ZMLUVA O KLINICKOM SKUSANI
uzatvorena podla § 269 ods. 2 a nasl. zakona &.
513/1991 Zb. Obchodny z&akonnik v platnom

zneni (dalej len ,obchodny zékonnik") (dalej len
Zmluva“)

Medzi

Bayer AG

s0 sidlom: Kaiser-Wilhelm-Allee 1, 51373
Leverkusen, Nemecko a s kancelariami na adrese
Muellerstrasse 178, 13353 Berlin, Nemecko

DIC: DE123659859

zapisana v obchodnom registri vedenom

Amtsgericht (miestny sad), Kolin, Obchodny
Register B

Zastupeny
PAREXEL International (IRL) Limited, 70 Sir John
Rogerson's Quay, Dublin 2, Irsko

(dalej len “Zadavatel™)

A

Fakultna nemocnica Nitra
Spitalska 6

Nitra 950 01 Slovenska republika

ICO: 17336007

DIC: SK2021205197

Zriadena: Zriadovacou listinou MZ SR &.
3724/1991 — ANVIII-1 zo dnia 09.12.1991, v zneni
neskorsich rozhodnuti

konajuca: Mgr. Michal Fajin, MBA, LL.M, MPH. —
riaditel

(dalej len “Centrum”)
A

MUDr. Mariana Durikova
Oc¢na klinika

Spitalska 6

950 01 Nitra

Slovenské republika

(dalej len “Hlavny skasajaci”)

(Centrum a Hlavny ski$ajucl spolu dale] len
“Zmluvni partneri’, Zadévatel s Centrom
a Hlavnym skusajucim spolu dalej len ,Zmluvné
strany")

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") (hereinafter referred to as the
“Agreement”)

Between
Bayer AG

Registered office: Kaiser-Wilhelm-Allee 1, 51373
Leverkusen, Germany and having offices at
Muellerstrasse 178, 13353 Berlin, Germany

VAT No.: DE123659859

Registered with the Commercial Register kept

By Amtsgericht (Local Court), Cologne,
Commercial Register B

Represented by: International (IRL) Limited, 70 Sir
John Rogerson's Quay, Dublin 2, Ireland

(hereinafter referred to as the “Sponsor”)

AND

Faculty Hospital Nitra
Spitalska &

Nitra 950 01 Slovac republic

ID No.: 17336007

VAT No.: SK2021205197

Established: By charter of the Ministry of Health of
the Slovak Republic no. 3724/1991 — AVIII-1 dated
09.12.1991, as amended by later decisions

held by: Mgr. Michal Fajin, MBA, LLLM, MPH. —
director

(hereinafter referred to as the “Center”)

AND

MUDr. Mariana Durikova
0¢&né klinika

Spitalska 6

950 01 Nitra

Slovak republic
referred to as the

(hereinafter “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
Partles")
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Preambula
VZHLADOM K TOMU, ZE Zadavatel poziadal
Zmluvnych partnerov, aby vykonali klinické
skudanie so skusany liekom BAY 86-5321 /
aflibercept (dalej len "Skusany liek") s nazvom
.Randomizované, dvojito maskované, aktivne
kontrolované klinické skusanie fazy 3 hodnotiace
uginnost' a bezpeénost afliberceptu v davke 8 mg
na lietbu edému makuly po okluzii retinainej Zily*
s Cislom 273383 (dalej len "Klinické sku3anie"),
ktora je blizsie popisana v protokole & 22153,
ktory bude Zmluvnym partnerom odovzdany
Zadavatelom a ktory méze byt Zadavatefom
jednostranne dopliovany (dalej len "Protokol").

VZHUADOM K TOMU, ZE Zmluvni partneri
disponuju znalostami, skusenostami a zdrojmi
potrebnymi na vykonanie Klinického skudania
podia ich najlepSieho vedomia maju pristup k
pozadovanému pottu subjektov skudania podfa
kritérii pre zaradenie alebo vyradenie tak, ako su

vymedzené v Protokole, a su ochotni Klinické
skusanie vykonat.

Cl. 1 - Predmet Zmluvy
1.1 Predmetom tejto Zmluvy je vykonanie

Klinického skusania v Centre a rozdelenie
povinnosti suvisiacich s Klinickym skusanim
medzi Zadavatela a Zmluvnych partnerov.
Predmetom tejto Zmluvy su zavézky
Zmluvnych partnerov tykajuce sa vykonania
Klinického skusania za podmienok
dohodnutych v tejto Zmluve a zavazok
Zadavatela k uhrade odmeny za spravne
vykonanie Klinického sku$ania. Akékolvek
odchylky od Protokolu a dodatky k Protokolu,
vratane  aviak nielen  akéhokolvek
vySetrovania alebo skuSania dopliujucich
klinickych & laboratérnych parametrov,
vyZaduji predchadzajici pisomny suhlas
Zadavatela.

1.2 Klinické skusanie liekov sa vykonava podfa §
29 az 44 zékona &. 362/2011 Z. z. 0
liekoch a zdravotnickych poméckach a o
zmene a doplneni niektorych zakonov (dalej
len “zakon o liekoch”).

Cl. 2 - Povinnosti Zmluvnych partnerov

2.1 Zmluynl partneri sa zavazuju vykonat a
zdokumentovat Klinické skusanie
hospodérne a s néalezitou odbornou
starostlivostou v prisnom sulade s (a)

Preamble

WHEREAS, the Sponsor asked the Contracting
Partners to conduct a clinical trial involving the
study drug BAY 86-5321 / aflibercept (hereinafter
called the “Investigational medicinal product’)
named " Randomized, Double-Masked, Active-
Controlled, Phase 3 Study of the Efficacy and
Safety of

Aflibercept 8 mg in Macular Edema Secondary to
Retinal Vein Occlusion” with the number 273383
(hereinafter referred to as the “Clinical Trial") as
described in more detail in protocol no. 22153 which
will be provided to the Contracting Partners by the
Sponsor and which may be unilaterally updated by
the Sponsor (hereinafter referred to as the

“Protocol”).

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

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.

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

Article 2 - Obligations of the Contracting
Partners

2.1 The Contracting Partners 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
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Protokolom; a (b) podmienkami tejto Zmluvy;
a (c) etickymi zasadami Helsinskej deklaracie;
a (d) Harmonizovanym  trojstrannym
usmernenim ICH pre spravnu klinicku prax
vratane jeho naslednych zmien a v8eobecne
akceptovanymi normami spravnej klinickej
praxe; a (e) v8etkymi prisluSnymi pravnymi
predpismi; a (f) v8etkymi prikazmi a
smernicami prisluSnych organov verejnej
moci a spravy, zdravotnych poistovni a
etickych komisii, ak také existuju; (g)
indtrukciou Zadavatela nazvanej ,Prirucka
pre skusajuceho" (Investigator's Brochure)
obsahujucej vsetky v sucasnej dobe zname
informacie o produkte / lieku pouzitom v Studii
a jeho vlastnostiach. Priru¢ku Zadavatel
odovzdal Hlavnému skus$ajucemu a bude ju
aktualizovat' v periodicite vyzadujlcej stavom
Studie alebo stanove] pravnymi predpismi.
Prirucka bude pripojena k dokumentacii
Studie; (h) so vieobecnymi podmienkami
Zadavatela (pokial ich Zadavatel vydal a
poskytol Centru) o vykonavani klinickych
skasani, s vynimkou tych podmienok, ktore su
modifikované touto Zmluvou. Centrum sa
zavazuje poskytniat primerané zdroje a
vybavenie na vykonavanie Klinického
skusania.

2.2 Klinické skusanie bude v Centre vykonavane

pod dohladom Hlavného skusajuceho, ktory
je zodpovedny za jej riadny priebeh. Hlavny
sku$ajuci je zodpovednym veddcim skupiny
skusajacich v pripade, ze Klinické skusanie
je v Centre vykonavané viac ako jednym
skusajucim (dalej len "Skusajaci"). Hlavny
skusajuci je zodpovedny za celkovu pohodu
subjektov  skuSania zucastfujucich sa
Klinického sku&ania z hfadiska poskytovania
zdravotnickych  sluZieb na  primeranej
odbornej urovni.

2.3 Hlavny skusajuci sucasne moze slizit pre

Zadavatela ako kontaktna osoba v Centre vo
vztahu ku Klinickému skasaniu, pokial nie je
niz8ie v tejto Zmluve stanovené inak. Hlavny
skagajlci vykonava Klinické ski8anie v ramci
svojho pracovného pomeru k Centru.

2.4 Centrum sa zavézuje umoznit a Hlavny

skuajuci sa zavdzuje zabezpelit, aby
Skugajuci a ostatné osoby zahrnuté do

onavania Klinického skusania (dalej len
“Clenovia $tudijného timu") konali v sulade
s podmienkami tejto Zmluvy. Centrum sa
prostrednictvom  Hlavného  skudajuceho
zavézuje zabezpelit, ze pbvodni aj novi
Clenovia &tudijného  timu su  riadne
preékolenl, kvalifikovanl a vzdelani, obzvlast,

this Agreement; and (c) the ethical principles of
the Declaration of Helsinki, and (d) 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 (e) all applicable
legal regulations, and (f) all orders and
directives of competent public administration
authorities, health insurance companies and
ethics committees, if any; (g) 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; (h) general terms and
conditions of Sponsor (provided that Sponser
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 the responsible head of the
group of investigators in case the Clinical Trial
is conducted at the Center by several
investigators  (hereinafter referred to as
“Investigators”). 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.

2.3 The Principal Investigator may also serve as the
contact person for Sponsor with regard to the
Clinical Trial at the Center, unless this
Agreement specifies otherwise. The Principal
Investigator shall conduct the Clinical Trial as
part of his or her employment at the Center.

2.4 The Center shall allow and the Principal
Investigator shall ensure that the Investigators
and other persons involved with the Clinical
Trial (hereinafter referred to as “Clinical Trial
Team Members") comply with the terms and
conditions of this Agreement. The Center shall
ensure through the Principal Investigator that
original and new Clinical Trial Team Members
are appropriately trained, qualified and
educated, in particular that they participate in all
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- ¢ i linical Trial,
Ze sa zucastiuji vaetkych Skoliacich stretnuti training sessions regall‘ﬁiif;gltr;?agré‘e training
© Klinickom skasani, vratane $koleni na including any good C;)n the Sponsor (Clinical
spravnu  klinicki  prax vyZzadovanych a required and organized hy havepa good dlinical
zabezpetovanych Zadavatelom (Clenovia Trial Team Mgmbersu e t older than 3 years
Studijného timu vaak nemusia Skolenie na practice ce'mflcate that is nc;l o CTrial a not
spravnu  klinicky prax absolvovat, ak sa as of the first d?? of thg lecar : |' ractice
Preukd2u certifikatom 2 absolvovaného |  required to participate in oy T el i
Skolenia spravnej klinickej praxe nie starsim training). The Sponsor shal aveM mb?ers if
ko 3 roky odo diia zalatia  Klinického reject specific Clinical Trial Team Me riatel
skusania). Zadavatel ma pravo odmietnut the Sponsor deems them not appropriately

konkrétnych Clenov Studijného timu, ak sa

educated and/or qualified. Clinical Trial Team

Zadavatel domnieva, e nie sy prislusne Members are employees of the Center. an_:call
vzdelani a / alebo kvalifikovani. Clenovia Trial Team Members and the P_nnmpa
Studijného timu sy Zzamestnanci Centra. Investigator shall attend trainings organized for
lenovia $tudijného timu a Hlavny skasajuci them by the Sponsor in connection with the
$a budli zugasthovat Skoleni, ktoré v Clinical Trial, and the Center shall allgw such
suvislosti s Klinickym skaganim pre tieto persons to attend. The Sponsorshal} relmbursg
Osoby Zadavatel Zorganizuje a Centrum je reasonable travel and accommodation costs, if

povinné takuto G&ast umoznit. Zadavatel
nahradi primerané cestovné a ubytovacie
naklady suvisiace so vzdelavanim podrfa tohto
Elanku, ak to bude potrebné, ale
tomto vzdelavani nenalezi (¢a
nikomu inému ziadna odmena.

applicable related to the trainings under this
article, but no remuneration shall be provided to
participants or any other persons for attending
za ucast na such trainings.

stnikom ani

2.5 Centrum sa Zavazuje umoznit Hlavnému | 2.5 The Center shall make it possible for the
skudajucemu, Skasajucim  a

Clenom Principal Investi

gator, Investigators and Clinical
Studijného timu, zutastiovat sa podla Trial Team Members, as required, to participate
potreby stretnutia sklsajucich a in Investigators’ meetings and teleconferences
telekonferencii uskutoériovanych v priebehu held in the course of the Clinical Trial to the
Klinického skusania v rozsahu pozadovanom extent requested by the Sponsor.
Zadavatelom.

2.6 Kazdé uzatvorenie subdodavatelskej zmluvy,
ktorej predmet pinenia tretej strany sa bude
tykat' ktorejkolvek 2z povinnosti Centra na requires the prior written Consent of the

zaklade tejto Zmluvy si  vyzaduje Sponsor. Granting of such consent shall be
predchadzajlci pisomny sthlas Zadavatela, within the Sponsor's sole discretion. In the case
Udelenie takéhoto suhlasy je na vyluénom

2.6 Any subcontracting

_ of any of the Center's
obligations under this

Agreement to a thirg party

that such Sponsor's consent is granted, the
rozhodnuti Zadavatela. Vv pripade udelenia Center shall:
takéhoto suhlasu zo strany Zadavatela
Centrum;

26.1je povinné zabezpelit u subjektu, na
ktorého  svoju povinnost  prenasa, the terms and conditions (a) that are relevant
dodrZiavanie podmienok, (a) ktoré su tothe nature of requested services and similar
vzhladom k charakteru poZadovanej sluzby tothe terms and conditions of this Agreement,
relevantné a podobné podmienkam tejto including - without limitation - the timelines for
Zmluvy vrétane, aviak nielen, lehét na fulfiling obligations, (b) based on which the
pinenie povinnosti, (b) na zaklade ktorych third party shall assign all rights with regard to
tretia strana postipi  vetky prava k the results of its performance/the Clinical Trial
vysledkom svojej E&innosti / Studie na tothe Center or the Sponsor and (c) based on
Centrum alebo Zadavatela a (c) podla which the third party shall allow the Sponsor
ktorych tretia strana umozni Zadavatelovi

2.6.1 make sure that such subcontractors observe

or third parties contracted by the Sponsor and
alebo tretim stranam Zmiuvne opravnenym competent regulatory authorities to perform
Zadavatefom a prislugnym  regulaénym audits and inspections at such a third party’
uradom vykonanie auditov a indpekcii u site, whereas this shall not limit the Center's
takejto tretej strany, &0 sutasne neznamena obligations with respect to audits and
obmedzenie povinnostl Centra vo vztahy k inspections; and
auditom a in§pekcie: a
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2.6.2 bude niest zodpovednost za riadne plnenie | 2.6.2 be responsible for due performance of all

vietkych povinnosti, ktoré budu predmetom
subdodavatelskych zmluv.

2.7 Zmluvni partneri sa zavazuju vynalozit véetko | 2.7
usilie na zaradenie subjektov skusania do
Klinického skusania v sulade s poziadavkami
na zaradovanie a lehotami ustanovenymi v
Protokole. Suc¢asné lehoty vztahujuce sa k
vykonavaniu  Klinického  skusania  su
nasledovne:

2.7.1 Predpokladany zatiatok naboru subjektov | 2.7.

skusania je  September 2023 a
predpokladané ukoncenie Maj 2025. Nabor
subjektov skugania sa vzdy riadi aktualnymi
podmienkami Protokolu.

subcontracted duties.

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:

1 Recruitment of trial subjects is expected to
begin on September 2023 and to be
completed by May 2025. Recruitment of trial
subjects is always governed by current terms
and conditions of the Protocol.

2.7.2 Hlavny skugajuci a Centrum sthlasia, Ze | 2.7.2 The Principal Investigator and Center agree

Zadavatel modze jednostranne kedykolvek
zmenit pocet subjektov skusania, ktorych
Hlavny sku$ajici do Studie moéze zaradit
alalebo ¢asovy harmonogram naboru, a to
prostrednictvom vydania prislu§ného pokynu
ku Klinickému skusaniu . Takyto pokyn sa
nebude vztahovat na uz zaradenych
subjektov skusania.

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.

2.8 Hlavny skusajlci sa zavézuje do Klinického | 2.8 The Principal Investigator agrees to include in

skusania zaradit iba riadne sposobilé
subjekty skusania v sulade s Protokolom a
oznamit zaradenie subjektu skusania do
Klinického skusania s uvedenim Cisla
rozhodnutia o Klinickom sku$ani a datumu
zaradenia subjektu skusania do Klinického
skugania zdravotnej poistovni vykonavajlcej
verejné zdravotné poistenie  subjektu
skusania bezodkladne po zaradeni subjektu
skugania do Klinického skusania v sulade s
ustanovenim § 44 pism. o) zakona o liekoch.

2.9 Zmiuvni partneri sa zavézuji zabezpetit, ze | 2.9
Klinické skusanie bude vykonavané v sulade
s povolenim alebo suhlasom k ohlaseniu
vydanym Statnym Ustavom pre kontrolu lieciv
a suhlasmi prislusnych etickych komisii.
Zmiuvni partneri sa zavézuju poskytnat
Zadavatefovi  su&innost  pri  priprave
dokumentov  tykajucich sa  Klinického
skigania a odovzdat Zadavatelovi alebo
tretej strane uréenej Zadavatelom
bezodkladne véetky vyhlésenia potrebné na
povolenie Klinického skusania regulacnymi
organmi a / alebo etickymi komisiami, vratane
avéak nielen (i) Vyhlasenie o finantnych
zaujmoch, (i) CV a (iii) potvrdenie o
zodpovedajicom vybaveni miesta skusania.
Zmluvni partneri sa zavézuju zabezpecit, Ze

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.

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 (i) confirmation of adequate trial
site facilities. The Contracting Partners shall
ensure that the provided Clinical Trial
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210

poskytnuté dokumenty tykajuce sa
Klinického skusania si uplné a spravne.
Napriklad, Vyhlasenie o finan&nych zaujmoch
musi obsahovat vietky finanéné vztahy
medzi Hlavnym skudajicim a ktorymkofvek
Clenom 3tudijného timu, a ich finanéné
zaujmy, na jednej strane a Zadavatelom
alebo ktoroukolvek spolo&nostou prepojenou
so Zadavatelom, na strane druhej, vratane -
aviak nielen - odmeny alebo iného
finantného prospechu prijatého kazdym z
nich od Zadavatefa alebo ktorejkolvek zo
spolofnosti prepojenych so Zadavatelom za
konzultatné c&innosti alebo iné sluzby
nepokryté touto Zmluvou. Potvrdenia o
finan&nych zaujmoch by mali byt prediozené
v priebehu  Klinického skuSania, pri jeho
Zmene a jeden rok po skonéeni Klinického
skusania.  "Prepojenou osobou" je
akakolvek pravnicka osoba alebo spolo&nost,
ktora (a) je ovladanou osobou v zmysle § 66a
ods. 1 Obchodného zakonnika, (b) je
ovladajucou osobou v zmysle § 66a ods. 2
Obchodného  zakonnika, (c) je osobou
oviadanou tou istou ovladajucou osobou, (d)
je Clenom tej istej skupiny, alebo (e) ktora
priamo alebo nepriamo, prostrednictvom
jedného alebo viacerych sprostredkovatelov ,
vykonava kontrolu, je kontrolovana alebo je

pod spolo&nou kontrolou so Zmluvnou
stranou.

Hlavny ska$ajuci sa zavazuje vsetky
subjekty skudania zodpovedajlicim spdsobom
informovat’ 0 cieloch, metddach,
predpokladanych prinosoch a potencialnych
rizikach Klinického skuganiaa o okolnostiach,
za ktorych by ich osobné tdaje mohli byt
spristupnene Zadavatelovi, jeho Prepojenym
osobam, prislusnym organom, tretim stranam,
ktoré poskytuju sluzby Zadavatelovi a / alebo
etickym komisidém. Hlavny skusajuci sa
zavazuje zabezpecit, Ze subjekty skusania sa
zucastnia Klinického skusania az potom, &o
podpisu  informovany  sthlas  subjektu
skusania poskytnuty Zadavatefom. Hlavny
sku$ajlci uchova original takého suhlasu v
zdravotnickej dokumentacii subjektu
skusania. Ak subjekt skd$ania svoj suhlas v
priebehu Klinického skusania odvold,
Zmluvni partneri nesmu vo vztahu k tomuto
subjektu vykonat Ziadne dalSie postupy v
ramci Klinického skusania okrem pripadnych
opatreni tykajucich sa dalieho sledovania
predpisanych Protokolom, s ktorymi subjekt
skusania suhlasil. Nasledna lie¢ba subjektu,
ktora nesuvisi s Klinickym skusanim, je
vyhradnou lekéarsku zodpovednostou a

pravnou zodpovednostou Zmluvnych
partnerov,

s are complete and correct. IFor
gzgumrgﬁ;‘ the Financial Interest Declarations
shall contain all financial relations bet_wgen,
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 c|>f
them from the Sponsor or any of the Sp_onsor 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. 'Af‘filiqte" shail
mean any legal entity or company, which (a)is
a controlled person pursuant to Section 66a
para. 1 of Commercial Code, (b) is a controlling
person pursuant to Section 66a, para. 2 of
Commercial Code, (c) is a person controlled by
the same controlling person, (d) is a member of
the same group, or (e) which directly or
indirectly, through one or more intermediaries,
controls, is controlled by or is under joint control
with a Contracting Party.

210 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.
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2.11 Zmluvni partneri sa zavazuju zabezpetit, Ze

subjektom  sku3ania  zaradenym do
Klinického skusania sa v Centre nebudu
podavat iné neregistrované lieky podla § 46
zadkona o liekoch a v zmysle Vyhlasky
Ministerstva zdravotnictva SR &. 507/2005

Z.z., ktorou sa upravuju podrobnosti o
povolovani terapeutického pouzitia
hromadne  vyrabanych liekov, ktoré

nepodliehaju registracii, a podrobnosti o ich
uhrade na zaklade verejného zdravotného
poistenia, ani sa nebudu zucastiovat iného
klinického skusania, pri ktorom by subjekty
sku$ania dostavali v Slovenskej republike
neregistrovany liek v priebehu Klinického
skusania bez predchadzajuceho pisomného
suhlasu Zadavatela.

Ak potas Klinickeho skusania v Centre
ddjde k poskodeniu zdravia subjektu skusania,
Zmluvni partneri sa zavazuju informovat' o
kazdej takejto udalosti Zadavatela (i) v pripade
zavazného neziaduceho ucinku a/alebo
zavaZne] nezZiaducej udalosti alalebo v
pripadoch tehotenstva, ak také existuju,
najneskér do 24 hodin a (i) v pripade
neziaduceho U&inku al/alebo neziaducej
prihody bezodkladne v ramci lehét
stanovenych v Protokole a inych pokynoch
danych Zadavatelom o hlaseni  Udajov
tykajucich sa bezpeénosti. Su¢astou takého
hlasenia musi byt tiez posudenie pri¢innej
suvislosti. O akomkolvek inom poskodeni
zdravia subjektu skusania alebo akomkolvek
zavaznom poruéeni Protokolu alebo pokynov
spravnej klinickej praxe, musia Zmluvni
partneri  informovat ~ Zadévatela  bez
zbytoéného odkladu. Zmluvni partneri budu
vzdy spolupracovat so Zadavatelom pri jeho
hlaseniach vsetkych zavaznych neZiaducich
udalosti a podozreni na neziaduce Ucinky
produktov alebo liekov SUKL, Etickej komisii,
prislusnej zdravotnej poistovni vykonavajucu
verejné  zdravotné  poistenie  subjektu
skGgania, pripadne prislusnym organom
glenskych &tatov, na ktorych uzemi sa
vykonava multicentricke klinické skusanie, a v
pripade ak to stanovuju pravne predpisy alebo
o to poziada Zadavatel, poskytnu prislusnym
organom aj pozadované informécie. Zmluvni
partneri s povinni poskytovat Zadavatelovi
su&innost s pinenim povinnosti tykajucich sa
hlaseni neziaducich u€inkov.

Zmluyni partneri sa zavazuju bez
zbytoéného odkladu zodpovedat véetky
otazky Zadavatela alebo 0sdb poverenych
Zadavatelom tykajuce sa dokumentacie
neziaducej udalosti Toto zahfha najma

2.1

2.12

213

The Contracting Partners shall ensure that
the trial subjects included in the Clinical Trial
do not receive other unregistered medicinal
products according to Section 46 of
Pharmaceuticals Act and within the meaning
of Decree of Ministry of Health of the SR no.
507/2005 Coll., regulating details on
authorization of the therapeutic use of mass-
produced medicines which are not subject to
registration and details of their payment on
the basis of public health insurance, nor shall
they participate in any other clinical trial in
which the trial subjects would use medicinal
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 1o
immediately answer any questions of the
Sponsor or persons authorized by the
Sponsor regarding adverse  event
documentation. This includes - but is not
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214

2.15

217  Centrum sa

aktivne nasledné sledovanie a objasnenie
prislusnych  nezrovnalosti v hlaseniach
neZiaducich udalosti a udalosti tehotenstva.
Na ucel hlasenia neZiaducich udalosti a
udalosti tehotenstva st Zmluvni partneri
povinni  pouzivat formuldre poskytnuté
Zadavatelom, ak také existuju.

Potas a po skon&eni Klinického skugania
$a zavazuji Zmluvni partneri predloit
Zadavatelovi vietky dokumenty prijaté od
$tatnych organov, etickych komisii a/alebo
prislusnych regulagnych organov tykajlice sa
akychkolvek suhlasov alebo povoleni alebo
prisludnej komunikacie o bezpetnosti vo

vztahu ku Klinickému skiganiu do 24 hodin
od ich obdrzania,

Zmluvni partneri sa zavazuju pouzivat
Skusany liek vyluéne na utely vykonavania
Klinického skudania a iba spésobom

Specifikovanym v Protokole. Zmluvni partneri
sU zodpovedni za

riadne  prijimanie,
pouzivanie, nakladanie, skladovanie a
vedenie dokladnej a presnej evidencie

zaobchadzania so Skusanym liekom v
priebehu Klinického skugania v sdlade s
poziadavkami spravnej  klinickej praxe,
spravnej lekarenskej praxe a Protokolom.
Naviac sa Zmluvni partneri zavazuju vratit
alebo zabezpedit riadnu likvidaciu
nepouzitého Skasaného lieku, ak si Zadavate!
likvidaciu vyZiadal (na naklady Zadavatela), a
tuto likvidaciu riadne zdokumentovat. V
pripade nacattho a nespotrebovaného
Skusaného lieku, ktorého forma podania je
infuzia, zaistia Zmluvni partneri likvidaciu
ihned po priprave &i Uprave Skiganého lieku.

216 Centrum sa tymto zavizuje zabezpelit

uskladnenie, pripravu, kontrolu a distribuciu
SkuSaného lieku v sulade s ustanovenim
Protokolu, ako aj v sllade so v3eobecne
zavaznymi pravnymi predpismi a v sulade so
vietkymi ustanoveniami pokynov pre klinické
skusanie liekov Statneho ustavu pre kontrolu
lie€iv. Zmluvni partneri nebudu vyZadovat
zaplatenie Skusaného lieku alebo akejkolvek
sluzby hradenej Zadavatelom podlfa tejto
Zmluvy od subjektu skusania alebo od tretej
strany, ako je napriklad zdravotna poistoviia.

zavézuje  menovat
dostatoény potet zastupcov, ktori splhaju
kvalifikatné poziadavky na vykon povolania
farmaceuta alebo farmaceutického laboranta v
zmysle zakona & 578/2004 Zz, o

2.14

215

limited to - active follow-up monitoring and
clarification of relevant inconsistencies in
adverse event and pregnancy reports. For the
purposes of adverse event and pregnancy
reporting, the Contracting Partners must use
the forms provided by the Sponsor, if
applicable.

During and after completion of the Clinlical
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- rela}ed
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

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.

217 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
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poskytovateloch  zdravotnej starostlivosti,
zdravotnickych pracovnikoch, stavovskych
organizaciach v zdravotnictve a o zmene a
doplneni niektorych  zakonov, v zneni
neskorsich predpisov a v zmysle nariadenia
vlady ¢. 296/2010 Z.z. o odbornej spdsobilosti
na vykon zdravotnickeho povolania, spésobe
dalsieho vzdelavania zdravotnickych
pracovnikov, sustave Specializagnych odborov
a sustave certifikovanych pracovnych &innosti,
v zneni neskorSich predpisov. Tito
zastupcovia budu 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 oséb  spolu s
prislusnymi kontaktnymi informéaciami.

2.18  Hlavny skusajlci sa zavazuje odoberat | 2.18
Skusany liek v sulade s Protokolom, a to v
davkovani potrebnom pre kazdu jednotlivi
navstevu subjektu skudania.

2.19 Kedykolvek o to Zadavatel pozZiada, | 2.19
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 | 2.20
udaje a vkladat ich do 5 pracovnych dni od ich
vytvorenia do elektronickych z&znamovych
listov (dalej len “CRF") v sulade s
nalezitostami stanovenymi v Protokole.
Hiavny ska$ajici sa zavazuje pravidelne
odovzdavat Zadavatelovi CRF a vSetku
dokumentaciu vyZadovanu Protokolom, aby
ich Zadavatel mohol priamo alebo
prostrednictvom iného subjektu priebezne
spracovavat. V pripade omeskania dihsom
ako 10 pracovnych dni s vkladanim udajov je
Zadavatel opravneny, na zaklade pisomného
oznédmenia doru¢eného Hlavnému
skugajicemu, zastavit zaradovanie subjektov
skasania Hlavnym skusajucim az do doby,
kedy bude vkladanie udajov aktualizované.
Pokial bude mat toto za nasledok omeskanie
v zaradovani subjektov skusania,
Zadavatelovi prinalezia prava stanovené v €l.
12.4 tejto Zmluvy. V lehote 5 pracovnych dni
po odetreni posledného zo subjektov skusania
musi byt dokongené vioZenie véetkych
zostavajlicich CRF, suvisiacej dokumentacie a
takisto nepouzité CRF v listinnej podobe, ak
také existuju, musia byt odovzdané
Zadavatelovi alebo na poziadanie Zadavatela
znitené, Zmluvnl partneri sa zavazuju
poskytovat su&innost pri bezodkladnom
objasfiovani akychkolvek otazok tykajucich sa
Udajov v CRF a venovat sa tymto otazkam a

Coll., on healthcare providers, healthcare
workers, health  organizations, and
amendments to certain acts, as amended,
and within the Government Decree no.
296/2010 Coll. on the professional
competence for the performance of the
medical profession, on the training method of
health workers, on the system of specialized
branches and on the system of certified work
activities, as amended. These
representatives shall be responsible for
handling the Investigational medicinal
product and for keeping related records and
documentation. Immediately after the
appointment of the representative(s), the
Center shall notify the Sponsor in writing
about the first and last name and contact
details of such appointees.

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

The Contracting Partners agree to report on
the progress of the Clinical Trial at the Center,
including information about the enroiment 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 (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
questions within five (5) working days. The
Sponsor may request answers sooner than
that due to key Clinical Trial milestones, such

273383_22153__5lovlkla__S?UDZ_InleSA-PI_DurIkova_bilingual_2023{}904_1.0

page 9/76



zodpovedat' ich najneskdr v lehote 5 (piatich)
pracovnych dni. Zadavatel méze pozadovat
odpovede aj v kratdom ¢asovom useku s
ohladom na klugové &tadia  Klinického
skudania, ako napr. tistd databaza. Zmluvni
Partneri sa dalej na Ziadost Zadavatela
zavazuju poskytovat primeranu suéinnost pri
priprave celkovej spravy o Klinickom sku&ani.
Centrum zabezpeti, 2e CRF nebudu pristupné
nikomu inému ako Clenom &tudijného timu a
Hlavnému skusajucemu a pristup k nim, ak
budu v elektronickej podobe, bude
pristupovym menom a heslom.

221 Hlavny skusajuci je povinny zabezpetit, | 2.21
ze vietky CRF poskytnuté Zadavatelovi su
pravdivo, presne a riadne vyplnené a %e su
vernym  odrazom skutotnych  vysledkov
Klinického skusania. Hlavny skugajuci sa tiez
zavazuje odovzdat Zadavatelovi kopie vsetkych
sprav, vratane vsetkych aktualizacii a zmien,
ktoré si vyziadala eticka komisia,

222 Centrum sa zavazuje uchovavat' vietku | 2.22
elektronickd aj inuy dokumentaciu, vratane
zdrojovej dokumentacie a zlozky
Skusajuceho, zoznamu identifikagnych kédov
subjektov skusania a zdravotnej
dokumentacie subjektov skugania vztahujlcej
sa ku  Klinickému sku3aniu, ktoré su
vyzadované na zaklade ICH predpisov a
ostatnych prislugnych pravnych predpisov
upravujucich  vykonavanie Klinického
skusania, po dihgejz nasledujucich dvoch déb:
1) dvadsatpat (25) rokov po skongeni alebo
preruseni  Klinického skugania alebo 2)
akukolvek dlhgiu dobu pre archivaciu
dokumentacie stanovenu prislusnymi
pravnymi predpismi. Dokumentacia o
Klinickom sku8ani musi byt uchovavana na
vhodnom mieste a vhodnym spésobom a
Centrum je povinné viest zaznamy o mieste,
kde je dokumentacia o Klinickom skiani
uchovavana, aby tato bola okamzite k
dispozicii na poziadanie povereného zastupcu
Zadavatela, etickej komisie, auditora alebo
prislusnych &tatnych organov. Centrum je
povinné Zadavatela informovat v pripade, ze
planuje archivovat dokumentéaciu o Klinickom
skudani v inych priestoroch ako su tie, ku
ktorym mé& Centrum viastnicke alebo iné
uzivacie pravo.

chraneny

2.23 Zmluvni partneri su si vedomi, 2e Zadavatel | 2.23
alebo v jeho mene tretia strana dékladne
monitoruje vykondvanie Kilinického skusania a
pravidelne navstevuje Centrum, Zmluvni
partneri sa zavézuju primerane podporovat
tieto monitorovacie aktivity, vratane ale bez
obmedzenia, poskytnutim pristupu

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
user name 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)
twentyfive (25) 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 Sponsors 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.

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
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2.25

226

poverenému zastupcovi Zadavatela do
priestorov a k udajom podla potreby a dalej sa
zavazuju spolupracovat so Zadavatelom
alebo prislusnou tretou stranou v tomto
ohlade. Na Ziadost Zadavatela su Hlavny
skugajuci a Clenovia $tudijného timu povinni
sa zucastnit osobnej diskusie,

2.24 Zadavatel a $tatne 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  suvisiacich s  vykonavanim
Klinického sku$ania, a to kedykolvek v
priebehu a / alebo po dobu 25 rokov po
skonceni Klinickeho skusania a bez
akychkolvek narokov Zmluvnych partnerov na
zviastne finanéné pinenie . Takyto audit alebo
kontrolu je Zadavatel povinny primerane
vopred ohlasit v pripade, Ze je vykonavany
Zadavatelom. Zmluvni partneri st povinni
poskytovat Zadavatelovi, nim poverenym
zastupcom alebo vsetkym $tatnym organom
suginnost pri plneni ich uloh v sulade s
Protokolom a podniknuat vSetky primerané
kroky pozadované Zadavatelom alebo
Statnymi  organmi na UGlely odstranenia
nedostatkov zistenych pogas auditu alebo
kontroly.

Zmluvni partneri sa zavézuju, ze potas a
po skon&eni Klinického skisania umoznia a
budd podporovat véetky kontroly
zodpovednych §tatnych organov bez
akychkolvek narokov na osobitni odmenu Ci
nahradu. Zmluvni partneri s povinni
informovat Zadavatela o kaZdej takejto
kontrole &i zamere takuto kontrolu vykonat
ihned potom, &o sa o nich dozvedia. Zmluvni
partneri sa zavézuju umoznit, aby Zadavatel
mohol byt pritomny na kazdej kontrole
vykonavanej gtatnymi  organmi  alebo
podobnymi in&titdciami. Pred vyjadrenim sa k
vysledkom takejto kontroly , ak nejaké budd,
s Zmluvni partneri povinni odpoved posudit a
prediskutovat  soO Zadavatefom. Zmluvni
partneri bez zbyto&ného odkladu poskytnu
Zadavatelovi kopie akychkolvek zisteni alebo
kontrol zodpovednych uradov vo vztahu ku
Klinickému skuganiu.

Zmluvni partneri nesmu vedome vyuzivat
sluzby, bez ohfadu na ich rozsah, Ziadnej
osoby, ktorym bolo poskytovanie tychto
sluzieb zakazané FDA alebo ktorymkolvek
inym  prisludnym organom V priebehu
vykonévania Klinického skasania. Zmluvni
partneri dalej zavézne vyhlasujd, Ze podla ich

2.24

225

2.26

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 authoriies 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
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 Parners
represent and warrant that, as far as they
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227

vedomosti ani im ani ich zamestnancom,
splnomocnencom alebo zéstupcom, ktori sa
zGEastriuju vykonavania Kilinického ‘skuéanla_.
nebolo zakazané vykonavat cinnosti, ktoré su
vykonavané v ramci Studie, zo strany FDA
alebo iného organu, ani podla ich na|lep_5|eho
vedomia v sutasnosti neprebieha Ziadne
konanie tykajuce sa takéhoto zakazu vo
vztahu k tymto osobam, najma na zékl_ade
nasledujucich pravnych predpisov: (i) United
States 21 USC § 335a a/alebo (ii) Hlavy 21
Code of Federal Regulation § 312.70. Zmluvni
partneri sa zavazuju v priebehu Klinického
skusania a po dobu 3 rokov po jeho ukon&eni
ihned informovat' Zadavatela, ak sa dozvedia,
Ze sa zatne takéto konanie vo vztahu k
Hlavnému skusajucemu, Centru & jeho
zamestnancovi.  Zmluvni  partneri dalej
zarulujl a zavazuju sa, 2e podla ich
vedomosti nie s subjektom predchadzajucich

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

vztahujucich sa ku klinickym skugkam, ktoré
by neboli oznamené Zadavatelovi. pripade,
Ze nastane skuto&nost podrla predchadzajicej
vety vo vztahu ku Klinickému skusaniu,
Zmluvni partneri to bez zbyto€ného odkladu
oznamia Zadavatelovi.

V pripade, e Hlavny skusajluci v
priebehu  Klinického  skusania ukonéi
pracovnopravny vztah s Centrom, Centrum je
povinné o tejto skutonosti informovat
Zadavatela bezodkladne potom, ako sa o tom
dozvie, a sGCasne navrhnit riadne
kvalifikovani osobu ako nového hlavného
skusajuceho. Zadavatel ma pravo podat
namietku vogi novému Hlavnému
skudajucemu. Centrum sa zavazuje s
vynalozenim maximalneho Usilia pozadovat
Po novom hlavnom skasajucom, aby sa
pisomne zaviazal k dodrziavaniu podmienok
dohodnutych v tejto Zmluve. Ak Centrum a
Zadavatel nie su schopni dohodnut sa na
osobe nového hlavného skusajliceho alebo ak
novy hlavny skasajuci nie je ochotny zaviazat
sa k podmienkam stanovenym v tejto Zmluve,
Zadavatel je opravneny vypovedat tuto
Zmiuvu v sdlade s & 125 tejto Zmluvy.
Centrum a Hlavny skusajuci s povinni
bezodkladne pisomne informovat Zadavatela
© véetkych zmenéach, ktoré maju vplyv na
dostupnost zdrojov a / alebo g!:nov
Studijného  timu vykonavajlcich
skusanie.

Klinické

2.27

i their employees,
know, neither them norwhoare in\folvedin
agents or representatives, iz
the Clinical Trial, have been prohibite ty te
FDA or any other competent authority g
perform the activities that are performe
during the Clinical Trial, nor that they a}:e
currently, to the best of their knowledge, t ﬁ
subject of proceedings concerning suc
prohibition by the FDA or any other author_nty,
in particular on the basis of following
legislative acts (i) United States 21 u.s.C.
Section 335a and (i) Title 21 Code of Federal
Regulation, Section 312.70. During the
Clinical Trial and for a perlc_nd of 3 years after
its completion, the Contracting Partners agree
to promptly notify the Spongor about any sych
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
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
125. 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.

228  Zmluvni partneri sa zavézuju priamo a
bezodkladne informovat Zadayatela: Dr. Kathrin
Ruether, Clinical Project Manager, Phone: +49

2.28 The Contracting Partners agree to inform the
Sponsor: Dr. Kathrin Ruether, Clinical Project
Manager, Phone: +49 151 5433-9155, E-mail;
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-

151 5433-9155, E-mail:
kathrin.ruether@bayer.com v pripade, Ze subjekt
skudania zucastiujuci sa Klinického skugania
oznami ¢&i vyjadri nazor, ze doslo k poskodeniu
jeho zdravia v dosledku ucasti na Klinickom
skusani , a Z2e ma preto pravo na financné
odskodnenie .

229 Zmluvni partneri sa zavazuju umoznit
vyskumnym  organizaciam, ktoré maju
uzatvoreni zmluvu so Zadavatelom alebo
ktorejkolvek z Prepojenych os6b, aby v mene
Zadavatela vykonavali ktorékolvek z prav a
povinnosti Zadavatela na zaklade takejto
Zmluvy, v pripade, Ze sa preukazu poverenim
& 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
&iasto&ného uzatvorenia Klinického skusania,
a dalej tiez subjektom zaradenym do
nasledného  sledovania po  skonceni
Klinického sku3ania, v sulade s etickymi
pravidlami.

231 V pripade, 2e pri Klinickom skd$ani
pouziva Centrum, Hlavny sku$ajuci alebo
Clenovia  Studijného  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
Zadavatefovi na vyZiadanie poskytnut
zodpovedajucu dokumentaciu.

&1. 3 - Povinnosti Zadavatela

3.1Kontaktnymi osobami Zadavatela vo vztahu
ku Klinickému skusaniu su:

Dr. Kathrin Ruether, Clinical Project Manager,
Phone: +49 151 5433-9155, E-mail:
kathrin.ruether@bayer.com

alebo ktorékolvek dalsie osoby oznamené
Hlavnému skusajucemu.

32 Zadavatel sa zavazuje Zmluvnym
partnerom poskytnut bezplatne v mnozstve a
¢asovych intervaloch na riadne vykonanie
Klinického skugania Skugany liek, nevyhnutné
vzory CRF a dalsie informéacie a dalsie lieCivo
/| placebo vyzadované na vykonavanie
Klinického  skugania, napr.  Prirutka
sku&ajaceho (posledné verzia, Dokumentacia

kathrin.ruether@bayer.com  directly  and
immediately in the case that a trial subject
participating in the Clinical Trial announces or
opines that his or her health has been
damaged due to his or her participation in the
Clinical Trial and that he/she is therefore
entitled to financial compensation.

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

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

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

Article 3 — Obligations of the Sponsor

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

Dr. Kathrin Ruether, Clinical Project Manager,
Phone: +49 151 5433-9155, E-mail:
kathrin.ruether@bayer.com

or any other person announced to the Principal
Investigator.

32 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
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33 Skusany liek (ako

Fakultna nemocnica Nitra, Spitalska 6, 950
01 Nitra, Slovensko

Nemocnicena lekaren, zod

34 Skusany liek, nevyhnutné v
informacie

35
Hlavnémuy
informacie o bezpe&nosti
lieku bez zbytoéného odklady.

3.6Zadavatel sa Zavazuje

partnerom 1 EKG pristroj, MAC 2000, 1
monitor krvného tlaky Omron HEM-907xL na
Ucely jeho vyhradného pouzitia v Klinickom
skasani, o ktorom Zmluvni pa
pisomnuy evidenciu,
poskytnutia s( vymedzené v prilohe & 1.
Zmluvni partneri vy

Klinického skusania vratia Zadavatelovi.

4.1

O Hodnotenom lieku a Suhrn udajov o
pripravku - SPC .

email; mszocsova@fnnitra, gk

povedna vedica:
harmDr. Maria Szdécsova, tg. 037/6545 705,

VyZadované

Zadavate] sg Zavazuje

skuajucemy prislusné  nove

tykajuce sa Skusaneho

poskytnut Zmluvnym

rtneri budu viest
rozsah a podmienky

bavenie po skoné&eni

€1.4 -Odmena

Zadavatel

Zavazuje zaplatit Zmluvnym partnerom za
riadne vykonané &innosti na zaklade tejto
Zmiuvy vratane prevodu prav podfa &, 5
tejto Zmluvy odmenu vo vyske, spdsobom
a2 za podmienok dohodnutych Zmluvnymi
stranami dalej v tomto &lanky Zmluvy a v
prilohe ¢ 1, pricom Zmluvné strany
vyhlasuji, 2e predpokladana vyska

odmeny je 16 000,97 Euro Za zaradeného
pacienta
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aj dalsie liegivo, placebo, ak | 3.3
je vyzadované Protokolom) bude dodavané na
nasledujucu adresy:

poskytovat | 3.5

3.6 the Sponsor agrees to

prostrednictvom CRO sa| 4.1

example the
Investigational
Documentation
Characteristics .

Investigator’s Brochure,
medicinal product
and Summary of Product

The Investigational medicinal produpi (as well
as any other drugs, placebo, if required by the
Protocol) shall be delivered to the following
address;:

Fakultnd nemocnica Nitra, $pitalska 6, 950 01
Nitra, Slovakia _
Nemocnicéna lekarers, reresponsible Pharmacist:
PharmDr, Maria Szécsova, Phone. 037/6545 705,
email: mszocsova@fnnitra. sk

zory CRF a dalgie | 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 al| 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.

grees to provide the Principal
Investigator with new information regarding
the safety of the Investigational medicinal
product without undue delay.

Partners with ECG m

Scope and conditions of its
defined in Appendix 1.
Partners shall return the eq
Clinical Trial is completed.

provision are
The Contracting
uipment once the

Article 4 — Remuneration

herein and in Appendix 1, whereas the
Parties hereto represent that the anticipated

remuneration amount is 16 000,97 Euro for
enrolled subject.
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Zadavatel sa zavazuje zaplatitt Zmluvnym

4.2

4.3

partnerom za riadne vykonané ¢innosti na
zaklade tejto Zmluvy, vratane prevodu prav
podfa ¢&l. 5 tejto Zmluvy odmenu vo vyske,
sposobom a za podmienok uvedenych v
tomto ¢lanku Zmluvy a v prilohe & 1.
Prislusne ¢asti odmien Centru, Hlavnému
skusajucemu, Spoluskusajucemu
a zdravotnej sestre budu Zadavatefom
vyplatené obom Zmluvnym partnerom
oddelene na ich oddelené individualne
bankoveé utty.

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

VSetky odmeny a finanéné nahrady, ktoré
maju byt zaplatené Centru, su splatné v
lehote 60 dni odo dna, kedy bude
Zadavatelovi doruéeny zodpovedajuci
danovy doklad (faktura) so vSetkymi
nalezitostami podla prislusnych pravnych
predpisov upravujucich dani z pridanej
hodnoty, a to v prospech bankového uctu
Centra z Prilohy 1

Faktary musia byt zasielané Zadavatelovi
s detailami uvedenymi v Prilohe na adresu
uvedenu v Prilohe 1. .. Odmeny a finan¢né
nahrady podra tejto Zmluvy a prilohy €. 1 (s
vynimkou odmien a finanénych nahrad, u
ktorych je splatnost zvlast upravena v
prilche & 1 Zmluvy) budi Centru a
Hlavnému skusajicemu uhradené takto:
Spatne za bezprostredne uplynulé a doteraz
nefakturované obdobie vizdy za kaidé
kalendarny Stvrtrok  Klinické $tudie si
Zmluvni partneri spolo&ne so Zadavatelom
navzijom pisomne alebo formou e-mailu
odsuhlasia prehfad poétu, druhu a im
odpovedajice hodnoty jednotlivych tkonov
vykonanych Hlavnym sku$ajucim a / alebo
inymi Clenmi &tudijného timu, ktoré maju byt
podfa tejto Zmluvy Zadavatefom hradené
(tzv. néavrh faktary), zaslany osobou
poverenou Zadavatefom. Tento prehfad
musi byt spracovany zvlast pre kazdy
subjekt Klinického skusania a musi zahffat
polozkovité vyuétovanie v8etkych navstev,
vySetreni a dalsich sluzieb vykonanych v
prislusnom kalendarnom 8tvrtrokul. Na
zéklade vzajomného odsuhlasenia navrhu
faktary vystavi Centrum faktiru na odmenu
a pripadné finanéné néahrady, ktoru doruti
Zadévatelovi. Zadavatel zaplati Centru na

42

4.3

FFor the activities properly performed based on this

Agreement and for the transfer of rights
under Article 5, the Sponsor agrees to
provide the Contracting Partners with
remuneration in the amount, by means and
under the terms stated below herein and in
Appendix 1. The relevant parts of the
remuneration of the Center , the Principal
Investigator, Subinvestigator and study
nurse shall be paid by the Sponsor to both
Contracting Partners separately to their
separate individual bank accounts.

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

Any 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 as listed in
Appendix 1.

Invoices must be addressed to the Sponsor,
must include the details as listed in Appendix
1 and must be sent to the address listed in
Appendix 1. 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 calendar quarter 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 include an
itemized list of all visits, examinations and
other services provided in the relevant
calendar quarter. Based on the mutually
approved draft invoice, the Center shall issue
an invoice for remuneration and potential
reimbursement and shall send it to the
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4.4

zaklade riadne vystavenej a riadne
dorucenej faktiry prisludni odmenu a
Pripadné opravnene fakturované finanéné
nahrady za obdobie, pre ktoré bol

predmetny navrh faktury podra tohto &lanku
odsuhlaseny.
\

V pripade, e Zadavatel nezasle Centru
Vy$Sie uvedeny prehrag (navrh faktury) na
odsuhlasenie v lehote 30 dni odo dna
ukoné&enia kalendarneho Stvrtrokua, zasle
Centrum Zadavatelovi pisomnu vyzvu a ak
Zadavatel nezagle uvedeny prehfad (navrh
faktary) ani v lehote 30 dni od dorutenia
takejto  vyzvy, je  Centrum opravnené
vystavit' fakturu a Zadavate[ je povinny
uhradit Centry odmenu a finanéné nahrady
za vietky fakturované ukony vykonané v
obdobi kalendarneho Stvrtrorokuia.,

Hlavnym skusajucim a/alebo inymi Clenmi
Studijného timu.

V pripade, ze Centrum zisti,

Ze si v
prehlade (navrhu faktary) nedostatky, tieto
oznami bez zbyto&ného odkladu

Zadavatelovi, ktory je povinny ich odstranit',
Ak ma Zadavatel zato, Ze v prehlade
(navrhu faktary) ziadne nedostatky nie s,
oznami toto Centru, Centrum a Zadavatel si
nasledne povinni sj navzajom poskytnat
suCinnost  nevyhnutny na odstranenie
pripadnych rozporov., Neposkytnutie

su€innosti sa povaZuje za nepodstatné
poruSenie Zmluvy.

Ak neodstrani Zadavatel nedostatky v
prehlade (navrhu faktlry) ani v lehote 45 dni
odo dfia dorugenia oznamenia podla
predchéadzajiceho odseku, alebo v tej istej
lehote neoznami Centru, e v prehlade
(navrhu faktary) ziadne nedostatky nevidi,
plati, Ze rozhodny pre vystavenie faktdry je
prehfad (navrh faktary) v zneni pripomienok
Centra, na zéklade ktorého je Centrum
opravnené vystavit faktiru a Zadavatel je
povinny odmenu a finanéné nahrady za
fakturované wvykony vykonané v obdobi
kalendarneho Stvrtroku, Hlavnym
skusajicim a / alebo inymi Clenmi
$tudijného timu centru uhradit.

Zadavatel ma pravo zadriat a3 10% z
prislusnej sumy odmeny za obdobie
kalendarneho  &tvrtrokuy, (dalej len
‘zadrzné). Zadavatel sa zavéizuje uhradit
Centru  z&drzné potom, &0 budy
prediozené véetky prislugné CRF, budy
zodpovedané véetky otazky & ohladom na
data obsiahnuté v tychto CRF a budy
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The Center must im
potential deficiencies
invoice) to the Sponsor
remedy such deficienci
Sponsor believes tha
invoice) has no deficie
announce it to the Ce
Sponsor must then Cooperate g
rectify
Cooperate shall be considered a
of this Agreement.

no  deficiencies,
announcement based on

paragraph, the Center shall us
the overview (draft invoice), b
the Center shall issue an in

and financial reimburseme
activities performed durin
quarter by the Principal In
other Clinical Trial Team Members.

Sponsor. Based on the duly issued ang
delivered invoice, the Sponsor shall pay the
Center the
potential justified financial reimbursement for
the period for which the draft invoice has been
approved pursuant to this article.

relevant remuneration and

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

the aforesaid

mediately report any
in the overview (draft
» and the Sponsor must
es. Inthe case that the
t the overview (draft
ncies, the Sponsor shall
nter. The Center and the
S necessary to

Failure to
minor breach

such  discrepancies.

within 45 days of
the previous
e its version of
ased on which
voice and the
€ remuneration
nt for invoiced
9 the calendar
vestigator and/or

Sponsor shall have to pay th

The Sponsor has the right to retain up to
10% of the remuneration for the calendar
quarter (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
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odstranené  v8etky nespravnosti a

nedostatky v udajoch v databaze.
45  Pokial tato Zmluva neustanovi inak, vietky
sumy uvedené v tejto Zmluve a v ich
prilohach su uvedené bez DPH. Ak
niektoré platby za sluzby podliehaju DPH,
Zadavatel zaplati prislu§nu sumu DPH vo
vyske podla pravnych predpisov u¢innych
ku dnu uskuto¢nenia zdanitelného pinenia
na zaklade prislusného danového dokladu
(faktury), ktora bude splhat vsetky
nalezitosti predpisané prislusnymi
pravnymi predpismi. Centrum nesie
zodpovednost za uhradenie vSetkych
ostatnych dani v suvislosti s platbami na
zaklade tejto Zmluvy.

46 Zmluvni partneri su si vedomi, Ze
Zadavatel mdze zverejnit' na centralnej webovej
stranke koncernu Zadavatela platby a iné plnenia
tykajuce sa vyskumu a vyvoja, tj. (1) platby
vykonané zo strany Zadavatela na zaklade tejto
Zmluvy a (2) vietky vydavky na ubytovanie,
suvisiace vydavky na obcerstvenie a na dopravu
Zmluvnych partnerov, ktoré Zadavatel uhradi na
zéklade tejto Zmluvy a (3) vSetky kongresove
registrané poplatky, u¢astnicke poplatky alebo
obdobné poplatky, ktoré Zadavatel uhradi na
zaklade tejto Zmluvy, a to anonymnym
sposobom, ti. na agregovanej urovni. Tieto
informacie mézu byt tieZ publikované ako sucast
tejto Zmluvy v registri zmluv 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) .

4.7 Vsetky pefiazné plnenia subjektu skusania
st vyplacané Centrom v sulade s touto
Zmluvou a Protokolom. Pravidld pre
vyplécanie su blizie upravené v prilohe €. 1
k tejto Zmluve.

¢\, 5 - Prava k vysledkom

Zadévatelovi patria vyhradné prava ku
véetkym vysledkom, Udajom zisteniam,
objavom, vynalezom a pecifikaciam, bez
ohladu na to &i su spbsobilé byt predmetom
patentovej ochrany alebo nie, ktoré vznikli,
boli vytvorené, odvodené, vyprodukované,
objavené, vymyslené alebo inak urobené
Centrom, Hlavnym skugajucim a/alebo
Clenmi #tudijného timu v suvislosti s
vykonévanim Stadie (dalej len “Vysledky®),
Zmluvni partneri tymto vopred postupuju

5.1

4.5

46

47

51

incomplete data in
rectified.

the database were

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.

The Contracting Partners understand that the
Sponsor may disclose on the central website
of the Sponsor group any payment and any
transfer of value relating to research and
development, ie. (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).

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 1 to 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 in connection with conducting
the Clinical Trial (hereinafter referred to as
“Results*). The Contracting Partners hereby
assign all of their proprietary rights to Results
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5.2

53 V

54

5.5

56 Zadavatefl

véetky svoje majetkové prava k Vysledkom
na Zadavatela a Zadavatel tieto postiupené
prava prijima. Odmena za tento prevod jeuz
zahmuta v odmene Zmluvnych partnerov
podfa ¢l 4 tejto Zmluvy. Zmluvné partneri
neziskavaju k Vysledkom plnenim tejto
Zmluvy Ziadne prava.

V8etky  zdravotnicke dokumentacie a
pOvodna zdrojova dokumentacia zostanu
majetkom Centra: aviak, Zadavatel je
opravneny ich pouzit v sulade s touto
Zml_uvou a 'na zaklade suhlasu, ktory udelia
subjekty skusania. Spristupnenie Vysledkov
akémukolvek subjektu, vratane Zmluvnej
vyskumnej organizacie & eticke] komisie
alebo  regulagného organu  nebude
povazované za udelenie vlastnickeho prava k
tymto informaciam tychto subjektov.

rozsahu, v akom prava dusevného
viastnictva k Vysledkom nie sy prevoditelné,
udeluju tymto Zmluvni partneri Zadavatelovi
vyhradnu, neodvolatelng v mieste a Zase
neobmedzenu licenciu s pravom udelovat
sublicencie, a to na vietky spdsoby pouzitia
tychto Vysledkov. Odmena za tato licenciu
je uz zahmutd v odmene Zmluvnych
partnerov podfa €l. 4 tejto Zmluvy. Centrum
sa zavazuje vyvinit maximalne Usilie na to,
aby skuto&ni wlastnici tychto  prav
dusevného vlastnictva, tj.. zamestnanci
Centra a / alebo zainteresované tretie
strany, umoznili Centru udelit vy§sie
uvedenu licenciu Zadavatelovi,

Pre odstranenie pochybnosti plati, e
vynalezy, ktoré su vylepSeniami, alebo

novym pouzitim & novymi liekovymi
formami  Skasaného lieku st vyluénym
viastnictvom Zadavatefa.

Zmluvni partneri sa zavézuju zabezpetit, Ze
vietky Vysledky (dalej len *“Vynalezy"),
dosiahnuté zamestnancami Centra alebo
inymi  stranami  zahrnutymi  Zmluvnymi
partnermi  do  vykonavania Klinického
skiSania, budli bezodkladne oznamené
Zadavatelovi,

alebo ktordkolvek s nim
Prepojena osoba suU opravneni podat
prihlasku patentu pre tieto Vynalezy vo
svojom mene alebo v mene uréenej tretej
strany, na viastné naklady, s uvedenim
mena vynalezca (-ov) v prihlagke patentu.
Zmluvni partneri sa zavazuji podpisat a
zabezpelit, aby zamestnanci Centra a

5.2

5.3

5.4

5.5

5.6

to the Sponsor in advance and the Sponsor
accepts such assigned rights. The royalty fee
for this assignment is already included in the
remuneration of the Contracting Partners
under Article 4 of this Agreement. The
Contracting Partners shall not acquire any
rights to Results by performing this
Agreement.

All medical records and original source
documents shall remain the property of the
Center; however, the Sponsor shall be
permitted to use them in accordance with this
Agreement and based on the consent of trial
subjects. Disclosure of Results to any
subject, including a contracted research
organization, ethics committee or regulatory
authority, shall not be deemed as granting the

ownership of such information to these
entities.

To the extent intellectual property rights to
Results are legally not assignable, the
Sponsor is hereby granted by the Contracting
Partners an exclusive, worldwide, sub-
licensable, time-unlimited and irrevocable
license for unlimited use of these Results.
The 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
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57

5.8

dalsie subjekty zahrnuté  Zmluvnymi
partnermi do vykonavania Klinického
skusania podpisali véetky listiny a poskytli
také svedectva, aké Zadavatel uzna za
potrebné na ucel podania prihlagky patentu
a ziskania patentu s cielom ochranit
opravnené zaujmy Zadavatela tykajluce sa
dusevného vlastnictva, ktoré wvzniknu v
suvislosti s Klinickym skusanim,

Zadavatel a jeho Prepojené osoby mozu
uzivat, rozmnozovat a  prevadzat
anonymizované  diagnostické  snimky
zhotovené v priebehu Klinického skisania v
rozsahu uvedenom v informovanom suhlase
na vSetky ucely, vedecke a/alebo komeréné,
v akejkolvek podobe a akymkolvek
spdsobom, elektronickym alebo
mechanickym,  vratane  vyhotovovania
fotokopii, elektronickych zaznamov (napr.
na CD-ROM), mikro-képil, alebo
prostrednictvom systémov uchovavania a
obnovovania udajov, vratane databank a
internetu. Na tento Gcel udelujd Zmluvni
partneri Zadavatelovi vyhradnu, miestom
neobmedzeni a neodvolatelnu

licenciu,
vratane prava udelit sublicencie
Prepojenym osobam Zadavatela, na
uzivanie vy8Sie uvedenych snimok.

Odmena za tuto licenciu je uz zahrnuta v
odmene Zmluvnych partnerov podla ¢&l. 4
tejto Zmluvy. Ak nie si Centrum alebo
Hiavny skusajuci vlastnikmi prav k tymto
snimkam, Centrum a/alebo Hlavny
skusajuci sa zavazuju zabezpelit, aby
skutoény viastnik tychto prav, tzn.
zamestnanci Centra a/alebo tretie osoby
zahmuté do vykonavania  Klinického
skasania, umoznili Zmluvnym stranam
udelit vy$sie uvedent licenciu Zadavatelovi.
Zmiuvni partneri potvrdzuji, Ze vsetky
takéto snimky budu ziskané so suhlasom
subjektu, ktory Centru odovzda Zadavatel a
%e nebudu obsahovat Ziadne informacie,
prostrednictvom ktorych by mohol byt
identifikovany konkrétny subjekt skusania.

Zadavatel udefuje Zmluvnym partnerom
nevyhradnd  licenciu  k  Vysledkom
vytvorenym v Centre na interné nekomercne
vyskumné a vzdelavacie ucely pri dodrzani
podmienok zachovania dévernosti a
podmienok pre publikovanie, ktoré su
obsiahnuté v tejto Zmluve. Tato licencia
neopraviiuje k udelovaniu akychkolvek
sublicencil.

Cl. 6 - Zachovévanie dévernosti

5.8

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.

5.7 The Sponsor and its Affiliates may utilize,
reproduce and transform  anonymized
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
grant to the Sponsor an exclusive, worldwide
and irrevocable license, with the right to grant
a sublicense 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.

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
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6.1

6.2

6.3

i | 6.1
Zmluvni partneri sa zavazuju zaobchadzat

so véetkymi informaciami oznaéepygé;‘;‘g
"Déverne” a prijatymi od Zadévale_a ab
i lebo od Prepojenych OS!
jeho mene a o ! Klinickym
Zadavatela v suvislosti S e
skuganim , Skasany liekom, ProtoKao
alebo touto Zmluvou a s Vysledkam! (dalej
len .Daverné informacie”) prisne doverne.
Zmluvné strany sa zaroven dohodll,‘Ze su
Zmluvni partneri povinni zaobchadzat ako s
dévernymi aj s tymi informaciami, ktoré sice
ako .DOverné* nie su oznatene, ale moZu
byt povazované za Déverné informéacie, a to
na zaklade ich povahy alebo podmienok,
ktoré sa vztahovali k ich poskytnutiu alebo
spristupneniu, vratane vietkych udajov
tykajucich sa Klinického skugania, udajov
pre vnutornu potrebu, alebo informacii
vytvorenych na zaklade Klinickeho
skusania, a to napriklad vratane Protokolu,
suboru informacii pre skusajuceho &
predbeznych vysledkov Stidie. Zmluvni
partneri smu pouzivat Doverne informéacie
iba na ugely pinenia tejto Zmluvy a zavazuju
sa nespristupnit takéto Doverné informéacie
siadnej tretej strane mimo stran poverenych
Zadavatelom bez  predchadzajuceho
pisomného suhlasu Zadavatela. Zmluvni
partneri sa zavazuju umoZnit' pristup k
dévernym informaciam len osobam, ktoré sa
s Dbévernymi informaciami maju potrebu
zoznamovat na uéel poskytovania sluZieb
na zaklade tejto Zmluvy, a aj to len vtedy, ak
tieto osoby boli Zmluvnymi partnermi
preukazatelne zaviazané k respektovaniu
podmienok aspoi tak prisnych, ako su
podmienky podla tohto &lanku. 6.
Povinnost na zachovavanie dovernosti sa | 6.2
nevztahuje na tie pripady, ked Zmluvni
partneri si opravneni publikovat Doverné
informacie v sulade s €l. 7.

Pojem Déverné informécie, ako je |6.3
pouzivany v tejto Zmluve, sa nevztahuje na
udaje a informécie, pri ktorych mdzu
Zmluvni partneri preukazat, Ze (i) nimi
Centrum alebo Hlavny sku$ajlci disponovali
bez povinnosti zachovavat o nich
miéanlivost v &ase, ked im boli spristupnené
Zadavatelom alebo jeho Prepojenymi
osobami , alebo menom niektorych z nich,
(i) su alebo sa stand stiCastou verejnych
informécii inak ako konanim alebo
opomenutim Centra alebo Hlavného
skugajuceho, (iii) ich Centrum alebo Hlavny
skusajuci pravom nadobudli od tretej strany,
ktora nie je voli Zadavateloyi alebo jeho
Prepojenym osobam viazanéd vyslovnou
alebo implicitnou povinnostou mi€anlivosti,

partners agree to treat as
nformation marked as
d from or on behalf
Affiliates in relation

The Contracting _
strictly confidential all ir
«Confidential” and recgfl\:ﬁs

oran ) rek
?;thties- Pfgiﬁgal Tyr{ial, the Inveshgatiot?\gl
medicinal product, Protocorl] 0(n - ;
Agreement as well as Results ( erelt'a €
referred to as "Confidgntlal Informa 1ort1h).
The Contracting pParties agree that tIe
Contracting Partners must also t(eat as stn;: g
confidential any information that is not mar ed
as “Confidential’ but can be cqnmdere
Confidential Information ba?sed on |ts_nature
or conditions under which it was prow_ded or
disclosed, including any data concerning the
Clinical Trial, information for internal use qnly
or information created based on the Clinical
Trial, for example including the Proto;ol“ the
dataset for the investigator or preliminary
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
c_onﬂdentiality 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
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6.4

6.5

6.6

6.7

6.8

%

alebo (iv) boli vytvorené nezavisle Centrom
alebo Hlavnym skusajucim bez odkazovania
sa na Doverné informéacie alebo ich pouZitie.

NavySe su Zmluvni partneri opravneni
spristupnit Déverné informacie v takom
rozsahu, v akom je takéto zverejnenie
vyzadované zakonom alebo vykonatelnym
sudnym rozhodnutim, av8ak za podmienky,
2e Zmluvni partneri o tejto skutoénosti v
primeranom ¢asovom predstihu informuiju
Zadavatela a na jeho Ziadost s nim budu
spolupracovat v snahe dosiahnut opatrenia
na ucely ochrany alebo iného primeraného
pravneho prostriedku. Zmluvni partneri sa
zavazuju vyvinit v8etko primerané usilie,
aby zabezpetili doverné zaobchadzanie s
ktoroukolvek z Dévernych informacii, ktora
bude spristupnena.

Tieto povinnosti zachovavat mi¢anlivost a
zékaz pouzZivania Ddvernych informécii
podfa tejto Zmluvy zostanu v platnosti aj po
skon&eni tejto Zmluvy.

Zmluvni partneri sa zavazuju na Ziadost
Zadavatela zlikvidovat a zmazat Ddéverné
informacie, ktorymi disponuju alebo ich
vratit Zadavatelovi.

Véetky dohody existujuce pred uzavretim
tejto Zmluvy, ktoré sa tykaju povinnosti
zachovavat miganlivost vo vztahu ku
Klinickému skuganiu , sa nahradzaju touto
Zmluvou a len pokial sa tykaju Klinického
skusania.

Zadavatel sa zavazuje zachovéval
miéanlivost © skuto&nostiach,  ktoré
Centrum oznaéi ako skuto&nosti doverné.

&1. 7 - Publikovanie, tlatové spravy a
verejné oznamenia

Zadavatel uznéva zaujem Zmluvnych
partnerov na nekomerénom vedeckom
publikovani Vysledkov, bez ohfadu na to, €i
vysledok Klinického skuéania je pozitivny
alebo negativny. S ohfadom na opravneneé
zaujmy Zadavatela sa Zmluvnl partneri
zavazuji dodrziavat nasledujuce povinnosti
a podmienky na publikovanie:

7.1.4 Zmluvni partneri sa zavézuju poskytovat

Zadavatelovi véetky névrhy na publikovanie
alebo Ustne prezentacie tykajuce sa
Klinického skugania alebo Skuganého lieku
alebo Vysledkov (dalej len "Publikacie")
najmenej &Sestdesiat (60) dni pred
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6.4

6.5

6.6

6.7

6.8

or the Rrincipal Investigator without reference
to Confidential Information or its use.

Furthermore, the Contracting Partners may
disclose Confidential Information to the extent
required by law or an enforceable court order,
provided, however, that the Contracting
Partners shall give the Sponsor reasonable
advance notice and shall cooperate with the
Sponsor to seek a protective order or any
other appropriate remedy upon the request of
the Sponsor. The Contracting Partners agree
to make maximum reasonable efforts to

ensure confidential treatment of any
Confidential Information that shall be
disclosed.

This confidentiality —obligation and the

prohibition to use Confidential Information as
specified in this Agreement shall remain in
effect even after this Agreement is terminated.

The Contracting Partners agree to liquidate
and delete any Confidential 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

page 21/78

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 publiqa;ions 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

va_blIlngual_20230904_1.0



7.1.2 Pokial

7.1.3 Zmluvné

7.1.4 Zadavatel a Zmluvni partneri sa zavazuju

7.1.5 Ak mozno ofakévat, Ze takéto Publikcia by

7.1.6 Ak by Publikicia z pohladu Zadévatela

alebo
zamy$lanym pre_dloienir_n
prezintéciou Publikacie, aby ich Zadavatel
mohol skontrolovat'.

Zadavatel neoznami
partnerom v ramci lehoty 45 dni odg dnia,
ked mu bola doru¢ena zamyél’aqé
Publikacia, Zmluvni partneri sa zavézulg
pripomenut Zadavatefovi  predpokladany
datum Publikacie. Zmluvni partneri nie su
opravneni publikovat  Publikacie bez
vyslovného suhlasu Zadavatela.

strany beri na vedomie a
suhlasia, Ze v pripade multicentrickych
studii sa Vysledky Klinického skugania
publikuja iba prostrednictvom koordinacie
SO Zadavatelom na u&el kombinovania
vysledkov 20 vetkych centier
zucastnenych Klinického  skusania.
Zmluvni partneri su opravneni publikovat
Vysledky ich Centra za podmienky, Ze
celkové vysledky neboli publikované do 18
mesiacov od dokoné&enia Klinického
skusania, a sutasne za podmienky
Postupovania v sulade s podmienkami
stanovenymi v tomto &lanku.

prediskutovat vietky rozdiely v nazoroch na
zamyslany obsah Publikacie s cielom najst
rieSenie uspokojivé pre Zadavatela aj pre
Zmluvnych  partnerov.  Zadavatel je
opravneny navrhnGt akékolvek zmeny
Publikacie, ktoré odévodnene povazuje za
potrebné na vedecké Gcely. Zmluvni
partneri sa zavézuju, Ze implementacia
takychto odporiéanych zmien nebude
bezdévodne odmietnuta.

mohla mat neZiaduci G&inok na zachovanie
dovernosti  ktorejkolvek z  Dévernych
informéacii Zadévatefa, Zmluvni partneri sa
zavazuju zabranit takejto Publikacii, ibaze
by predmetna Déverna informéacia nemohla
byt vymazand z Publikdcie bez ujmy
vedeckej spravnosti Publikécie,

mohla mat neziaduci G&inok na schopnost
ziskat' patentovy ochranu pre ktorykolvek
Vynalez, Zadavatel mé pravo pozadovat
odklad Publikdcie na primerany dobu na
ucel pripravy a podania Ziadanej patentovej
prihlasky Zadavatefom alebo v jeho mene,
avéak tato doba nesmie presiahnut §est (6)
mesiacov  od  datumu, kedy bola
Zadavatefovi Publikécia dorutend na

Zmluvnym [7.1.2

7.1.6

7186

the intended submission or presentation ot
the Publication in order to allow the Spongg,

to review it.

nsor does not notify the Contracting
Ilff’::tiesrzowithin 45 days of thg Slponsor's
receipt of the intended Publrcathn, the
Contracting Partners agree to remind the
Sponsor of the intended date of the
Publication. The Contracting Partne_rs are not
allowed to publish Publications without the
explicit consent of the Sponsor.

7.1.3 The Contracting Parties acknowledge and

agree that, in case of multi-center studies,
Results of the Clinical Trial are published on_ly
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
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kontrolu. Zadavatel ma prave poZadovat
dalsi odklad Publikacie, ak patentova
prihlagka bola podand a ak prihlagka s
pravom prednosti je neuplna a v ramci 1
roka od podania prihladky s pravom
prednosti musi byt do Ziadosti doplneny
predmet patentovej prihlasky. V tomto
pripade ma Zadavatel pravo pozZadovat
odklad akejkolvek Publikacie 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 zavézuju zahrnut do

7.2

7.3

7.4

7.5

kazdej Publikacie ustanovenia informujuce,
e vytvorenie  udajov bolo podporené
Zadavatelom a suc¢asne sa Zmluvni partneri
zavazuju informovat o svojej miere
angaZovanosti na Klinickom skudani i a
prospechu, ktory im z Klinického sku$ania
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 poziadavkami na
publikovanie, ktoré su stanovené v ¢&l. 7.1
tiez v&etkych Clenov Studijného timu.

Povinnosti stanovené v &l 7.1 zostanu v
platnosti dal$ich patnast (15) rokov po
predéasnom ukonéeni alebo po ukonéeni
tejto Zmluvy.

Zadavatel je opravneny zverejnit vysledky
Klinického skugania spdsobom, ktory uzna
za vhodny, a to ako po celu dobu trvania
tejto Zmluvy, tak aj po jej ukongeni, dalej je
Zadéavatel opravneny umiestnit informacie o
Klinickom skusani a o Vysledkoch na
internet, napr. na stranky
www.ClinicalTrials.gov (zverejnenie
registra) a na stranky pre zverejnenie
vysledkov, na firemné stranky Zadavatela
(zverejnenie registra a vysledkov) a v
ktorejkofvek databaze a/alebo v registri v
sulade s  pravnymi predpismi @ s
prislugnymi normami vo vztahu k rozsahu,
forme a obsahu.

Zmluvni partneri sa zavézuju nepublikovat
iadne tlatové spravy alebo iné verejné
oznamenia 0 Klinickom skusani,
Vysledkoch Klinického skugania a/alebo
Skuganom lieku bez predchadzajiceho

7.7

7.2

7.3

7.4

7.5

review. The Sponsor may request a further
delay of the Publication in the case that the
patent application has been filed and the
priority application is incomplete, and the
subject-matter must be added to the
application during the priority year. In such
case, the Sponsor has the right to request a
postponement of any Publication until
completion of the priority application. The
Sponsor shall not prohibit the Publication ifthe
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 puphc
announcements about the Clinical Trial,
Results of the Clinical Trial and/or the
Investigational medicinal product without the
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pisomného suhlasu Zadé!vatera. s vynliaT;zg
opravnene uverejrjenych a verg

dostupnych informaci.
Nazov Zadavatela nesmie byt‘ pouzwan?é\'a;
¥iadnom reklamnom alebo inom matelr;ez
Zmluvnych partnerov _
predchadzajuceho pisomného schvalenia

Zadavatelom.

7.6

&1. 8 - Zodpovednost' a odskodnenie

Zmluvni partneri sa zavazuji Zadavatefovi
nahradit ujmu (vratane ujmy nemajetkovej a
smrti  subjektu skusania) vzniknutej z
dévodu (i) nedbanlivého alebo umyselného
protipravneho konania alebo opomenutia a
/ alebo (i) porusenia ktorejkolvek z
povinnosti prijatych na zaklade tejto Zmluvy
ako aj (iii) poruSenia pravnych predpisov
ktorymkolvek z nich, alebo ktorymkolvek zo
zamestnancov Centra alebo Zmiluvnych
partnerov, ktori budu participovat' na pineni
tejto Zmluvy. Narok na nahradu $kody
nevznika, pripadne vznika len v pomernej
vy8ke, ak ujma na zdravi (vratane smrti)
bola spdsobena zavinenim ¢i
spoluzavinenim subjektu skusania &i jeho
zakonneho zastupcu, ¢o aj z nedbanlivosti.

8.1

82 Zadavatel je Zmluvnym  partnerom
(Centrum alebo Hlavny skuSajuci dalej
oznacovani len "Odskodrnovana strana")
povinny nahradit ujmu (vratane ujmy
nemajetkovej) v rozsahu, v akom je vog&i nim
na prisludnom sude subjektom skusania
alebo inymi, na to podla platnych pravnych
predpisov opravnenymi osobami, uspesne
uplatneny najma narok na nadhradu ujmy na
zdravi (vratane smrti) vzniknutej z dovodu
uzivania Skuasaného lieku alebo
akéhokolvek vykonu alebo postupu
vykonaného na subjekte skaSania podfa
poziadaviek Protokolu, a to za podmienky,
Ze tato uima:

821 nevznikla z dbvodu, Ze Odskodiovana
strana nekonala v sdlade (a) s podmienkami
tejto Zmiuvy; a/alebo (b) Protokolom; a/alebo
(c) vSetkymi prislusnymi pravnymi predpismi
a pravidlami upravujucimi vykonavanie
Klinického skusania; a/alebo (d)
bezpetnostnymi opatreniami a pisomnymi
pokynmi Zadavatefa alebo jeho Prepojenych
osbb; a/alebo

822 nevznikla z dévodu nedbanlivostného
alebo Umyselného protipravneho konania
alebo opomenutia Odgkodfovanej strany;
a/alebo

7.6

8.1

82

rior written consent, except for

Sponsors P d and publicly available

justifiably disclose
information.

me of the Sponsor may not be used in
any advertising or any pther material of th.e
Contracting Partners _w:thout the Sponsor's
prior written authorization.

The na

Article 8 — Liability and Indemnity

The Contracting Partners agree to indemnify
the Sponsor for any damage (lncl_udmg non-
pecuniary damage and death of trial subject)
incurred as a result of (i) @ neg_lggent or willful
illegal act or omission and/or (ii) a breach gf
any obligations assumed under 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 fulfiiment of this_ Agreem_ent.
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.

The Sponsor must 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)
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
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O3

823 nie

8.3

8.4

841

84.2

84.3

8.5

9.1

je plne hradend 2z poistenia
dohodnutého v sulade s pravnymi predpismi
v prospech Odskodfiovanej strany.

Dalej plati, 2e ak vznikne taka ujma iba
stasti z dévodov na strane Odskodnovanej
strany uvedenych v ¢l 8.2.1, alebo 8.2.2,
Odskodnovanej strane vznika narok na
nahradu ujmy voti Zadavatelovi v rozsahu,
v akom vznikla $kodu mimo dévodov
uvedenych v ¢&l. 8.2.1 a/alebo 8.2.2.

Plravo Zmluvnych partnerov na nahradu
uimy 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 nizdie uvedenych povinnosti zo
strany Zmluvnych partnerov negativny vplyv
na moznost Uspesne sa branit proti
uplatnenému naroku na nahradu ujmy:

Zmluvni partneri sa zavazuju pisomne
informovat Zadavatela o kazdom naroku
a/alebo Zalobe v maximalnom moZnom
rozsahu, podla tychto ustanoveni o
nahrade ujmy, a to do patnastich (15) dni
odo dfia, ked sa o nich dozvedia, a su¢asne
sa zavazuji umoznit Zadavatelovi, aby
schvaloval véetky Ukony a obranu proti takto
uplatnenému naroku alebo Zalobe vratane
rozhodovania o urovnani sporu; a

Zmluvni partneri st povinni spolupracovat
so Zadavatelom a jeho pravnymi
zéastupcami a poistovatelmi pri obrane proti
takému naroku alebo Zalobe, a zabezpecit
takuto spolupracu to strany svojich
zamestnancov, a

Zmluvni partneri nesmu uznat ani uspokojit
siadny takyto narok mimo alebo v ramci
studneho konania bez predchadzajuceho
pisomného suhlasu Zadavatefa.

Zadavatel je Odékodriovanej strane povinny

nahradit ujmu na zdravi (vratane smrti),
ktora vznikla subjektu skusania vyhradne v
désledku  uZivania Skasaného lieku
pouzitého v ramci Klinického skusania a to
za predpokladu, Ze narok nevznikol v
désledku porudenia povinnosti Zmluvnych
partnerov.

€1, 9 - Poistenie

Zadavatel zodpovedd za zabezpetenie
poistenia na u&el Klinického skusania v

83

8.4

8.4.1

8.4.2

8.4.3

8.5

9.1

8.2.3 is not fully covered by insurance taken out in

compliance with applicable laws for the
benefit of the Indemnified Party.

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.

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:

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
fiteen (15) days of learning about such a
claim or lawsuit and to allow the Sponsor to
approve all acts and defense against such a
claim or lawsuit, including the right to decide
on its settlement; and

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

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

The Sponsor is obliged to 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.

Article 9 — Insurance

The Sponsor shall be responsible for tak_ing
out insurance for the purposes of the Clinical
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10.1

sulade s prislusnymi pravnymi predpismi.
Na tento uZel Zadavatel prehlasuje, ze
zabezpedil poistenie zodpovednosti
Zadavatela a Centra za %kodu (vratane
nemajetkovej ujmy, okrem nemajetkovej
umy spdsobenej porusenim prav na
ochranu osobnosti & mena, urazkou na cti,
Ohovaranim, &ikanovanim, obtazovanim,
nerovnakym zaobchadzanim & inymi
spdsobmi diskriminacie), prostrednictvom
ktorého je zabezpetené aj odskodnenie v
pripade smrti subjektu skusania alebo v
pripade ujmy vzniknutej na zdravi subjektu
skusania v dosledku  vykonavania
Klinického skugania v sulade s § 43 pism.
h) bod 3 zakona o liekoch. Zadavater dalej
prehlasuje, 3e zabezpetil  poistenie
zodpovednosti Centra za Skodu, ktora maze
byt spésobena subjektu skusania v sulade s
§ 43 pism. h) bod 4. zakona o liekoch. Pre
vyligenie Pochybnosti Zadavatel a Zmluvni
partneri vyhlasuju, e poistenie podra tohto
odseku nenahradza Poistenie vztahujuce sa
K aktivitam, ktore nesuvisia s Klinickym
skusanim Studiou, napr. bezné
poskytovanie zdravotnych sluzieb.

Cl. 10 - Ochrana a spristupnenie
osobnych udajov

Zmluvni partneri sy si vedomi, Ze Zadavatel
alebo tretia osoba Zadavatelom poverena
budi vkladat Vysledky Klinického skusania
a vietky spravy suvisiace s Klinickym
skusanim, zaznamy o &koleniach V mieste
realizacie Klinického ski3ania a vystupy z
akychkolvek auditov vykonanych
Zadavatelom alebo v jeho mene podra
pravidiel spravnej klinickej praxe alebo
inSpekcii  do internych elektronickych
databaz Zadavatela a / alebo tretich 0séb
poverenych Zadavatelom. V ramci tejto
spravy (dajov  md3u byt v silade s
poziadavkami pravidiel spravnej klinickej
praxe a prisluSnych pravnych predpisov na
Useku ochrany osobnych udajov
uchovavané, spracované a pouzité
Zadavatefom, jeho Prepojenymi osobami a
poverenymi tretimi stranami osobné Udaje
Hlavného skusajaceho, ako sy meno,
priezvisko a adresa, finanéné zaujmy podla
Potvrdenia o finanénych zaujmoch, a dalej
tiez osobné Gdaje inych zamestnancoy
Centra, Clenov S&tudijného timu a ich
zaangazovanie v  Klinickom skusani a
vystupy auditov vykonanych Zadavatelom
podfa pravidiel spravnej klinickej praxe
alebo indpekcil (dalej len ,Udaje") a
pravnych predpisoy vztahujacich sa k
ochrane osobnych udajov. Zadévatel bude

. 4

Trial in compliance with applicable |egq

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, €.9. 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 gl
audits performed by, or on behalf of, the
Sponsor into internal electronic databases of
the Sponsor and/or third parties authorized by
the Sponsor in compliance with good clinical
practice rules or inspections. As part of such
data management, the personal data of the
Principal Investigator, such as first and last
name, address and financial interests
according to the Financial Interests
Declaration, as well as the personal data of
other employees of the Center, Clinical Trial
Team Members and their involvement in the
Clinical Trial and outcomes of audits
performed by the Sponsor in compliance with
good clinical practice rules or inspections
(hereinafter referred to as “"Data") and
personal data protection laws may be 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 clinicatltrials.gov, as
well as, to the extent necessary under
applicable law, to government authorities.
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10.2

10.3

104

poskytovat tieto Udaje externym verejnym
databazam, ako je napr. clinicaltrials.govav
nevyhnutnom  rozsahu na  zaklade
prislusnych  pravnych  predpisov tiez
organom verejnej moci. Udaje budu
spracovavané pre plnenie pravnych
povinnosti Zadavatela a pre manaiment
klinickych skugok. Udaje budu
spracovavané po dobu neurcitu, najdlhsie
viak do naplnenia ucelu.

Zmluvni partneri sa zavazuju zabezpetit, ze
do vykonavania Klinického skusania
nebudu zaangazované Ziadne fyzické
osoby, kym tieto osoby neudelia suhlas so
spracovanim svojich osobnych udajov.

Zmluvni partneri sa zavazuju bezodkladne a
pisomne informovat  Zadavatela ©
akomkolvek  porugeni ustanoveni o
bezpetnosti osobnych udajov, v kazdom
pripade véak najneskér do piatich (5) dni od
datumu takéhoto porusenia.

Zmluvni partneri a Zadavatel sa zavazuju
konat v sulade s prisluSnymi pravnymi
predpismi na useku ochrany osobnych
udajov, najméa s Nariadenim Eurépskeho
parlamentu a Rady (EU) 2016/679 z 27.
aprila 2016 o ochrane fyzickych oséb pri
spracovani osobnych Udajov a volnom
pohybe tychto Udajov a o zruseni smernice
95/46/ES (v&eobecné nariadenie o ochrane
osobnych udajov), dalej so zakonom (o
18/2018 Z.z. o ochrane osobnych udajov a
o zmene a doplneni niektorych zé&konov v
platnom zneni a v sllade s prislusnymi
pokynmi Statneho Ustavu pre kontrolu lieciv,
najmad pokynom MP 131/2018, ak sa
uplatni.

&1. 11 - Trvanie Zmluvy

11.1Tato Zmluva nadobuda platnost dfiom jej

podpisania véetkymi zmluvnymi stranami a
g&innost dfiom nasledujicim po dni jej
zverejnenia v centralinom registri zmllv na
www.crz.gov.sk, a skonél dfiom kedy (a)
bude dokonéena celkova sprava o
Klinickom skugani, alebo (b) bude vykonana
posledné platba Zadavatelom, pricom
rozhodujica je té z tychto skutognosti, ktora
nastane neskér. Hlavny skusajlcije povinny
oznamit ukon&enie Klinického skusania
Centru a to Mgr. Anne Schellbergerovej
najneskdr do 16 dnl.

11.2 Prava a povinnosti Zadavatela a Zmluvnych

partnerov stanovené v tejto Zmluve, ktoré
vzhladom na svoju povahu maju pretrvat’ aj

10.2

10.3

10.4

11.1

1.2

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.

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.

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.

The Contracting Partners and the Sponsor
agree to adhere to applicable personal data
protection laws, especially Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 on the protection
of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation), 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.

Article 11 — Term of the Agreement

This Agreement shall become valid on the
date of signature by all Parties and shall come
into force on the day following the day of its
publication in the central register of contracts
on www.crz.gov.sk and shall end on the day
(a) the overall Clinical Trial report is
completed or (b) the Sponsor makes its last
payment, whichever occurs later. Principal
Investigator shall inform Center about Study
termination, namely Magr. Anna
Schellbergerova within 15 days at the latest.

The rights and obligations of the Sponsor aqd
the Contracting Partners that are set forthb in
this Agreement and by nature are to survive
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12.2

po skongeni tejto Zmluvy (vratane praOv s
ohfadom na vlastnictvo, Vynalezy,
zachovavanie  mi¢anlivosti,  publikacie,
protikorup&nych ustanoveni, zodpovednosti
a od8kodnenie), zostavajli v platnosti aj po
skongeni tejto Zmluvy.

€. 12 - Ukonéenie

Bez ohfadu na akékolvek iné pravo ukongit
tato Zmluvu, ktoré méze byt stanovené v
tejto Zmluve alebo vyplyva zo vieobecne
zavaznych pravnych predpisov, Zadavatel
ma pravo ukongit tito Zmluvy kedykolvek aj
bez uvedenia dévodu na zaklade pisomnej
vypovede s tridsatdiiovou (30) vypovednou
doba. Vypovedna doba zatne plyndt prvym
dilom mesiaca nasledujicom po mesiaci, v
ktorom bola pisomna vypoved dorucena
ostatnym  zmluvnym strandm, |hned po
doruéeni pisomnej vypovede tejto Zmluvy
druhej zmluvnej strane na zéklade
ktoréhokolvek ustanovenia tejto Zmluvy, sa
Centrum a Hlavny skosajici zavazuju (i)
zastavit nabor a zaradovanie subjektov
skusania do Klinického skuasania, (ii)
zastavit' vykonavanie vSetkych postupov, y
uz zahrnutych jedincov skisania, a to v
miere, v akej to dovoluje lekarske hradisko,
a (iii) zdrzat sa v maximalnej moznej miere
vytvarania dalSich nakladov a vydavkov. V
pripade, Ze Centrum alebo Zadavatef
oznami, Ze vypovedna doba v dizke
tridsiatich (30) dni je nedostatoéne dlha
doba na vyhodnotenie rizik pre zaradené
subjekty skusania, ktorym sa podava
Skasany liek, budu Zmluvné strany
spolupracovat na tom, aby bola bezpeéne
ukon&ena lie¢ba tychto subjektov skisania
tymto Skusanym liekom v priebehu
vzajomne dohodnutej doby, ale v ziadnom
pripade nebude zavazok Zadavatela
dodavat Skusany liek podfa tejto Zmluvy
trvat dlh$ie ako primerant dobu.

Zmluvni partneri a Zadavate, kazdy z nich,
maju  pravo ukongit tdto Zmluvu s
okamzitym G¢inkom formou pisomnej
vypovede dorugenej druhej Zmluvnej strane
v pripade, Ze vykonavanie Klinického
skasania v Centre musi byt ukongené z
lekarskych alebo etickych dévodov. Uginky
takejto vypovede nastand dhom jej
dorutenia poslednej zo Zmluvnych stran._
UkonCenie Zmluvy Zmluvnymi pannerm'l
podla predchéadzajucej vety je Hlavny
skusajuci povinny vopred prekonzultovat so
Zadavatefom. Ihned po dorueni pisomnej
vypovede tejto Zmluvy druhej zmluvnej
strane na  zaklade  ktoréhokolvek

121

12.2

e, 4

this Agreement (including, withou

! t ||m|ta\l.0n
rights with respect to ownership,

own Inventiong.
confidentiality, publication, anti-briberyl
liability and indemnification) shall remain in

effect even after this Agreement is terminateq.

Article 12 = Termination

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
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, (i) 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
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12.4

ustanovenia tejto Zmluvy, sa Centrum a
Hlavny skusajuci zavazuju (i) zastavit nabor
a zaradovanie subjektov skusania do
Klinického skusania, (ii) zastavit’
vykonavanie vSetkych postupov, u uz
zahrnutych subjektov skusania, a to v miere,
v akej to dovoluje lekarske hladisko, a (iii)
zdrzat sa v maximalnej moznej miere
vytvarania daldich nakladov a vydavkov.
Zmluvné strany budu spolupracovat na tom,
aby bola bezpeéne ukonéena liecba
subjektov skusania Sku$anym liekom v
p_riebehu vzajomne dohodnutej doby, ale v
Ziadnom  pripade nebude  zavazok
Zadavatela dodavat Skusany liek podfa
tejto Zmluvy trvat dlhSie ako primeranu
dobu. Bez ohladu na predchadzajlice
ustanovenie, v pripade kritickych alebo
dolezitych zisteni v ramci auditu alebo
indpekcie tykajucich sa spravnej klinickej
praxe, dohladu nad liekmi alebo
regulaénych  zalezitosti, praxe alebo
postupu, ktoré maju nepriaznivy vplyv na
prava, bezpeénost, alebo celkovu pohodu
subjektov skusania alebo ktoré mozu
predstavovat potencialne riziko pre verejné
zdravie alebo ktoré mézu mat za nasledok
neprijatelnost udajov z Klinického skusania
alebo ktoré predstavuju vazne porusenie
prisludnych pravnych predpisov a pravidiel,
méa Zadavatel pravo (podla svojej volby) s
okamzitym G&inkom dogasne zastavit nabor
subjektov skusania, kym nebudu predmetné
zistenia uplne posudené alebo s okamzitym
udinkom pisomne vypovedat tito Zmluvu.

V pripade, Ze ktorékolvek z povoleni alebo
suhlasov potrebnych na vykonavanie
Klinického skusania je (i) s pravoplatne
zamietnuté alebo (i) pravoplatne rusene,
skoné& tito Zmluva automaticky diom
dorutenia oznamenia (rozhodnutia) o
takomto pravoplatnom zamietnuti alebo
pravoplatnom zrusenl.

Ak sa Zadavatel primerane domnieva, Ze
Zmluvni partneri nebudl schopni zacat
nabor alebo pinit svoje povinnosti tykajlce
sa naboru v ramci dohodnutej lehoty, ma
Zadéavatel pravo na zaklade oznamenia
doruteného Zmluvnym partnerom (a) s
okamzitym G&inkom zniZit pocet subjektov
skugania, ktori sa maju zaradit do
Klinického skusania; alebo (b) pred|zit dobu
néboru; alebo (c) ukonéit tato Zmluvu
vypovedou. Podla pismena c) moze
Zadavate! pisomne vypovedat Zmluvu s
okamzitym G¢inkom, avéak len ak vopred
pisomne upozornil Zmluvnych partnerov na
ich omegkania s naborom subjektov

12.3

12.4

Center and the Principal Investigator agree to
(i) cease recruiting and enrolling trial subjects
in the Clinical Trial, (ii) cease all procedures
to the extent medically permissible on trial
subjects already enrolled in the Clinical Trial
and (iii) refrain as much as possible from
incurring additional costs and expenses. The
Contracting Parties shall cooperate so that
the treatment of the trial subjects with the
investigational medicinal product would be
safely terminated during a mutually agreed
period of time; however, the Sponsor shall not
be required to provide the investigational
medicinal product based on this Agreement
for an unreasonable period of time. Without
prejudice to the foregoing, in the event of
critical or important findings from an audit or
inspection related to good clinical practice,
pharmacovigilance or regulatory matters,
practice or procedure that have a negative
impact on the rights, safety or well-being of
trial subjects or that may pose a potential risk
to public health or that may render Clinical
Trial data inadmissible or that 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 trial subjects to be
recruited: or (b) extend the recruitment
deadline; or (c) terminate this Agreement.
According to (c), the Sponsor may terminate
this Agreement by written notice with
immediate effect, provided that the Sponsor
informed the Contracting Partners about their
delay with recruiting trial subjects in writing
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skusania a poziadal ich o napravu v
dodatotnej primeranej lehote, ktori im na
tento ucel stanovuje, a Zmluvni partneri ani
V takej dodatocnej lehote napravu neurobia.
Zmluvni partneri musia byt o moznosti
Zadavatela vypovedat tito Zmluvu s
okamzitym Gcinkom v pripade, ak Zmluvni
partneri  nezjednaju napravu ani v
dodatogne stanovenej lehote, nalezite
pisomne pougeni.

V pripade, e Zadavatel neschvali nového
Hlavného skusajuceho podfa &, 2.27 alebo
sa tento novy Hlavny skugajuci pisomne
Nezaviaze k povinnostiam podla tejto
Zmluvy, Zadavatef je opravneny tato
Zmluvu  ukongit vypovedou ku diu
doru&enia vypovede Centru. pripade, Ze
Hlavny skusajuci a Zadavatel maju zaujem
pokradovat v spolupraci pri vykonavani
Klinického skusania v inom zdravotnickom
Zariadeni, Centrum sa Zavazuje poskytnat
suCinnost  pri prevedeni relevantnych
Udajov, informacii a materialu, ktoré nie sy

vlastnictvom Centra, v prospech nového
centra.

126 V pripade, e pocas auditu alebo inSpekcie

12.7

12.8

regulacnych organov  bude  zistené
porusenie ustanoveni tejto Zmluvy alebo
Protokolu zo strany Centra alebo Hiavného
sku$ajuceho (alebo nedodrzanie
ustanoveni tejto Zmluvy zo strany
ktoréhokolvek iného Glena $tudijného
timu), ma Zadavater pravo tato Zmluvy
pisomne  vypovedat s okamzitou
UCinnostou,  priéom ucinky  takejto
vypovede nastant diom jej doruéenia
poslednej zo Zmluvnych stran.

Zadavatel je povinny uhradit vietky dizné
Ciastky za riadne poskytnuté  sluzby
Zmluvnymi partnermi na zaklade tejto
Zmluvy a naklady, ktoré im odévodnene
vznikli, ku dfiu doruéenia vypovede alebo v
pripade ukonéenia tejto Zmluvy pedfa &l
12.1 k poslednému diu vypovednej lehoty
alebo v pripade ukonéenia tejto Zmluvy
podla €. 123 ku dAu dorutenia
pravoplatného zamietnutia. Ak Centrum
preukazatelne obdrzalo vy8&iu sumu
odmeny a nakladov, na ktoré mu podla
skuto€ne vykonanych &innosti vznikol narok
v sulade s touto Zmluvou, Centrum sa
prislusny rozdiel zavézuje zaplatit spat
Zadavatelovi bez zbyto&ného odkladu.

Pri skonCeni Zmluvy sa Zmluvni partneri
zavazuju  vratit  Zadavatefovi  vietok

beforehand and asked them to remedy thig
delay within an additional reasonable time.
limit and the Contracting Partners faileq to
remedy this delay within such additiona|
reasonable time-limit. The Contracting
parties must be duly informed in writing about
the Sponsor's possibility to terminate this
Agreement with immediate effect if the
Contracting Parties do not remedy the
situation even within an additional period of
time.

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

12.6In the case that an audit or inspection of
supervising authorities discovers a breach of
this Agreement or the Protocol on the part of
the Center or the Principal Investigator (or
failure by any Clinical Trial Team Members to
observe the provisions of this Agreement), the
Sponsor shall have the right to terminate this
Agreement by written notice with immediate
effect, and such termination becomes effective

on the date of its delivery to the last of the
Contracting Parties.

12.7 The Sponsor must pay all outstanding
amounts for the services properly provided by
the Contracting Partners based on this
Agreement and all reasonably incurred costs,
as of the day of receipt of the notice or, in the
case that this Agreement is terminated
pursuant to Article 12.1, as of the last day of
the termination period or, in the case that this
Agreement is terminated pursuant to Article
12.3, as of the day of receipt of the final
rejection. In the case that the Center provably
received higher payments than the payments
due according to the work actually performed
based on this Agreement, the Center shall
refund the balance to the Sponsor without
undue delay.

12.8 Upon termination of this Agreement, the
Contracting Partners shall return to the
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nespotrebovany material a predmety, ktoré
im boli poskytnuté v stvislosti s Klinickym
skusanim, a to najneskdr do tridsiatich (30)

pracovnych dni od datumu ukonéenia
Zmluvy.

Cl. 13 - Rézne ustanovenia

13.1 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.

13.2 Na vylucenie pochybnosti Zmluvné strany

vyhlasuju, Ze vo vsetkych pripadoch ked
tdto 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 Zmiuvy.

13.3 Zmluvni partneri sa zavazuju pinit svoje

povinnosti podfa tejto Zmluvy spdsobom,
ktory bude v sulade s prisluSnymi pravnymi
predpismi zameranymi proti korupcii a
podplacaniu a v sulade s prilohou g 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 zdravotnictve ani Ziadnej inej
osobe na uéel ziskania nedovoleného
prospechu alebo nekalej obchodnej vyhody,
nebudi ovplyviiovat rozhodovanie Vv
sukromnej ani verejne;j sfére, predpisovanie,
ani nebudd nikoho podnecovat K
poruSovaniu profesijnych povinnosti alebo
pravidiel. Zmluvni partneri sa zavézuju
bezodkladne pisomne oznamit
Zadavatelovi kazdé podozrenie Ci zistené
porusenie vyssie uvedenych zasad Vv
suvislosti s  obchodnou  &innostou
Zadavatela a budu v tychto pripadoch
spolupracovat  so Zadéavatefom  pri
predetrenf takej zaleZitosti.

13.4Zmiuvné strany vyhlasuju, ze nemaju v

sGéasnosti uzatvorend Ziadnu zmluvu ani
zavazok, ktorych plnenie by negativne
ovplyvnilo  plnenie  povinnosti voci
Zadavatelovi na zéklade tejto Zmluvy a
sutasne sa zavazuju po celu dobu priebehu
Klinického skusania Ziadnu takuto zmluvu
neuzavriet ani Zziadny takyto zavazok
neprijat. Hlavny ski8ajuci ru¢l za to, Ze

132

13.3

13.4

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

13.1The conclusion of this Agreement is not

contingent on any existing or future business
relationship between the Sponsor and the
Contracting Partners or on any business
decision that the Contracting Partners made
or shall make with respect to the Sponsor or
the products sold by the Sponsor.

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.

The Contracting Partners agree to perform
their obligations under this Agreement in
compliance with applicable anti-bribery and
anti-corruption laws. The Contracting
Partners represent and warrant that in
connection with the Clinical Trial they did not
provide and shall not provide any payment or
benefit, directly or indirectly, to government
officials, customers, business partners,
healthcare professionals or any other
persons in order to secure an improper
benefit or unfair business advantage, shall
not influence private or official decision-
making, shall not influence prescribing and
shall not instigate anyone to breach
professional duties or rules. The Contracting
Partners agree to immediately report to the
Sponsor 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.

The Contracting Partners represent and
warrant that they are not presently under any
agreement or obligation that would negatively
affect the performance of their obligations
with respect to the Sponsor 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
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13.5Tato Zmluva obsahuje uplné dojednanie o

13.6

13.7

13.8

139

13.10 Potas klinického skusania nebude nutna

13.11 Laboratorne vy8etrenia ku klinickému

ziadny z Clenov $tudijného timu nema v
sucasnej dobe uzatvorenu Ziadnu taklto
Zmluvu, a zavdzuje sa zabezpeéit, Ze
Ziadny z Clenov $tudijného timu takuto
zmluvu neuzavrie.

predmete Zmluvy a vietkych nalezitostiach,
ktoré Zmluvné strany mali a cheeli v Zmluve
dojednat, a ktoré povazuju za délezité,
Satasne Zmiluvné strany vyhlasuju, e si
vzajomne oznamili vSetky informacie, ktoré
Povazuju za ddlesité a podstatné na
uzatvorenie tejto Zmluvy.

Zmluvné stran

akekolvek prava a povinnosti Zmluvnych

stran vyvodené z doterajsej alebo buduicej
praxe zavedenej medzi nimi alebo zvyklosti
u_driiavanf;ch véeobecne & v odvetvi
tykajucom sa predmetu plnenia tejto

Zmluvy, pokial tato Zmluva neustanovuje
inak.

Kazda zo Zmluvn

nezavisly subjekt a na ziadne Ucely nie je v

postaveni  partnera, sprostredkovatela,
Zzamestnanca ani zastupcu druhej Zmluvnej
strany.

Zadavatel ma pravo postupit’ tdto Zmluvu

13.5 This

Y Prejavili volu neuplatiiovat | 13.6

ych strdn kona ako 13.7

B 4

Clinical Trial Team Member is Preseny

under any such agreement ang agreeg .(1
ensure that no Clinical Trial Team Membe,
shall enter into any such agreement.

Agreement represents an entire
agreement about the subject-matter hereof
and all matters that the Contracting Parties
were and wished to negotiate herein ang
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 orin
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,

13.8 The Sponsor shall have the right to assign this
upine alebo séasti na ktortkolvek zo svojich

Prepojenych 0sbb. Okrem  vy&sie
uvedeného nie je Ziadna zo Zmluvnych
stran opravnena postupit svoje prava a /
alebo povinnosti Gplne ani séasti na tretiu
stranu bez predchadzajiceho pisomného
suhlasu ostatnych Zmluvnych stran. Tato
Zmluva zavazuje Zmluvné strany, ako aj ich
pravnych nastupcov a osoby, na ktoré budu
prava a zavazky Zmluvnych stran v stlade s
tymto &lankom postupené.

Neplatnost alebo
konkrétneho ustanovenia tejto Zmluvy nema
vplyv na platnost ostatnych ustanoveni.
Zmluvné strany sa zavdzujl nahradit
neplatné a nevymahatelné ustanovenie
platnym a vymahatelnym ustanovenim,
podlfa potreby, ktorym bude & mozno
najblizsie dosiahnuty umysel, ktory strany
mali v Case uzavretia tejto Zmluvy,

hospitalizécia,

skuganiu budy vykonavané v centralnych
laboratériach . Zadavatel sa zavézuje, ze

nevymahatelnost | 13.9

Agreement, in whole or in part, to any of its
Affiliates. Save for the foregoing, neither Party
may assign its rights or o

bligations under this
Agreement, in whole or in par, to a third party
without the prior written consent of the other
Parties. This Agreement is binding for all
Parties as well as their

i legal successors and
parties to which the rights and obligations of

the Contracting Parties shall be assigned in
compliance with this Article.

The invalidity or unenforceability of ga
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.

13.10 Hospitalization will not be necessary during

the clinical trial.

13.11 Laboratory testing for the clinical trial will be

performed in central laboratories. The
sponsor undertakes to execute separate
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vyfkpnayanie laboratornych  vy&etreni ku
klinickej 8tadil si zabezpe&i osobitnymi
zmluvami s prislugnymi laboratériami.

Miestne laboratorne testy sa pouZiju iba v
pripade, ak wvysledky 2z centralneho
laboratoria nebudl véas k dispozicii na
podanie skusanej intervencie al/alebo
hodnotenie reakcie.

13.12 Zmluvné strany sa zavézuju, 2e ak budu
odoberané vzorky biologického materialu,
tieto bude mozné vyuzivat len pre ucely
klinického skusania alen pocas
vykonavania tohto skusania.

13.13 Jednostranné vzdanie sa prava alebo tichy
suhlas alebo neuspesné 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

Hlavny skusajuci, Mar. Anna
Schellbergerova, email
anna.schellbergerova@fnnitra.sk , tC

037/6545 331 a JUDr. Zuzana Koprdova,
zuzana.koprdova@fnnitra.sk, t.C. 037/6545
655, 0904 347 578 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
méze byt s dalej uvedenou vynimkou
menena iba pisomne prostrednictvom
vzostupne oéislovanych dodatkov
podpisanych véetkymi 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 sposob
vykonavania Ukonov (najméa vySetrenie)
vykonévanych Zmluvnymi partnermi v ramci
Klinického skugania a nema teda akykolvek
vplyv na vy$ku odmeny za vykondévanie
Klinického skugania &i inej ceny uvedenej v
tejto Zmluve, Nepodstatné zmeny Protokolu
s0 U&inné difom ich doru¢enia Centru.

13.16 Tato Zmluva je vytvorend a riadi sa
slovenskym pravom. Zmluvné strany sa v
stlade s ustanovenim § 262 ods. 1 a 2
Obchodného zakonniku vyslovne dohodli,

agreements with laboratories for the purposes
of testing for Clinical Trial

Local laboratory testing will be used only in the
event that central laboratory results are not
available in time for either study intervention
administration and/or response evaluation.

13.12 The contracting parties undertake that if
samples of biological material are taken, they
may be used only for the purposes of Clinical
Trial and only during the conduct of this
Clinical Trial.

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 Principal
Investigator, Mgr. Anna Schellbergerova,
email: anna.schellbergerova@fnnitra.sk , t.C.
037/6545 331 and JUDr. Zuzana Koprdova,
zuzana koprdova@fnnitra.sk, t.&. 037/6545
655, 0904 347 578 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
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
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i vazkovy vztah upraveny toqto
i?nll?\:‘ouza sa t;?:de riadit  Obchodnym
zakonnikom. Zmluyné strany sa dalej
dohodli, 2e véetky spory vzniknuté z tejto
Zmluvy budu rie§ené vecne a mlestne
prislugnymi sudmi Slovenskej republiky.

13.17 Tato Zmluva je vyhotovena v 4 rovnopi§och
v slovenskom a v anglickom jazyku, pricom
Zmluvné strany povazuju obe jazykove
verzie za rovnocenng, aviak pre pripad
vykladovych nezrovnalosti medzi
jednotlivymi verziami sa Zmluvné strany
dohodli, Ze prednost ma slovenska verzia
Zmluvy. Tato Zmluva a vaetky jej prilohy
predstavuju Gpini dohodu Zmluvnych stran
0 predmete tejto Zmluvy.

Cl. 14 - Prilohy

agree that their contractual reiationship
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 4

originals in Slovak and English language, and
the Contracting Parties consider bogh
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

Nasledujuce prilohy tvoria neoddeliteln sugast | The following Appendices constitute an integral part

tejto Zmluvy, pokial nie je v tejto Zmluve | of this Agreement, unless set forth otherwise
stanovené inak: herein:

Priloha A: Finanéné podmienky
Priloha B: Vzor faktury Appendix B: Invoice Template

Priloha C. 2 :Vymedzenie pojmov Appendix C: Definitions

Priloha D: Dohoda na spolotnom prevadzkovani | Appendix D: Agreement on Joint Controllership of
udajov study data

Appendix A: Financial Terms
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Zadavatel prostrednigtvom svojho opravneného zastupcu Parexel International (IRL) Limited /
Sponsor by its authorized representative Parexel International (IRL) Limited

Miesto / Place

Datum / Date

PhDr. Lenka Nagy
.y . " ssU
Position: e g i

* Centrum / Center
.
Miesto / Place k’ l l - b'
Datum / Date 4-40 -Loz] \
{
M
Mgr. Michal F
HI wwr 7 FriNCIpal Investigator

S,

Miesto / Place __A//TXA
Dé&tum / Date '«9—~f"-0‘(./0ﬂ

Meno a priezvisko / First and last name:
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Sub-Investigators and Study Personnel

Spoluskugajuci a personal &tadie

We, the undersigned, commit ourselves to
conduct the Study in accordance with the terms
of the Agreement and the Protocol.

We also give our consent for the level of
Ccompensation payable to us for conducting the
above-mentioned Study established by the
Investigator and/or Institution within the confines
of the total amount of compensation for

Investigator and members of the Study
Personnel.

My, nizsie podpisani, sa zavazujeme vykonayar
Stadiu v sulade s podmienkami dohody
protokolu.

Zaroveh vyjadrujeme svoj suhlas s vyskou
odmeny, ktora nam prinalezi za vykonanie vyssie
uvedenej  Studie,  stanovenou  Hlavnym
skusajucim a/alebo Institiciou v ramci celkovej

vysky odmeny pre Skusajuceho a &lenov
Studijného personalu.

Sub Investigator: MUDr.Gabriela Paviovi¢ova

IS0z T

Date / Datum:

signature / podpis

Study Nurse: Zuzana Urbanova

19/ e/ Lats

Date / Datum:

signature / podpis
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Priloha A1 - Platobny harmonogram a
rozpotet — Platby Centru

Exhibit A 1-Payment Schedule and Budget
-~ Payments to Center

1. Payee details

Payee Payee Details

Protocol Number 22153

Site Number 52002

Payee Name Fakultna nemocnica Nitra
Payee Address Spitalska 6

Address Line 2 NAP

Address Line 3 NAP
Province/State/Country NAP

City Nitra

Postal Code 950 01

Country Slovak Republic

Payee Contact

Zuzana Valentova

Payee Contact Phone Number

+421376545289

Remittance E-mail Address

zuzana.valentova@fnnitra.sk

General Finance contract e-mail address if
different from above

miroslava.trpisova@fnnitra.sk

NPI NAP

Tax |D (VAT/GST Registration/T IN/SSN) SK2021205197

Bank Account Holder Name Fakultna nemocnica Nitra
Bank Account Number 700280649/8180

IBAN (International Bank Account Number)

SK 49 8180 0000 0070 0028 0649

Bank Name

Statna pokladnica

Bank Number 8180
Bank Branch Number NAP
Bank Identification Code SPSRSKBAXXX
Bank Type NAP

Na zabezpe&enie spravnej platby sa uistite,
3e vietky polia vyssie sa vyplnené.

Ako variabilny symbol bude poutzité Cislo
faktary Centra na zaklade odsuhlasenych
podkladov dorugenych do Centra.

Platby bud realizované v pefiaznej mene
EURO a véetky bankové poplatky znasa
Zadavatel.

V pripade, Ze d6jde k zmene udajov prijemcu
platby v priebehu klinického skusania, zmluvné
strany suhlasia, Ze nie st potrebné Ziadne
dodatky k tejto zmluve za predpokladu, Zze
prijemca platby poskytne pisomné oznamenie
zmluvnej vyskumnej organizacii revidovanymi
udajmi prijemcu platby na nasledujucu e-
mailovu adresu
InvestigatorPaymentHelpDesk@PAREXE L.com.

To ensure proper payment please ensure
that all fields above are completed.

The Centre's invoice number will be used as
a variable symbol based on the agreed
documents delivered to the Centre.

Payments will be made in EURO currency
and all bank charges are borne by the Client.

In the event that payee details are modified
during the course of the study, the parties agree
that no amendments to this Agreement shall be
required, provided that Payee provides written
notification to Sponsor or its designee with
revised payee details to the following e-mail
address

Sponsor accepts no liability for incorrect payee

Zmluvna vyskumna organizécia neprijima details provided by the Payee of its
siadnu zodpovednost za nespravne udaje representative.

prijemcu platby poskytnuté prijemcom platby

alebo jeho zéstupcom.

2. Nabor 2. Enrolment
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Toto skudanie je navrhnuté na vyhodnotenie
pacientov v sulade s protokolom., Skusajuci v
mene institicie vynaloZi maximalne usilie na
nabor Spacientov do klinického skusania. Ked
bude nabor do tohto klinického skisania
dokongeny, indtitucii to bude pisomne
|_0znamené a nebude dalej zaradovat pacientoy.,

This study is designed to evaluate patients 7,
accordance with the Protocol. The Investigator on
behalf of the Center will use best efforts to enro|

at least 5 patients in the Study. When enrolment
is complete for the study, the Center will be
notified in writing and will dis-continue enrolling
patients.

3. Poplatky za acienta

—

§uma splatna prijemcovi platby za ukonéeného
Uastnika je uvedena v prilozenom Podrobnom
rozpoéte — Poplatky za pacienta. Vietky platby
sa vykonaju $tvrtrogne elektronickym prevodom,
pri€om budu zalozené na ukon&enych
navstevach, ktoré sy potvrdené a zadané v EDC

(systém pre z4znam elektronickych udai
uéastnika. M)

3. Per Patient Fee
The amount to be paid to the Payee per
completed subject is outlined in the attached
Detailed Budget ~ Per Patient Fees. A
payments will be made on a quarterly basis
electronically and will be based on completed
visits verified and entered in the subject EDC
(electronic data capture system).

Description Short Name Institution Pharmacy
Sq@ing sv Institution Pharmacy
Baseline BL € 502.12 € 10.26
Week 4 w4 €317.44 € 6.47
ﬂ&k 8 w8 € 298.77 €6.10
| Week 12 w12 € 287,81 €587
Week 16 W16 €408.77 €8.34
Week 20 W20 € 334,08 €6.82
| Week 24 w24 €323.12 € 6.60
Week 28 was € 334.08 € 6.82
Week 32 W32 €323.12 € 6.60
Week 36 W36 €323.12 € 6.60
Week 40 W40 € 507,41 € 10.35
Week 44 W44 €323.12 € 6.60
Week 48 wag €323.12 €6.60]|
Week 52 W52 €323.12 € 6.60
Week 56 W56 €323.12 € 6.60
Week 60 W60 €323.12 € 6.60
Week 64-EoS W64-E0S €373.89 €763
TOTAL €6,272,42 € 128,06
4, Podmienené poplatky: 4. Conditional Fees |

e 29

NEUSPESNY SKRINING: Nedspesné skriningy
budi uhradené do vysky 30 % z celkového
poltu G&astnikov, ktori absolvovali skrining. Za
jeden nedspedny skrining bude uhradeny
pausainy poplatok v rovnakej vyske ako naklady
na skriningovy névétevu v sulade s Podrobnym
rozpottom — Poplatky za pacienta. Platby za
neuspesné skriningy nad 30 % budu na uvazeni
ZADAVATELA, Za neuspesny skrining sa
povaZuje GCastnik, ktory podpisal formular

informovaného suhlasu a ukon&il skrining, ale

SCREENING FAILURE: Screening failures will
be paid up to the amount of 30 % of the overall
number of screened Subjects. The single
screening failure will be remunerated with a flat
fee of the same amount as the screening visit
cost in accordance with the Detailed Budget -
Per Patient Fees. Payments for screening
failures over 30 % will be at SPONSOR's
discretion. A screening failure is considered a
Subject who signs the informed consent form and
completes  screening  but  fails  under
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nevyhovel kritériam pre zaradenie/vyliéenie a
nebude randomizovany do udrZiavacej fazy.
Platba prijemcovi platieb bude vykonana po
prijati prisludnej faktury.

inclusion/exclusion criteria and will not be
randomized to the maintenance phase. Payment
to Payee will be made upon receipt of the
corresponding invoice.

NEPLANOVANA NAVSTEVA Neplanovana
navsteva vykonana v ramci klinického skusania,
ktora nesplia bezny $tandard starostlivosti o
pacienta a harmonogram navstev, bude
uhradena za vykonanu proceduru podla sadzieb
uvedelm}ch v prilozenom Podrobnom rozpodte —
Podmienené poplatky. Spracovanie platby sa
zatne po prijati faktury a prislusnej podpornej
dokumentacie v sulade a so schvalenim
Zadavatela.

UNSCHEDULED VISIT: Unscheduled visit
performed as part of the Study that are outside of
the normal standard of patient care and visit
schedule will be paid per procedure done,
according to the rates outlined in the attached
Detailed Budget — Conditional Fees.
Processing of payment will begin upon receipt of
invoice with adequate supporting documentation in
accordance and approval of Sponsor or its
designee.

MIESTNE LABORATORNE TESTY: Maximaina
suma, ako je uvedena v prilozenom Podrobnom
rozpotte — Podmienené poplatky za navstevu
bude uhradena za laboratérne testy (tehotensky
test zo séra, hematologicky rozbor, biochemicky
rozbor krvi, tehotensky test z modu, rozbor
mo&u, UPCR) iba v pripade, ak vysledky z
centralneho laboratéria nebudu véas k dispozicii
na podanie skusanej intervencie a/alebo
hodnotenie reakcie. Nahrada nakladov bude
vyplatena na zaklade predloZenej faktury a
prisluénej sprievodnej dokumentacie.

LOCAL LABORATORY TESTS: A maximum as
outlined in the attached Detailed Budget —
Conditional Fees per visit will be paid for
laboratory tests (serum pregnancy, hematology,
blood chemistry, urine pregnancy test, urinalysis,
UPCR) only in the event that central laboratory
results are not available in time for either study
intervention administration and/or response
evaluation. The reimbursement will be paid
against the receipt of the invoice and
corresponding support documentation.

Prijemca platieb predlozi faktury za vykonané
sluzby a vzniknuté vydavky podfa &asti 5.
Vsetky platby budl uhradene do Sestdesiatich
(60 dni od datumu prijatia platnej faktury v
sulade s touto zmluvou. Vetky platby budd
uhradené elektronickym prevodom na bankovy
ucet uvedeny vyssie.

Payee shall submit invoices for Services
performed and expenses incurred under Section
4, all payments will be made within sixty (60) days
of receipt from the date of receipt of valid invoice
in accordance with this Agreement. All payments
will be made electronically to the bank account

stated above.

Conditional Procedure

Qty OH Budget

v 14.16

5 Poplatky pre pracovisko:

Hematology (Local lab — exceptional cases) 3

Biood Chemistry (Local lab- exceptional cases) 3 v 32,75

Urinalysis (Local lab - exceptional cases) 3 v 7.97

UPCR (Local lab - exceptional cases)) 3 v 12.39

Urine pregnancy test (Local lab - exceptional cases) v 15.05
5. Site Fees

POGIATOCNY POPLATOK: Po uzavreti
zmiuvy, schvaleni NEK/EK a navsteve
suvisiacej so spustenim pracoviska sa vykona
jednorazové nenévratna platba uvedena v
prilozenom Podrobnom rozpoéte — Poplatky za
pracovisko za aktivity suvisiace so zacatim
&innosti (napr. potiato&né poplatky lekarne,
priprava regula&nych materialov, priprava,
podanie a odoslanie protokolu a stvisiacich
materialov NEK/EK atd.). Na ziskanie platby
musia byt spinené vietky kvalifikatory. Tato
platba sa povaZuje za upinu a kone&nu
kompenzéaciu za vietky aktivity spojené so

START-UP FEE: A one-time non-refundable
payment as outlined in the attached Detailed
Budget — Site Fees for start-up related activities
(e.g. initial pharmacy fees, preparation of
regulatory documents, preparation,
administration and submission of protocol and
related documents to the IRB/EC, etc.) will be
made upon execution of the Agreement, IRB/EC
approval, and site initiation visit, all qualifiers
must be completed in order to receive payment.
This payment is considered full and final
compensation for all activities associated with
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spustenim skusania, Platba prljemgovi p_latieb
| bude vystavena po prijati prisludnej faktury.

Study initiation. Payment to ngeg wil! be mag
upon receipt of the corresponding invoice.

LEKAREN: POPLATOK 2ZA ZRIADENIE:
Jednorazova nevratn platba vo vy8ke uvedenej
v prilozenom podrobnom rozpoéte - Poplatok 73
zriadenie lekadme a &innosti suvisiace s jej
udrzbou sa uskutoZni po uzavreti zmluvy,
schvéleni IRB/EC a iniciatne] navsteve
pracoviska, pritom pre ziskanie platby musia byt
spinené vsetky kvalifika&né kritéria. Tato platba
Sa povazuje za upini a koneénu kompenzéciu za
vietky &innosti lekarne suvisiace so zacatim a
vykonavanim &tudie. Platba prijemcovi sa

uskutoéni po prijati prislusnej faktary.

PHARMACY: SET-UP FEE: A on»_e-timg non.
refundable payment at a rate outlined in the
attached Detailed Budget — Site Fee for
Pharmacy start-up and malntenanqe related
activities will be made upon execution of the
Agreement, IRB/EC approval, and sﬂg initiation
visit, all qualifiers must be completed in order to
receive payment. This payment is consrdergq _fu||
and final compensation for all pharmacy activities
associated with Study initiation and conduct,
Payment to Payee will be made upon receipt of
the corresponding invoice.

POPLATOK ZA ARCHIVACIU: Jednorazova
platba vo wike uvedenej v prilozenom
podrobnom rozpodte — Poplatky za pracovisko
bude vyplatena na konci alebo pri pred€asnom
ukongeni skusania PO zaveregnej naviteve na
pokrytie nakladov spojenych s archivaciou
zaznamov skusania potas 25 rokov po
ukonteni alebo pred€asnom ukoné&eni skusania,

ARCHIVING FEES: One-time payment at a rate

outlined in the attached Detailed Budget — Site
Fees will be paid at the end or at the premature
termination of the Study after the close-out visit to
cover the costs associated with archiving of the
Study records for 25 years after the end or the
premature termination of the Study. The

Vsetky platby budi uhradené do Sestdesiatich
(60) dni od datumu prijatia platnej faktury v
sulade s touto zmluvou. Vsetky platby budy

uhradené elektronickym prevodom na bankovy
UCet uvedeny vyssie.

reimbursement will be paid against the receipt of
Nahrada nékladov bude Vyplatena na zaklade the invoice and corresponding  support
prediozenej faktury a prislusnej sprievodne; documentation.
| dokumentacie.
Prijemca platieb predlozi faktary za vykonané Payee shall submit invoices for Services
sluzby a vzniknuté vydavky podla &asti 5.

performed and expenses incurred under Section
5, all payments will be made within sixty (60) days
of receipt from the date of receipt of valid invoice
in accordance with this Agreement. All payments

will be made electronically to the bank account
stated above.

6. DalSie ustanovenia-

ZARIADENIA: Vietky zariadenia potrebné na
vyvoj klinického skugania (a vedrajsie skusanie,
ak je to relevantné) budy indtitdcii dodana
ZADAVATELOM, jeho poverenou osobou
(osobami) alebo alebo zmluvnymi dodavatelmi
na prisne a vyhradné pouzitie pri vykonavani
klinického skisania. Takéto zariadenia sa musia
vratit ZADAVATELOVI, jeho poverenej osobe
(osobam) alebo zmluvnym dodavatelom na
naklady ZADAVATELA po zatvoreni pracoviska
v institdcii a ZADAVATEL, jeho poverena osoba
(osoby) alebo zmluvni dodavatelia v spolupraci
s indtituciou zabezpeéia vratenie vietkych
zariadeni do 30 kalendarnych dni od uzavretia
pracoviska v institacii. ZADAVATEL mésze podla
viastného uvazenia znizit kone&n platbu o
zvy$kova reélnu trhovu hodnotu zariadenia k
datumu realiz4cie alebo ukonéenia skigania v
pripade, Ze inititicia nevrati zariadenie v
pozadovanom obdobl. Inétitucii bude poskytnuté
nasledujice zariadenie;

- 1 EKG pristroj, MAC 2000
- 1 monitor krvného tlaku Omron
HEM-907XL

6. Other provisions

EQUIPMENT: All equipment needed for the |
development of the Study (and sub-study if
applicable) will be supplied to the Center by
Sponsor, its designee(s) or contracted vendors
for strict and sole use in performing the Study.
Such equipment must be returned to Sponsor, its
designee(s) or contracted vendors, at Sponsor's
expense, following the closure of the site at the
Center and Sponsor, its designee(s) or
contracted vendors shall coordinate its return
with the Center, to ensure that all equipment is
returned within 30 calendar days after site
closure at the Center. Sponsor may, at its option,
reduce the final payment by the residual fair
market value of the Equipment as of the date of
completion or termination of the Study in case the
Center does not return the Equipment in the
requested period.

The following equipment will be provided to the
Center;

- 1 ECG machine, MAC 2000
= 1 Omron HEM-907XL Blood Pressure
Monitor

7. Pomerné plathy:

7. Pro-rata Payments
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6 Platba za ucastnikov, ktorf

nedokoncia skuganie, sa méze prijemcovi platby

yyplacat' pomerne. Platba bude zahfiat iba tych
ucastnikov, ktori boli zaradeni do skusania pred
pred¢asnym ukonéenim skugania alebo pred
datumom prijatia oznamenia o takomto
predtasnom ukoncéeni, ¢o nastane neskor.

71. Payment for Subjects who do not
complete the Study may be made to Payee on a
pro rata basis. Payment will include only those
Subjects who were enrolled before the premature
termination of the Study or the date that notice is
received of such premature termination,
whichever is later.

g b 5 Ak zmluvna vyskumna organizacia
alebo ZADAVATEL ukonéi skudanie pred
dokon&enim, budu pomerné vydavky a poplatky
vyplatené tak, ako to stanovuje ¢ast 3 pre kazdu
navitevu u¢astnika vykonanu pred predéasnym
uk‘pmh‘,‘enim skusania alebo pred datumom
prijatia oznamenia o takomto pred¢asnom
ukonéeni, o nastane neskor.

72. Should Sponsor terminate the Study
prior to completion, pro-rated expenses and fees
shall be paid as set forth in Section 3 for each
Subject visit performed before the premature
termination of the Study or the date notice is
received of such premature termination,
whichever is later.

7.3. Ak in&tittcii vznikni iné nezrusitelné
naklady v sulade so zmluvou, musi byt zmluvnej

73. If other non-cancelable costs are
incurred by Center, written justification must be

vyskumnej organizacii predlozené pisomné provided to Sponsor for review and approval, and
odévodnenie na preverenie a schvalenie a payment of such costs is subject to Sponsor's
platba za tieto vydavky podlieha suhlasu approval.

zmluvnej vyskumnej organizacie alebo

ZADAVATELA.

7.4. Vzdy, ked prijemca platby ziska 7.4. In any instance where the Payee has

nezaslizené prostriedky, musi tieto prostriedky
vratit zmluvnej vyskumnej organizacii do
&tyridsiatich piatich dni od oznamenia.

been received unearned funds, such funds shall
be returned to Sponsor within forty-five days of
notification.

8. Uéastnici, ktori porusili protokol

8. Protocol Violators

Platba za ucastnikov skugania, ktori porusili
protokol mézZe byt vyplatena do ¢asoveho bodu
porusenia podla uvazenia ZADAVATELA
alalebo zmluvnej vyskumnej organizacie.

Payments for Study Subjects who are deemed to
have been in violation of the Protocol may be paid
up to the point that the violation occurred at the
discretion of Sponsor.

9. Faktury

9, Invoices

Zmluvna vyskumna organizacia poskytne
prijemcovi platby udaje potrebné na urenie
vy$ky odmeny splatnej prijemcovi platby.
Prijemca platieb vystavi fakturu na zaklade
tychto informacii. Originalne a spravne faktiry s
jednotlivymi polozkami zasielajte na nasledujicu
adresu:

ovany sposob
né zaslat e-mailom na adresu:
arexel.com

Uprednostii
Faktury je moZ
PlILPayablesinvoices

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Irsko

¢. skagania PAREXEL: 273383

Vietky faktary musia obsahovat nasledujuce All invoices must contain the following
informécie: information:

(a) &islo protokolu, (a) Protocol Number

(b) Eislo faktury, (b) Invoice Number

(c) déatum faktury, (c) Invoice Date o

(d) miesto, datum a popis poskytnutych (d) Place, Date & Description of
sluZieb, Services Provided

Sponsor through its designee shall provide
Payee with the information necessary to
determine the amount of remuneration due to
Payee. Payee shall issue their invoice based on
this information. Please send original, correct and
itemized invoices to the following address:

Preferred
Invoices may be e-mailed to:
PlILPayablesinvoices@parexel.com

Bayer AG

c/o PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Ireland

PAREXEL Study no.: 273383
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(e) Cislo projektu,

() celkova splatna suma,

(@ pouzity vymenny kurz (ak sa
pouZiva),

(h) meno skusajliceho,

(i) Cislo pracoviska,

() narodné identifikaéné &islo
poskytovatela (NPI) skusajiceho,

(k) meno a adresa prijemcu platby
(podfa tejto zmluvy),

(N adresa uvedena vyssie,

(m) datum poskytnutia,

Faktary a prislugna dokumentacia nemaju pred
odoslanim uhrady obsahovat osobné Udaje
pacienta, ktoré by ho mohli identifikovat' (napr.
meno, datum narodenia, inicialy atd.).

(e) Project Number

(f) Total amount payablﬁ
(9) Exchange rate used (where

applicable)
(h) Investigator Name
(i) Site Number _ '
() Investigator National Provider

Identification (NPI) Number

(k) Payee Name and Address (per
this Agreement)

(1 Address listed above

(m) Date of Supply

Invoices and associated documentation should
be de-identified of patient personal information
(e.9. name, date of birth, initials, etc.) prior to
being submitted for reimbursement.

10. Koneéna platba

10. Final Payment

Bez ohladu na vy$$ie uvedené bude zaveretna

platba uhradena po dokoné&eni nasledujucich
¢innosti:

(a) vSetky povinné navstevy udastnika
boli ukongeng,
(b) ZADAVATEL/zmluvna vyskumna

organizécia prijal/-a v8etky (daje o uéastnikovi
vo vhodnej forme na analyzu.

(c) vietky poZiadavky o objasnenie
udajov boli vyriegené k spokojnosti
ZADAVATELA,

(d) ZADAVATEL potvrdil, ze vietky
potrebné regulagné dokumenty su uplné,

(e) indtiticia vratila véetko potrebné
vybavenie, lieky a iné materialy,

4] zavere&na navsteva skisania bola
ukon&ena.

Prijemca platieb bude mat k dispozicii
Sestdesiat (60) dni od prijatia konegnej platby
podla tejto zmluvy na zistenie nezrovnalosti a

vyrieSenie vietkych platobnych sporov so
zadavatelom.

V&etky faktury za platby za skaganie ako su
uvedené v tejto zmluve musia byt prediozené
zadavatelovi do estdesiatich (60) dni od
zaverenej navitevy sk(sania v intitacii.

Faktary prijaté po tejto lehote nebudy uhradené.

Notwithstanding the foregoing, the final payment

shall be paid upon the completion of the following
activities:

(a) all required Subject visits have been
completed

(b) Sponsor has received all Subject data in
a form suitable for analysis

(c) all data clarification queries have been
resolved to Sponsor's satisfaction

(d) Sponsor has verified that all required
regulatory documentation is complete

(e) Center has returned al| required
equipment, drugs and other material

(f) the Study close-out visit has been
completed

Payee shall have sixty (60) days from the receipt
of the final payment under this Agreement to

identify discrepancies and resolve any payment
disputes with Sponsor.

All invoices for Study payments, as outlined
herein, must be submitted to the Sponsor within
sixty (60) days of the Center's Study close-out

visit. Invoices received after this time will not be
reimbursed.

11. DAN 11. Tax
Véetky poplatky a vydavky v tomto All fees and expenses in this Schedule are

harmonograme st uvedené bez DPH alebo
akejkolvek platnej dane, Véetky platby
liehaju prislusnej zrazkovej dani.

exclusive of VAT or any applicable tax. All

payments are subject to withholding tax as
applicable.
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Detailed Budget — Conditional Fees - Center / Podrobny rozpoéet — Podmienené poplatky- Centrum

Wiz wis Weo  wes wes 0 w1 wsE  wed  weigos

Condiuny) Srosudurs Sy om Budget v L wi Wi w2 wis van e wm
Wood drow-Preprancy Test I w 'n e e
S Sy Yot (L m m m 1 2 m m wm 1Y) 1 12 2 12 2 112 112 i i
Genamic Submudy IF 1w ¥ ] mn
=i 1 1700 170
OCT-A bt 6 v 708 006 706 706 706 mos 7%
Trterpretstion nd Rapert OCT-A-blwteral LI 1 1214 1214 114 121 1214 124
Gemomic WA Sample {opSonal) 1w s 521

sl bt - caies) v 1416 1416 1418 6
Bons Ovomisty fLocal b excaptions canes) ye nrn ur% an e
Uringtyws fLocal - mceptional cies)| L ") 190 197 i st
URCR {Local dad - meeptieeal case]) v . s m 1w
- fLocsl b LI 15.05 1505 1505 1505 15.0% 1505 1505 15.0% 1505 15.05 1505 1505 1508 105 108 1505 1505 1505

€3I A4S 4695 CARSE €46 4RSS CTLT] €465 C46IS €445 CH6IS Casas

r
Cverivand (ol costa) 1 7% €7296  €4812 Q4341 LR
r-mnu-hm €HLIZ €M7 CDLT7 CHT81 CA0LTT €308 €)2111 €13408 €I2N17 €312 €5741 €313 €312 €111 €112 €112 €32112 €I
Total Cont Per Putient () [E-CTH

Site costs — Poplatky centru

Site Costs Qty Budget sv
Study Start-Up Fee/Site Set-Up Fee 1 800,09 800,09
| Pharmacy: Set-Up Fee 1 586,79 586,79
! Document Storage, Archiving Total Cost 1 586,79 586,79
Site Costs Sub Total (CPV) (€) € 1.973,67
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Priloha A 2- Platobny harmonogram a
rozpocet — Platby Hlavnému Skusajicemu

Exhibit A 2-Payment Schedule and Budget
- Payments to Principal Investigator

1. Payee details

Payee Payee Details
Protocol Number 22153
Site Number 52002
Payee Name MUDr. Mariana Durikové
Payee Address Benkova 8
Address Line 2 NAP
Address Line 3 NAP
Province/State/Country Slovak Republic
City Nitra
Postal Code 949 11
Country Slovak Republic

Payee Contact

MUDr. Mariana Durikova

Payee Contact Phone Number

00421 907 503 350

Remittance E-mail Address

durikova.mariana@gmail.com

General Finance contract e-mail address if NAP
different from above

NPI NAP

Tax ID (VAT/GST Reg istration/TIN/SSN) NAP

Bank Account Holder Name Martin Durik

Bank Account Number

SK15 0900 0000 0000 3101 0148

IBAN (International Bank Account Number)

SK15 0900 0000 0000 3101 0148

Bank Name

Slovenska sporitelfia a.s.

Bank Number 0900
Bank Branch Number NAP
Bank Identification Code GIGASKBX
Bank Type NAP

Na zabezpeéenie spravnej platby sa uistite,
e véetky polia vy3sie sa vyplnené.

Ako variabilny symbol bude pouZité gislo
faktary Centra na zaklade odsthlasenych
podkladov doruéenych do Centra.

Platby bud realizované v pefiaznej mene
EURO a vietky bankové poplatky znasa
Zadavatel.

V pripade, 2e dbjde k zmene udajov prijemcu
platby v priebehu klinického skugania, zmluvné
strany suhlasia, Ze nie su potrebné Ziadne
dodatky k tejto zmluve za predpokiadu, ze
prijemca platby poskytne pisomné oznamenie
zmluvnej vyskumnej organizacii s revidovanymi
Udajmi prijemcu platby na nasledujlcu e-
mailovy adresu
InvestigatorF'aymentHeIpDesk@PAREXEL,com.
Zmluvna vyskumné organizacia neprijima
#iadnu zodpovednost za nesprévne udaje
prijemcu platby poskytnuté prijemcom platby
alebo jeho zastupcom.

To ensure proper payment please ensure
that all fields above are completed.

The Centre's invoice number will be used as
a variable symbol based on the agreed
documents delivered to the Centre.

Payments will be made in EURO currency
and all bank charges are borne by the Client.

In the event that payee details are modified
during the course of the study, the parties agree
that no amendments to this Agreement shall be
required, provided that Payee provides written
notification to Sponsor or its designee with
revised payee details to the following e-mail
address
InvestigatorPaymentHelpDesk@PAREXEL .com.
Sponsor accepts no liability for incorrect payee
details provided by the Payee or |its
representative.

2. Néabor

2. Enrolment
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v

Toto skudanie je navrhnuté na vyhodrnot_e!_nl_e
pacientov v stilade s protokolom. Skg%a;um v
mene institucie vynaloZi maximalne usilie na
nabor 7 pacientov do klinického skusania. Ked
bude nébor do tohto klinického skusania
dokonceny, instittcii to bude pisomne
oznamené a nebude dalej zaradovat pacientov,

This study is designed to evaluate Patients 5
accordance with the Protocol. The Investigator on
behalf of the Center will use best efforts o enro|
at least 7 patients in the Study. When enrolment
is complete for the study, the Clenter will ba
notified in writing and will dis-continue enrolling
patients,

3. Poplatky za pacienta

3. Per Patient Fee

Suma splatna Prijemcovi platby za ukon&eného
Utastnika je uvedena v prilozenom Podrobnom
rozpotte — Poplatky za pacienta, Vsetky platby
Sa wykonaju &tvrtrodne elektronickym prevodom,
Pridom budu zalozené na ukonéenych
navitevach, ktoré sy potvrdené a zadané v EDC

(systém pre zaznam elektronickych udajov)
Utastnika.

The amount to be paid to !he Payee per
completed subject is outlined in the attached
Detailed Budget - Per Patient Fees AII
payments will be made on a quarterly basis
electronically and will be based on completed
visits verified and entered in the subject EDC
(electronic data capture system).

4, Podmienené poplatky:

4. Conditional Fees

NEUSPESNY SKRINING: N

euspedné skriningy
budi uhradené do vysky 30

% z celkového

rozpoétom — Poplatky za Pacienta. Platby za
neuspesné skriningy nad 30 % budu na uvazeni
ZADAVATELA. Za neuspesny skrining sa
povaZuje Uéastnik, ktory podpisal formular
informovaného sthlasu a ukongi| skrining, ale
nevyhovel kritériam pPre zaradenie/vylucenie a
nebude randomizovany do udrZiavacej fazy.
Platba prijemcovi platieb bude vykonana po
prijati prislusnej faktury.

NEPLANOVANA NAVSTEVA Neplanovana
navéteva vykonana v ramci klinického skusania,
ktora nesplria bezny standard starostlivosti o
pacienta a harmonogram navstev, bude
uhradena za vykonanu proceddru podra sadzieb
uvedenych v prilozenom Podrobnom rozpoéte —
Podmieneng poplatky. Spracovanie platby sa
zagne po prijati faktlry a prisludnej podpornej
dokumentacie v sulade a so schvélenim
Zadavatela.

SCREENING FAILURE: Screening failures will
be paid up to the amount of 30 % of the overall
number of screened Subjects. The single
screening failure will be remunerated with a flat
fee of the same amount as the screening visit
cost in accordance with the Detailed Budget —
Per Patient Fees. Payments for screening
failures over 30 % will be at SPONSOR'’s
discretion. A screening failure is considered a
Subject who signs the informed consent form and
completes screening  but  fails  under
inclusion/exclusion criteria and will not be
randomized to the maintenance phase. Payment

to Payee will be made upon receipt of the
corresponding invoice.

UNSCHEDULED VISIT.  Unscheduled

performed as part of the Study that are outside of

the normal standard of patient care and visit
schedule will be paid

visit

NAHRADA CESTOVNYCH NAKLADOV
UCASTNIKA: Maximaina suma uvedena v
prilozenom Podrobnom rozpoéte —
Podmienené poplatky za navitevu bude
uhradena ako nahrada cestovnych nakladov
Ucastnika v pripade cestovania Ucastnika do
institicie na navétevy v ramci klinického
skusania, Tato suma sa musi uviest vo formulari
informovaného suhlasu, kedze bude poskytnuta
Ucastnikovi. Nahrada nakladoy bude vyplatena
na zaklade predlozene; faktary a prisluénej
sprievodnej dokumentacie.

SUBJECT TRAVEL REIMBURSEMENT: A
maximum amount as outlined in the attached
Detailed Budget - Conditional Fees per visit
will be paid for Subject travel reimbursement
when the Subject travels to the Center for Study
visits. This amount needs to be reflected in the
informed consent form as it will be provided to the
Subject. The reimbursement will be paid against
the receipt of the invoice and corresponding
Support documentation.

NAHRADA CESTOVNYCH

CAREGIVER TRAVEL REIMBURSEMENT: A

NAKLADOVOPATROVATEL’A: Maximalna

maximum amount as outlined in the attached
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suma uvedena v prilozenom Podrobnom
rozpocte — Podmienené poplatky za navétevu
bude uhradena ako nahrada cestovnych
nakladov opatrovatela v pripade cestovania
utastnika do institucie na navitevy v ramci
klinického skusania. Tato suma sa musf uviest
vo formulari informovaného suhlasu, kedze
bude poskytnuta utastnikovi. Nahrada nakladov
bude vyplatena na zaklade predlozenej faktury a
prislusnej sprievodnej dokumentacie.

Detailed Budget — Conditional Fees per visit
will be paid for Caregiver travel reimbursement
when the Subject travels to the Center for Study
visits. This amount needs to be reflected in the
informed consent form as it will be provided to the
Subject. The reimbursement will be paid against
the receipt of the invoice and corresponding
support documentation.

NAHRADA NAKLADOV NA ANGIOGRAFIU
OPTICKEJ KOHERENTNEJ TOMOGRAFIE
(OCT-A): Maximalna suma uvedena v
prilozenom Podrobnom rozpoéte — Podmienené
poplatky za navstevu bude uhradena za
proceduru OCT-A. OCT-A je volitelna a mdZe sa
vykonat, ak ma pracovisko prislusné vybavenie.
Nahrada nakladov bude vyplatena na zaklade
predlozenej faktury a prislusnej sprievodnej
dokumentacie.

OPTICAL COHERENCE TOMOGRAPHY
ANGIOGRAPHY (OCT-A) REIMBURSEMENT:
A maximum amount as outlined in the attached
Detailed Budget — Conditional Fees per visit
will be paid for OCT-A procedure. OCT-A is
optional and can performed if site has the
relevant equipment. The reimbursement will be
paid against the receipt of the invoice and
corresponding support documentation.

Prijemca platieb predloZi faktury za vykonané
sluzby a vzniknuté vydavky podrfa &asti 5.
V&etky platby budu uhradené do Styridsat pat
(45) dni od datumu prijatia platnej faktury v
sulade s touto zmluvou. Véetky platby budu
uhradené elektronickym prevodom na bankovy
udet uvedeny vyssie.

Payee shall submit invoices for Services
performed and expenses incurred under Section
4, all payments will be made within forty-five (45)
days of receipt from the date of receipt of valid
invoice in accordance with this Agreement. All
payments will be made electronically to the bank
account stated above.

6

6 Pomerné platby:

6. Pro-rata Payments

6.1. Platba za t&astnikov, ktori
nedokontia skuganie, sa moze prijemcovi platby
vyplacat pomerne. Platba bude zahfiat iba tych
Giastnikov, ktori boli zaradeni do skugania pred
predéasnym ukonéenim skusania alebo pred
datumom prijatia oznamenia o takomto
predéasnom ukonéeni, ¢o nastane neskor.

6.1Payment for Subjects who do not
complete the Study may be made to Payee
on a pro rata basis. Payment will include only
those Subjects who were enrolled before the
premature termination of the Study or the
date that notice is received of such premature
termination, whichever is later.

6.2. Ak zmluvna vyskumna organizacia
alebo ZADAVATEL ukonéi skusanie pred
dokoné&enim, budli pomerné vydavky a poplatky
vyplatené tak, ako to stanovuje ¢ast 3 pre kazdl
navétevu G&astnika vykonanu pred pred¢asnym
ukon&enim skasania alebo pred datumom
prijatia ozndmenia o takomto pred¢asnom
ukon&eni, o nastane neskor.

6.2Should Sponsor terminate the Study prior to
completion, pro-rated expenses and fees shall be
paid as set forth in Section 3 for each Subject visit
performed before the premature termination of
the Study or the date notice is received of such
premature termination, whichever is later.

6.3. Ak in&titucii vzniknu iné nezrusitelné
naklady v sulade so zmluvou, musi byt zmluvne;
vyskumnej organizécii predloZené pisomné
odbvodnenie na preverenie a schvalenie a
platba za tieto vydavky podlieha suhlasu
zmluvnej vyskumnej organizacie alebo
ZADAVATELA.,

6.3 If other non-cancelable costs are incurred by
Center, written justification must be provided to
Sponsor for review and approval, and payment of
such costs is subject to Sponsor’s approval.

764, Vzdy, ked prijemca platby ziska
nezaslazené prostriedky, musl tieto prostriedky
vratit zmluynej vyskumnej organizacii do
&tyridsiatich piatich dni od ozndmenia.

6.4 In any instance where the Payee has been
received unearned funds, such funds shall be
returned to Sponsor within forty-five days of
notification.

87. Uc&astnicl, ktori porusili protokol

7 .Protocol Violators
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R 4

[ Platba za GEastnikov skudania, Kiori porusili

protokol mdZe byt vyplatena do &asového bodu
porusenia podla uvazenia ZADAVATELA
a/alebo zmluvnej vyskumnej organizacie.

Payments for Study Subjects who are deemed iy
have been in violation of the Protocol may be pajq
up to the point that the violation occurred at the
discretion of Sponsor.

8 Faktiry

8.Invoices

Zmluvna vyskumna organizacia poskytne
prijemcovi platby udaje potrebné na uréenie
vy$ky odmeny splatnej prijemcovi platby,
Prijemca platieb vystavi fakturu na zaklade
tychto informacii. Originalne a spravne faktiry s

jednotlivymi polozkami zasielajte na nasledujucu
adresu:

Upmdnosthovan)‘r sposob

Faktary je mozne zaslat' e-mailom na adresu:
PliLPayable Invoices arexel.com

PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road, Kilmainham

Dublin 8

Irsko

C. skusania PAREXEL- 273383

Vietky faktiury musia obsahovat' nasledujice
informacie:

(a) Cislo protokoly,

(b) Cislo faktury,

(c) datum faktury,

(d) miesto, datum a POpis poskytnutych
sluzieb,

(e) Cislo projektu,

(f) celkova splatna suma,

(g) PouzZity vymenny kurz (ak sa
pouziva),

(h) meno skusajlceho,

0] Cislo pracoviska,

()] narodné identifikaéné Cislo
poskytovatela (NPI) ski$ajuceho,

(k) meno a adresa prijemcu platby
(podfa tejto zmluvy),

] adresa uvedena vyssie,

(m) datum poskytnutia.

Faktiry a prislusna dokumentacia nemaju pred
odoslanim ahrady obsahovat osobné Udaje
pacienta, ktoré by ho mohli identifikovat (napr.
meno, datum narodenia, inicidly atd.),

Sponsor through its designee shall
Payee with the

provide
information necessary to
determine the amount of remuneration due to
Payee. Payee shall issue their invoice based on
this information. Please send original, correct and
itemized invoices to the following address:

Preferred
Invoices may be e-mailed to:

PIILPaygbleglnvgices@ggrexel.com

Bayer AG

¢/o PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Ireland

PAREXEL Study no.: 273383

All  invoices must

contain
information:

the following

(n)
(0)
(p)
(9)

Protocol Number

Invoice Number

Invoice Date

Place, Date & Description of

Services Provided

(r) Project Number

(s) Total amount payable

(ty Exchange rate used (where
applicable)

(u) Investigator Name

(v) Site Number

(w) Investigator National Provider
Identification (NPI) Number

(x) Payee Name and Address (per

(y)

(2)

this Agreement}
Address listed above
Date of Supply
Invoices and associated documentation should
be de-identified of patient personal information
(e.g. name, date of birth, initials, etc.) prior to
being submitted for reimbursement.

9. Koneéna platba

9. Final Payment

Bez ohladu na vy$Sie uvedené bude zaveretng

platba uhradena po dokon&eni nasledujucich
¢innosti:

(a) véetky povinné navétevy (castnika
boli ukonéené,
(b) ZADAVATELzmluvna vyskumna

organizécia prijal/-a vietky Udaje o Utastnikovi
vo vhodnej forme na analyzu.

Notwithstanding the foregoing, the final payment

shall be paid upon the completion of the following
activities:

(9) all required Subject visits have been
completed

(h) Sponsor has received all Subject data in
a form suitable for analysis
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(c) véetky poziadavky o objasnenie
udajov boli vyriedené k spokojnosti
ZADAVATELA,

(d) ZADAVATEL potvrdil, Ze v3etky
potrebné regulatné dokumenty su uplné,

(e) intitucia vratila vetko potrebné
vybavenie, lieky a iné materialy,

H zaveretna navsteva skusania bola
ukon&ena.

Prijemca platieb bude mat k dispozicii
$estdesiat (60) dni od prijatia kone&nej platby
podra tejto zmluvy na zistenie nezrovnalosti a
vyrieSenie vietkych platobnych sporov so
zadavatelom.

Vsetky faktury za platby za skusanie ako su
uvedené v tejto zmluve musia byt predloZene
zadavatelovi do §estdesiatich (60) dni od
zavere&nej navitevy skusania v institucii.
Faktary prijaté po tejto lehote nebudd uhradené.

(i) all data clarification queries have been
resolved to Sponsor's satisfaction

(i) Sponsor has verified that all required
regulatory documentation is complete

(k) Center has returned all required
equipment, drugs and other material

() the Study close-out visit has been
completed

Payee shall have sixty (60) days from the receipt
of the final payment under this Agreement to
identify discrepancies and resolve any payment
disputes with Sponsor.

Al invoices for Study payments, as outli_ne-_d
herein, must be submitted to the Sponsor within
sixty (60) days of the Center's Study c_:!ose-out
visit. Invoices received after this time will not be
reimbursed.

10. DAN

10. Tax__

Véetky poplatky a vydavky v tomto
harmonograme su uvedené bez DPH alebo
akejkolvek platnej dane. Vetky platby
podliehaju prislusnej zrazkovej dani.

All fees and expenses in this Schedule are
exclusive of VAT or any applicable tax. All
payments are subject to withholding tax as
applicable.
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Detailed Budget — Conditional Fees — Principal Investigator / Podrobny rozpoéet - Podmienené poplatky- Hlavny Skasajici

Comiitional Proceders wie e
Budget ] " we wi1 wis w0
Caregever Reimbursement, Bxperam, Ciraget 5200 52.00
Trawes- Por Vil . ikl 00 LT T 5200 5200 20 5.0
B0 drew-Pregrancy Tes iv M m .
e ciiachon Fragrancy TeE 17 - 1, 1.9 199 19 19 199 199 k
G Sattty 1P 1w AR5 ass
- 1w 1. 08
OCT-4-plmarl v 1728 1726 1726 1726 28
Interpretstion g ReprCOCT -4 -Deteral 6 v 7 . 27 Lo pac
Gemoeas DWel, Saenpie Fapbonal) 1w m m
R RN, P P " - s2.00 52.00 5100 5200 5100 5100 5200 52.00 5200
f. i, ¢
Ovarhaed (o8 costs) 1 7% €653 <12 €667 €378 LI0HE €294 € 47,02 € .54
T €32035 € MWL4T C18156 €280.77 €21108 &£20608 €3113.583 € 10608
Total Cost Par Patiant (€ €4,000.5%
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Priloha A 3- Platobny harmonogram a
rozpocet - Spoluskusajuci

Exhibit A 3-Payment Schedule and B
Sub Investigator

udget-

—

1. Payee details

Payee

|_Protocol Number

Payee Details

22153

Site Number

52002
| Payee Name MUDr. Gabriela Pavlovicova
Payee Address

Mala Kamenna 10,

Address Line 2

Payee Contact Phone Number

NAP
Address Line 3 NAP S
ProvincelStatefCount[g Slovak Republic .
Ci Nitra
Postal Code 949 01
Country Slovak Republic
Payee Contact

MUDr. Gabriela Paviovicova

Remittance E-mail Address

+421 905 819 741

General Finance contract e-mail address if
different from above
NP|

pavlovicovag@centrum. sk
NAP

NAP

Tax ID (VAT/GST RegistrationfTINlSSN)

Bank Account Holder Name

NAP

MUDr. Gabriela Pavlovicova

Bank Account Number

SK83 0200 0000 0026 4624 5559

IBAN (International Bank Account Number)

Bank Name

SK83 0200 0000 0026 4624 5559

Vseobecna uverova banka, a, s, |
Bank Number 0200
Bank Branch Number NAP |
Bank Identification Code SUBASKBX
Bank Type NAP

Na zabezpeéenie spravnej platby sa uistite,
Ze vietky polia vysSie s vyplnensé,

Ako variabilny symbol bude pouzité Eislo
faktiry Centra na zaklade odsuhlasenych
podkladov doruéenych do Centra.

Platby budu realizované v pefiaznej mene

EURO a vietky bankové poplatky znasa
Zadavatef,

V pripade, Ze ddjde k zmene Udajov prijemcu
platby v priebehu klinického skudania, zmluvné
strany suhlasia, Ze nie sy potrebné Ziadne
dodatky k tejto zmluve za predpokladu, ze
prijemca platby poskytne pisomné oznamenie
zmluvnej vyskumnej organizécii s revidovanymi
Gdajmi prijemcu platby na nasledujucu e-
mailovy adresu
lnvestigatorPaymentHelpDesk@PAR_E)(EL.com.
Zmluvné vyskumna organizacia neprijima
Ziadnu zodpovednost za nespravne Udaje
prijemcu platby poskytnuté prijemcom platby
alebo jeho zéastupcom.

To ensure Proper payment please ensure
that all fields above are completed.

The Centre's invoice number will be used as
a variable symbol based on the agreed
documents delivered to the Centre.

Payments will be made in EURO currency
and all bank charges are borne by the Client.

In the event that payee details are modified
during the course of the study, the parties agree
that no amendments to this Agreement shall be
required, provided that Payee provides written
notification to Sponsor or its designee with
revised payee details to the following e-mail
address

InvestigatorPaymentHelpDesk PAREXEL.com.
Sponsor accepts no liability for incorrect payee
details provided by the Payee or its
representative.

2. Nabor

2. Enrolment
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Toto skusanie je navrhnuté na vyhodnotenie
pacientov v sulade s protokolom. Skusajuci v
mene inétitucie vynalozi maximalne usilie na
nabor X pacientov do klinického skusania. Ked
bude nabor do tohto klinického skusania
dokoné&eny, intitucii to bude pisomne
oznamené a nebude dalej zaradovat' pacientov.

This study is designed to evaluate patients in
accordance with the Protocol. The Investigator on
behalf of the Center will use best efforts to enrol
at least X patients in the Study. When enrolment
is complete for the study, the Center will be
notified in writing and will dis-continue enrolling
patients.

3. Poplatky za pacienta

3. Per Patient Fee

Suma splatna prijemcovi platby za ukonéeného
ucastnika je uvedena v prilozenom Podrobnom
rozpotte — Poplatky za pacienta. V&etky platby
sa vykonaju $tvrtroéne elektronickym prevodom,
pritom budu zalozené na ukonéenych
navitevach, ktoré su potvrdené a zadané v EDC
(systém pre zaznam elektronickych udajov)
ucastnika.

The amount to be paid to the Payee per
completed subject is outlined in the attached
Detailed Budget — Per Patient Fees. All
payments will be made on a quarterly basis
electronically and will be based on completed
visits verified and entered in the subject EDC
(electronic data capture system).

4, Podmienené poplatky:

4. Conditional Fees

-

NEUSPESNY SKRINING: Nelspesné skriningy
budu uhradené do vysky 30 % z celkového
po&tu utastnikov, ktori absolvovali skrining. Za
jeden neuspesny skrining bude uhradeny
pausalny poplatok v rovnakej vyske ako naklady
na skriningovu navstevu v sulade s Podrobnym
rozpo&tom — Poplatky za pacienta. Platby za
neuspe&né skriningy nad 30 % budu na uvazeni
ZADAVATELA. Za neuspesny skrining sa
povazuje U&astnik, ktory podpisal formular
informovaného sthlasu a ukongil skrining, ale
nevyhovel kritériam pre zaradenie/vylicenie a
nebude randomizovany do udrziavacej fazy.
Platba prijemcovi platieb bude vykonana po
prijati prislusnej faktury.

SCREENING FAILURE: Screening failures will
be paid up to the amount of 30 % of the overall
number of screened Subjects. The single
screening failure will be remunerated with a flat
fee of the same amount as the screening visit
cost in accordance with the Detailed Budget —
Per Patient Fees. Payments for screening
failures over 30 % will be at SPONSOR's
discretion. A screening failure is considered a
Subject who signs the informed consent form and
completes  screening  but fails  under
inclusion/exclusion criteria and will not be
randomized to the maintenance phase. Payment
to Payee will be made upon receipt of the
corresponding invoice.

NEPLANOVANA NAVSTEVA Neplanovana
navéteva vykonana v ramci klinického skusania,
ktora nespliia bezny tandard starostlivosti o
pacienta a harmonogram navétev, bude
uhradené za vykonanu proceduru podla sadzieb
uvedenych v prilozenom Podrobnom rozpotte —
Podmienené poplatky. Spracovanie platby sa
za&ne po prijati faktury a prislusnej podporne;
dokumentécie v stlade a so schvalenim
Zadavatela.

UNSCHEDULED VISIT: Unscheduled visit
performed as part of the Study that are outside of
the normal standard of patient care and visit
schedule will be paid per procedure done,
according to the rates outlined in the attached
Detailed Budget - Conditional Fees.
Processing of payment will begin upon receipt of
invoice with adequate supporting documentation in
accordance and approval of Sponsor or its
designee.

NAHRADA NAKLADOV NA ANGIOGRAFIU
OPTICKEJ KOHERENTNEJ TOMOGRAFIE
(OCT-A): Maximalna suma uvedena v
prilozenom Podrobnom rozpotte — Podmienené
poplatky za néavétevu bude uhradena za
procediru OCT-A. OCT-A je volitelna a mbze sa
vykonat, ak mé pracovisko prislu§né vybavenie.
Nahrada nakladov bude vyplatené na zéklade
predlozenej faktury a prislugnej sprievodnej
dokumentacie.

OPTICAL COHERENCE TOMOGRAPHY
ANGIOGRAPHY (OCT-A) REIMBURSEMENT:
A maximum amount as outlined in the attached
Detailed Budget — Conditional Fees per visit
will be paid for OCT-A procedure. OCT-A is
optional and can performed if site has the
relevant equipment. The reimbursement will be
paid against the receipt of the invoice and
corresponding support documentation.

Prijemca platieb predloZ faktury za vykonané
sluzby a vzniknuté vydavky podfa Casti 5.
Véetky platby budu uhradené do Styridsat pat
(45) dni od datumu prijatia platnej faktiry v

Payee shall submit invoices for Services
performed and expenses incurred under Section
4, all payments will be made within forty-five (45)
days of receipt from the date of receipt of valid
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] tby budu
sulade s touto zmluvou. Vaetky pla _
uhradené elektronickym prevodom na bankovy

invoice i ith this Agreement_ Ajj
ce in accordance with this
E;fr:'nents will be made electronically to the bank

account stated above.

nedokoncia skidanie, sa mbze prijemcg\_n pla'_tby
vyplacat’ pomerne. Platba bude zahfiiat |pa tych
ugastnikov, ktorf boli zaradeni do sku$ania pred
pred¢asnym ukonéenim skusania alebo pred
datumom prijatia oznamenia o takomto
pred&asnom ukonéeni, ¢o nastane neskor.

utet uvedeny vyssie. 5.Pro-rata Payments
2.1 gr;?;:lr:: gé:ts?;:i.kov ktori 5.1.Payment for Subjects who do not complete

ta
the Study may be made to Payee on a pro ra
basis. ngment will include only those Subjects
who were enrolled before the premature
termination of the Study or the date that notice is
received of such premature termination,
whichever is later.

5.2. Ak zmluvna vyskumna organizacia
alebo ZADAVATEL ukongi skuganie pred
dokonc&enim, budu pomerné vydavky a poplatky
vyplatené tak, ako to stanovuje &ast' 3 pre kazdu
navstevu ugastnika vykonant pred pred¢asnym
ukon¢enim skusania alebo pred datumom
prijatia 0zndmenia o takomto predé¢asnom
ukonéeni, &o nastane neskér.

5.2.Should Sponsor terminate the Study prior to
completion, pro-rated expenses and fees ‘shall_b‘e
paid as set forth in Section 3 for each Sgbjegt visit
performed before the premature termination of
the Study or the date notice is reC_:elved of such
premature termination, whichever is later.

5.3. AK indtitlcii vzniknu iné nezrugitelné
naklady v sulade so zmluvou, musi byt zmluvnej
vyskumnej organizacii predlozené pisomné
odbvodnenie na preverenie a schvalenie a
platba za tieto vydavky podlieha suhlasu
zmluvnej vyskumnej organizacie alebo

| ZADAVATELA.

5.3.If other non-cancelable costs are incurred by
Center, written justification must be provided to
Sponsor for review and approval, and payment of
such costs is subject to Sponsor’s approval.

54. Vzdy, ked prijemca platby ziska
nezasluzené prostriedky, musi tieto prostriedky
vratit' zmluvnej vyskumnej organizacii do
Styridsiatich piatich dni od oznamenia.

5.4. In any instance where the Payee has been
received unearned funds, such funds shall be
returned to Sponsor within forty-five days of
notification.

6. Ucastnici, ktori porusili protokol

6.Protocol Violators

Platba za uéastnikov skusania, ktori porusili
protokol méze byt vyplatena do &asového bodu
porusenia podfa uvazenia ZADAVATELA
a/alebo zmluvnej vyskumnej organizacie.

Payments for Study Subjects who are deemed to
have been in violation of the Protocol may be paid

up to the point that the violation occurred at the
discretion of Sponsor.

7. Faktary

7.Invoices

Zmluvna vyskumna organizacia poskytne
prijemcovi platby udaje potrebné na uréenie
vySky odmeny splatnej prijemcovi platby.
Prijemca platieb vystavi faktiru na zaklade
tychto informécii. Originalne a spravne faktury s
jednotlivymi polozkami zasielajte na nasledujlcu
adresu:

Uprednostiiovany spésob
Faktary je mozZné zaslat e-mailom na adresu:
PIILP. Invoices@parexel.com

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Irsko

C. skusania PAREXEL: 273383

V8etky faktGry musia obsahovat nasledujuce
informécie;

a £islo protokolu,

Sponsor through its designee shall provide
Payee with the information necessary to
determine the amount of remuneration due to
Payee. Payee shall issue their invoice based on
this information. Please send original, correct and
itemized invoices to the following address:

Preferred
Invoices may be e-mailed to:

PIlLPayab!eslnvoices@garexel.com

Bayer AG

c/o PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road, Kilmainham

Dublin 8

Ireland

PAREXEL Study no.: 273383

All invoices must contain the following
information:

(aa) Protocol Number
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Faktury a prislusna dokumentacia nemaju pred
odoslanim uhrady obsahovat osobné udaje
pacienta, ktoré by ho mohli identifikovat' (napr.
meno, datum narodenia, inicialy atd.).

EE; §§t|jn:a:‘at|:’:?- (bb)  Invoice Number
() s dérurr!:'; ‘ ’ (cc)  Invoice Date
sluzieb | a popis poskytnutych (dd)  Place, Date & Description of
© ; s : Serynces Provided
slo projektu, (ee)  Project Number
(f) celkova splatna suma, (ff) Total amount payable
@ pouzity vymenny kurz (ak sa (gg) Exchange rate used (where
pouziva), o applicable)
(h) meno skusajuceho, (hh)  Investigator Name
(V) Eislo pracoviska, (ii) Site Number
0 narodné identifikatné Eislo () Investigator National Provider
poskytovatela (NPI) skusajliceho, Identification (NPI) Number
(k) ~ meno a adresa prijemcu platby (k)  Payee Name and Address (per
(podra tejto zmluvy), this Agreement)
(0 adresa uvedena vyssie, (In) Address listed above
(m) déatum poskytnutia. (mm) Date of Supply

Invoices and associated documentation should
be de-identified of patient personal information
(e.g. name, date of birth, initials, etc.) prior to
being submitted for reimbursement.

8. Koneéna platba

8.Final Payment

Bez ohladu na vy3sie uvedeneé bude zaveretna
platba uhradena po dokonceni nasledujucich
Cinnosti:

(a) véetky povinné navstevy Gcastnika
boli ukoncené,
(b) ZADAVATEL/zmluvna vyskumna

organizéacia prijal/-a vsetky udaje o u¢astnikovi
vo vhodnej forme na analyzu.

(c) véetky poZiadavky o objasnen ie
udajov boli vyrieSené k spokojnosti
ZADAVATELA,

(d) ZADAVATEL potvrdil, Ze vetky
potrebné regulainé dokumenty su uplné,

(e) in&titucia vratila véetko potrebné
vybavenie, lieky a iné materialy,

(f zavereéna naviteva skusania bola

ukon&ena.

Prijemca platieb bude mat k dispozicii
gestdesiat (60) dni od prijatia konetnej platby
podra tejto zmluvy na zistenie nezrovnalosti a
vyriedenie véetkych platobnych sporov so
zadavatefom.

Vietky faktury za platby za skuganie ako su
uvedené v tejto zmluve musia byt predloZzené
zadavatelovi do &estdesiatich (60) dnl od
zéveretnej navitevy skasania v indtitucii.
Faktary prijaté po tejto lehote nebudu uhradené.

Notwithstanding the foregoing, the final payment
shall be paid upon the completion of the following

activities:

(m) all required Subject visits have been
completed

(n) Sponsor has received all Subject data in
a form suitable for analysis

(o) all data clarification queries have been
resolved to Sponsor’s satisfaction

(p) Sponsor has verified that all required
regulatory documentation is complete

(q) Center has returned all required
equipment, drugs and other material

(r) the Study close-out visit has been
completed

Payee shall have sixty (60) days from the receipt
of the final payment under this Agreement to
identify discrepancies and resolve any payment
disputes with Sponsor.

Al invoices for Study payments, as outlined
herein, must be submitted to the Sponsor within
sixty (60) days of the Center's Study close-out
visit. Invoices received after this time will not be
reimbursed.

9 DAN

9.Tax

"Véetky poplatky a vydavky v tomto
harmonograme st uvedené bez DPH alebo
akejkofvek platnej dane. V8etky platby

| podliehaju prisiusnej zrézkovej dani.

Al fees and expenses in this Schedule are
exclusive of VAT or any applicable tax. All
payments are subject to withholding tax as
applicable. ]
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Detailed Budget — Per Patient Fee - Subinvestigator / Podrobny rozpoéet — Poplatky za pacienta- Spoluskusajuci
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Detailed Budget - Conditional Fees- Subinvestigator / Podrobny rozpocet - Podmienené poplatky- Spolus kasajaci

o — oy wss WeO  we4-£0S
[pmre—— - LY L] o w2 wis wao w4 was w2 wis wao waa was wsa2
e i i = .99 199 199
‘wrine colletmion -Pragrancy Te LE - 19 199 199 199 199 199 199 1.9 1.99 199 1.9 199 199 199 8 X s
Garwenic Sulbmmatly 1OF 1w 45E o5 4
RCF 1w T ; 10 .
OCT-4-bhwwsl A v "% 17.26 17.26 17.28 17.26 1726
Irtmrpreaton e ReporcO0T -4 lmerst LB 75 s . 7.8 7.7% 7.7% 775 75
Fopmoeu| 1w e m
Ovariass (o coet) TR COS  €IA1 €T €I667  €ITA8 €106  €1954 €096 €1954 €994 €707 €994 €M €154 €N €N €994 €485
"t €32035 €20147 €19056¢ €10056 €207 €21308 €20608 €213.08 €20608 €30608 C€32.6) €20608 €0608 €0608 €0608 €206.08 20608 €146
“Total Cout Ter Patiant () €4,000.53

273383 22153 Slovakia_52002_InstCSA-PI_Durikova_bilingual_20230904_1.0
page 59/76



Priloha A 4~ Platobny harmonogram a
rozpocet - Nurse

Exhibit A 4-Payment Schedule and Budget
- Zdravotna sestra

L

1. Payee details

Payee Payee Details
Protocol Number 22153

Site Number 52002 ]
Payee Name Zuzana Urbanova
ﬁy@ﬁ\dd ress Babindol 96
Address Line 2 NAP
Address Line 3 NAP
Province/State/Country Slovak Republic
| City Babindol
| Postal Code 95153
Country Slovak Republic

| Payee Contact

Mgr. Zuzana Urbanova

Payee Contact Phone Number

+421915718050
Remittance E-mail Address zuzanahaziova@gmail.com
General Finance contract e-mail address if NAP
different from above
NPI NAP
Tax ID (VAT/GST Regislration.’TlN;’SSN} NAP
Bank Account Holder Name

Zuzana Urbanova

Bank Account Number

SK79 0900 0000 0002 4247 7338

IBAN (International Bank Account Number)

SK79 0900 0000 0002 4247 7338

Bank Name

Slovenska Sporitelna
Bank Number 0900
Bank Branch Number NAP
Bank Identification Code GIBASKBX
Bank Type NAP

['Na zabezpeenie spravnej platby sa uistite,
Ze vSetky polia vyssie si vyplnené,

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

Platby budi realizované v pefiaznej mene

EURO a vsetky bankové poplatky znasa
Zadavatef.

V pripade, Ze déjde k zmene Udajov prijemcu
platby v priebehu klinického skudania, zmluvné
strany suhlasia, Ze nie su potrebné Ziadne
dodatky k tejto zmluve za predpokladu, ze
prijemca platby poskytne pisomné oznamenie
zmiuvnej vyskumnej organizacii s revidovanymi
Udajmi prijemcu platby na nasledujucu e-
mailov( adresu
InvestigatorPaymentHelpDesk @PAREXEL .com.
Zmluvnd vyskumna organizécia neprijima
Ziadnu zodpovednost za nespravne udaje
prijemcu platby poskytnuté prijemcom platby
alebo jeho zastupcom.

To ensure proper Payment please ensure
that all fields above are completed.

The Centre's invoice number will be used as
a variable symbol based on the agreed
documents delivered to the Centre.

Payments will be made in EURO currency
and all bank charges are borne by the Client.

In the event that payee details are modified
during the course of the study, the parties agree
that no amendments to this Agreement shall be
required, provided that Payee provides written
notification to Sponsor or its designee with
revised payee details to the following e-mail
address

InvestigatorPaymentHelpDesk. PAREXEL .com.
Sponsor accepts no liability for incorrect payee

details  provided by the Payee or its
representative.

2 Nabor

2, Enrolment
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Toto skudanie je navrhnuté na whod i
pacientov v sulade s protckolor:%' Skﬂr;'gjzgliev
mene institicie vynaloZi maximaine usilie na
nabor X pacientov do klinického skusania. Ked
bude nabor do tohto Klinického skisania
dokongeny, indtitucii to bude pisomne

This study is designed to evaluate patients in
accordance with the Protocol. The Investigator on
behalf of the Center will use best efforts to enrol
at least X patients in the Study. When enrolment
is complete for the study, the Center will be
notified in writing and will dis-continue enrolling

oznamené a nebude dalej zaradovat pacientov.
3. Poplatky za pacienta

patients.
3. Per Patient Fee

§uma spla.tna prijemcovi platby za ukonéeného
utastnika je uvedena v prilozenom Podrobnom
rozpotte - Poplatky za pacienta. Véetky platby
sa vykonaju Stvrtrocne elektronickym prevodom
pricom budu zalozené na ukonéenych '
navstevach, ktoré su potvrdené a zadané v EDC
('systém pre zaznam elektronickych tdajov)
ucastnika.

The amount to be paid to the Payee per
completed subject is outlined in the attached
Detailed Budget — Per Patient Fees. All
payments will be made on a quarterly basis
electronically and will be based on completed
visits verified and entered in the subject EDC
(electronic data capture system).

4, Podmienené poplatky:

4. Conditional Fees

NEUSPESNY SKRINING: Neuspesné skriningy
budu uhradené do vysky 30 % z celkového
Poétu ugastnikov, ktori absolvovali skrining. Za
jeden neuspes$ny skrining bude uhradeny
paudalny poplatok v rovnakej vy$ke ako naklady
na skriningovu navétevu v sulade s Podrobnym
rozpoétom — Poplatky za pacienta. Platby za
neuspedné skriningy nad 30 % budu na uvazeni
ZADAVATELA. Za neuspesny skrining sa
povazuje utastnik, ktory podpisal formular
informovaného suhlasu a ukonéil skrining, ale
nevyhovel kritériam pre zaradenie/vyligenie a
nebude randomizovany do udrZiavacej fazy.
Platba prijemcovi platieb bude vykonana po
prijati prisludnej faktury.

SCREENING FAILURE: Screening failures will
be paid up to the amount of 30 % of the overall
number of screened Subjects. The single
screening failure will be remunerated with a flat
fee of the same amount as the screening visit
cost in accordance with the Detailed Budget —
Per Patient Fees. Payments for screening
failures over 30 % will be at SPONSOR's
discretion. A screening failure is considered a
Subject who signs the informed consent form and
completes  screening but fails under
inclusion/exclusion criteria and will not be
randomized to the maintenance phase. Payment
to Payee will be made upon receipt of the
corresponding invoice.

NEPLANOVANA NAVSTEVA Neplanovana
navéteva vykonana v ramci klinického skusania,
ktora nesplfia bezny standard starostlivosti o
pacienta a harmonogram navstev, bude
uhradena za vykonanu proceduru podla sadzieb
uvedenych v prilozenom Podrobnom rozpocte —
Podmienené poplatky. Spracovanie platby sa
zaéne po prijati faktury a prislugnej podpornej
dokumentécie v sulade a so schvalenim
Zadavatela.

UNSCHEDULED VISIT. Unscheduled  visit
performed as part of the Study that are outside of
the normal standard of patient care and visit
schedule will be paid per procedure done,
according to the rates outlined in the attached
Detailed Budget - Conditional Fees.
Processing of payment will begin upon receipt of
invoice with adequate supporting documentation in
accordance and approval of Sponsor or its
designee.

NAHRADA NAKLADOV NA ANGIOGRAFIU
OPTICKEJ KOHERENTNEJ TOMOGRAFIE
(OCT-A): Maximalna suma uvedena Vv
prilozenom Podrobnom rozpoéte — Podmienené
poplatky za navétevu bude uhradena za
proceduru OCT-A. OCT-A je volitelna a méze sa

konat, ak méa pracovisko prisluéné vybavenie.
Nahrada nékladov bude vyplatena na zaklade
predloZene;j faktury a prisluénej sprievodne]
dokumentécie.

OPTICAL COHERENCE TOMOGRAPHY
ANGIOGRAPHY (OCT-A) REIMBURSEMENT:
A maximum amount as outlined in the attached
Detailed Budget — Conditional Fees per visit
will be paid for OCT-A procedure. OCT-A s
optional and can performed if site has the
relevant equipment. The reimbursement will be
paid against the receipt of the invoice and
corresponding support documentation.

Prijemca platieb predloZi faktary za vykonane
sluzby a vzniknuté vydavky podra Casti 5.
Vietky platby budu uhradené do 8tyridsat pat
(45) dnf od datumu prijatia platnej faktury v

Payee shall submit invoices for Services
performed and expenses incurred under Section
4, all payments will be made within forty-five (45)
days of receipt from the date of receipt of valid
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v

j invoice in accordance with this Agreement,
e zml_uuqu. Véetk); plat:: E:ﬁ:ow payments will be made electronically to the bank
ulgretndeni erl‘e?k\tfryogr:ir;kym prevedom account stated above.
ucet uvede :
5.
____'_——-—-_‘
5. Pomerné plathy: 5.Pro-rata Payments ;
) 5.1 Payment for Subjects who do not
5.1, Platba za uéastnikoy, ktorf . : y tHe Bugy Moy be mesas
nedokontia skusanie, sa moze prijemcovi platby complete the Study Yy !
g "iba ty Payee on a pro rata basis. Payment will
vyplacat' pomerne. Platba bude zahffat iba tych Pay - Siblects
ucastnikov, ktori boli zaradeni do skugania pred include only those ut hj b
predtasnym ukon&enim skusania alebo pred enro!led' before e N pdet tﬁa?
datumom prijatia oznamenia o takomto terr_mna_tvon of :‘he Study orh e da et
predCasnom ukongeni, &o nastane neskér, notice is reCel_ved of ‘such premature
termination, whichever is Iater.
5.2, Ak zmluvna vyskumna organizécia 5.2 Should Sponso’r terminate the Study
alebo ZADAVATEL ukongi skusanie pred prior to completion, pro-rated expenses
dokonenim, budu pomerné vydavky a poplatky and fees shall be paid as set forth in
vyplatené tak, ako to stanowuje cast 3 pre kazdu Section 3 for each Subject visit
navstevu Udastnika vykonanu pred pred¢asnym performed  before the premature
ukon&enim skusania alebo pred datumom

termination of the Study or the date
Prijatia oznamenia o takomto predéasnom notice is received of such premature
ukonceni, ¢o nastane nesker, termination, whichever is later.

5.3 Ak in&titucii vzniknu iné nezrusitelné | 53 If other non-cancelable costs are

naklady v sulade so Zmluvou, musj byt zmluvnej | incurred by Center, written justification must be
vyskumnej organizacii predlozené pisomné

provided to Sponsor for review and approval, and
odévodnenie na Preverenie a schvalenie a Payment of such costs is subject to Sponsor's
platba za tieto vydavky podlieha sUhlasu approval.
zmluvnej vyskumnej organizacie alebo
ZADAVATELA.
5.4, VZdy, ked prijemca platby ziska 54 In any instance where the Payee has
nezasluzené prostriedky, musi tieto prostriedky | been received unearned funds, such funds shall
vratit zmluvnej vyskumnej organizacii do be returned to Sponsor within forty-five days of

| Styridsiatich piatich dni od oznamenia. notification.

6.

UcCastnici, ktori porusili protokol 6. Protocol Violators

Platba za G&astnikoy skusania, ktori porusili Payments for Study Subjects who are deemed to
protokol méze byt vyplatena do Casového bodu | have been in violation of the Protocol may be paid
porusenia podla uvazenia ZADAVATEI'A up to the point that the violation occurred at the
a/alebo zmluvnej vyskumnej organizacie, discretion of S onsor.

7. Faktary 7. Invoices

Zmluvna vyskumna organizacia poskytne Sponsor through its designee shall provide
Prijemcovi platby udaje potrebné na ur&enie Payee with the information necessary to
vySky odmeny splatnej prijemcovi platby. determine the amount of remuneration due to
Prijemca platieb vystavi faktiru na zaklade

Payee. Payee shall issue their invoice based on
tychto informacir. Origindlne a spravne faktury s

this information. Please send original, correct and
jednotlivymi polozkami Zasielajte na nasledujicu | itemized invoices

adresu:

to the following address:

Uprednostiiovany spdsob
Faktiry je mozné zaslat e-mailom na adresu:
PlILPayables| nvoices@parexel.com

Preferred
Invoices may be e-mailed to:

PIILPagabieslnvoices@garexel.com

PAREXEL International (IRL) Limited

Bayer AG
One Kilmainham Square c/o PAREXEL International (IRL) Limited
Inchicore Road, Kilmainham One Kimainham Square
Dublin 8 Inchicore Road, Kilmainham
Irsko Dublin 8
|C. skusania PAREXEL: 273383 Ireland
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Vetky faktury musia obsahovat nasleduiju
informacie: R

(a) ¢islo protokolu,

(b) ¢islo faktury,

(c) datum faktury,

(s':lju.)u!ieb. miesto, datum a popis poskytnutych
(e) ¢islo projektu,

) celkova splatna suma,

(9) pouzity vymenny kurz (ak sa
pouziva),

(h) meno skusajuceho,

(!) Cislo pracoviska,

()] narodné identifikagné &islo
poskytovatela (NPI) skusajuceho,

(k) meno a adresa prijemcu platby
(podla tejto zmluvy),

)] adresa uvedena vyssie,

(m) datum poskytnutia.

Faktury a prisludna dokumentacia nemaju pred
odoslanim uhrady obsahovat osobné udaje
pacienta, ktoré by ho mohli identifikovat’ (napr.
meno, datum narodenia, inicialy atd.).

PAREXEL Study no.: 273383

Al invoices must contain the following
information:

(nn) Protocol Number
(00) Invoice Number

(pp) Invoice Date
(qq) Place, Date & Description of

Services Provided

(rr) Project Number

(ss) Total amount payable

(tt) Exchange rate used (where
applicable)

(uu) Investigator Name

(w) Site Number ‘

(ww)  Investigator National Provider
|dentification (NP1) Number

(xx) Payee Name and Address (per
this Agreement)

(yy) Address listed above

(zz) Date of Supply

Invoices and associated documentation should
be de-identified of patient personal information
(e.g. name, date of birth, initials, etc.) prior to
being submitted for reimbursement.

8. Kone&né platba

8. Final Payment ]

Bez ohladu na vy$§ie uvedené bude zaverecna
platba uhradena po dokoné&eni nasledujucich

ginnosti:

(a) véetky povinné navstevy uéastnika
boli ukoncené,
(b) ZADAVATEL/zmluvna vyskumna

organizécia prijal/-a vietky Udaje 0 ugastnikovi
vo vhodnej forme na analyzu.
(c) véetky poziadavky o objasnenie
dajov boli vyriesené k spokojnosti
ZADAVATELA,

ZADAVATEL potvrdil, ze vietky
potrebné regulatné dokumenty su Uplné,
(e) in&titacia vratila vetko potrebné
vybavenie, lieky a iné materialy,
f) zavere&né naviteva skudania bola

ukonéena.

Prijemca platieb bude mat k dispozicii
gestdesiat (60) dnl od prijatia koneénej platby
podfa tejto zmluvy na zistenie nezrovnalost| a
vyriesenie vietkych platobnych sporov s0
zadavatelom.

Véetky faktiry za platby za skuganie ako su
uvedené v tejto zmluve musia byt predioZzené
zadavatelovi do $estdesiatich (60) dnl od
zéavereénej navétevy skasania v intitucil,
Faktary prijaté po tejto lehote nebudu uhradené.

Notwithstanding the foregoing, the final payment
shall be paid upon the completion of the following

activities:

(s) all required Subject visits have been
completed

(t) Sponsor has received all Subject data in
a form suitable for analysis

(u) all data clarification queries have been
resolved to Sponsor’s satisfaction

(v) Sponsor has verified that all required
regulatory documentation is complete

(w) Center has returned all required
equipment, drugs and other material

(x) the Study close-out visit has been
completed

Payee shall have sixty (60) days from the receipt
of the final payment under this Agreement to
identify discrepancies and resolve any payment
disputes with Sponsor.

All invoices for Study payments, as outlined
herein, must be submitted to the Sponsor within
sixty (60) days of the Center's Study close-out
visit. Invoices received after this time will not be

reimbursed.
|
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91. DAN

Vaetky poplatky a vydavky v tomto All fees and expenses in this Schedule are
harmonograme su uvedené bez DPH alebo exclusive of VAT or any applicable tax. All
akejkolvek platnej dane. V8etky platby

payments are subject to withholding tax as
podliehaju prisludnej zrazkovej dani. applicable.

9. Tax

273383_22153,5!0\!00',520oz_lthSA-Pl_Durikova_bil|n.ua|_20230904_1.0
page 64/76




f< re% ]

ey

fin 14 ]

9//G9 d3ed

0T vO60EZ0Z 1BNBUIIIG BAONING|d-YSIISUI Z00ZS BIRACIS ESTZT E8EELT

Doily TOWY 2 IOSIY O TCWMY  TOWD OSSR TUED  TOSTD  ECSTR  LESCD  TOSEH TSy TESES TOUN  THUTY  ISUTD  TVUTD  TTSCD @) e Yvs Tmpmasy sy
WL oL e '3 e L oL nee [ Yy we [ 3 ne ~u WG PR ey - BN D) AT
W we wE wE wE 178 ] %4 | we W we T4 3] e 8y B LT ] ae et wue - & L
L 23 e we L 13 i34 we wE WE Wi Wi 1we we WE wE WE we Wi we wE - &l g oS
505 s0% 508 SOS SUS SIS S0% S0 S5 S0°6 S0 S0% 05 505 505 50§ 505 5001 0% » &l OITREOCUNY A T S " SPusn ) SO
SOIveM oM s TEM 2 = o ) oM CY M L T M () v " [ bprg wo &b S
IETE3  STSE®  STSR3  STERD  STERD  STSYD  STSPD  COSED  SUSYD  SUSYd  ¥SUrd  SUSPD  wird  ISTLI  SUSRd  vELRd 1153wy D) ey g smmpasasy
™ iz Iz wu ™1z niz i Wiz Wi j5 Wiz iz Wiz Wz Wi [t wu - 9 DR | AIHUANS 0 ] SRa) AOmS
s " d T BET 66T BET ST [ % ~ ¢ (o) St ag
L] o080 oo R0 ~ g AT SEARRAT O AL
11 s11 st sU1 -~ i S o LR 5 UONRRC
0®©1 (01 BT 19} L 1
61 61 61 S61 6T 1 61 561 61 61 S61 561 561 G861 61 S6°1 61 S61 61 - m TR WSO
ST =4 ST v A =3
3 L 3 L =3 4 3 | 34 SEE % 9t wE %t | 2 96T SUE SE %L L ST Wi am e
1754 1733 1734 1751 a T e
w0t e [ i w7 'z Wz Wiz Wi Wit vz vz YT W wT WIT wE Lk Wt - @ ARG (005, Tod0y (e ot a)
s s s s s s s ¥ES ws S vi's WS s WS WS s 'S s s o A OO
s €5 (3] ws s -~ SRS
o oe v owe o aw ETEC R
05l o5l 0¥l el Wl an i
ut we ux ut ut i e ut e ut we wi 741 ut ut ue ut i we -m [ —
e e wre T e mwe e ez T we e {44 1131 T e e e we we Fa RO U
e &1 2 1 u > P74 1783 174 r7al @& w & @ wun w w wi w - un Ol
1 £ £t 51 £ el £l £ EET £l EL'1 i3]} L1 1a} 184 wi L1 9] {19 wt -~ m RO R (S0 YATE
& i1] (11 31 -t S-DuA BN
151 151 st 151 151 151 15 151 i85 151 151 51 Ll 5 w1l w1 51 wl "t am R RO MGAILA) AT e
L wl - g i
ut ux - 1 ATBH T
"t 11 3 -t O REELASETE]
.. i M L3 | _ Lot wanan pisiga
soavam ™ E TS 2 L] O LM oM WM L) oM "im M - " " s J— o kb

e1jses eujoARIpZ -ejualoed ez Ajjejdod — je30dz0) Kuqoipod | esinp - 84 Juelied Jad - 18Bpng papreieq

i e = e i 1




Detailed Budget - Conditional Fees- Nurse / Podrobny rozpoéet — Podmienené poplatky- Zdravotna sestra

s WD We-50S
oy om Puiget L. LY L. " iz wis wo w4 was w2 s ] wes Wi ws2
— ) [T7) L
o Lo
[P — = . et ™ ™ ) [T (1] L] L] 80 L Ll qm L2 s L 0.80
G Sty 17 il i o
st e e “ 890 L
v o (] e . . = .
i s AP e m 1w e = =
o L £
G DA Sarepte fmpton) a8 €1L9S  C1N8S
- C1M61  €IL77 €188 €1067  €1S15 €129  €1L98 €123 CiiSE €118 CIRS1 €1l €1L8 1198 €118 €1L
v s T ELS € 5248 csoy
L0 €BLOS  €TRM €704 €10AI9 €855 A4S €823 €M € ‘ ‘ ‘ ‘ ‘
Tatsl Cant Pur Patient (€) ¢

273383_22153_Slovakia_5 2002_InstCSA-PI_Durikova_bilingual_20230904 1.0

page 66/76



Appendix B - Invoice template / Priloha B - Sabléna faktary

[INSERT NAME OF PAYEE]
[INSERT ADDRESS)]
[INSERT VAT NUMBER (if any)]

Issued to:
Bayer AG
Rechnungseingangsstelle
D-51368 Leverkusen
Germany
VAT Number: DE123659859
¢lo PAREXEL International (IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8
Ireland

Invoice No:

Date:

Project Number273383 ol S ORADETE WG
Site Number: 52002 ok b clite BaR 26 JNInea R AR ST !
Services in relation to the carrwngoulofacnmcal tnal in the perlod from «,%é:«" o8 ‘"‘*‘3‘.‘” ;

insert date to [insert date]. saiags 1 - T w. ,mmm et LR

Protocol Number:22153 _ ' _ st . B B s



D 4

Exhibit C - Definitions

==

Priloha C - Vymedzenie pojmov

"Affiliate” means in r

elation to either party to this
Agreement, an

Yy company, partnership or other
entity which directly or indirectly controls, is

controlled by, or is under common control with
such party. For purposes of this definition,
“control” means the beneficial ownership of more
than fifty (50) per cent of the issued voting
shares or the legal power to direct or cause the
direction of the general management of the
company, Partnership or other entity in question,
and “controlled” shall be construed accordingly.

.Pridruzena spolo&nost* znamena v savislosti s
niektorou zmluvnou stranou tejto zmluvy
akukolvek spolo&nost, partnerstvo alebo iny
subjekt, ktory priamo alebo nepriamo kontroluje,
je kontrolovany alebo pod spolo&nou kontrolou

s touto stranou. Na Géely tejto definicie vyraz
«kontrolovat* znamena bezprostredné
vlastnictvo viac ako p4tdesiatich (50) percent
vydanych hlasovacich prav alebo pravna moc na
riadenie alebo ovplyvnenie riadenia generalneho
manazmentu spolo&nosti, partnerstva alebo
iného prisluéného subjektu. Slovo .kontrolovany*
sa ma vykladat v sdlade s touto definiciou.

“Applicable Law" means any international,

national, federal, state, provincial,
commonwealth, or local government law,
statute, rule, requirement, code, regulation, or

current good clinical practices guidelines of the
International Confen

ence on Harmonization of
Technical Requirements for Registration of
Pharmaceuticals for Human Use Topic EB6:

Guidelines on Good Clinical Practice, and
applicable version(s) of the World Medical
Association Declaration of Helsinki, and, where
applicable, rules governing good manufacturing
practice and good laboratory practice, and rules
governing the collection and processing of
Personal Data and the collection and storage of

human tissue samples and the performance of
DNA testing.

.Platny zakon" znamena medzinarodny,
narodny, federalny, Statny, regionalny zakon
alebo z&kon konétituzného Statu &i miestnej
vlady, predpis, norma, nariadenie, kddex,
regulacia, alebo vyhlaska, ktora sa vztahuje na
zmluvnu stranu alebo na skusanie, sluzby alebo
na tato zmluvu. Patria sem aj su¢asné smernice
O spravnej klinickej praxi Medzinérodnej
konferencie o harmonizacii technickych
poZiadaviek na registraciu farmaceutickych
vyrobkov ur€enych na humanne pouzitie, téma
EB: Smernice spravnej klinickej praxe a platna
verzia(verzie) Helsinskej deklaracie Svetovej
lekarskej asociacie a ak Platia aj pravidla, ktore
sa vztahuju na spravnu vyrobnu prax a spravnu
laboratérnu prax a pravidla riadiace ziskavanie a
Spracuvanie osobnych Udajov a ziskavanie a

uchovavanie vzoriek Tudského tkaniva a vykon
DNA testovania,

“Completed Subject” means any Subject who
has completed the prescribed course of
treatment for a subject in the Study in
accordance with the Protocol.

~Ukoncéeny G&astnik
ukongil predpisan li
sulade s protokolom

znamena ucastnik, ktory
eCbu Utastnika skusania v

“Confidential Information" refers to any and all
Information belonging to SPONSOR, CRO
and/or their respective Affiliates including, but
not limited to, Information that SPONSOR, CRO
and/or their respective Affiliates consider to be
trade secrets and / or the release of which could
prejudice legal, commercial or other interests of
SPONSOR, CRO and/or their respective
Affiliates and which are (i) provided, disclqged or
submitted to Institution or Investigator or (i)

.Doverné informacie* oznaduiy vetky
informécie, ktoré patria ZAD VATELOVI,
zmluvnej vyskumnej organizacii a/alebo ich
pridruzenym spolo&nostiam, vratane na}mé
informacii, ktoré ZADAVATEL, zmluvna
vyskumna organizacia a/alebo ich priqruzenéf
spolo¢nosti pokladaju za obchodné tajomst\fell.
a/alebo ktorych uvolnenie by mohlo poskodit
pravne, obchodné alebo iné zaulmy_ -
ZADAVATELA, zmluvnej vyskumnej organizécie
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which are otherwise obtained by Instituti
Y sl y Institution and

a_!alebo ich pridruzenych spoloénosti, a ktoré su
_(!) poskytované, zverejnené alebo predkladané

in&titcicii alebo skugajucemu, alebo (ii) ktoré s

inak ziskané inétituciou a skusajucim.

__________-—————J

"Data Security Breach” means: (a) the loss or
misuse (by any means) of Personal Data; (b) the
madvertt_a-nl, unauthorized, and/or unlawff:l
Procesglng, disclosure, access, alteration,
corruption, transfer, or sale or rental, destruction,
or use of Personal Data; or (c) any other act or
omission that compromises the security,
confidentiality, or integrity of Personal Data.

_Porusenie v oblasti bezpeénosti udajov’
znamené: (a) stratu alebo zneuzivanie
(akymkolvek spbsobom) osobnych udajov, (b)
neumyselne, neopravnené a/alebo nezak?nné
spracuvanie, zverejnenie, spristupner]ie. upravu,
skreslenie, prenos, predaj, zapozitanie,
likvidaciu alebo pouZivanie osobnych udajov,
alebo (c) iny ukon alebo opomenutie, k}oré by
naruéilo bezpecnost, dévernost alebo integritu

osobnych udajov.

namoveé formulare

“aCRFs/CRFs” (Electronic Case Report Forms
or Case Report Forms) are paper or electronic
questionnaires specifically used by Institution
and Investigator pursuant to the Protocol for

Subject data reporting.

,eCRF/CRF* elektronické zaz .
yéastnika klinického skugania (Electronic Case

Report Forms alebo Case Report Forms) f.;a
tlaéené alebo elektronické dotazniky, ktoreé sa
vyuzivaju $pecificky inétituciou a skusajucim
podfa protokolu na hlasenie udajov ©
ucastnikovi.

“Fully Cooperate” means to assist in completing

racovat* znamena pomahat pri

.Plne spolup
kého ciela alebo uéelu.

dosiahnuti $pecific

a specified end or purpose-

“Information” refers to any and all oral, written
(including all other tangible forms) and other
ial and assets of any nature,

information, mater
whether or not protected by Intellectual Property
Rights or any applications for such rights, such

as, but not limited to, data, data information,
data and Reports on the Study and the Study
Drug, (e)CRFs (whether completed or not), final
Reports, all other clinical data, manufacturing
data, the Protocol, the Investigator Brochure,
laboratory records, information contained in
submissions to regulatory authorities,
unpublished data and Reports, any and all other
Study documentation, technical information,
findings, samples, interim results and results,
Intellectual Property Rights and any other
information and assets potentially subject to any
kind of intellectual property rights, whether
protectable or not, and any existing or future
rights therein; Subjects’ medical files and
documents facilitating identification of the Study

Subjects.

LInformacie” sa vztahuju na véetky ustne,
pisomné (vratane véetkych hmotnych foriem) a
iné informacie, véetky materialy a aktiva v
akejkolvek forme, & uz chranené pravami
dugevného viastnictva alebo inou aplikaciou
tychto prav alebo nie, a to napriklad a bez
obmedzenia udaje, informacie o datach, udaje a
spravy o skusani a skusanom lieku, formulare
(e)CRF (vyplnené alebo prazdne), kone<ne
spravy, véetky dalSie klinické udaje, vyrobne
udaje, protokol, broZura pre skusajuceho,
laboratérne zaznamy, informacie uvedené v
siadostiach pre regulagné organy, nevydane
udaje a spravy, akakolvek ina dokumentacia
sku&ania, technické informacie, nalezy, vzorky,
predbeZné vysledky a vysledky skusania, prava
dusevného vlastnictva a vietky ostatné
informacie a aktiva, ktoré potenciaine podliehaju
pravam dusevneho vlastnictva, ¢i uz
ochranitelné alebo nie, dalej vsetky existujuce
alebo buduce prava, zdravotneé spisy ucastnikov
a dokumenty, ktoré umoziuju identifikaciu
uéastnikov skusania.
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“Intellectual Property Rights" refers to existing
and / or future patents, patent applications, trade
marks, trade names, service marks, domain
names, copyrights, moral rights, rights in and to
databases (including rights to prevent the
extraction or reutilization/reutilisation of
Information from a database), design rights,
topography rights, know-how, trade secrets and
all rights or forms of protection of a similar
nature or having equivalent or the similar effect
to any of them which may subsist anywhere in
the world, whether or not any of them are
registered and including applications for
registration of any of them; furthermore rights of
use, rights of exploitation, rights of utilization and
licenses, whether royalty-free or otherwise.

«Prava dusevného vlastnictva“ sa vztahuji na
existujuce a/alebo budlce patenty, Ziadosti o
patenty, obchodné znatky, obchodné nazvy,
sluzobné znatky, nazvy domén, autorské prava,
moralne prava, prava v a do databaz (vratane
prav na prevenciu pred vg?t’ahgm alebo
opatovnym pouZitim informacii z databaz),
dizajnové préva, topografické préva, know-how,
obchodné tajomstva a vaetky prava alebo
ochranné opatrenia podobného razu alebo

s podobnym alebo rovnakym Gé&inkom na vietky
prava, ktoré mbzu pretrvavat kdekolvek na
svete, &i uz su registrované alebo nie, vratane
Ziadosti na ich registraciu, dalej prava na
pouZitie, prava na pouZivanie, prava na
vyuZivanie a licencie, & uz bezplatné alebo iné.

“Investigational Product” refers to SPONSOR's
investigational product(s) including the Study
Drug and / or investigational device and to
placebo, comparator drug / device or any other
control material as defined in the Protocol.

+Skusany produkt oznacuje skudany/-é
produkt/-y ZADAVATELA vratane skianého
lieku a/alebo skusanej pomécky, placeba,

referen&ného lieku/pomécky alebo iného
kontrolného materi

alu, ktory je definovany v
protokole.

“Investigator” is the individual named

in item (3)
in the introduction to this Agreement, and is the
Person responsible for the conduct of the Study
at Institution. If a Study is conducted by a team
of individuals at an

Institution, Investigator is the
responsible leader of the team and may be

called the principal investigator.

~Skusajuci je fyzicka oso
polozke (3) v tvode tejto zmluvy a osoba
zodpovedna za vykon skisania v institucii. Ak
skasanie vykonava tim 0s0b v intitucii,
skusajuci je zodpovedna ved(ca osoba timu a
mdZe sa oznatovat ako zodpovedny skusajuci.

ba menovana v

e e .

“Investigator Request Form” (IRF) shall mean
the form containing the information that
PAREXEL Finance Department requires from
the payee prior to being able to process
payments for said payee.

~Formular ziadosti skusajliceho” (Investigator
Request Form, IRF) oznaguje formular, ktory
obsahuje informacie, ktore finan¢né oddelenie
spoloénosti PAREXEL potrebuje od prijemey
platby pred spracovanim platby pre daného
prijemcu.

“Liability Insurance” is insurance that provides
Coverage against liabilities for claims made by
an entity or individual as a result of faul,
negligence, malpractice or any other o
inappropriate action committed by Ine_;mutlc_m.
Investigator and/or Study Personnel in their
provision of professional services for the Study.

.Poistenie zodpovednosti* je poistenie, ktoré
poskytuje krytie zodpovednosti za naroky
subjektu alebo fyzickej osoby vzniknuté ako
vysledok pochybenia, zanedbania, nedbalosti,
alebo inej nevhodnej Zinnosti vykonangj
indtituciou, skasajucim a/alebo skusajucim

personalom pri ich vykone odbornych sluzieb v
ramci skusania,

“Personal Data” means any information relating
to an identified or identifiable natural person; an

.Osobné udaje* oznaduju informacie, ktoré sa
vztahuju na identifikovan( alebo
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miable i

person is one who can be identi
directly or indirectly, in particular bybfelfgfgggz?'
an identification number or to one or more °
factors specific to his physical, physiological
mental, economic, cultural or social idenlity,‘

|dennf|i_<ovatefna fyzicku osobu. Identifikovatelna
osopa je osoba, ktoru je mozné priamo alebo
nepriamo identifikovat, a to najmé4 pomocou
odkazu na identifika&né &islo alebo na jeden
alebo viac faktorov, ktoré su Specifické pre
fyzicku, fyziologicku, mentalnu, ekonomickd,
kulturnu alebo spologensku identitu.

'Proce_ss“ means any operation or set of
operations which is performed upon Personal
Data, whether or not by automatic means, such
as collection, recording, organization, storage,
adapte_ltion or alteration, retrieval, consultation,
use, disclosure by transmission, dissemination
or otherwise making available, alignment or
combination, blocking, erasure or destruction.

iu alebo niekolko

_Spractvanie” znamena operac )
ch udajoch, ¢i UZ

operacii vykonanjrch na osobny .
automatickymi alebo inymi prostriedkami, ako je
napriklad siskavanie, zaznam, organizacia,
uchovavanie, prepracovanie alebo upravy.
ziskanie, konzultacia, pouzivanie, zverejnenie
prenosom, roz&irovanie alebo iné sprfs!up_nenle,
usporiadanie alebo kombinacia, blokovanie,

vymaz alebo likvidacia.

“Reports” means any reports that are required
by the applicable regulatory committee to close

out the Study.

o any facilities and

“Resources” refers t
tilized for the conduct of the

equipment that are u
Study.

Spravy" znamenaju véetky spravy, {(toré
prislusna regulatna komisia pozaduje Na@

ukonéenie skusania.

aduju celé zariadenia a vybavenie,

Zdroje" ozn
zivaju na vykon skusania.

ktoré sa pou

s the services to be provided by
e Investigator and/or the Study
rms of this Agreement.

“Services” mean
the Institution, th
Personnel under the te

,Sluzby" znamenaiju sluzby, ktoreé sa budu
poskytovat in&tituciou, skusajucim a/alebo
skusajucim personalom podla podmienock tejto

zmluvy.

“Study” means the scientific research as defined

Skusanie” znamena vedecky vyskum
definovany v protokole.

in the Protocol.

“Study Instructions” means any written
document, other than the Protocol, issued by
SPONSOR or CRO that specifically relates to
and references the Study and which provides
additional information and/or instructions on how
the Institution and Investigator shall conduct the
Study. Study Instructions may be transmitted
from SPONSOR or CRO to Institution and/or
Investigator by personal delivery, fax, e-mail,
registered post, certified post o courier.

_Pokyny pre skusanie” oznaéuju vetky pisomné
dokumenty, okrem protokolu, vydane
ZADAVATELOM alebo zmluvnou vyskumnou
organizaciou, ktoré sa $pecificky viazu alebo
odkazuju na skusanie a ktore poskytuju
dodatoéné informéacie a/alebo pokyny o tom, ako
ma inétiticia a skusajuci vykonavat skusanie.
Pokyny pre skusanie médzu byt prenasané od
ZADAVATELA alebo zmluvnej vyskumnej
organizacie na instituciu a/alebo skusajiceho
osobnym dodanim, faxom, e-mailovou spravou,
registrovanou alebo doporu¢enou postou alebo

kuriérom.
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"Study Personnel” means any employees of
Institution or Investigator, and/or contractors
engaged by Institution or Investiggtor, v\.:ho are
involved in performing the Study, including Sub-
Investigator(s), Study coordinator(s), and any
other contractors, agents and employees of

Institution or Investigator who assist Institution
and Investigator with the Study.

,Skugajlci personal* znamena véetk?ch
zamestnancov institicie alebo skusajacenq
alalebo dodavatelov zapojenych institucioy
alebo sku3ajucim do vykonu ngL:Jé’.ania, Vratane
spoluskusajiceho (spoluskuéajucmh_), »
koordinatora (koordinatorov) skugania a inych
dodéavatelov, zastupcov a zamestnancov
indtitucie alebo skusajticeho, ktori pomahajy
indtiticii a skusajucemu so skiganim.

—_—

“Study Results” refer

s to any and all Information
and any other materia| and results directly or
indirectly arising from or in connection with the
Study, regardless of whether the Study was
aimed at yielding the relevant Study Results or
whether they are ancillary in connection with the
Study.

——— ]

“Sub-lnvestigator" is any individual member of
the Study team designated ang Supervised by
the Investigator at Institution to perform critical
trial-related Procedures and/or to make
important trial-related decisions (e.g.,
associates, residents, research fellows),

——

—_—

“Subject” is a person participating in the Study

and identified in the signed

: Sa zutastiuje na
informed consent skusani a podpisala formular informovaného
form. sthlasu,
Exhibit D

Vysledky klinického skugania®
informéacie a iné materialy a vy
priamo alebo nepriamo vznikn
spojeni so skd$anim,

oznaluju vietky
sledky, ktoré
uzalebov

bez ohfadu na to, &i bolo
skusanie nastavené na prinos relevantnych

vysledkov klinického skasania alebo st jba
PomMocné v spojené so skdsanim,

»Spoluskugajuci je individudlny ¢len
skusajuceho personalu, ktorého menuje
skusajici a ktory Pracuje pod dohladom
skusajuceho v indtitdcii na vykone ddlezitych
Proceddr suvisiacich so skusanim a/alebo na
Prijati délezitych rozhodnuti spojenych so
skusanim (st to napr, asistentj, rezidenti,
vyskumni pracovnici).

,U&astnik* je osoba, ktora

Priloha D
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Agreement between Bayer AG, herei

“ r , her
Sponsor’, and Fakultna nemocnic; mﬁer
hereinafter “Institution” on e

gnglukvsi medzi Baygr AG, dalej len ,zadavatel”
akultnd nemocnica Nitra, dalej len ,inétitacia®

Joint Controllership of the i i
L Ol Parties regarding

Spoloér:né prevadzkovanie tdajov zo skasania
zmluvnymi stranami

As used in this Exhibit D, data pri

] privacy relat
terms shall have the meaning as defisr,'ned ?ne:rt
4 General Data Protection Regulation EU |
2016/679 (GDPR).

ochrany osobnych GdajoV, tak
tejto Prilohe D, maju vyznam
u 4 VVeobecného nariadenia
(GDPR).

Pojmy tykajlce sa
ako sa pouzivaju v
definovany v Clank
o ochrane tdajov EU 2016/679

In the context of the Study, Sponsor and the
Institution jointly determine the purposes and
means of processing Study Data; they are
therefore joint controllers in the meaning of
Article 26 GDPR.

&anim zadavatef a inétitucia
ly a prostriedky spracivania
teda su spolocnymi
zmysle Clanku 26

V suvislosti so sku
spolotne urcia uce
udajov zo skusania,
prevédzkovatel’mi v
nariadenia GDPR.

This Exhibit D sets forth the agreement between
the Sponsor and the Institution regarding their
respective data privacy related responsibilities in
addition to responsibilities specified in the
clinical study agreement en
the benefit of Sponsor and Institution,
" |n case of conflicts between

the “Agreement”.
the terms of this Exhibit D and the Agreement,

this Exhibit D prevails.

L

The Parties hereby agree as follows:

sed in this Exhibit D shall

*Study Data” as U
mean personal data of study subjects collected
or generated in connection with the conduct of

the Study.

t the processing of
cts carried out by the
f medical treatment
he subject of the joint
sibility of the

For the avoidance of doub
personal data of trial subje
Institution for the purpose o
outside of the Study is not t
processing and is the sole respon

Institution.

ply with applicable data

Each Party shall com
ns and rules issued by

privacy laws, regulatio
competent authorities.

tered into by CRO for
hereinafter

e stanovena zmluva medzi

zadavatelom a in&tituciou s ohladom na ich
uce sa ochrany

prislusné povinnosti tykaj ‘
osobnych udajov, ako aj zodpovednosti UV
v zmluve o klinickom skugani, ktord uzavrela
zmluvna vyskumna organizacia v prospech

zadavatela a indtitucie, dalej len zmluva“. V
pripade rozporov medzi podmienkami t
Prilohy D a zmluvy plati tato Priloha D.

V tejto Prilohe D j

Zmluvné strany sa dohodli na nasledovnorm:
_Udaje zo skusania” pouzité v tejto Prilohe D
oznaéuju osobné udaje ucastnikov skusania
ziskané alebo vytvoreneé v suvislosti s
vykonavanim skusania.

Aby sa predislo pochybnostiam, spractvanie
osobnych udajov uéastnikov skusania, ktoré
vykonava ingtitucia na ucely zdravotneho
odetrenia mimo skusania, nie je predmetom
spoloéného spracuvania a je vyhradnou
zodpovednostou ingtitucie.

Kazda zmluvna strana musi dodrziavat platné
pravne predpisy, nariadenia a pravidla o
ochrane osobnych udajov vydané prislusnymi
organmi.

Obligations of the Sponsor.

Zavazky zadavatela:

|

. Processing of pseudonymized Study
Data for purposes related to the Study.

. Spracuvanie pseudOnymizovanych
udajov zo skusani na G&ely suvisiace SO
skusanim.

p—

. Provision of Study information as
required by Art. 13, 14 GDPR and an informed
consent form to be handed out to trial subjects
by the Institution,

anie udajov z0 skusania
oziadaviek ¢l. 13, 14 nariadenia GDPR a

ra informovaného suhlasu, ktory ma
&astnikom skusania.

. Poskytov
podfa p

formula
in&titacia poskytnut u

. Provision of access to a database
for recording the Study Data as necessary for

Poskytnutie pristupu do databazy na

L]
udajov zo skusania podla

zaznamenavanie
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' ized fo
fhe Bl * pseudonymlz plementation of

i uirements. Impleme s .
\:ggrs;ﬁ;treegech nical and orgamzational gecurity

measures.

. Co-operation with the Institution to
answer data protection reque;ts from trial
subjects. In case @ potential trial suble'ct l
addressed a request to the Sponsor directly,
Sponsor shall ask the requestor to addrgss’the
request to the Institution as only the Institution
can verify the identity of the requestor.

/;udonymizovanej

kusanie V P : i s
form: 5 gtr}?asc’ie s poziadavkam! spravnej Klinicke;

praxe. 7avedenie vhodnych technickych a

potre

organizaén;‘(ch bBZpeCnostnS(ch opatreni.

suginnost s intituciou pri-
ni na ziadosti y&astnikov I;Ilr!lcli:ého
\xania tykajucich sa ochrany osobnych
Etl;?c?: |E\1/ grip]ade, ze potencnéglny ucastnik |
skl]éaﬁia adresoval siadost pr:amg’zadé\'faterow,
zadavatel poziada ziadatela, aby zu’a'dqst ,
adresoval in&titdcii, pretoze iba intitucia moze

overit totoznost siadatela.

odpoveda

—

. Implementation of appropriate
technical and organizational security measures
for IT systems used to process pseudonymized
Study Data.

. Zavedenie vhodnych technigkych a
organizaénych bezpeénostn?ch opatrem pre IT

systemy pouzivané na ’spr.acﬂvame' '
pieudonymizovanfrch udajov 20 skusania.

Obligations of the Institution

Zavazky indtitucie

. Processing of identifying Study Data
for purposes related to the study.

. Spracuvanie identifikaénych Qdajov
20 skugania na Ugely savisiace SO skusanim.

. Provision of data privacy information
as required by Art. 13, 14 GDPR to the trial
subjects and obtaining the informed consent
from trial subjects. Archiving of the informed
consents in accordance with legal requirements.

B Poskytovanie informéacii 0 ochrane
osobnych udajov podfa poziadaviek ¢l. 13, 14
nariadenia GDPR U¢&astnikom klinického
skugania a ziskanie informovaného suhlasu od
aéastnikov klinického skusania. Archivacia
informovanych sthlasov v sulade s pravnymi
poziadavkami.

. Collection of Study Data from trial
subjects in accordance with the Protocol.

. Ziskavanie udajov skusania od
U&astnikov skudania v sulade s protokolom.

. Pseudonymization of Study Data in
accordance with Study specifications. The
Institution ensures that only pseudonymized
Study Data from trial subjects is provided to
Sponsor in all communication with Sponsor or its
representatives. An exception to this is
information necessary for the implementation of
study monitoring in accordance with GCP.
Institution shall retain the information linking the
key-codes (pseudonyms) to the identifiable
information only for the period legally required

. Pseudonymizéacia udajov zo
skusania v sulade so $pecifikaciami skusania.
Inétitucia zabezpedi, aby zadavatelovi boli v
ramci celej komunikacie so zadavatelom alebo
jeho zastupcami poskytnuté iba
pseudonymizované Udaje zo skusania od
ucastnikov skusania. Vynimkou su Udaje
potrebné na zavedenie monitorovania skusania
v sulade so spravnou klinickou praxou. Institucia
bude uchovavat udaje spajajuce klu¢oveé kody
(pseudonymy) s identifikovatefnymi udajmi iba

Study Data in the study database.

and delete those thereafter. na &as, ktory je povinny podfa zakona, a potom
ich vymaze.
. Correct entry of pseudonymized . Spravne zadanie

pseudonymizovanych udajov zo skusania do
databazy skusania.

. Designation of a point of contact for
trial subjects for Study-related data protection
requests. Timely processing of respective
inquiries, e.g. regarding exercising the rights of
data subjects or regarding information on this
data protection contract in accordance with Art.
26 (2) GDPR. Insofar as the processing of the

. Ur&enie kontaktného miesta pre
uéastnikov skusania v pripade Ziadosti 0
ochranu udajov stvisiacich so skusanim.
Véasné spracuvanie prislusnych otazok, napr.
tykajucich sa vykonu prav dotknutych oséb
alebo informacii o tejto zmluve o ochrane udajov
v sulade s &l. 26 (2) GDPR. Pokial si
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’ request requires the ¢g
s operati
Institution forwards the rgqazgf?ooéthe Sponsor
pon '

promptly, preservin sor
Study Data. g the pseudonymization of

L
technical an;”;?;’gznttgticm of appropriate
ational securit
Y measures

for IT systems us i
forlT ed to process identifying Study

———

P
ngaéi};\:arnre_aa@sﬁ vyZaduje spolupracu
ol ela, institicia bezodkladne postipi
ost zadévaiel’ovi, pricom zachova
pseudonymizaciu tidajov zo ski&ania.

. Zavedenie vhodny icky

) ) ych technickych a
organizaénych bezpeé&nostnych opatreni pre IT
_systé_r_ny pouZivané na spraclvanie
identifikacnych udajov zo skusania.

. Retention of
0 : study related r
mait:tz iI:gaflh.r required period. Instilutione(s:‘rz':;clfls
o Information regarding the location

e study records are retained to ensure

that the are pr N
requesty promptly available upon authorized

. Uchovévanie zdznamov suvisiacich
s0 skuganim na zakonom povinné obdobie.
Intitucia bude uchovavat udaje tykajuce sa
miesta, kde sa uchovavaju zaznamy ZO
skusania, aby sa zabezpegilo, Ze budu okamzZite
dostupné na zéklade schvalenej Ziadosti.

. Any subcontractin
o ubc g or transfer of
m:illcgj;auc:tqs of Institution under this Exhibit D to
parties requires the prior wri
et oo p ritten consent of

. Pri akychkolvek subdodavkach
alebo prevodoch povinnosti indtitucie podra tejto
Prilohy D na tretie strany je potrebny

predchadzajuci pisomny suhlas zadavatela.

EE—

Should one Party become aware of a breach of
the protection of Study Data, this Party shall
notify the other Party without undue delay. In
such a case, the Parties will work together to
remedy the breach of the protection of personal
data, to fulfill legal reporting obligations and to
eliminate possible damage.

Ak sa jedna zmluvna strana dozvie o poruseni
to zmluvna strana

ochrany udajov zo skusania, ta

to bez zbyto&ného odkladu oznami druhej
zmluvnej strane. V takom pripade budu zmluvné
strany spolupracovat na naprave porusenia

ochrany osobnych udajov, na plneni zakonnych
oznamovacich povinnosti a na eliminacii moZnej

§kody.

The Parties agree to provide reasonable
assistance as is necessary to each other to
enable them to comply with data subject
requests or complaints or requests from

Zmluvné strany sa dohodli, Ze si poskytnu
primerant suginnost potrebnu na to, aby mohli
splnit' poZiadavky dotknutych osdb, ich staznosti
alebo poziadavky od prislunych organov.

competent authorities.

The Parties shall document their activities
regarding processing of Study Data according to
Art. 30 GDPR in own responsibility.

Zmluvné strany zdokumentuju svoje ginnosti
tykajlce sa spractvania udajov zo skusania
podra ¢l. 30 nariadenia GDPR na vlastnu
zodpovednost.

—Each Party shall assess whether for its own
scope of processing Study Data a data
protection impact assessment according to Art.

Kazda zmluvna strana posudi, ¢i sa pre svoj
vlastny rozsah spracuvania udajov zo skusania
vyzaduje posudenie vplyvu na ochranu Udajov
podla ¢l. 35 nariadenia GDPR.

35 GDPR is required.

parties shall only transfer Stuc_iy Data to each
other in encrypted format or via secure
communication channels.

Zmluvné strany budu prenasat udaje zo
skugania medzi sebou iba v $ifrovanom formate
alebo prostrednictvom zabezpeéenych

komunikaénych kanalov.

The liability of the Parties is based on Art. 82
GDPR.

Zodpovednost zmluvnych stran vychadza z
&lanku 82 nariadenia GDPR.

273383_22153__Slovakla_52002_InstCSA-PI_DurIkova__biI|ngual_20230904_1.0
page 75/76



(1) Bayer AG, represented by PAREXEL
International (IRL) Limited /
Bayer AGyv zastupeni spolotnosti
PAREXEL International (IRL) Limited:

(Signature of Aut
(Podpis opravneného funkcionéara)

PhDs:.‘;.fnka Nagy
Conch Repubke and Sovalia 72.9 wes

(Typed or Printed Name) / Date / Datum
{(Meno tlatenym alebo paliCkovym
pismom)

(2) Fakultna nemocnica Nitra:

h-lo. {ogs

Typed or Printed Name) / _ Date / Datum
(Meno tlagenym alebo paliékovym
pismom)
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