applicable
laws regulating Clinical Trial performance for
the longer of the two following periods: 1)
fifteen (15) years after the end or suspension
of the Clinical Trial 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 in the event that the Center plans to
archive Clinical Trial documentation outside
of its own premises to which the Center has
proprietary or other right of use.
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2.25

2.23 Zmluvni partneri su si vedomi, ze Zadavatel

alebo v jeho mene tretia strana dokladne
monitoruje vykonavanie Klinického ski$ania a
pravidelne navstevuje Centrum. Zmluvni
partneri sa zavazuju primerane podporovat
tieto monitorovacie aktivity, vratane ale bez
obmedzenia, poskytnutim pristupu
poverenému zastupcovi Zadavatela do
priestorov a k idajom podla potreby a dalej sa
zavazuju spolupracovat so Zadavatelom
alebo prislusnou tretou stranou v tomto
ohlade. Na Ziadost Zadavatela su Hlavny
skusajuci a Clenovia $tudijného timu povinni
sa zucastnit osobnej diskusie.

2.24 Zadavatel a Statne organy, ako je napr. Urad

Spojenych Statov americkych pre potraviny a
lieky (dalej len “FDA") maju pravo vykonavat
audit alebo kontrolu zaznamov Zmluvnych
partnerov, ktorychkolvek inych dokumentacii a
priestorov  slvisiacich s  vykonavanim
Klinického skisania, a to kedykolvek v
priecbehu a / alebo po dobu 25 rokov po
skonceni Klinického skuSania a bez
akychkolvek narokov Zmluvnych partnerov na
zvlastne finanéné plnenie . Takyto audit alebo
kontrolu je Zadavatel povinny primerane
vopred ohlasit v pripade, Ze je vykonavany
Zadavatelom. Zmluvni partneri su povinni
poskytovat Zadavatelovi, nim poverenym
zastupcom alebo vSetkym S$tatnym organom
sucinnost pri plneni ich dloh v sulade s
Protokolom a podniknut vSetky primerané
kroky pozadované Zadavatelom alebo
Statnymi  organmi na ucCely odstranenia
nedostatkov zistenych pocas auditu alebo
kontroly.

Zmluvni partneri sa zavazujl, ze po¢as a
po skonéeni Klinického sku$ania umoznia a
budu podporovat vSetky kontroly
zodpovednych Statnych organov bez
akychkolvek narokov na osobitnt odmenu &i
nahradu. Zmluvni partneri sU  povinni
informovat’ Zadavatela o kazdej takejto
kontrole ¢i zamere takato kontrolu vykonat
ihned potom, ¢o sa o nich dozvedia. Zmluvni
partneri sa zavazuju umoznit, aby Zadavatel
mohol byt pritomny na kazdej kontrole
vykonavanej Statnymi  organmi alebo
podobnymi institiciami. Pred vyjadrenim sa k
vysledkom takejto kontroly , ak nejaké budu,
su Zmluvni partneri povinni odpoved posudit a

2.23

2.24

2.25

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 appointed
representative with access to the facilities
and data as necessary and further agree to
cooperate with the Sponsor or the relevant
third party in this regard. The Principal
Investigator and Clinical Trial Team Members
must participate in personal discussions upon
the request of the Sponsor.

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.
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 responsible authorities without
any right to special payment or
reimbursement. The Contracting Partners
must inform the Sponsor about any such
inspection or the intent to conduct such
inspection as soon as the Sponsor learns
about it. The Contracting Partners shall allow
the Sponsor to be present at any inspection
conducted by authorites 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. The Contracting

MS200327 0082 Slovakia CTA INST 02Augl9 10VIA
RZA31943 _SVK en_MerckAlliance Global

PI: prof Peter Turcani, MD, PhD.

CONFIDENTIAL

MS200527.0082 Slovakia CTA INST 024ugl9 IQVIA
RZA31943_SVK_en_MerckAlliance_Global

PI: Prof. MUDr. Peter Turéani Phi.

DOVERNE

Strana Page 13 of 56



2.26

227

prediskutovat so Zadavatelom. Zmluvni
partneri bez zbyto€ného odkladu poskytnu
Zadavatelovi képie akychkolvek zisteni alebo
kontrol zodpovednych Gradov vo vztahu ku
Klinickému skasaniu.

Zmluvni partneri nesmu vedome vyuZivat
sluzby, bez ohladu na ich rozsah, Ziadnej
osoby, ktorym bolo poskytovanie tychto
sluzieb zakazané FDA alebo ktorymkolvek
inym  prisluSnym organom v priebehu
vykonavania Klinického skisania. Zmluvni
partneri dalej zavazne vyhlasuju, Zze podla ich
vedomosti ani im ani ich zamestnancom,
splnomocnencom alebo zastupcom, ktori sa
zucastnuju vykonavania Kilinického skusania,
nebolo zakazané vykonavat ¢innosti, ktoré su
vykonavané v ramci Studie, zo strany FDA
alebo iného organu, ani podla ich najlepSieho
vedomia v suc¢asnosti neprebieha Zziadne
konanie tykajuce sa takéhoto zakazu vo
vztahu k tymto osobam, najma na zaklade
nasledujtcich 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 ukonéeni
ihned informovat Zadavatela, ak sa dozvedia,
Ze sa zacne takéto konanie vo vztahu k

Hlavnému skdsajucemu, Centru ¢&i jeho
zamestnancovi. Zmluvni  partneri  dalgj
zaru€uju a zavazuju sa, Ze podla ich

vedomosti nie su subjektom predchadzajucich

ani  prebiehajucich  vySetrovani, vyziev,
upozorneni alebo nepodliehaju  vykonu
rozhodnuti organov Statnej spravy

vztahujucich sa ku klinickym skuskam, ktoré
by neboli cznamené Zadavatelovi. V pripade,
Ze nastane skuto¢nost podla predchadzajlicej
vety vo vztahu ku Klinickému skusaniu,
Zmluvni partneri to bez zbyto¢ného odkladu
oznamia Zadavatelovi.

V pripade, Ze Hlavny skuSajuci v
priebehu Klinického  skusania  ukonéi
pracovnopravny vztah s Centrom, Centrum je
povinné o tejto skuto¢nosti informovat
Zadavatela bezodkladne potom, ako sa o tom
dozvie, a suCasne navrhnut riadne
kvalifikovani osobu ako nového hlavného
skusajuceho. Zadavatel ma pravo podat
namietku voci novému Hlavnému
skudajucemu. Centrum sa zavazuje s
vynaloZzenim maximalneho usilia poZadovat
po novom hlavnom skuSajucom, aby sa

2.26

2.27

Partners shall promptly provide the Sponsor
with copies of any findings or inspections of
responsible authorities in relation to the
Clinical Trial.

The Contracting Partners may not knowingly
use the services, regardless of their volume,
of any person 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, as far as they
know, 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 performed
during the Clinical Trial, nor that they are
currently, to the best of their knowledge, 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, as far as they
know, they are not the subject of any past or
current investigations, inquiries, warnings or
enforced decisions of public administration
authorities that concern the clinical trial and
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.

In the event that the Principal Investigator
terminates his or her employment at the
Center, the Center shall inform the Sponsor
as soon as it learns about it and shall propose
a duly qualified person acting as a new
principal investigator. The Sponsor shall have
the right to object to such replacement. The
Center shall make maximum efforts to require
the new principal investigator to agree in
writing to the terms and conditions stipulated
in this Agreement. If the Center and the
Sponsor are unable to agree on the new
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pisomne zaviazal k dodrziavaniu podmienok
dohodnutych v tejto Zmluve. Ak Centrum a
Zadavatel nie su schopni dohodnit' sa na
osobe noveého hlavného skusajuceho alebo ak
novy hlavny skusajuci nie je ochotny zaviazat'
sa k podmienkam stanovenym v tejto Zmluve,
Zadavatel je opravneny vypovedat tuto
Zmluvu v sllade s ¢l. 12.5 tejto Zmluvy.
Centrum a Hlavny skasajici si povinni
bezodkladne pisomne informovat Zadavatela
o vSetkych zmenach, ktoré maji vplyv na

dostupnost zdrojov a / alebo Clenov
Studijného timu vykonavajicich  Klinické
sku$anie.

2.28  Zmluvni partneri sa zavazuju priamo a

bezodkladne informovat spolo€nost’  IQVIA
zastupujuca Zadavatela na adrese IQVIA RDS
Slovakia, s. r. o.Vajnorska 100/B, 831 04
Bratislava, Slovak Republic v pripade, ze subjekt
skuSania zucastnujuci sa Klinického skusania
oznami Ci vyjadri nazor, Ze doslo k poskodeniu
jeho zdravia v désledku ucasti na Klinickom
skusani , a Zze ma preto pravo na finan¢né
od8kodnenie .

229  Zmluvni partneri sa zavazuju umoznit
vyskumnym  organizaciam, ktoré maju
uzatvorenu zmluvu so Zadavatelom alebo
ktorejkolvek z Prepojenych osob, aby v mene
Zadavatela vykonavali ktorékolvek z prav a
povinnosti Zadavatela na zaklade takejto
Zmluvy, v pripade, Ze sa preukazu poverenim
¢i plnomocenstvom, z ktorého vyplyva ich
opravnenie vykonavat prava a povinnosti
Zadavatela. Zmluvni partneri sa zavazuju
spolupracovat s takymito  vyskumnymi
organizaciami.

2.30  Zmluvni partneri sa zavazuju poskytovat
zdravotné sluzby subjektom, ktorych ucast v
na Klinickom skusani neskongila, v pripade
ciastoéného uzatvorenia Klinického skusania,
a dalej tiez =subjektom zaradenym do
nasledného  sledovania po  skonceni
Klinického sku$ania, v sulade s etickymi
pravidlami.

231 V pripade, ze Klinické skusanie je
multicentrické  Klinické skusanie a Hlavny
skusajlci prebera zodpovednost’
koordinujuceho  skuSajuceho navySe Kk
povinnostiam, ktoré mu vyplyvaji z tejto
Zmluvy, Hlavny sku$ajlci je povinny prevziat
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2.28

2.29

2.30

2.31 :

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.

The Contracting Partners agree to inform the
IQVIA representing the Sponsor on the
address IQVIA RDS Slovakia, s. r. 0. Address:
Vajnorska 100/B, 831 04 Bratislava, Slovak
Republic 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.

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

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.

In the case that the Clinical Trial is a
multicenter Clinical Trial and the Principal
Investigator assumes the responsibility of a
coordinating investigator in addition to his or
her own obligations under this Agreement, the
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véetky povinnosti, ktoré su stanovené v

Prilohe €. 4.]

2.32 V pripade, ze pri Klinickom skusani
pouziva Centrum, Hlavny skuasajlci alebo
Clenovia  $tudijného  timu  pristrojové
vybavenie, ktoré vyzaduje servis, kalibraciu
alebo inu osobitnu starostlivost, Centrum sa
zavazuje udrziavat také pristrojové vybavenie
sposobilé riadnej prevadzky, o ¢om je povinné
Zadavatelovi na vyZiadanie
zodpovedajucu dokumentaciu.

Cl. 3 - Povinnosti Zadavatela

3.1Kontaktnymi osobami Zadavatela vo vztahu
ku Klinickému skuSaniu su:

Izabela Janiak pre spolo¢nost Merck
KGaA
na adrese
Adresa: Frankfurter Stralle 250, 64293
Darmstad, Nemecko

spolo¢nost IQVIA RDS Slovakia s.r.o. a musi
byt adresovana na adresu: IQVIA RDS
Slovakia, s. r. 0., Vajnorska 100/B, 831 04
Bratislava, Slovenska republika

alebo ktorékolvek dalSie osoby oznamené
Hlavnému skusajucemu.

3.2Zadavatel sa zavazuje Zmluvnym partnerom
poskytnut' bezplatne v mnozstve a ¢asovych
intervaloch na riadne vykonanie Klinického
skiiSania Sku$any liek, nevyhnutné vzory
CRF a dalsie informacie a dalsie lieCivo /
placebo vyZzadované na vykonavanie
Klinického skusania, napr. Prirucka
skusajluceho (posledna verzia 12 zo dna 24.
marca 2020. Dokumentacia o Hodnotenom
lieku (posledna verzia 12. april 2020 a Sthrn
Udajov o pripravku - SPC (posledna verzia
dated 20 februar 2020 .

3.3 Skusany liek (ako aj dalsie lie€ivo, placebo, ak
je vyzadované Protokolom) bude dodavané na
nasledujlcu adresu:
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poskytnut’

Principal Investigator shall assume all
obligations set forth in Appendix 4.]

2.32 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:

Izabela Janiak for the Merck KGaA and must be
sent to the address
Address: Frankfurter StralRe 250, 64293
Darmstad, Germany

and

IQVIA RDS Slovakia s.r.o0. and must be sent to
the address: IQVIA RDS Slovakia, s.r. 0.,
Vajnorska 100/B, 831 04 Bratislava, Slovak
Republic

or any other person announced to the Principal
Investigator.

3.2 The Sponsor agrees to provide the
Contracting Partners with the Investigational
medicinal product, necessary CRF
templates, other information and other
drugs/placebo required for the performance
of the Clinical Trial free of charge and in the
quantity and frequency necessary for the
proper performance of the Clinical Trial, for
example the Investigator's Brochure (latest
version 12, dated 24 March
2020 Investigational medicinal product
Documentation (latest version dated 12 April
2020 and Summary of  Product
Characteristics (SPC (latest version dated 20
February 2020 .

3.3 The Investigational medicinal product (as well
as any other drugs, placebo, if required by the
Protocol) shall be delivered to the following
address:
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Nemocniéna Lekaren, Mickiewiczova 13, 81369
Bratislava, Slovenska republika

3.4 Skusany liek, nevyhnutné vzory CRF a dalsie
informacie vyZadované na vykonavanie
Klinickeho skuSania poskytnuté Centru su a
zostavaju viastnictvom Zadavatela. Zadavatel
prehlasuje, ze st spinené vSetky podmienky
stanovené prislusnymi pravnymi predpismi na
vyrobu (dovoz) dodavaného SklSaného lieku
a jeho distribuciu do Centra.

3.5 Zadavatel sa zavazuje poskytovat
Hlavnému  skd3ajucemu  prislusné  noveé
informacie o bezpeénosti tykajuce sa Skisaného
lieku bez zbyto¢ného odkladu.

¢l. 4 - Odmena

41

Zadavatel sa zavazuje zaplatit Centru za riadne
vykonané c¢innosti na zaklade tejto Zmluvy,
vratane prevodu prav podla €l. 5 tejto Zmluvy,
odmenu vo vyske, spésobom a za podmienok
uvedenych v tomto €lanku Zmluvy a v prilohe €. 1.
Podmienky odmeny a jej vyplaty Hlavnému
sku$ajucemu su upravené v Dohode o odmene
uzatvorenej medzi Hlavnym skdsajicim a
Zadavatelom. Hlavny skusajuci a Zadavatel
oznami Centru uzavretie takejto dohody.

4.2 Zmluvni partneri nemaji narok na Ziadnu
ind odmenu ¢&i nahradu okrem tych, ktore
su uvedené v tejto Zmluve alebo v prilohe
€. 1 alebo inych zmluvach uzatvorenych so
Zadavatelom, ibaze ich vopred pisomne
schvali Zadavatel.

4.3 Vsetky odmeny a finanéné nahrady, ktoré
maju byt zaplatené Centru, su splatné v
lehote 60 dni odo dfa, kedy bude
Zadavatelovi doruceny zodpovedajlci
danovy doklad (faktura) so v&etkymi
nalezitostami podla prislusnych pravnych
predpisov upravujucich dafn z pridanej
hodnoty, a to v prospech bankového uctu
Centra:
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Bratislava, Slovak Republic

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

3.5 The Sponsor agrees to provide the Principal
Investigator with new information regarding
the safety of the Investigational medicinal
product without undue 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 Sponsor agrees to provide
the Center with remuneration in the amount, by
means and under the terms stated below herein and
n Appendix 1. Remuneration conditions and
payment to the Principal Investigator are stipulated in
the Remuneration Agreement concluded between
the Principal Investigator and the Sponsor. The
Principal Investigator and the Sponsor shall notify the
Center about such agreement.

4.2 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.

4.3 Any remuneration and reimbursement for
the Center must be paid within 60 days of
the day the Sponsor receives a relevant tax
document (invoice), which meets all
requirements stipulated in applicable laws
regulating value-add tax, to the following
bank account of the Center:
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Banka: Statna pokladnica

Adresa: Radlinského 32, 810 05 Bratislava
Kod banky: 8180

Majitel  Gétu:  Univerzitna nemocnica
Bratislava

Cislo uctu/IBAN: SK 58 8180 0000 0070
0027 9808

BIC/SWIFT: SPSRSKBA

Ako variabilny symbol bude pouzité &islo
faktary Centra na zaklade odsuhlasenych
podkladov doruéenych do Centra.

Platby budl realizované v pefiaznej mene
EURO. a v8etky pripadné bankové poplatky
znasa Zadavatel .

Pokial sa nedohodne inak, bude za
preberanie faktur pracoviska sku3ania a
spracovanie platieb zodpovedat' spoloénost
DrugDev. VSetky otazky tykajuce sa faktir
pracoviska skuSania alebo platieb sa maju
adresovat’  spolo¢nosti  DrugDev  na
kontaktne Gidaje uvedené v Prilohe 1.

Faktiry musia byt zasielané spolo¢nosti
DrugDev Payments, IQVIA s uvedenim
Cisla protokolu, €isla objednavky a mena
zodpovednej osoby za Zadavatela: a to na
adresu DrugDev Payments, IQVIA, 5th floor,
210 Pentonville Rd, King Cross, London N1
9JY, Spojené kralovstvo . Odmeny a
finanéné nahrady podfa tejto Zmluvy a
prilchy ¢ 1 (s vynimkou odmien a
finanénych nahrad, u ktorych je splatnost’
zvlast upravena v prilohe €. 1 Zmluvy) budl
Centru a Hlavnému skusajucemu uhradené
takto: Spatne za bezprostredne uplynulé a
doteraz nefakturované obdobie viZdy za
kazdéeho kalendarneho polroka Klinicke
studie si Zmiluvni partneri spolo€ne so
Zadavatelom navzajom pisomne alebo
formou e-mailu odsuhlasia prehlad poctu,
druhu a im odpovedajice hodnoty
jednotlivych Ukonov vykonanych Hlavnym
skugajucim a [/ alebo inymi Clenmi
Studijného timu, ktoré maju byt podla tejto
Zmluvy Zadavatelom hradené (tzv. navrh
faktiry), zaslany osobou poverenou
Zadavatelom. Tento prehlad musi byt
spracovany zvlast pre kaZdy subjekt

Bank:Statna pokladnica

Bank address: Radlinskeho 32, 810 05
Bratislava, Slovak Republic

Bank code: 8180

Account holder: Univerzitna nemocnica
Bratislava

Account No.: SK58 8180 0000 0070 0027
9808

BIC/SWIFT: SPSRSKBA

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.

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

Invoices must be addressed to DrugDev
Payments, IQVIA, must include Protocol
number, order number and the name of the
Sponsor's responsible person: and must be
sent to the address DrugDev Payments,
IQVIA , 5th floor 210 Pentonville Rd, King
Cross London N1 9JY, United Kingdom . Any
remuneration and reimbursement based on
this Agreement and Appendix 1 (except for
remuneration and reimbursement, the due
date of which is specified separately in
Appendix 1 to the Agreement) shall be paid
to the Center and the Principal Investigator in
the following manner: retroactively for the
past and not yet invoiced period of each half
a year, of the Clinical Trial, the Contracting
Partners and the Sponsor shall approve in
writing or by e-mail an overview of the
number, type and value of individual activities,
which were performed by the Principal
Investigator and/or other Clinical Trial Team
Members and which are to be paid by the
Sponsor based on this Agreement (i.e. draft
invoice), sent by a person authorized by the
Sponsor. Every overview must be prepared
separately for each trial subject and must
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Klinického skusania a musi zahfmat include an itemized list of all visits,

polozZkovité vyuctovanie vSetkych navstev, examinations and other services provided in
vySetreni a dalSich sluzieb vykonanych v the relevant calendar , half a year. Based on
prislusnom kalendarnom polroku,. Na the mutually approved draft invoice, the
zaklade vzajomneho odsuhlasenia navrhu Center shall issue an invoice for remuneration
faktury vystavi Centrum faktiru na odmenu and potential reimbursement and shall send it
a pripadné finanéné nahrady, ktord doruci to the Sponsor. Based on the duly issued and
Zadavatelovi. Zadavatel zaplati Centru na delivered invoice, the Sponsor shall pay the
zaklade riadne vystavene] a riadne Center the relevant remuneration and
dorucenej faktury prislusnid odmenu a potential justified financial reimbursement for
pripadné opravnene fakturované finanéné the period for which the draft invoice has been
nahrady za obdobie, pre ktoré bol approved pursuant to this article.

predmetny navrh faktury podla tohto ¢lanku

odsuhlaseny.

V pripade, 2e Zadavatel nezasle Centru | In the case that the Sponsor does not send the
vys8ie uvedeny prehlad (navrh faktury) na | Center the aforesaid overview (draft invoice) for
odsuhlasenie v lehote 30 dni odo dia | approval within 30 days of the end of the calendar
ukonéenia kalendarneho polroka,, zasle | half a year the Center shall send the Sponsor a
Centrum Zadavatelovi pisomnu vyzvu a ak | written reminder and if the Sponsor does not send
Zadavatel nezasle uvedeny prehlad (navrh | the aforesaid overview (draft invoice) within 30 days
faktary) ani v lehote 30 dni od doruéenia | of receipt of the reminder, the Center shall have the
takejto vyzvy, je Centrum opravnené | right to issue an invoice and the Sponsor shall pay
vystavit faktaru a Zadavatel je povinny | the Center the remuneration and financial
uhradit Centru odmenu a finanéné nahrady | reimbursement for all invoiced activities performed
za vSetky fakturované ukony vykonané v | during the calendar half a year, by the Principal
obdobi kalendarneho  polroka, Hlavnym | Investigator and/or other Clinical Trial Team
skusajucim a/alebo inymi Clenmi $tudijného | Members.

timu.

V pripade, 2e Centrum zisti, Zze su v The Center must immediately report any
prehfade (navrhu faktiry) nedostatky, tieto potential deficiencies in the overview (draft
oznami bez zbyto€ného odkladu invoice) to the Sponsor, and the Sponsor must
Zadavatelovi, ktory je povinny ich odstranit. remedy such deficiencies. In the case that the
Ak ma Zadavatel zato, ze v prehlade Sponsor believes that the overview (draft
(navrhu faktury) Ziadne nedostatky nie su, invoice) has no deficiencies, the Sponsor shall
oznami toto Centru. Centrum a Zadavatel su announce it to the Center. The Center and the
nasledne povinni si navzajom poskytnut Sponsor must then cooperate as necessary to
su¢innost’ nevyhnutni na odstranenie rectify such discrepancies. Failure to
pripadnych roZporov. Neposkytnutie cooperate shall be considered a minor breach
sucinnosti sa povazuje za nepodstatne of this Agreement.

porusenie Zmluvy.

Ak neodstrani Zadavatel nedostatky v In the case that the Sponsor fails to remedy
prehlade (navrhu faktury) ani v lehote 45 dni deficiencies in the overview (draft invoice), or
odo dfia dorucenia oznamenia podla fails to inform the Center that the Sponsor
predchadzajuceho odseku, alebo v tej istej believes that the overview (draft invoice) has
lehote neoznami Centru, Zze v prehlade no deficiencies, within 45 days of
(navrhu faktury) ziadne nedostatky nevidi, announcement based on the previous
plati, Ze rozhodny pre vystavenie faktury je paragraph, the Center shall use its version of
prehlad (navrh faktury) v zneni pripomienok the overview (draft invoice), based on which
Centra, na zaklade ktorého je Centrum the Center shall issue an invoice and the
opravnené vystavit' faktiru a Zadavatel je Sponsor shall have to pay the remuneration
povinny odmenu a finanéné nahrady za and financial reimbursement for invoiced
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fakturované vykony vykonané v obdobi
kalendarneho polroka, Hlavnym skasajicim
a / alebo inymi Clenmi $tudijného timu
centru uhradit’.

4.4 Zadavatel ma pravo zadrzat az 10% z
prislusnej sumy odmeny =za obdobie
kalendarneho polroka (dalej len "zadrzné).
Zadavatel sa zavazuje uhradit Centru
zadrzné potom, ¢o budl predlozené vsetky
prislusné CRF, budl zodpovedané vSetky
otazky s ohladom na data obsiahnuté v
tychto CRF a budl odstranené vsetky
nespravnosti a nedostatky v udajoch v
databaze.

4.5 Pokial tato Zmluva neustanovi inak, véetky
sumy uvedené v tejto Zmluve a v ich
prilohach si uvedené bez DPH. Ak
niektoré platby za sluzby podiliehaju DPH,
Zadavatel zaplati prislusnt sumu DPH vo
vyske podla pravnych predpisov Géinnych
ku diiu uskuto€nenia zdanitelného pinenia
na zaklade prislusného danového dokladu
(faktGry), ktord bude spifat vsetky
nalezitosti predpisané prisludnymi
pravnymi predpismi. Centrum nesie
zodpovednost za uhradenie vSetkych
ostatnych dani v stvislosti s platbami na
zaklade tejto Zmluvy.

4.6 Zmluvni partneri su si vedomi, ze
Zadavatel moze zverejnit' na centralnej webovej
stranke koncernu https://clinicaltrials.gov/ platby a
iné plnenia tykajlce sa vyskumu a vyvoja, tj. (1)
platby vykonané zo strany Zadavatela na zaklade
tejto Zmluvy a (2) vSetky vydavky na ubytovanie,
suvisiace vydavky na obcerstvenie a na dopravu
Zmluvnych partnerov, ktoré Zadavatel uhradi na
zaklade tejto Zmluvy a (3) vSetky kongresove
registratné poplatky, uc¢astnicke poplatky alebo
obdobné poplatky, ktoré Zadavatel uhradi na
zéklade tejto Zmluvy, a to anonymnym
-spbsobom, tj. na agregovanej urovni. Tieto
informacie moézu byt tiez publikované ako sucast
tejto Zmluvy v registri zmliv na zaklade
ustanovenia §5a a § 5b zakona ¢. 211/2000 Z.z.,
o slobodnom pristupe k informaciam a o zmene a
doplneni niektorych zakonov v zneni zakona ¢&.
546/2010 Z.z. (zakon o slobode informacii) . Bez
ohladu na vy3Sie uvedené moézZze Zadavatel
zverejnit prevod akejkolvek hodnoty poskytnutej
v ramci tejto Zmluvy. Zmluvné strany sa dohodli,
Ze tato Zmluva bude zverejnena vyluéne v
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activities performed during the calendarhalf a
year by the Principal Investigator and/or other
Clinical Trial Team Members.

44 The Sponsor has the right to retain up to
10% of the remuneration for the calendar
half a year, (hereinafter referred to as the
“Retainer”). The Sponsor 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.

4.5 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 Sponsor shall pay the relevant VAT
amount stipulated in legal regulations
effective as of the date of taxable supply
based on the relevant tax document (invoice)
that shall meet the requirements laid down in
applicable legal regulations. The Center
shall be responsible for paying any other tax
with respect to the payments made based on
this Agreement.

4.6 The Contracting Partners understand that the
Sponsor may disclose on the central website
of the https://clinicaltrials.gov/ any payment
and any transfer of value relating to research
and development, i.e. (1) payments made by
Sponsor under this Agreement and (2) any
cost of accommodation, refreshments and
travel of the Contracting Partners, which
Sponsor covers under this Agreement and (3)
any congress registration or participation fees
or similar fees, which Sponsor covers under
this Agreement, all this in an anonymized way,
i.e. on aggregated level. This information may
also be disclosed as a part of this 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. The Contracting Parties have
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rozsahu a v podobe priloZzenej k tejto Zmluve ako
priloha €. 6 tejto Zmluvy.

4.7 Vsetky pefiazné plnenia subjektu skusania

5.1

5.2 Vsetky

53 V

su vyplacané Centrom v sulade s touto
Zmluvou a Protokolom. Pravidla pre
vyplacanie su blizSie upravené v prilohe ¢. 1
k tejto Zmluve.

Cl. 5 - Prava k vysledkom

Zadavatelovi patria vyhradné prava ku
v8etkym vysledkom, Gdajom  zisteniam,
objavom, vynalezom a Specifikaciam, bez
ohladu na to &i st spdsobilé byt predmetom
patentovej ochrany alebo nie, ktoré vznikli,
boli vytvorené, odvodené, vyprodukované,
objavené, vymyslené alebo inak urobené
Centrom, Hlavnym skusajicim al/alebo
Clenmi $tudijného timu v sGvislosti s
vykondvanim Stadie, skGSanym liekom
alebo doévernou informaciou(dalej len
“Vysledky”). Zmluvni partneri tymto vopred
postupuju vSetky svoje majetkové prava k
Vysledkom na Zadavatela a Zadavatel tieto
postipené prava prijima. Odmena za tento
prevod je uz zahrnuta v odmene Zmiuvnych
partnerov podfa &l. 4 tejto Zmluvy. Zmluvné
partneri neziskavaju k Vysledkom plnenim
tejto Zmluvy Ziadne prava.

zdravotnicke  dokumentacie a
pbvodna 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
akemukolvek subjektu, vratane Zmluvnej
vyskumnej organizacie ¢i eticke] komisie
alebo regulacného organu nebude
povazované za udelenie vlastnickeho prava k
tymto informaciam tychto subjektov.

rozsahu, v akom prava dusevného
vlastnictva k Vysledkom nie st prevoditelné,
udeluju tymto Zmluvni partneri Zadavatelovi
vyhradnu, neodvolatelnt v mieste a Case
neobmedzenu licenciu s pravom udelovat
sublicencie, a to na vSetky spdsoby pouzitia
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4.7

5.1

5.2

5.3

agreed that this Agreement shall be disclosed
exclusively in the scope and form attached to
this Agreement as Appendix 6 of this
Agreement.

Payments 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 1to this
Agreement.

Article 5 — Rights to Results

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.
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5.4

5.5

5.6 Zadavatel

5.7

tychto Vysledkov. Odmena za tuto licenciu
je uz zahrnuta v odmene Zmluvnych
partnerov podla &l. 4 tejto Zmluvy. Centrum
sa zavazuje vyvinut maximalne usilie na to,
aby skuto¢ni vlastnici tychto prav
duSevného vlastnictva, t.j.. zamestnanci
Centra a / alebo zainteresované tretie
strany, umoznili Centru udelit vyssie
uvedenu licenciu Zadavatelovi.

Pre odstranenie pochybnosti plati, Ze
vynalezy, ktoré su vylepSeniami, alebo
novym pouzitim €& novymi liekovymi
formami  Skuganého lieku su vyluénym
vlastnictvom Zadavatela.

Zmluvni partneri sa zavazuju zabezpecit, ze
véetky Vysledky (dalej len “Vynalezy"),
dosiahnuté zamestnancami Centra alebo

inymi  stranami  zahrnutymi  Zmluvnymi
partnermi  do vykonavania Klinického
skiSania, budi bezodkladne oznamené

Zadavatelovi.

alebo ktorédkolvek s nim
Prepojend osoba su opravneni podat
prinlasku patentu pre tieto Vyndlezy vo
svojom mene alebo v mene uréenej tretej
strany, na vlastné naklady, s uvedenim
mena vynalezca (-ov) v prihlaske patentu.
Zmluvni partneri sa zavazuju podpisat a
zabezpetit, aby zamestnanci Centra a
dalSie subjekty zahrnuté  Zmiluvnymi
partnermi do vykonavania Klinického
skusania podpisali vetky listiny a poskytli
take svedectva, aké Zadavatel uzna za
potrebné na (cel podania prihlasky patentu
a ziskania patentu s cielom ochranit
opravnené zaujmy Zadavatela tykajluce sa
dusevného vlastnictva, ktoré wvznikni v
suvislosti s Klinickym skusanim.

Zadavatel a jeho Prepojené osoby mozZu
uzivat rozmnozovat a prevadzat
anonymizovane radiologickeé / diagnostickeé
snimky zhotovené v priebehu Klinického
ski$ania v rozsahu uvedenom v
informovanom sthlase na vsetky ucely,
vedecké al/alebo komeréné, v akejkolvek
podobe a  akymkolvek  spésobom,
elektronickym alebo mechanickym, vratane
vyhotovovania fotokopii, elektronickych
zaznamov (napr. na CD-ROM), mikro-kopii,
alebo prostrednictvom systémov
uchovavania a obnovovania (idajov, vratane
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5.4

5.5

5.6

5.7

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

To eliminate any doubts, an invention that is
an improvement, a new use or a new drug
form of the Investigational medicinal product
shall be the sole property of the Sponsor.

The Contracting Partners agree to ensure that
all Results (hereinafter the “Inventions”)
made by employees of the Center or other
parties included in the Clinical Trial by the
Contracting Partners shall be reported to the
Sponsor without undue delay.

The Sponsor or any of its Affiliates shall have
the right to file a patent application for such
Inventions under its own name or under the
name of a designated third party and at its
own expense, with the inventor(s) named in
the patent application. The Contracting
Partners agree to sign and to have employees
of the Center and other parties involved in the
Clinical Trial by the Contracting Parties sign
all documents and give such testimony as the
Sponsor deems necessary for filing a patent
application and for obtaining a patent in order
to protect its intellectual property interests
arising from the Clinical Trial.

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 and to
the extent specified in 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
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5.8

6.1

databank a internetu. Na tento ucel udeluju
Zmluvni partneri Zadavatelovi vyhradnua,
miestom neobmedzent a neodvolatelnu
licenciu, vratane prava udelit sublicencie
Prepojenym osobam Zadavatela, na
uzivanie vysSie uvedenych snimok.
Odmena za tato licenciu je uz zahrnuta v
odmene Zmluvnych partnerov podlia ¢l. 4
tejto Zmluvy. Ak nie su Centrum alebo
Hlavny skus$ajici viastnikmi prav k tymto
snimkam, Centrum a/alebo  Hlavny
sku$ajuci sa zavazuju zabezpecit, aby
skutocny vlastnik tychto prav, tzn.
zamestnanci Centra alalebo tretie osoby
zahrnuté do vykonavania Klinického
skudania, umoznili Zmluvnym stranam
udelit vy$sie uvedend licenciu Zadavatelovi.
Zmluvni partneri potvrdzuju, ze vSetky
takéto snimky budi ziskané so suhlasom
subjektu, ktory Centru odovzda Zadavatel a
Zze nebudlu obsahovat Ziadne informacie,
prostrednictvom ktorych by mohol byt
identifikovany konkrétny subjekt skidania.

Zadavatel udeluje Zmluvnym partnerom
nevyhradni  licenciu  k  Vysledkom
vytvorenym v Centre na interné nekomeréné
vyskumné a vzdelavacie Ucely pri dodrZani
podmienok zachovania dévernosti a
podmienock pre publikovanie, ktoré su
obsiahnuté v tejto Zmluve. Tato licencia
neopravfiuje k udelovaniu akychkolvek
sublicencii.

Cl. 6 - Zachovavanie dovernosti

Zmluvni partneri sa zavazuju zaobchadzat
so véetkymi informaciami oznagenymi ako
"Déverne" a prijatymi od Zadavatela alebo v
jeho mene alebo od Prepojenych oséb
Zadavatela v suvislosti s Klinickym
skasanim , Skusany liekom, Protokolom
alebo touto Zmluvou a s Vysledkami (dalej
len ,Déverné informacie*) prisne déverne.
Zmluvné strany sa zaroveri dohodli, Ze su
Zmluvni partneri povinni zaobchadzat ako s
dévernymi aj s tymi informaciami, ktore sice
ako ,Déverné" nie su oznacené, ale mézu
byt povaZované za Déverné informacie, a to
na zaklade ich povahy alebo podmienok,
ktoré sa vztahovali k ich poskytnutiu alebo
spristupneniu, vratane vSetkych (dajov
tykajucich sa Klinického ski3ania, udajov
pre vnutorn( potrebu, alebo informacii
vytvorenych na zaklade Klinického
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grant to the Sponsor an exclusive, worldwide
and irrevocable license, with the right to grant
asublicense to the Sponsor's Affiliates, for the
use of aforementioned images. The royalty
fee for 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
agree to ensure that the actual owner of these
rights, i.e. employees of the Center and/or
third parties involved in the Clinical Trial,
would allow the Contracting Partners to grant
the aforementioned license to the Sponsor.
The Contracting Partners confirm that all such
images shall be obtained with trial subjects’
consent that shall be submitted to the Center
by the Sponsor and that the images shall not
contain any information, through which the
relevant trial subject could be identified.

5.8 The Sponsor provides the Contracting
Partners with a non-exclusive license to
Results created at the Center for internal non-
commercial research and educational
purposes, subject to confidentiality and
publication terms specified in this Agreement.
Such license does not allow for granting any
sub-licenses.

Article 6 — Confidentiality

6.1 The Contracting Partners agree to treat as
strictly confidential all information marked as
“Confidential” and 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 as well as Results (hereinafter
referred to as "Confidential Information”).
The Contracting Parties agree that the
Contracting Partners must 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 Protocal, the
dataset for the investigator or preliminary
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6.2

6.3

6.4

sku$ania, a to napriklad vratane Protokolu,
stboru informacii pre skuSajuceho  &i
predbeznych vysledkov Stadie. Zmluvni
partneri smu pouzivat Doverné informacie
iba na ucely pinenia tejto Zmluvy a zavazujd
sa nespristupnit' takéto Doverné informacie
Ziadnej tretej strane mimo stran poverenych
Zadavatelom  bez  predchadzajliceho
pisomného suhlasu Zadavatela. Zmluvni
partneri sa zavazuju umoznit pristup k
dovernym informaciam len osobam, ktoré sa
s Dévernymi informaciami maju potrebu
zoznamovat na ucel poskytovania sluzieb
na zaklade tejto Zmluvy, a aj to len vtedy, ak
tieto osoby boli Zmluvnymi partnermi
preukazatelne zaviazané k re$pektovaniu
podmienok aspon tak prisnych, ako su
podmienky podla tohto ¢lanku. 6.

Povinnost' na zachovavanie dévernosti sa
nevztahuje na tie pripady, ked Zmluvni
partneri su opravneni publikovat Déverné
informacie v sulade s ¢l. 7.

Pojem Déverné informacie, ako je
pouzivany v tejto Zmluve, sa nevztahuje na
Udaje a informacie, pri ktorych mézu
Zmluvni partneri preukazat, ze (i) nimi
Centrum alebo Hlavny skusajuci disponovali
bez povinnosti zachovavat o nich
mi¢anlivost' v ¢ase, ked im boli spristupnené
Zadavatelom alebo jeho Prepojenymi
osobami , alebo menom niektorych z nich,
(i) su alebo sa stanu sucéastou verejnych
informacii inak ako konanim alebo
opomenutim Centra alebo Hlavného
skusajuceho, (iii) ich Centrum alebo Hlavny
skd&ajuci pravom nadobudli od tretej strany,
ktora nie je voci Zadavatelovi alebo jeho
Prepojenym osobam viazana vyslovnou
alebo implicitnou povinnostou mi¢anlivosti,
alebo (iv) boli vytvorené nezavisle Centrom
alebo Hlavnym skusajlcim bez odkazovania
sa na Déverné informacie alebo ich pouzitie.

Navy$e st Zmluvni partneri opravneni
spristupnit Déverné informacie v takom
rozsahu, v akom je takéto zverejnenie
vyZzadovane zakonom alebo vykonatelnym
stdnym rozhodnutim, av§ak za podmienky,
ze Zmluvni partneri o tejto skuto¢nosti v
primeranom ¢asovom predstihu informuju
Zadavatela a na jeho Ziadost' s nim budu
spolupracovat’ v snahe dosiahnut opatrenia
na ucely ochrany alebo iného primeraného
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6.2

6.3

6.4

results of the Clinical Trial. The Contracting
Partners may use Confidential Information
only for the purposes of performance of this
Agreement and agree not to disclose such
Confidential Information to any third party
other than parties authorized by the Sponsor
without the Sponsor’s prior written consent.
The Contracting Partners agree to provide
access to Confidential Information only to
persons that need to know Confidential
Information for the purpose of providing
services based on this Agreement and only if
such persons were provably bound by the
Contracting Partners to observe conditions
that are at least as stringent as the conditions
under this Article 6.

The confidentiality obligation shall not apply
as long as the Contracting Partners have the
right to publish Confidential Information in
accordance with Article 7 .

The term Confidential Information, as used in
this Agreement, does not apply to data and
information where the Contracting Partners
can prove that such data and information (i)
were already in possession of the Center or
the Principal Investigator without the
confidentiality obligation at the time of their
disclosure to them by or on behalf of the
Sponsor or any of its Affiliates, (i) 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
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6.5

6.6

6.7

6.8

71

pravneho prostriedku. Zmluvni partneri sa
zavazuju vyvinuat vietko primerané usilie,
aby zabezpecili déverné zacbchadzanie s
ktoroukolvek z Dévernych informacii, ktora
bude spristupnena.

Tieto povinnosti zachovavat micanlivost a
zakaz pouzivania Dévernych informacii
podla tejto Zmluvy zostanu v platnosti aj po
skonéeni tejto Zmluvy.

Zmluvni partneri sa zavazuju na Zziadost
Zadavatela zlikvidovat a zmazat' Déverné
informacie, ktorymi disponuju alebo ich
vratit Zadavatelovi.

VSetky dohody existujuce pred uzavretim
tejto Zmluvy, ktoré sa tykaju povinnosti
zachovavat mi€anlivost vo vztahu ku
Klinickému skus8aniu , sa nahradzaju touto
Zmluvou a len pokial sa tykaju Klinického
skuSania.

Zadavatel sa zavazuje zachovavat
mi¢anlivost o  skutoénostiach, ktoré
Centrum oznaéi ako skuto¢nosti déverné.

Cl. 7 - Publikovanie, tla¢ové spravy a
verejné oznamenia

Zadavatel uznava zaujem Zmluvnych
partnerov na nekomerénom vedeckom
publikovani Vysledkov, bez ohladu na to, ¢i
vysledok Klinického skt$ania je pozitivny
alebo negativny. S ohladom na opravnené
zaujmy Zadavatela sa Zmluvni partneri
zavéazuju dodrziavat nasledujice povinnosti
a podmienky na publikovanie:

7.1.1 Zmluvni partneri sa zavazuju poskytovat'

Zadavatelovi vSetky navrhy na publikovanie
alebo Ustne prezentacie tykajice sa
Klinického sku8ania alebo Sku$aného lieku
alebo Vysledkov (dalej len "Publikacie")
najmenej Sestdesiat (60) dni pred
zamy$lanym predloZzenim alebo
prezentaciou Publikacie, aby ich Zadavatel
mohol skontrolovat.

7.1.2 Pokial Zadavatel neoznami Zmluvnym
partnerom v ramci lehoty 45 dni odo dna,
ked mu bola doru¢ena zamyslana

Publikacia, Zmluvni partneri sa zavazuju
pripomenut Zadavatelovi predpokladany
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6.5

6.6

6.7

6.8

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 Information in
their possession or to return it to the Sponsor
upon the request of the Sponsor.

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

The Sponsor agrees not to disclose any fact
that the Center designates as confidential.

Article 7 — Publication, Press Releases and

71

711

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 oral
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 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
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7.1.3 Zmluvné

datum Publikacie. Zmluvni partneri nie su
opravneni publikovat Publikacie bez
vyslovného suhlasu Zadavatela.

strany berd na vedomie a
suhlasia, Zze v pripade multicentrickych
stadii sa Vysledky Klinického skusania
publikuji iba prostrednictvom koordinacie
so Zadavatelom na ucel kombinovania
vysledkov ydo) vSetkych centier
zUc¢astnenych Klinického skusania.
Zmluvni partneri st opravneni publikovat
Vysledky ich Centra za podmienky, Ze
celkové vysledky neboli publikované do 18
mesiacov od dokon&enia Klinického
ski$ania, a sutasne za podmienky
postupovania v sulade s podmienkami
stanovenymi v tomto ¢lanku.

7.1.4 Zadavatel a Zmluvni partneri sa zavazuju

prediskutovat v8etky rozdiely v nazoroch na
zamy$&lany obsah Publikacie s cielom najst
rieSenie uspokojivé pre Zadavatela aj pre
Zmluvnych  partnerov. Zadavatel je
opravneny navrhnut akékolvek zmeny
Publikacie, ktoré odbévodnene povaiuje za
potrebné na vedecké ucely. Zmluvni
partneri sa zavazuju, ze implementacia
takychto odporucanych zmien nebude
bezdévodne odmietnuta.

7.1.5 Ak mozno o&akavat, Ze takato Publikacia by

mohla mat' neziaduci u¢inok na zachovanie
dovernosti  ktorejkolvek z  Dévernych
informacii Zadavatela, Zmluvni partneri sa
zavdzuju zabranit takejto Publikacii, ibaze
by predmetna Ddverna informacia nemohla
byt vymazand z Publikédcie bez ujmy
vedeckej spravnosti Publikacie.

7.1.6 Ak by Publikacia z pohfadu Zadavatela

mohla mat' neziaduci u¢inok na schopnost
ziskat patentovl ochranu pre ktorykolvek
Vynalez, Zadavatel ma pravo pozZadovat
odklad Publikacie na primerani dobu na
ucel pripravy a podania Ziadanej patentovej
prihlasky Zadavatelom alebo v jeho mene,
avsak tato doba nesmie presiahnut Sest (6)
mesiacov od datumu, kedy Dbola
Zadavatelovi Publikacia doru¢ena na
kontrolu. Zadavatel ma pravo poZadovat
dalsi odklad Publikacie, ak patentova
prinlaska bola podana a ak prihlaska s
pravom prednosti je nedplna a v ramci 1

Publication. The Contracting Partners are not
allowed to publish Publications without the
explicit consent of the Sponsor.

7.1.3 The Contracting Parties acknowledge and

7.1.5

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 of
their Centers on the condition that overall
results were not published within 18 months
of the completion of the Clinical Trial, subject
to the compliance with the terms set forth in
this Article.

The Sponsor and the Contracting Partners
agree to discuss any difference of opinion with
regard to the intended content of the
Publication in order to find a solution
satisfactory for the Sponsor and the
Contracting Partners. The Sponsor may
recommend any changes in the Publication,
which the Sponsor reasonably deems
necessary for scientific purposes. The
Contracting Partners agree that the
implementation of such recommended
changes shall not be unreasonably refused.

If such Publication is expected to have an
adverse effect on the confidentiality of any of
the Sponsor's Confidential Information, the

Contracting Partners shall prevent such
Publication, unless the Confidential
Information can be deleted from the

Publication 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 Invention, the
Sponsor may request a delay of the
Publication for a reasonable period of time in
order to enable the preparation and filing of
any desired patent application by, or on behalf
of, the Sponsor; such period, however, may
not to exceed six (6) months from the day the
Sponsor received the intended Publication for
review. The Sponsor may request a further
delay of the Publication in the case that the
patent application has been filed and the
priority application is incomplete, and the
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roka od podania prihlasky s pravom
prednosti musi byt do Ziadosti doplneny
predmet patentovej prihladky. V tomto
pripade ma Zadavatel pravo pozadovat
odklad akejkolvek Publikdcie az do
doplnenia prihlasky s pravom prednosti.
Zadavatel nebude zakazovat' Publikaciu v
pripade, ked informacia, ktora je sposobila
byt predmetom patentovej ochrany, bola z
planovanej Publikacie odstranena.

7.1.7 Zmluvni partneri sa zavazuju zahrnut do

7.2

7.3

7.4

5

kazdej Publikacie ustanovenia informujuce,
Ze vytvorenie  Udajov bolo podporené
Zadavatelom a su¢asne sa Zmluvni partneri
zavazuju informovat o svojej miere
angazovanosti na Klinickom skusani i a
prospechu, ktory im z Klinického skuSania
plynul. Autorstvo a uznanie za vedecké
publikovanie by mali byt v sulade s
jednotnymi poziadavkami na rukopisy
vydanymi Medzinarodnym vyborom
redaktorov lekarskych ¢asopisov - ICMJE
(Uniform Requirements for Manuscripts).

Zmluvni partneri sa zavazuju zaviazat
rovnakymi povinnostami a pozZiadavkami na
publikovanie, ktoré su stanovené v ¢&l. 7.1
tiez véetkych Clenov $tudijného timu.

Povinnosti stanovené v ¢&l. 7.1 zostanu v
platnosti daldich péatnast’ (15) rokov po
predéasnom ukonceni alebo po ukonéeni
tejto Zmluvy.

Zadavatel je opravneny zverejnit’ vysledky
Klinického ski$ania spésobom, ktory uzna
za vhodny, a to ako po celi dobu trvania
tejto Zmluvy, tak aj po jej ukonceni, dalej je
Zadavatel opravneny umiestnit informacie o
Klinickom sktdani 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
ktorejkolvek databaze alalebo v registri v
stlade s  pravnymi predpismi a s
prislusnymi normami vo vztahu k rozsahu,
forme a obsahu.

Zmluvni partneri sa zavazuju nepublikovat
ziadne tlacové spravy alebo iné verejné
oznamenia o} Klinickom sklsani,
Vysledkoch Klinického skusania al/alebo
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7.3

7.4

7.5

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 if the
patentable information was removed from the
planned Publication.

The Contracting Partners agree to include in
every Publication information that the creation
of data was supported by the Sponsor as well
as information about their involvement in the
Clinical Trial and their benefits from the
Clinical Trial. Authorship and
acknowledgements for scientific publications
should be consistent with the Uniform
Requirements for Manuscripts issued by the
International Committee of Medical Journal
Editors (ICMJE).

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

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

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

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
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Skusanom lieku bez predchéadzajiceho
pisomného sthlasu Zadavatela, s vynimkou
informacii, ktoré su uz verejne dostupné na
www.clinicaltrials.gov alebo na akademickej
webovej stranke institucie za u¢elom zapisu
a informovanosti o samotnej tudii, tak ako
bolo v minulosti schvalene Zadavatelom..

7.6 Nazov Zadavatela nesmie byt pouzivany v
Ziadnom reklamnom alebo inom materiali

Zmluvnych partnerov bez
predchadzajiceho pisomného schvalenia
Zadavatelom.

Cl. 8 - Zodpovednost’ a odskodnenie

8.1 Zmluvni partneri sa zavazuju Zadavatelovi
nahradit’ ujmu (vratane ujmy nemajetkovej a
smrti subjektu skuSania) vzniknutej z
dovodu (i) nedbanlivého alebo imyselného
protipravneho konania alebo opomenutia a
/ alebo (i) porusSenia ktorejkolvek z
povinnosti prijatych na zaklade tejto Zmluvy
ako aj (iii) poruSenia pravnych predpisov
ktorymkolvek z nich, alebo ktorymkolvek zo
zamestnancov Centra alebo Zmluvnych
partnerov, ktori budl participovat' na plneni
tejto Zmluvy. Narok na nahradu Skody
nevznika, pripadne vznika len v pomernej
vySke, ak ujma na zdravi (vratane smrti)
bola spdsobena zavinenim Ci
spoluzavinenim subjektu skusania ¢i jeho
zakonného zastupcu, ¢o aj z nedbanlivosti.

8.2 Zadavatel je Zmluvnym  partnerom
(Centrum alebo Hlavny skusajuci dalej
oznacovani len "Od&kodrovana strana")
asuhlasi nahradit ujmu (vratane ujmy
nemajetkovej) v rozsahu, v akom je vo&i nim
na prisluSnom sude subjektom skiSania
alebo inymi, na to podla platnych pravnych
predpisov opravnenymi osobami, uspesne
uplatneny najma narok na nahradu ujmy na
zdravi (vratane smrti) vzniknutej z dévodu
uzivania Skusaného lieku alebo
akéhokolvek vykonu alebo  postupu
vykonaného na subjekte skusania podla
poziadaviek Protokolu, a to za podmienky,
Ze tato ujma:

8.2.1 nevznikla z dovodu, Ze Odskodiovana
strana nekonala v sulade (a) s podmienkami
tejto Zmluvy; a/alebo (b) Protokolom; a/alebo
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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..

7.6 The name of the Sponsor may not be used in
any advertising 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 damage (including non-
pecuniary damage and death of trial subject)
incurred as a result of (i) a negligent or willful
illegal act or omission and/or (ii) a breach of
any obligations assumed wunder this
Agreement as well as (iii) breach of legal
regulations by either of them or any employee
of the Center or contractors used for the
purposes of fulfilment of this Agreement.
Claim for damages does not arise, or arises
only in a proportional amount, if health-related
harm (including death) occurred due to the
fault or contributory fault of the trial subject or
his/her legal representative, also due to
negligence.

8.2 The Sponsor agrees to indemnify the
Contracting Partners (hereinafter the Center
and the Principal Investigator collectively
referred to as the “Indemnified Party”) for
damage (including non-pecuniary damage) to
the extent to which a trial subject or any other
under law entitled person successfully claims
namely damage to health (including death) as
a result of using the Investigational medicinal
product or any clinical intervention or
procedure required by the Protocol in a
competent court of justice, provided that such
damage:

8.2.1 did not arise from the failure of the Indemnified
Party to comply with (a) the terms of this
Agreement; and/or (b) the Protocol, and/or (c)
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(c) vSetkymi prislusnymi pravnymi predpismi
a pravidlami upravujicimi vykonavanie
Klinického skusania; alalebo (d)
bezpeénostnymi opatreniami a pisomnymi
pokynmi Zadavatela alebo jeho Prepojenych
osb6b; a/alebo

8.2.2 nevznikla z dbvodu nedbanlivostného
alebo Umyselného protipravneho konania
alebo opomenutia Odskodnovane] strany;
alalebo

823 nie je plne hradend 2z poistenia
dohodnutého v sulade s pravnymi predpismi
v prospech Odskodnovanej strany.

8.3 Dalej plati, Ze ak vznikne taka ujma iba
s¢asti z dévodov na strane Odskodnovanej
strany uvedenych v €l. 8.2.1, alebo 8.2.2,
Odskodiiovanej strane vznikd narok na
nahradu ujmy voc&i Zadavatelovi v rozsahu,
v akom vznikla 8kodu mimo dévodov
uvedenych v ¢l. 8.2.1 alalebo 8.2.2.

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 negativny vplyv
na moznost UspesSne sa branit proti
uplatnenému naroku na nahradu ujmy:

8.4.1 Zmluvni partneri sa zavazuju pisomne
informovat' Zadavatela o kazdom naroku
al/alebo Zalobe v maximalnom moznom
rozsahu, podla tychto ustanoveni o
nahrade ujmy, ato do 7 5 dni odo dna, ked
sa o nich dozvedia, a su¢asne sa zavazuju
umoznit Zadavatelovi, aby schvaloval
vSetky Ukony a obranu proti takto
uplatnenému naroku alebo zalobe vratane
rozhodovania o urovnani sporu; a

8.4.2 Zmluvni partneri su povinni spolupracovat
so Zadavatelom a jeho pravnymi
zastupcami a poist'ovate/mi pri obrane proti
takému naroku alebo Zalobe, a zabezpectit
takito spolupracu to strany svojich
zamestnancov; a
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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; and/or

8.2.2 does not arise from a negligent or willful illegal
act or omission 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 damage incurs 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 to the
extent to which the reasons indicated in Article
8.2.1 and/or 8.2.2 did not contribute to the
damage.

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 and such breach has a
negative impact on the possibility of
successful defense against the lodged claim:

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 5
daysof 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;
and

8.4.2 The Contracting Partners must cooperate and
require its employees to cooperate, with the
Sponsor and its attorneys and insurers in the
defense of such a claim or lawsuit; and
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8.4.3 Zmluvni partneri nesmu uznat ani uspokojit

8.5

9.1

10.1

Ziadny takyto narok mimo alebo v ramci
sudneho konania bez predchadzajliceho
pisomného suhlasu Zadavatela.

Zadavatel je OdSkodinovanej strane povinny
nahradit ujmu na zdravi (vratane smrti),
ktora vznikla subjektu skusania vyhradne v
désledku uZivania  Skusaného lieku
pouzitého v ramci Klinického skusania a to
za predpokladu, Ze narok nevznikol v
dbsledku poruSenia povinnosti Zmluvnych
partnerov uvedenych vyssie.

Cl. 9 - Poistenie

Zadavatel zodpoveda za zabezpecenie
poistenia na ucel Klinického skusania v
stlade s prisludnymi pravnymi predpismi.
Na tento ucel Zadavatel prehlasuje, ze
zabezpedil poistenie zodpovednosti
Zadavatela a Centra za Skodu (vratane
nemajetkovej ujmy, okrem nemajetkovej
ujmy sposobenej porusenim prav na
ochranu osobnosti ¢i mena, urazkou na cti,
ohovaranim, Sikanovanim, obtazovanim,
nerovnakym zaobchadzanim & inymi
sposobmi diskriminacie), prostrednictvom
ktorého je zabezpecené aj odskodnenie v
pripade smrti subjektu skusania alebo v
pripade ujmy vzniknutej na zdravi subjektu
skuSania v  désledku  vykonavania
Klinického skasania v sllade s § 43 pism.
h) bod 3 zakona o liekoch. Zadavatel dalej
prehlasuje, Ze zabezpelil poistenie
zodpovednosti Centra za skodu, ktora moéze
byt spésobena subjektu skusania v sulade s
§ 43 pism. h) bod 4. zakona o liekoch. Pre
vylt¢enie pochybnosti Zadavatel a Zmluvni
partneri vyhlasuju, Ze poistenie podla tohto
odseku nenahradza poistenie vztahujluce sa
k aktivitam, ktoré nesuvisia s Klinickym
skuganim  Studiou, napr. bezné
poskytovanie zdravotnych sluzieb.

Cl. 10 - Ochrana a spristupnenie
osobnych udajov

Zmluvni partneri su si vedomi, Ze Zadavatel
alebo tretia osoba Zadavatelom poverena
budu vkladat Vysledky Klinickeho skusania
a vSetky spravy suvisiace s Klinickym
skuSanim, zaznamy o Skoleniach v mieste
realizacie Klinického ski3ania a vystupy z
akychkolvek auditov vykonanych
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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 The Sponsor shall indemnify the Indemnified
Party for health damage (including death) to
trial subject as a result of using the
Investigational medicinal product and used in
Clinical Trial provided that such claim was not
due to a breach of the Contracting Partners’
obligations as identified above.

Article 9 — Insurance

9.1 The Sponsor shall be responsible for taking
out insurance for the purposes of the Clinical
Trial in compliance with applicable legal
regulations. For these purposes, the Sponsor
represents and warrants that it took out
insurance of liability of the Sponsor and the
Institution 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. The Sponsor
further represents and warrants that it took 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. In order to eliminate any
doubts, the Sponsor and the Contracting
Partners represent and warrant that this
insurance does not replace insurance
covering activities which are not related to the
Clinical Trial, e.g. a regular provision of
medical services.

Article 10 — Personal Data Protection and
Disclosure

10.1  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
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10.2

10.3

10.4

Zadavatelom alebo v jeho mene podia
pravidiel spravnej klinickej praxe alebo
inSpekcii do internych elektronickych
databaz Zadavatela a / alebo tretich osob
poverenych Zadavatelom. V ramci tejto
spravy Udajov mézu byt v sulade s
poziadavkami pravidiel spravnej klinickej
praxe a prislusnych pravnych predpisov na
Useku ochrany  osobnych udajov
uchovavane, spracované a pouzité
Zadavatelom, jeho Prepojenymi osobami a
poverenymi tretimi stranami osobné udaje
Hlavného skus$ajluceho, ako sU meno,
priezvisko a adresa, finanéné zaujmy podla
Potvrdenia o finanénych zaujmoch, a dalej
tiez osobné udaje inych zamestnancov
Centra, Clenov $tudijného timu a ich
zaangazovanie v  Klinickom skusani a
vystupy auditov vykonanych Zadavatelom
podia pravidiel spravnej klinickej praxe
alebo indpekcii (dalej len ,Udaje") a
pravnych predpisov vztahujucich sa k
ochrane osobnych udajov. Zadavatel bude
poskytovat tieto Udaje externym verejnym
databazam, ako je napr. clinicaltrials.govav
nevyhnutnom  rozsahu na  zaklade
prislusnych  pravnych predpisov tiez
organom verejnej moci. Udaje budl
spracovavané pre plnenie  pravnych
povinnosti Zadavatela a pre manazment
klinickych skasok. Udaje budd
spracovavané po dobu neurcitd, najdihsie
véak do naplnenia ucelu.

Zmluvni partneri sa zavazuju zabezpedit, ze
do vykonavania Klinického ski3ania
nebudd zaangaZované Ziadne fyzické
osoby, kym tieto osoby neudelia sthlas so
spracovanim svojich osobnych Gdajov v
rozsahu podla prilohy ¢. 2 tejto Zmluvy a
kym Zmluvni partneri neza$lu tento suhlas
Zadavatelovi.

Zmluvni partneri sa zavazuju bezodkladne a
pisomne informovat  Zadavatela o
akomkolvek  poruseni ustanoveni o
bezpecnosti osobnych udajov, v kazdom
pripade v8ak najneskér do piatich (5) dni od
datumu takéhoto porudenia.

Zmluvni partneri a Zadavatel sa zavazuju
konat v sulade s prislusnymi pravnymi
predpismi na useku ochrany osobnych
Udajov, najma s Nariadenim Eurépskeho
parlamentu a Rady (EU) 2016/679 z 27.
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the Sponsor and/or third parties authorized by
the Sponsor in compliance with good clinical
practice rules or inspections. As part of such
data management, the personal data of the
Principal Investigator, such as first and last
name, address and financial interests
according to the Financial Interests
Declaration, as well as the personal data of
other employees of the Center, Clinical Trial
Team Members and their involvement in the
Clinical Trial and outcomes of audits
performed by the Sponsor in compliance with
good clinical practice rules or inspections
(hereinafter referred to as “Data”) and
personal data protection laws may be stored,
processed and used by the Sponsor, its
Affiliates and authorized third parties in
compliance with good clinical practice rules
and 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 management of clinical
trials. Data shall be processed for an indefinite
period of time, however, no longer than until
the purpose, for which they are processed, is
fulfilled.

10.2 The Contracting Partners agree not to enroll
any natural persons in the Clinical Trial until
such persons grant their consent to the
processing of their personal data to_the extent
specified in Appendix 2 to this Agreement and
until the Contracting Partners send such
consents to the Sponsor.

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 five (5)
days following such breach.

10.4 The Contracting Partners and the Sponsor
agree to adhere to applicable personal data
protection laws, especially Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 an the protection
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aprila 2016 o ochrane fyzickych oséb pri
spracovani osobnych udajov a volnom
pohybe tychto Gdajov a o zrudeni smernice
95/46/ES (vSeobecné nariadenie o ochrane
osobnych udajov) , dalej so zakonom &.
18/2018 Z.z. o ochrane osobnych tidajov a
0 zmene a doplneni niektorych zakonov v
platnom zneni a v sulade s prislusnymi
pokynmi Statneho Ustavu pre kontrolu lieiv,
najma pokynom MP 131/2018, ak sa uplatni
avsulade s ustanoveniami uvedenymi
v prilohe €. 4 tejto Zmluvy, ktorych cielom je
nasledovat' Nariadenie Eurdpskeho
parlamentu a Rady (EU) 2016/679.

Cl. 11 - Trvanie Zmluvy

11.1Tato Zmluva nadoblda platnost’ diiom i€

podpisania v§etkymi zmluvnymi stranami a
ucinnost driom nasledujucim po dni jej
zverejnenia v zmysle § 47a ods. 1 zakona &.
40/1964 Zb. Obciansky zakonnik v zneni
neskorsich predpisov v centralnom registri
zmliv na www.crz.gov.sk, nakolko ide
0 povinne zverejfiovant zmluvu v zmysle §
5a ods. 1 zakona & 211/2000 Z. z.
0 slobodnom pristupe k informaciam v zneni
neskorsich predpisov a skonéi driom kedy
(a) bude dokon&ena celkova sprava o
Klinickom skusani, alebo (b) bude vykonana
posledna platba Zadavatelom, pricom
rozhodujlca je ta z tychto skutoénosti, ktora
nastane neskor. Hlavny skusajlci je povinny
oznamit' ukonéenie klinickej studie na referat
klinickych studii v UNB Bratislava,
Pazitkova 4, 821 01 Bratislava najneskér do
15 dni.

11.2 Prava a povinnosti Zadavatela a Zmluvnych

121

partnerov stanovené v tejto Zmluve, ktoré
vzhfadom na svoju povahu maju pretrvat’ aj
po skonceni tejto Zmluvy (vratane prav s
ohladom na vlastnictvo, Vynalezy,
zachovavanie  mi¢anlivosti,  publikacie,
protikorupénych ustanoveni, zodpovednosti
a odskodnenie), zostavaju v platnosti aj po
skonceni tejto Zmluvy.

Cl. 12 - Ukonéenie

Bez ohladu na akékolvek iné pravo ukoncit
tito Zmluvu, ktoré méze byt stanovené v
tejto Zmluve alebo vyplyva zo véeobecne
zavaznych pravnych predpisov, Zadavatel
ma pravo ukongit tito Zmluvu kedykolvek aj
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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), 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, if applicable and in accordance
with the provisions set out in Appendix 4 of
this Agreement, which am to follow
Regulation (EU) 2016/679 of the European
Parliament and of the Council.

Article 11 -~ Term of the Agreement

11.1

This Agreement shall become valid upon signature
by all Parties, and shall enter into force and effect
as of the Effective Date ... in accordance with
Section 47a(1) 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 as
it is a compulsorily published Agreement under
Section 5a(1) of Act 211/2000 Coll., the Freedom of
Information Act, as amended, and shall end on the
day (a) the final Clinical Trial report is finalised, or
(b) the final payment by the Sponsor is made, the
decisive factor being whichever is later. The
Principal Investigator is obligated to notify the
Clinical Trials Unit at UNB (Bratislava University
Hospital) Bratislava, Pazitkova 4, 821 01 Bratislava
of completion of the Clinical Trial within 15 days.

11.2 The rights and obligations of the Sponsor and
the Contracting Partners that are set forth in
this Agreement and by nature are to survive
this Agreement (including, without limitation,
rights with respect to ownership, Inventions,
confidentiality, publication, anti-bribery,
liability and indemnification) shall remain in
effect even after this Agreement is terminated.

Article 12 — Termination
12.1 Notwithstanding any other termination right
set forth in this Agreement or in the applicable
generally binding legal regulations, the
Sponsor reserves the right to terminate this
Agreement at any time without cause based
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12.2

bez uvedenia dévodu na zaklade pisomnej
vypovede s tridsat'dnovou (30) vypovednou
doba. Vypovedna doba za¢ne plynuat prvym
driom mesiaca nasledujucom po mesiaci, v
ktorom bola pisomna vypoved doru¢ena
ostatnym zmluvnym stranam. lhned po
doruceni pisomnej vypovede tejto Zmluvy
druhej zmluvnej strane na zaklade
ktoréhokolvek ustanovenia tejto Zmluvy, sa
Centrum a Hlavny sku$ajlci zavazuju (i)
zastavit nabor a zaradovanie subjektov
skuSania do  Klinického skdsania, (ii)
zastavit’ vykonavanie vsetkych postupov, u
uz zahrnutych jedincov skl$ania, a to v
miere, v akej to dovoluje lekarske hladisko,
a (iii) zdrzat' sa v maximalnej moznej miere
vytvarania dal$ich nakladov a vydavkov. V
pripade, ze Centrum alebo Zadavatel
oznami, Ze vypovedna doba v dizke
tridsiatich (30) dni je nedostato¢ne dlha
doba na vyhodnotenie rizik pre zaradené
subjekty skuSania, ktorym sa podava
Skusany liek, budd Zmluvné strany
spolupracovat na tom, aby bola bezpecéne
ukonéena lietba tychto subjektov skisania
tymto Skusanym liekom v priebehu
vzajomne dohodnutej doby, ale v Ziadnom
pripade nebude =zavazok Zadavatela
dodavat Skusany liek podia tejto Zmluvy
trvat dlhSie ako primeranu dobu.

Zmluvni partneri a Zadavatel, kazdy z nich,
maji pravo ukon¢it tato Zmluvu s
okamzitym ucinkom formou pisomnej
vypovede doru¢enej druhej Zmluvnej strane
v pripade, zZe vykonavanie Klinického
skusania v Centre musi byt ukoncené z
lekarskych alebo etickych dévodov. Uéinky
takejto vypovede nastani diom jgj
doru¢enia poslednej zo Zmluvnych stran.
Ukonéenie Zmluvy Zmluvnymi partnermi
podfa predchadzajicej vety je Hlavny
skusajuci povinny vopred prekonzultovat' so
Zadavatelom. lhned po doruéeni pisomnej
vypovede tejto Zmluvy druhej zmluvnej
strane na zaklade ktoréhokolvek
ustanovenia tejto Zmluvy, sa Centrum a
Hlavny skusajuci zavazuju (i) zastavit' nabor
a zaradovanie subjektov ski$ania do
Klinického skusania, (i) zastavit
vykonavanie vSetkych postupov, u uz
zahrnutych subjektov skuania, a to v miere,
v akej to dovoluje lekarske hladisko, a (iii)
zdrzat sa v maximalne] moznej miere
vytvarania dalSich nakladov a vydavkov.

12.2

on thirty-day written notice. The notice period
begins on the first day of the month following
the month in which the written notice was
delivered to the other Contracting parties.
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. In the case
that the Center or the Sponsor announces that
the thirty-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.

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 Principal
Investigator must consult termination of this
Agreement by the Contracting Partners under
the previous sentence with the Sponsor
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
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12.3

12.4

Zmluvné strany budu spolupracovat na tom,
aby bola bezpetne ukonéena liecba
subjektov sku8ania Skusanym liekom v
priebehu vzajomne dohodnutej doby, ale v
Ziadnom  pripade nebude  zavazok
Zadavatela dodavat' Skusany liek podla
tejto Zmluvy trvat dlhsie ako primeranu
dobu. Bez ohladu na predchadzajlice
ustanovenie, v pripade kritickych alebo
délezitych zisteni v ramci auditu alebo
inSpekcie tykajucich sa spravnej klinickej
praxe, dohladu nad liekmi alebo
regulatnych  zaleZitosti, praxe alebo
postupu, ktoré maju nepriaznivy vplyv na
prava, bezpecnost, alebo celkovl pohodu
subjektov skugania alebo ktoré modzu
predstavovat potencialne riziko pre verejné
zdravie alebo ktoré mézu mat' za nasledok
neprijatelnost Udajov z Klinického skusania
alebo ktoré predstavuju vazne porusenie
prisludnych pravnych predpisov a pravidiel,
ma Zadavatel pravo (podla svojej volby) s
okamzitym ucinkom do¢asne zastavit nabor
subjektov sk(sania, kym nebudl predmetné
zistenia Uplne posudené alebo s okamzitym
ucinkom pisomne vypovedat tato Zmluvu.

V pripade, Ze ktorékolvek z povoleni alebo
sthlasov potrebnych na vykonavanie
Klinického sku$ania je (i) s pravoplatne
zamietnuté alebo (ii) pravoplatne rusené,
skonéi tato Zmiluva automaticky diiom
doru¢enia oznamenia (rozhodnutia) o
takomto pravoplatnom zamietnuti alebo
pravoplatnom zruseni.

Ak sa Zadavatel primerane domnieva, Ze
Zmluvni partneri nebudl schopni zacat
nabor alebo plnit' svoje povinnosti tykajlce
sa naboru v ramci dohodnutej lehoty, ma
Zadavatel pravo na zaklade oznamenia
doru¢eného Zmluvnym partnerom (a) s
okamzitym Gc¢inkom znizit pocet subjektov
sku$ania, ktori sa maju zaradit do
Klinického skusania; alebo (b) predizit dobu
naboru; alebo (c) ukonéit tuto Zmluvu
vypovedou. Podla pismena c) mobze
Zadavatel pisomne vypovedat Zmluvu s
okamzitym ucinkom, avSak len ak vopred
pisomne upozornil Zmluvnych partnerov na
ich omesSkania s naborom subjektov
ski$ania a poziadal ich o napravu v
dodatoénej primeranej lehote, ktorl im na
tento G€el stanovuje, a Zmluvni partneri ani
v takej dodatoénej lehote napravu neurobia.

12.3

12.4

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 seriously
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 (ii) withdrawn, this
Agreement shall be automatically terminated
on the day of receipt of notification (decision)
of such final rejection or withdrawal.

In the case that the Sponsor reasonably
believes that the Contracting Partners shall be
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 ftrial 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
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Zmluvni partneri musia byt o moznosti reasonable time-limit. The Contracting

Zadavatela vypovedat tato Zmluvu s parties must be duly informed in writing about

okamzitym Uc¢inkom v pripade, ak Zmluvni the Sponsor's possibility to terminate this

partneri nezjednajd napravu ani v Agreement with immediate effect if the

dodatoéne stanovenej lehote, nalezite Contracting Parties do not remedy the

pisomne pouceni. situation even within an additional period of
time.

12.5 V pripade, Zze Zadavatel neschvali nového | 12.5 Inthe case that the Sponsor does not approve

Hlavného skusajuceho podla €l. 2.27 alebo a new Principal Investigator pursuant to
sa tento novy Hlavny skuSajlci pisomne Article 2.27 or a new Principal Investigator
nezaviaze k povinnostiam podla tejto does not accept in writing the obligations
Zmluvy, Zadavatel je opravneny tuto under this Agreement, the Sponsor may
Zmluvu ukonéit vypovedou ku diu terminate this Agreement as of the day of
doruc€enia vypovede Centru. V pripade, ze delivery of the termination notice to the
Hlavny sku$ajluci a Zadavatel maju zaujem Center. In the case that the Principal
pokratovat v spolupraci pri vykonavani Investigator and the Sponsor wish to continue
Klinickeho skt8ania v inom zdravotnickom to cooperate with regard to the Clinical Trial in
zariadeni, Centrum sa zavazuje poskytnut another medical facility, the Center agrees to
su¢innost’” pri  prevedeni relevantnych cooperate with transferring relevant data,
udajov, informacii a materialu, ktoré nie su information and materials that are not owned
vlastnictvom Centra, v prospech nového by the Center to such a medical facility.
centra.

12.6V pripade, ze poas auditu alebo inSpekcie | 12.6 In the case that an audit or inspection of

regulaénych organov bude zistené porusenie supervising authorities discovers a breach of
ustanoveni tejto Zmluvy alebo Protokolu zo this Agreement or the Protocol on the part of
strany Centra alebo Hlavného sku$ajliceho the Center or the Principal Investigator (or
(alebo nedodrzanie ustanoveni tejto Zmluvy failure by any Clinical Trial Team Members to
zo strany ktoréhokolvek iného Clena observe the provisions of this Agreement), the
$tudijného timu), ma Zadavatel pravo tato Sponsor shall have the right to terminate this
Zmluvu pisomne vypovedat s okamzitou Agreement by written notice with immediate
ucinnostou, pricom ucinky takejto vypovede effect, and such termination becomes
nastant dnom jej doru¢enia poslednej zo effective on the date of its delivery to the last
Zmluvnych stran. of the Contracting Parties.

12.7 Zadavatel je povinny uhradit’ v8etky dizné | 12.7 The Sponsor must pay all outstanding

Ciastky za riadne poskytnuté sluzby amounts for the services properly provided by
Zmluvnymi partnermi na zaklade tejto the Contracting Partners based on this
Zmluvy a naklady, ktoré im odbévodnene Agreement and all reasonably incurred costs,
vznikli, ku diiu dorucenia vypovede alebo v as of the day of receipt of the notice or, in the
pripade ukonenia tejto Zmluvy podfa €&l. case that this Agreement is terminated
12.1 k poslednému driu vypovednej lehoty pursuant to Article 12.1, as of the last day of
alebo v pripade ukoncenia tejto Zmluvy the termination period or, in the case that this
podla ¢l. 123 ku dAu doruéenia Agreement is terminated pursuant to Article
pravoplatného zamietnutia. Ak Centrum 12.3, as of the day of receipt of the final
preukazatelne obdrzalo vys$8iu sumu rejection. In the case that the Center provably
odmeny a nakladov, na ktoré mu podla received higher payments than the payments
skutocne vykonanych €innosti vznikol narok due according to the work actually performed
v stlade s touto Zmluvou, Centrum sa based on this Agreement, the Center shall
prislusny rozdiel zavazuje zaplatit spat refund the balance to the Sponsor without
Zadavatelovi bez zbytoéného odkladu. undue delay.

12.8 Pri skonéeni Zmluvy sa Zmluvni partneri | 12.8 Upon termination of this Agreement, the

zavazuju  vratit  Zadavatelovi  vSetok Contracting Partners shall return to the
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13.1

13.2

13.3

nespotrebovany material a predmety, ktoré
im boli poskytnuté v stvislosti s Klinickym
skusanim, a to najneskér do tridsiatich (30)
pracovnych dni od datumu ukonéenia
Zmluvy.

Cl. 13 - R6zne ustanovenia

Uzatvorenie tejto Zmluvy nie je podmienené
Ziadnym  existujucim alebo  buducim
obchodnym vztahom medzi Zmluvnymi
partnermi a Zadavatelom ani Ziadnym
obchodnym rozhodnutim, ktoré Zmluvni
partneri  urobili alebo  urobia vodi
Zadavatelovi alebo vyrobkom
obchodovanym Zadavatelom.

Na vylucenie pochybnosti Zmluvné strany
vyhlasuju, ze vo vsetkych pripadoch ked
tato Zmluva odkazuje na Zmluvnu
vyskumnu organizaciu, kona tato Zmluvna
vyskumna organizacia vyluéne pod svojim
menom a ako zastupca Zadavatela a nie je
Zmluvnou stranou tejto Zmluvy.

Zmluvni partneri sa zavazuju plnit svoje
povinnosti podlia tejto Zmluvy spoésobom,
ktory bude v sulade s prislusnymi pravnymi
predpismi zameranymi proti korupcii a
podplacaniu a v sulade s prilohou ¢&. 3.
Zmluvni partneri zavazne vyhlasuju, Ze v
suvislosti s Klinickym skusanim neposkytli
ani neposkytnu Ziadnu platbu ani prospech,
priamo alebo nepriamo, Uradnej osobe,
zakaznikom, obchodnym partnerom,
odbornikom v zdravetnictve ani ziadnej ingj
osobe na ucel ziskania nedovoleného
prospechu alebo nekalej obchodnej vyhody,
nebudd ovplyviovat rozhodovanie v
stukromnej ani verejnej sfére, predpisovanie,
ani  nebudl nikoho podnecovat k
porusovaniu profesijnych povinnosti alebo
pravidiel. Zmluvni partneri sa zavazuju
bezodkladne pisomne oznamit
Zadavatelovi kazdé podozrenie Ci zistené
porudenie vysSie uvedenych zasad v
stvislosti s obchodnou  ¢&innostou
Zadavatela a budu v tychto pripadoch
spolupracovat so  Zadavatelom  pri
preSetreni takej zaleZitosti.

13.4Zmluvne strany vyhlasuju, Ze nemaju v

suc¢asnosti uzatvorenu ziadnu zmluvu ani
zavazok, ktorych plnenie by negativne
ovplyvnilo  plnenie  povinnosti  vodi
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Sponsor all unused materials and items
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

13.1 The 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 Sponsaor.

13.2 To eliminate any doubts, the Contracting
Parties represent and warrant that research
organizations referred to in this Agreement act
in its name and as a representative of the
Sponsor and are not a contracting party to this
Agreement.

13.3 The Contracting Partners agree to perform
their obligations under this Agreement in
compliance with applicable anti-bribery and
anti-corruption laws and in compliance with
Appendix 3. 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 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 in reviewing the matter.

13.4 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
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Zadavatelovi na zaklade tejto Zmluvy a
sucasne sa zavazuju po celt dobu priebehu
Klinického sku$ania ziadnu tak(to zmluvu
neuzavriet ani ziadny takyto zavazok
neprijat. Hlavny skusajuci ru¢i za to, ze
ziadny z Clenov $tudijného timu nema v
suc¢asnej dobe uzatvorenu Ziadnu takuto
Zmluvu, a zavazuje sa zabezpecit, ze
ziadny z Clenov Studijného timu takato
zmluvu neuzavrie.

13.5Tato Zmluva obsahuje upiné dojednanie o

13.6

13.7

13.8

13.9

predmete Zmluvy a vsetkych nalezitostiach,
ktore Zmluvné strany mali a checeli v Zmluve
dojednat, a ktoré povazuju za ddlezité.
Su¢asne Zmiuvné strany vyhlasuju, ze si
vzajomne oznamili véetky informacie, ktoré
povazuji za déleZité a podstatné na
uzatvorenie tejto Zmiuvy.

Zmluvne strany prejavili vélu neuplatiiovat
akékolvek prava a povinnosti Zmluvnych
stran vyvodené z doterajSej alebo budlce;j
praxe zavedenej medzi nimi alebo zvyklosti
udrziavanych vsecbecne ¢&i v odvetvi
tykajicom sa predmetu plnenia tejto
Zmluvy, pokial tato Zmluva neustanovuje
inak.

Kazda zo Zmluvnych stran kona ako
nezavisly subjekt a na ziadne ucely nie je v
postaveni partnera, sprostredkovatela,
zamestnanca ani zastupcu druhej Zmluvnej
strany.

Zadavatel ma pravo postupit' tato Zmluvu
uplne alebo s¢asti na ktortukolvek zo svojich
Prepojenych 0s0b. Okrem vys§sie
uvedeného nie je Ziadna zo Zmiluvnych
stran opravnena postupit svoje prava a /
alebo povinnosti Uplne ani scasti na tretiu
stranu bez predchadzajuceho pisomného
suhlasu ostatnych Zmluvnych stran. Tato
Zmluva zavazuje Zmluvneé strany, ako aj ich
pravnych nastupcov a osoby, na ktoré budu
prava a zavazky Zmluvnych stran v stlade s
tymto &lankom postupené.

V pripade, Ze pocas klinického skusania
bude nutnd hospitalizacia  subjektu
klinického skuSania , Zadavatel uhradi
Centru vykalkulovanu cenu aj s [6Zkodnami
podlacennika UNB.

MS200527_0082 Slovakia CTA INST 02Augl9 10VIA
RZA3 1943 SVK en MerckAlliance Global

Pl: prof Peter Turcani, MD, PhD.

CONFIDENTIAL

13.5

13.6

13.7

13.8

with respect to the Sponsor 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.

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.

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.

Each Contracting Party shall act as an
independent entity and shall not be construed
for any purposes as a partner, agent,
employee or representative to the other
Contracting Party.

The Sponsor shall have the right to assign this
Agreement, in whole or in part, to any of its
Affiliates. 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 Article.

13.9 If during the Clinical Trial, hospitalization of a

clinical trial subject will be necessary, the
Sponsor shall pay the Site an appraised
reimbursement including the number of
hospital bed-days, in accordance with the
UNB price list.
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13.10 Zadavatel sa zavazuje, ze vykonavanie

laboratornych vy$etreni ku klinickej studii si
zabezpeli  osobitnymi  zmluvami s
prisluSnymi laboratériami.Laboratorné
vySetrenia sa budu vykonavat v laboratoriu
spoloénosti  Medirex, a.s. so sidlom
spolo¢nosti na adrese Holubyho 35,
Pezinok 902 01, Slovenska republika,
Spolo¢nost zapisana; v Obchodnom registri
vedenom Okresnym sudom Bratislava |,
Oddiel: Sa VI.& 4185/B, ICO: 35 766 450,
DIC: 2020204340.

13.11 Zmluvné strany sa zavazujl, ze ak budu

odoberané vzorky biologického materialu,
tieto bude mozné vyuzivat len pre ucely
klinického skusania alen pocas
vykonavania tohto skusania.

13.12 Neplatnost alebo  nevymahatelnost

konkretneho ustanovenia tejto Zmluvy nema
vplyv na platnost’ ostatnych ustanoveni.
Zmluvné strany sa zavazuju nahradit
neplatné a nevymahatelné ustanovenie
platnym a vymahatelnym ustanovenim,
podla potreby, ktorym bude ¢o mozno
najblizSie dosiahnuty umysel, ktory strany
mali v ¢ase uzavretia tejto Zmluvy.

13.13 Jednostranné vzdanie sa prava alebo tichy

suhlas alebo nelspesné dovolania sa
porusenia ktoréhokolvek ustanovenia tejto
Zmluvy  Zmluvnou stranou nezaklada
jednostranné vzdanie sa prava v suvislosti s
akymkolvek naslednym porusenim
ktoréhokolvek ustanovenia tejto Zmluvy.

13.14 Pokial nie je v tejto Zmluve dohodnuté inak,

povazuje sa za kontaktnu osobu Centra .
prof. MUDr. Peter Turéani PhD. Ukon
urobeny voci Centru sa povazuje za riadne
urobeny aj voéi Hlavnému skusajucemu,
resp. Clenom Studijného timu.

13.15 Zmluvné strany sa dohodli, Ze tato Zmluva

mézZze byt s dalej uvedenou vynimkou
menena iba pisomne prostrednictvom
vzostupne oCislovanych dodatkov
podpisanych vietkymi Zmluvnymi stranami.
Zmluvné strany nemusia uzavriet dodatok k
tejto Zmluve v pripade tzv. nepodstatnych
zmien Protokolu. Nepodstatnou zmenou
Protokolu sa pritom rozumie taka zmena
Protokolu, ktora nemeni rozsah &i spésob
vykonavania Ukonov (najma vysetrenie)

13.10 The Clinical Trial laboratory tests will be
conducted in central/local laboratories. The
Sponsor agrees to secure the performance of
Clinical Trial laboratory tests by means of
separate agreements with the appropriate
laboratories. Laboratory examinations will be
performed at the laboratory of the Medirex,
a.s. with a registered address at Holubyho 35,
Pezinok 902 01, Slovak Republic. Company
Filed in the Business register of the District
court Bratislava 1, section: Sa, File No:
4185/B, Org No: 35 766 450,Tax ID No:
2020204340

13.11 The Parties agree that if samples of biological
materials are collected, such samples may be
used only for the purpose and only during the
conduct of this Clinical Trial.

13.12 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 Parties at the time they entered into this
Agreement.

13.13 A 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.

13.14 Unless otherwise agreed in this Agreement,
the Center's contact person shall be
Prof..Peter Turcani MD PhD 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.

13.15 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 case of
so-called minor changes in the Protocol. A
minor change in the Protocol means a change
in the Protocol that does not change the scope
or manner of procedures (in particular
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vykonavanych Zmluvnymi partnermi v ramci
Klinického skuiSania a nema teda akykolvek
vplyv na vySku odmeny za vykonavanie
Klinického skusania ¢&i inej ceny uvedenej v
tejto Zmluve. Nepodstatné zmeny Protokolu
su ucinné dnom ich dorucenia Centru.

13.16 Tato Zmluva je wvytvorena a riadi sa
slovenskym pravom. Zmluvné strany sa v
sulade s ustanovenim § 262 ods. 1 a 2
Obchodného zakonniku vyslovne dohodli,
Ze ich zavazkovy vztah upraveny touto
Zmluvou sa bude riadit Obchodnym
zakonnikom. Zmluvné strany sa dalej
dohodli, ze v8etky spory vzniknuté z tejto
Zmluvy budl rieSené vecne a miestne
prisludnymi sudmi Slovenskej republiky.

13.17 Tato Zmluva je vyhotovena v slovenskom a
v anglickom jazyku, pricom Zmluvné strany
povazuju obe jazykové verzie za
rovnocenné, avsak pre pripad vykladovych
nezrovnalosti medzi jednotlivymi verziami
sa Zmluvné strany dohodli, Ze prednost ma
slovenska verzia Zmluvy. Tato Zmluva a
vSetky jej prilohy predstavuju Uplnd dohodu
Zmluvnych stran o predmete tejto Zmluvy.

Cl. 14 - Prilohy
Nasledujuce prilohy tvoria neoddelitelnu sucast
tejto Zmiluvy, pokial nie je v tejto Zmluve
stanovené inak:
Priloha €. 1: Finanéné podmienky
Priloha ¢. 2: suhlas so zverejnenim osobnych
Udajov v registroch klinickych skusani
Priloha €. 3: Protikorupéné pravidla
Priloha €. 4: spracovavanie osobnych Udajov
personalu zdravotnickeho zariadenia
zadavatelom v ramci zmluvy o klinickom skusani
Priloha &. 5: Formular zmluvy na zverejnenie
Priloha ¢€.6: Vybavenie
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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.

13.16 This 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.

13.17 This Agreement has been drawn up in the
Slovak and English language, and the
Contracting Parties consider both language
versions to be equal; however, in case of any
interpretation  discrepancy between the
individual versions, the Slovak version shall
prevail as agreed by the Contracting 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.

Article 14 — Appendices

The following Appendices constitute an integral part

of this Agreement, unless set forth otherwise

herein:

Appendix 1: Financial Terms

Appendix 2: consent to publication of personal data

on clinical trial registers

Appendix 3: Anti-Bribery Rules

Appendix 4: processing of personal data of

personnel of institution by sponsor as part of clinical

trial agreement

Appendix 5: Agreement For Disclosure

Appendix 6: Equipment
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ACKNOWLEDGED AND AGREED BY Univerzitna nemocnica Bratislava:
Za Univerzitnu nemocnicu Bratislava svojim podpisom potvrdzuje:

By/Meno:

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

Signature/Podpis:

Date/Datum:

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

Name/Meno:

Signature/Podpis:
Date/Datum: S22/ FEL/ D37

On behalf of Merck KGaA ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s. r. o,
V mene spoloc¢nosti Merck KGaA svojim podpisom potvrdzuje spolo¢nost’ IQVIA RDS Slovakia, s. r.
0.

By:/ Popisany : Dr. Zoltan Varga

(Signature)/ (Podpis) Site Head

Name:/ Meno:
Title:/ Funkeia:

Date/Datum* - |'7/m%g/_4_—_
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APPENDIX NO.1
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 €. 1
ROzZPOCET A ROZPIS PLATIEB

A. UDAJE O PRIJEMCOVI PLATIEB
Zmluvne strany potvrdzuju, Ze menovany prijemca
platieb je riadnym prijemcom platieb podla tejto
zmluvy a Ze platby podlia tejto zmluvy sa budu
poukazovat' len nasledujucemu prijemcovi platieb

Contract Payee/Zmluvny prijemca platieb

(dalej ,prijemca platieb):

Payee Name/Meno/nazov prijemcu platieb
(Must match name in the contract)/(musi sa
zhodovat's menom/nazvom v zmluve)

Univerzitna nemocnica Bratislava

Payee Address/Adresa prijemcu platieb

Univerzitna nemocnica Bratislava,Pazitkova 4, 821 01
Bratislava, Slovak Republic

Banking Information/Bankové spojenie:

Bank Name/Nazov banky

Statna pokladnica

Bank Street/Ulica banky

Radlinského 32

Bank City/Mesto banky

Bratislava

Bank State/Province/Kraj banky

Bratislavsky

Bank Postal Code/PSC banky

81005

Bank Country/Stat banky

Slovak Republic

Receiving Account Currency/Mena
prijimajuceho uétu

EUR

IBAN

IBAN SK 58 8180 0000 0070 0027 9808

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

SPSRSKBA

elektronicky prevod.

If the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial institution for details. If an Intermediary bank is
required, please provide Bank Name, Account Number if applicable and SWIFT Code of Intermediary
Bank along with all other required Wire instructions./Ak mena platieb dohodnuta v zmluve nezodpoveda
mene vasho bankoveho uétu, méze byt potrebneé uviest sprostredkujucu banku. Podrobnosti zistite u
svojej finanénej institlcie. Ak je potrebna sprostredkujica banka, uvedte nazov banky, €islo uétu, ak sa
vztahuje, a SWIFT kéd sprostredkujucej banky, spolu so vietkymi daldimi potrebnymi pokynmi na

Contact Information/Kontaktné udaje

Name of recipient sending invoices to
DrugDev/Meno/nazov prijemcu
odosielajuceho faktury na spolo¢nost
DrugDev

Univerzitna nemocnica Bratislava

Email/e-mail

bakosova@ru.unb.sk

Language Preference/Uprednostiovany
jazyk

slovak

Name of payment recipient to receive
payment notification and details/Meno/nazov

Univerzitna nemocnica Bratislava
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prijemcu platieb, ktory ma dostat oznamenie
o platbe a Udaje o nej

Phone number & Email/Telefénne ¢&islo a e-

mail bakosova@ru.unb.sk

Language Preference/Uprednostriovany
Jjazyk slovak

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

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

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

V pripade zmeny v Udajoch o bankovom spojeni
prijemcu platieb je zdravotnicke zariadenie
povinné informovat o tom spoloénost DrugDev
pisomne. Zmluvné strany sa dohodli, ze v
pripade zmeny v udajoch o bankovom spojeni,
ktoré sa netykaju zmeny prijemcu platieb alebo
zmeny krajiny, v ktorej je vedeny bankovy Ucet,
nie su pozadované Ziadne dalsie pisomné
dodatky tejto zmluvy.

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

Zdravotnicke zariadenie berie na vedomie, Ze ak
nie je prijemcom platieb, spolo¢nost IQVIA mu
nebude poukazovat Ziadne platby ani v pripade,
Ze prijemca platieb si nespini svoje platobné
povinnosti vo&i zdravotnickemu zariadeniu.

B. PLATOBNE TERMINY

DrugDev, on_behalf of IQVIA, will administer Spolo¢nost DrugDev v _mene spoloénosti IQVIA

payment to 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 confirmed by subject
CREFs 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, administered by
DrugDev, upon final acceptance by Sponsor of
all CRFs pages, all data clarifications issued, the
receipt and approval of any outstanding
regulatory documents as required by IQVIA
and/or Sponsor, the return of all unused supplies
to IQVIA, and upon satisfaction of all other
applicable conditions set forth in the Agreement.

bude platby pre prijemcu platieb spracovavat
polrocne na zaklade poétu absolvovanych
navstev na jeden subjekt v stlade s pripojenym
rozpoctom. Devatdesiat percent (90 %) kazdej
splatnej Ciastky, vratane platieb za nelspesné
vstupné vySetrenia, ktoré moézu byt splatne
podla podmienok tejto zmluvy, sa poukaze na
zaklade udajov o] zaradovani za
predchadzajucich 6 mesiacov, potvrdenych
pacientskymi zaznamami (CRF) prijatymi od
pracoviska skusania, ktore dokladaju
navstevnost subjektov. Zostatok splatnych
finanénych prostriedkov az do vysky desat
percent (10 %) bude vyplateny pomernym
spoésobom po overeni skutoénej navstevnosti
subjektov a spolo¢nost IQVIA ho spracovany
spolo¢nostou DrugDev vyplati prijemcovi po
zadavatelovom kone¢nom prevzati vSetkych
stranok CRF, vSetkych vydanych vysvetliviek
k udajom, po prevzati a schvaleni vsetkych
chybajucich dokumentov pre kontrolné Urady
pozadovanych spolo¢nostou IQVIA alebo
zadavatelom, vrateni v8etkych nepouzitych
materialov spolo¢nosti IQVIA a po spineni
dalsich podmienok uvedenych v zmluve.
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All government taxes are the sole responsibility
of the Payee.

Major, disqualifying Protocol violations are
not payable under this Agreement

C. PAYMENT DISPUTE

Institution will have thirty (30) days from the receipt
of final payment to dispute any payment
discrepancies during the course of the Study.
This includes all invoiceable items paid and / or
due for payment.

D. MiNiIMum ENROLMENT GOAL

Institution ~ acknowledges that Investigator's
minimum enroliment goal is 2 subjects and that
Site will use best efforts to reach the enroliment
goal within a reasonable time after
commencement of the Study at Site. If Site fails
to adhere to this principle IQVIA may reconsider
Site's suitability to continue participation in the
Study.

E. DISCONTINUED OR EARLY TERMINATION

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

F. INVOICES

Payments will be issued by DrugDev 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
DrugDev 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 DrugDev
and approved by sponsor. All invoices shall be
raised in the following manner:
Invoices to be billed to:

IQVIA RDS Slovakia, s. r. 0.

Care of: DrugDev
Vajnorska 100/B, 831 04 Bratislava, Slovak
Republic
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Za vsetky dane zodpoveda vyhradne prijemca
platieb.

Zavazine, diskvalifikujuce porusenia
protokolu nie su podla tejto zmluvy splatné.

C. PLATOBNE NEZROVNALOSTI

Zdravotnicke zariadenie moze namietat proti
akymkolvek platobnym nezrovnalostiam, ktore
sa vyskytnu v priebehu ski3ania, do tridsiatich
(30) dni od prijatia poslednej platby. Zahifia to
v8etky uhradené alebo splatné fakturovatelné
polozky.

D. MINIMALNY NABOROVY CIEL

Zdravotnicke zariadenie potvrdzuje, ze minimalny
naborovy ciel skusajuceho su 2 subjekty aze
pracovisko skusania vyvinie maximalne usilie na
dosiahnutie naborového ciela v primeranom
Case po zacCati skuSania na pracovisku. Ak
pracovisko sklSania tuto zasadu nedodrzi,
IQVIA méze prehodnotit vhodnost pracoviska
skusania pre dalsiu ucast’ na klinickom skusani.
E. PREDCASNE VYRADENIE ALEBO VYSTUPENIE

Uhrady za subjekty, ktoré boli zo skt$ania vyradené
alebo z neho pred€asne vystupili, budd vyplatené
pomernym spésobom podla poétu potvrdenych
absolvovanych navstev.

F. FAKTURY

Spoloénost’ DrugDev bude poukazovat platby na
zaklade rozpottu navstev, platobnych terminov a
platobnych podmienck uvedenych vyssie. Platby sa
poukazu aZz po prevzati zodpovedajucich faktuar,
vratane sprievodnej dokumentacie, v uréenej mene,
ako je uvedené nizsie. Faktary budu splatné do
30 dni od prevzatia faktury spolo¢nostou DrugDeyv,
vratane vietkej prislusnej sprievodne;j
dokumentacie.
Faktury na vSetky dalSie platby okrem platieb
uvedenych v tejto zmluve (t. j. dalSie uhrady) sa
taktiez musia odoslat' spolo¢nosti DrugDev a musi
ich schvalit zadavatel. VSetky faktury sa musia
vystavit' nasledujtcim spbéscbom:
Faktury sa maju vystavit' na
nasledujucu fakturaénta adresu:

IQVIA RDS Slovakia, s.r. o.

Na adresu: DrugDev
Vajnorska 100/B, 831 04 Bratislava, Slovenska
republika
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Invoices to be sent to:

DrugDev Payments

IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Email: support@drugdevglobal.com

The following information should be
included on the invoice:

o Complete INVESTIGATOR
name, address and phone
number

o Invoice Date

Invoice Number

o Payee Name (must match Payee
indicated 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

o

All invoice and payment related inquiries shall be
addressed directly to DrugDev Payments at
support@drugdevglobal.com , telephone +1 (973)
659-6722, or fax +01 (610) 994-2784,

Faktury sa maju odoslat na
nasleduijiicu doruéovaciu adresu:

DrugDev Payments

IQVIA, 5th floor

210 Pentonville Rd, King Cross

London N1 9JY

Spojené kralovstvo

E-mail: support@drugdevglobal.com

Faktira musi obsahovat nasledujice

nalezitosti:
o celé meno, adresa a telefonne &islo
SKUSAJUCEHO
o datum faktiry
o Cislo faktury

o meno/nazov prijemcu platieb (musi
sa zhodovat' s prijemcom platieb
uvedenym v zmluve o klinickom
skusani)

suma na uhradu

Uplny opis poskytnutych sluzieb
¢islo skuSania

nazov zadavatela

faktury maju byt vytlatené na
hlavickovom papieri pracoviska
skusania/zdravotnickeho
zariadenia

o O 0O 0O 0

Vsetky otazky tykajluce sa faktur a Uhrad sa maju

adresovat priamo platcbnému  oddeleniu
spolocnosti DrugDev na adresu
support@drugdevglobal.com, telefonicky na

Cislo +1 (973) 659-6722 alebo faxom na ¢islo
+01 (610) 994-2784.

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

In case of changes in the Payee’s bank details,
Institution is obliged to inform DrugDev in
writing. Parties agree that in case of changes in
bank details which do not involve a change of
payee or change of country location of bank

Za akékolvek vydavky alebo naklady, ktoré
vzniknu zdravotnickemu zariadeniu pri plneni
tejto zmluvy a ktoré nie st vyslovne schvalené
na preplatenie spolo¢nostou |QVIA alebo
zadavatelom podla tejto zmluvy (vratane
Rozpoétu a Rozpisu platieb), zodpoveda
vyhradne zdravotnicke zariadenie.

V pripade zmeny v Udajoch o bankovom spojeni
prijemcu platieb je zdravotnicke zariadenie
povinné informovat’ o tom spoloénost DrugDev
pisomne. Zmluvné strany sa dohodli, Zze v
pripade zmeny v Udajoch o bankovom spojeni,

account, no further amendments are required.
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G. SCREENING FAILURE
Reimbursement for screen failures will be at the
amount 166.80 EUROS indicated on the
Screening Visit of the attached budget table, not
to exceed one (1) screen failure(s) paid per one
(1) subject(s) randomized.

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

H. Stupy START-UP FEE

A one-time, non-refundable payment will be paid
in the amount of 120 EUROS (€) to cover Study
start-up activities upon completion and receipt by
IQVIA of all contractual and regulatory
documentation and receipt of invoice.

l. Patient Medication (Cholestyramine or Activated
Charcoal) costs for the purpose of the Accelerated
Elimination of Teriflunomide, will be reimbursed,
where needed, on a pass-through basis upon
receipt of supporting invoices from Institution, up
to One Hundred Euro (€100) [ to be paid per
patient]. Patient numbers and procedure date
must be included on the invoice.

G. NEUSPESNE VSTUPNE VYSETRENIA

Uhrady za nelspe$né vstupné vySetrenia sa budi
poukazovat vo vyske 166.80 EUR uvedené v
skriningovej navsteve priloZzenej v rozpoctovej
tabulke a neprekroci jeden (1) neuspedné vstupné
vySetrenie zaplatené za jedného randomizovaného
pacienta.

Aby vznikol narok na Uhradu za vstupni
navstevu, je potrebné zaslat spolo¢nosti IQVIA
vyplnené stranky CRF pre vstupné vyS$etrenia
v8etky dalsie informacie, ktoré moéze spolo¢nost
IQVIA pozadovat, aby dostatocne
zdokumentovala vstupné vySetrenia subjektu.

H. 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
120 EUR (€), ktora ma pokryt aktivity na rozbeh
sku3ania.

I. Néklady na lieky na pacientov (Cholestyramin
alebo aktivne uhlie) na Gcely urychleného
odstranenia teriflunomidu sa podla potreby
preplacaju po prijati podpornych faktiur od
zdravotnickeho zariadenia az do vysky sto eur
(100 EUR) ) [plati sa za pacienta]. Na faktire
musia byt uvedené C¢isla pacientov a datum
zakroku.
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J. BUDGET TABLE

J. R0zPOETOVA TABULKA

Double Blind Arm/Dvojito zaslepené rameno

Visit/Navsteva Budget in EURO/Rozpocet v mene
EUR

Visit 1 / Screening Visit/1. navstevalvstupna | 166.8
navsteva
Baseline Visit 199.8
Visit 2 / D1/2. navsteva/D1 7.7
Visit 4 / W4/4, navsteva/T4 95.85
Visit 5 / W6/5. navsteva/Té 71.7
Visit 6 / W8/6. navsteva/T8 71.7
Visit 7 / W10/7. navsteva/T10 71.7
Visit 8 / W12/8. navsteva/T12 135
Visit 9 / W14/9. navsteva/T 14 71.7
Visit 10 / W16/10. navsteva/T16 71.7
Visit 11 / W18/11. navsteva/T18 71.7
Visit 12 / W20/12. navsteva/T20 .7
Visit 13 / W22/13. navsteva/T22 71.7
Visit 14 / W24/14. navsteva/T24 130.95
Visit 15/ W28/15. naviteva/T28 71.7
Visit 16 / W32/16. navsteva/T32 7.7
Visit 17 / W36/17. navsteva/T36 124.65
Visit 18 / W40/18. navsteva/T40 7.7
Visit 19 / W44/19. navsteva/T44 71.7
Visit 20 / W48/20. navsteva/T48 130.8
Visit 21 / W52/21. navsteva/T52 27.6
Visit 22 / W56/22. navsteva/T56 276
Visit 23 / W60/23. navsteva/T60 124.65
Visit 24 / W64/24. navsteva/T64 27.6
Visit 25 / W68/20. navsteva/T68 27.6
Visit 26 / W72/26. navsteva/T72 137.85
Visit 27 | W76/27. naviteva/T76 27.6
Visit 28 / W80/28. navsteva/T80 27.6
Visit 29 / W84/29. navsteva/T84 124.65
Visit 30 / W88/30. naviteva/T88 27.6
Visit 31 / W92/31. navsteva/T92 27.6
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Visit 32 / W96/Early Discontinuation/32.
navsteval/T96/navsteva pri predéasnom

vystipeni

140.4

Total Maximum Payments/Maximalna

vyska platieb celkom:

2664.30

Additional visits/Dal'Sie | Short

navstevy name/Skrateny | Budget in EURO/Rozpocet v mene
nazov EUR

136.95

W108

Visit 25 / W108 */25.

navsteva/T108*

Follow Up / 125.7

Discontinuation/Kontrolna ED

naviteva/navsteva pri

ukonéeni liecby

Unscheduled visit/ 130.05
uv

Neplanovana navsteva

Telephone Visit/ 27.6
TV

Navsteva formou
telefonatu

1. * Week 108 is applicable only for a subset of patients who have disability
progressions between 72-96 weeks/
2. *108. navsteva sa bude vzt'ahovat’' len na podskupinu pacientov, u ktorych
sa vyskytne progresia postihnutia medzi 72. az 96. tyzdnom.
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OLE Arm/Rameno OLE

Visit/Navsteva Budget in EURO/Rozpocet
Short Name/Skrateny nazov v mene EUR
Week 2 W2 71.7
Week 4 W4 71.7
Week 6 W6 71.7
Week 8 w8 71.7
Week 10 W10 7.7
Week 12 W12 124.65
Week 14 W14 71.7
Week 16 W16 7.7
Week 18 W18 71.7
Week 20 W20 71.7
Week 22 W22 71.7
Week 24 W24 108.75
Week 28 W28 71.7
Week 32 W32 71.7
Week 36 W36 124.65
Week 40 W40 71.7
Week 44 W44 71.7
Week 48 W48 108.75
Week 52 W52 31.95
Week 56 W56 31.95
Week 60 W60 71.7
Week 64 W64 31.95
Week 68 W68 31.95
Week 72 W72 127.5
Week 76 W76 31.95
Week 80 W80 31.95
Week 84 W84 71.7
Week 88 W88 31.95
Week 92 W92 31.95
Week 96 W96 118.35
Week 100 W100 31.95
Week 104 W104 31.95
Week 108 W108 109.8
Week 112 W112 31.95
Week 116 W116 31.95
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Week 120 W120 127.5

Week 124 W124 31.95
Week 128 W128 31.95
Week 132 W132 31.95
Week 136 W136 31.95
Week 140 W140 31.95
Week 144/Early Discontinuation | W144/ED 118.35
Total Maximum 2758.65

Payments/Maximalna vyska
platieb celkom:

Additional visits/Dal'sie Budget in EURO/Rozpocet
navstevy Short name/Skrateny nazov v mene EUR
AEP Period*/ 6.9

AEP

Obdobie sledovania profilu
neZiaducich udalosti (AEP)*

Baseline visit for male 1221
participants/
BV male
Zakladna navsteva pre
ucastnikov muzského pohlavia

Baseline visit for female 17.85
participants/
BV female
Zakladna navsteva pre

ucastnic¢ky zenského pohlavia

Unscheduled visit/ 125.7

Neplanovana navsteva uv

Week 148 Follow- 130.05
up/Discontinuation/

Kontrolna navsteva v 148.
tyZdni/pri ukonéeni

W148 F/D

Telephone Visit/ 31.95

Navsteva formou telefonatu TV

*AEP VISIT IS APPLICABLE ONLY FOR MALE PARTICIPANTS/* NAVSTEVA AEP SA TYKA IBA UGASTNIKOV
MUZSKEHO POHLAVIA
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UNSCHEDULED VISITS

Payment for unscheduled visits will be
reimbursed in the amount stated in the above
tables [which includes overhead] upon receipt
of original supporting invoices, and
verification by DrugDev. Subject numbers
and date of visits must be included on an
original invoice.

Conditional procedures, where required by
the Protocol, will be reimbursed in the
amounts below per procedure. To be eligible
for payment an original invoice must be
submitted to DrugDev along with any
additional  information which may be
requested by IQVIA to appropriately
document the procedure. Subject numbers
and date of procedure must be included on an
original invoice.

NEPLANOVANE NAVSTEVY

Platby za neplanované navstevy sa budu

uhradzat vo vyske uvedenej vo vysSie
uvedenych tabulkach [vratane
prevadzkovych  nakladov], po  prijati

originalnych podpornych faktir a overeni
spolo¢nostou DrugDev. Na originalnej fakture
musia byt uvedené Eisla subjektov skisania
a datumy navstev.

Postupy vykonavané podla potreby, ak sa
vyzaduju podla protokolu, sa budu uhradzat' v
sumach na jeden postup uvedenych nizsie.
Aby vznikol néarok na Uhradu, je potrebné
zaslat spolo¢nosti DrugDev original faktury a
véetky daldie informacie, ktoré mobze
spolo¢nost IQVIA poZzadovat, aby dostatocne
zdokumentovala prisluSny postup. Na
originali faktury musia byt uvedené disla
subjektov a datum postupu.

Cost unit in EURO currency (including
Conditional Costs/Naklady na postupy Overhead)/
vykonavané podla potreby Naklady na jednotku v mene EUR (vratane
prevadzkovych nakladov)
Single 12-lead ECG: Includes tracing, 11.70
interpretation and report - for repeat evaluation
at discretion of the investigator/
12-zvodové EKG, jeden zdznam: Zahrria zdznam,
interpretdciu a spravu — na opakované
hodnotenie podla uvdZenia skiusajiceho
IP handling destruction fee/ 25.50
Poplatok za odovzdanie skusaného lieku na
likviddciu
Pharmacy, Simple (AEP)- Per Preparation;
dispense drug/
2.10
Lekdren, zdkladny poplatok (AEP) — na pripravu
a vydanie lieku
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APPENDIX NO.2
CONSENT TO PUBLICATION OF PERSONAL DATA ON

PRILOHA €.2
SUHLAS SO ZVEREJNENIM OSOBNYCH UDAJOV V

CLINICAL TRIAL REGISTERS

I consent to the publication of my
personal data (title, name, contact
details and information regarding
my professional qualifications) on
www.clinicaltrials.gov, other public
websites and public portals for
clinical documents of EMA and
other relevant agencies that inform
about clinical trials and
participating investigators, study
personnel and corresponding study
results by Merck Healthcare KGaA
for the clinical trial “4 Phase 111,
Multicenter, Randomized, Parallel
Group, Double Blind, Double
Dummy, Active Controlled Study of
Evobrutinib Compared with
Teriflunomide, in Participants with
Relapsing  Multiple Sclerosis  to
Evaluate Efficacy and Safety”

| am entitled to withdraw this consent
at any time with future effect.
place, date:

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED
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REGISTROCH KLINICKYCH SKUSANI

Suahlasim, aby spolofnost’ Merck
Healthcare KGaA pre Klinické
skiisanie Multicentrické,
randomizované, dvojito zaslepené,
dvojito maskované skiisanie I11. fazy
v subeinych skupindch s ulinnou
kontrolnou lie¢bou na vyhodnotenie
ucinnosti a bezpecnosti evobrutinibu
v porovaani s teriflunomidom u
ucastnikov s relapsujricou sklerézou
multiplex zverejnila moje osobné
udaje (funkciu, meno a priezvisko,
kontaktné t1daje a informacie
tykajlice sa mojej odbornej
kvalifikdcie) na webovej stranke
www.clinicaltrials.gov, d’alsich
verejnych webovych strinkach a
verejnych portiloch uréenych pre
klinické dokumenty Europskej
lieckovej agentiry a d'alSich
prislu$nych uradov, ktoré
informuji o klinickych skusaniach,
zudastiiujicich sa  skaSajucich,

personile skii§ania a
zodpovedajucich vysledkoch
skisania.

Tento sthlas mézem s budicim
uginkom kedykolvek odvolat.
Miesto, datum

Podpis:

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU BRANE DO UVAHY
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Appendix 3: Anti-Bribery Rules Priloha €. 3: Protikorupéné pravidla
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APPENDIX NO.4
PROCESSING OF PERSONAL DATA OF
PERSONNEL OF INSTITUTION BY SPONSOR AS
PART OF
CLINICAL TRIAL AGREEMENT

As part of the clinical trial, Merck Healthcare
KGaA, located at Frankfurter Strale 250,
64293 Darmstadt (“Sponsor”) is processing
certain personal data of the personnel of the
Institution. This document is providing
information to personnel about the processing
of personal data as required by law.

A. CATEGORIES OF DATA COLLECTED AND
PURPOSES OF PROCESSING'

Prior to and during the course of the clinical
study, Sponsor will collect personal data of
Institution personnel. This personal data
includes names, contact information and may
include, work experience and professional
qualifications, publications, resumes,
educational background and information
related to financial disclosures or other
potential conflict of interest, and payments
made under the agreement with [nstitution.
Sponsor will process such personal for the
following purposes:

(i) the conduct of clinical trials and/or
statistical analysis;
(ii) verification by governmental or

regulatory agencies, the Sponsor, IQVIA, and
their agents and affiliates;

(iii) compliance with legal and
regulatory requirements;
(iv) publication on

www clinicaltrials.gov, other public websites
and public portals for clinical documents of
EMA and other relevant agencies that inform
about clinical ftrials and participating
investigators and corresponding study results
(provided the individual gave consent);

' Legal basis for processing personal data is Art. 6 (1) b) General Data Protection Regulation with the exception of (iv) where
Art. 6 (1) a) provides the legal basis and (v), (vi) and (vii) where Art. 6 (1) f) provides the legal basis./' Pravnym zakladom na
spracovavanie osobnych udajov je ¢l. 6 (1) b) Vseobecného nariadenia o ochrane osobnych udajov s vynimkou bodu (iv), kde

PRILOHA ¢.4
SPRACOVAVANIE OSOBNYCH UDAJOV
PERSONALU ZDRAVOTNICKEHO ZARIADENIA
ZADAVATELOM V RAMCI
ZMLUVY O KLINICKOM SKUSAN

V  ramci tohto klinického skusania
spolo¢nost Merck Healthcare KGaA, so
sidlom na adrese Frankfurter Strale 250,
64293 Darmstadt, Nemecko (dalej
.zadavatel*) spracovava urcité osobné
udaje personalu zdravotnickeho zariadenia.
V tomto dokumente su uvedené informacie
pre personal o spracovavani osobnych
udajov, ako to pozaduju pravne predpisy.
A. KATEGORIE ZBIERANYCH UDAJOV A
UCEL SPRACOVAVANIA'

Pred zadiatkom skusania aj poc¢as neho
bude =zadavatel! zbierat osobné udaje
personalu zdravotnickeho zariadenia. Medzi
tieto osobné Gdaje patria mena a kontaktné
informacie a mézu medzi ne patrit pracovné
skdsenosti, odborna kvalifikacia, publikacie,
Zivotopisy, udaje o vzdelani a informacie o
finan¢nych priznaniach alebo inom moznom
konflikte  zaujmov a o  platbach
poukazovanych podlfa tejto zmluvy so
zdravotnickym zariadenim. Zadavatel bude
spracovavat takéto osobné Uudaje na
nasledujuce ucely:

(i) vykonavanie klinickych  skdsani
alebo Statisticka analyza,
(ii) preverovanie Statnymi alebo

kontrolnymi uradmi, zadavatelom,
spolo€nostou IQVIA a ich zastupcami a
dcérskymi spolo¢nostami,

(i) dodrziavanie pravnych predpisov a
poziadaviek kontrolnych uradov,

(iv) zverejnenie na webovej stranke
www clinicaltrials.gov, dalSich verejnych
webovych strankach a verejnych portaloch
ur€enych pre klinické dokumenty Eurépske;j
liekovej agentury a dalSich prislusnych
uradov, ktoré informuji o klinickych
skdsaniach, zl¢€astiujucich sa skusajlcich
a zodpovedajucich vysledkoch skidSania (za
predpokladu, Ze dana osoba dala svoj
sthlas),

pravny zaklad poskytuje ¢l. 6 (1) a), a bodov (v), (vi) a (vii), kde pravny zaklad poskytuje ¢l. 6 (1) f).
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(v) storage in databases to facilitate
the selection of investigators for future clinical
trials or other business;

(vi) sharing of Study reports and other
Study documents with third parties for research
purposes in accordance with responsible data
sharing and transparency obligations; and

(vii)

anti-corruption compliance.

B. DATA SHARING

Sponsor may share personal data (i) with its
service providers that process personal data on
its behalf and according to its instructions, (ii)
with collaboration partners, and (iii) with
affiliated companies of the Sponsor's group
including collaboration partners and affiliates
established in countries outside of the EU
(“Third Countries”) subject to an adequate
protection, especially by the use of Standard
Contractual Clauses.

In addition, personal data may further be
transferred to authorities in Third Countries, for
example the US. Food and Drug
Administration Authority.

C. RIGHTS OF PERSONNEL

Sponsor will respond to all legitimate requests
for information about personal data stored and,
where applicable, to all requests to correct,
update, or delete personal data.

Personnel can also contact Sponsor to
object to processing for purposes of
Section A (v) and (vi).

In any of these cases or to request a copy of
the Standard Contractual Clauses (if
applicable), Personnel can contact Sponsor's
data protection officer at
privacy@merckgroup.com or at the address
specified above.
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(v) uloZenie v databazach na ulahcenie
vyberu skusajucich do dalsich klinickych
skusani alebo na ind obchodnu &innost v
buducnosti,

(vi) odovzdavanie sprav zo skisania a
daldich dokumentov skuSania tretim
stranam na vyskumné Ucely v sulade s
povinnostami tykajucimi sa zodpovedného
odovzdavania Udajov a transparentnosti,

(vii) dodrziavanie protikorupénych
pravnych predpisov.
B. ODOVZDAVANIE UDAJOV

Zadavatel moze odovzdavat osobné Udaje
(i) poskytovatelom sluzieb, ktori
spracovavaju osobné Udaje v jeho mene a
podla jeho pokynov, (ii) spolupracujucim
partnerom a (iii) dcérskym spoloénostiam
skupiny spolo¢nosti zadavatela, vratane
spolupracujucich partnerov a dcerskych
spoloénosti so sidlom v krajinach mimo EU
(dalej ,tretie krajiny*), pod podmienkou
primeranej ochrany, najma pouZitia
Standardnych zmluvnych doloziek.

Okrem toho sa osobné udaje mbzu
odovzdavat Uradom v tretich krajinach,
naprikiad Uradu pre potraviny a lieky
Spojenych Statov americkych.

C. PRAVA PERSONALU

Zadavatel odpovie na vsetky opravnené
Ziadosti o informacie o uchovavanych
osobnych Udajoch a v relevantnych
pripadoch na vSetky Zziadosti o opravu,
aktualizaciu alebo odstranenie osobnych
udajov.

Personal sa tiez modze obratit na
zadavatela a namietat’ proti
spracovavaniu osobnych uddajov na
ucely uvedené v bodoch (v) a (vi) casti A.

Personal sa v kazdom z tychto pripadov,
alebo ak bude chciet poziadat o képiu
Standardnych  zmluvnych doloziek (v
relevantnych pripadoch), méze obratit na
zodpovednl osobu zadavatela na e-
mailovej adrese privacy@merckgroup.com
alebo na adrese uvedenej vy3Sie.
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Appendix 5: Agreement For Disclosure Priloha €. 5: Formular zmluvy na zverejnenie
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Appendix No.6
EQUIPMENT

All materials and equipments provided
(“Equipments”) by the Sponsor or IQVIA/vendors
contracted by the Sponsor shall remain the sole
property of the Sponsor/ IQVIA/vendor, as the
case may be. '

Therefore, it is hereby agreed that such
Equipments shall:

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

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

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

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

f) upon completion or termination of the Study,
IQVIA or Sponsor, together with Site assistance,
shall arrange the return of all equipment
provided for the Study within one (1) month of
request to return, or if requested by the Sponsor
or IQVIA in writing, arrange for the disposal of
the Equipments as soon as reasonably
practicable.
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PRILOHA ¢&.6
VYBAVENIE

V8etky materialy a vSetko vybavenie (dalej
,vybavenie") poskytnuté zadavatefom,
spolo¢nostou IQVIA alebo zmluvnymi
dodavatelmi zadavatela zostavaju vyhradnym
vlastnictvom zadavatela, spolo¢nosti IQVIA
alebo zmluvného dodavatela podla toho, o
ktory pripad pdjde.

Preto sa tymto povaZzuje za dohodnuté, Ze
takéto vybavenie:

a) sa na poziadanie zadavatela alebo
spolo¢nosti IQVIA moze z pracoviska
skdsania kedykolvek vyzdvihnut za
predpokladu, ze takéto vyzdvihnutie nebude
pracovisku skusania branit' vo vykonavani
skusania a plneni jeho povinnosti podla tejto
zmiuvy,

b) sa bude pouzivat' len na tcely skuSania,
c¢) pokial bude v drzbe pracoviska skt3ania,
bude sa pouzivat v sulade so vietkymi
priru€kami a navodmi na pouZitie,

d) zostane v nezmenenom stave s vynimkou
bezného opotrebovania. Pokial bude
vybavenie v drzbe pracoviska skusania,
pracovisko skusania zodpoveda za jeho
udrzbu a znasa v8etky rizika straty suvisiace s
vybavenim v priebehu vykonavania ski$ania,
e) bude zretelne oznacené ako vyhradné
vlastnictvo zadavatela, spoloénosti IQVIA
alebo zmluvného dodavatela podfa toho, o
ktory pripad pojde, pricom takéto oznacenie
bude zretelne uvadzat, Ze ide o ,MAJETOK +
nazov pravoplatného vilastnika®, aby boli
v8etky tretie osoby vratane veritelov
informované, Ze vlastnicky narok na toto
vybavenie zostava u pravoplatného vlastnika,
f) po dokonéeni alebo zastaveni skisania
zariadi spolo¢nost' IQVIA alebo zadavatel v
sucinnosti s pracoviskom skusania vratenie
vietkého vybavenia poskytnutého pre
skusanie do 1 (jedného) mesiaca od Ziadosti
o jeho vratenie alebo, ak o to zadavatel alebo
spolo€nost’ IQVIA pisomne poZiada, zariadi
likvidaciu vybavenia v najskorSom
realizovatelnom termine.
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