ZMLUVA O KLINICKOM SKUSANI

Uzatvorena dilom zverejnenim v registri zmluv
podla § 269 ods. 2 a nasl. zakona ¢. 513/1991
Zb. Obchodny zakonnik v platnom zneni (dalej
len ,obchodny zakonnik") (dalej len ,Zmluva®)

Medzi

spolo&nostou Medpace Clinical Research, LLC
s hlavnym sidlom a miestom podnikania na
5375 Medpace Way, Cincinnati, Ohio 45227
(dalej len ,Medpace”)

zastupovanou: MUDr. Petr Posludny, manazer
pre klinické skusanie (dalej len ,Medpace”)

A

Fakultna nemocnica Nitra

sidlo: Spitalska ¢. 6, 950 01 Nitra

1€0.: 17336007

DIC: SK2021205197

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

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

IBAN: SK 49 8180 0000 0070 0028 0649

(dalej len ,Centrum®)
A
MUDr. Michal Koréek, PhD.  18.11.1976,

Platanova 5,949 01, Nitra, Slovenska republika
(dalej len ,Hlavny skasajaci‘)

(Centrum a Hlavny ski$ajlci spolu dalej len
Zmluvni partneri‘, Zadavatel s Centrom a
Hiavnym skusajacim spolu dalej len ,Zmluvné
strany”)

VZHI'ADOM K TOMU, ZE WOCKHARDT BIO
AG, spolotnost zaloZena vo Svajiarsku, so
sidlom na adrese Grafenauwer 6, 6300 Zug,
Svajéiarsko (, Zadéavater”) financuje klinické
sk(Zanie kombinacie cefepim-zidebaktam
(FEP-ZID), oznatovanej tiez WCK 6222
(dalej len ,Skasany llek’) s néazvom
Randomizované, dvojito zaslepené,
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CLINICAL TRIAL AGREEMENT

Concluded upon its disclosure in the Contracts
Registry; 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

Medpace Clinical Research, LLC, with its
principal office and place of business at 5375
Medpace Way, Cincinnati, Ohio 45227
("Medpace”),

Represented by: Petr Poslusny, M.D., Clinical
Trial Manager (hereinafter referred to as the
“Medpace”)

AND

Fakultna nemocnica Nitra

registered seat at: Spitalska ¢. 6, 950 01 Nitra
ID No.: 17336007

VAT No.: SK2021205197

Established by the charter of the Ministry of
Health of the Slovak Republic no. 3724/1991 —
ANIII-1 dated 09Dec1991, as amended
Represented by: Mgr. Michal Fajin, MBA, LL.M.,
MPH - director

IBAN: SK 49 8180 0000 0070 0028 0649
(hereinafter referred to as the “Center”)
AND

MUDr. Michal Koréek, PhD. 18 nov 1976,
Platanova 5,949 01 Nitra, Slovak republic

(hereinafter referred to as the “Principal
Investigator”)
(the Center and the Principal Investigator

hereinafter collectively referred to as the
“Contracting Partners”, the Sponsor with the
Centre and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Party”)

WHEREAS WOCKHARDT BIO AG, a
company incorporated in  Switzerland,
registered at the address of Grafenauweg 6,
6300 Zug, Switzerland (“the Sponsor”) is
sponsoring a clinical trial on the compound
Cefepime-zidebactam (FEP-ZID), also known as
WCK 5222 (hereinafter called the
“Investigational medicinal product’) named
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multicentrické, porovnavacie skusanie fazy 3
hodnotiace ucinnost a bezpe&nost produktu

cefepim-zidebaktam v porovnani s
meropenémom  pri  liecbe komplikovanej
infekcie mocCovych ciest alebo akutnej

pyelonefritidy u dospelych pacientoch (dalej
len Klinické skuganie®), ktoré je blizdie
popisané v protokole & W-5222-301, ktory
bude Zmluvnym  partnerom odovzdany
spoloCnostou Medpace alebo Zadavatelom a
ktory mdZe byt Zadavatelom jednostranne
dopliiovany (dalej len .Protokol”). Vykon
Protokolu sa d'alej oznaguje ako ,Skuganie” a

VZHLADOM KTOMU, ZE spolognost
Medpace je zmluvna vyskumna organizacia,
ktora bola Zadavatelom najata na riadenie a
Spyavu tohto Klinického skigania, vratane
vyjednavania a vykonu tejto Zmluvy a

VZHLADOM K TOMU, ZE Zmluvni partneri
disponuju znalostami, skisenostami a zdrojmi
potrebnymi na vykonanie Klinického skusania
podra ich najlepsieho vedomia maja pristup k
poZadovanému poétu subjektov skusania podla
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 skdSania v Centre a rozdelenie
povinnosti suvisiacich s Klinickym skiasanim
medzi spoloénost Medpace, Zadavatela a
Zmluvnych partnerov. Predmetom tejto
Zmluvy sG zavazky Zmluvnych partnerov
tykajice sa vykonania Klinického skusania
za podmienok dohodnutych v tejto Zmluve
a zavazok Zadavatela k uhrade odmeny za
spravne vykonanie Klinického skdsania.
Akékolvek odchylky od Protokolu a dodatky
k Protokolu, wvratane avSak nielen
akéhokolvek vySetrovania alebo sku3ania
doplfiujacich  klinickych ¢&i  laboratérnych
parametrov, vyZaduju  predchadzajuci
pisomny sthlas Medpace alebo Zadavatefa.

1.2 Klinické skasanie liekov sa vykondva podla §
29 aZ 44 zakona &. 362/2011 Z.z. o liekoch a
zdravotnickych pombckach a o zmene a
dopineni niektorych zakonov (dalej len

.Zzakon o liekoch").
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“A  Phase 3, Randomized, Double-blind,
Multicenter, Comparative Study to Determine
the Efficacy and Safety of Cefepime-
zidebactam vs. Meropenem in the Treatment of
Complicated Urinary Tract Infection or Acute
Pyelonephritis in Adults” (hereinafter referred
to as the “Clinical Trial") as described in
more detail in protocol no. W-5222-301 which
will be provided to the Contracting Partners
by Medpace or the Sponsor and which may be
unilaterally updated by the Sponsor
(hereinafter referred to as the “Protocol”). The
performance of the “Protocol” shall hereinafter
be referred to as “Study”; and

WHEREAS Medpace is a contract research
organization which has been contracted by
Sponsor to manage and administer the Study,
including, but not limited to, negotiation and
execution of this Agreement; and

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 Medpace, 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 Medpace or 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”).
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1.3 Zmluvni partneri prehlasuju, Ze ani SkaSajuci

ani Intitacia nie s ob&anmi alebo rezidentmi
Spojenych  &tatov  americkych, nie su
korporaciou ani obchodnym partnerstvom,
ktoré je alebo bolo povaZzované za korporéciu
alebo partnerstvo USA a Ze vietky platby,
ktoré Institicia podla tejto Zmluvy dostane,
bud( za sluZzby poskytované mimo Spojenych
Statov.

¢l. 2 - Povinnosti Zmluvnych partnerov

2.1 Zmluvni partneri sa zavazuju vykonat a

zdokumentovat Klinické skusanie
hospodame a s naleZitou odbornou
starostlivostou v prisnom sulade s (a)
Protokolom, ktory moéze byt niekedy
pisomne doplneny (Protokol je
neoddelitelnou saéastou Zmluvy); 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
vSeobecne akceptovanymi normami
spravnej klinickej praxe; a (e) vSetkymi
prislugnymi pravnymi predpismi; a (f)
vietkymi prikazmi a smernicami
prislu§nych organov verejnej moci a
spravy, zdravotnych poistovni a etickych
komisii, ak také existuju; (g) inStrukciou
Zad4avatela nazvanej ,Prirucka pre
skusajuceho*  (Investigator's  Brochure)
obsahujucej v3etky v sa&asnej dobe
zname informacie o produkte / lieku
pouzitom v Stadii a jeho viastnostiach.
Priruéku spoloénost Medpace alebo
Zadavatel odovzdal Hlavnému
ski$ajicemu a bude ju aktualizovat v
periodicite vyZadujlicej stavom Stadie alebo
stanovej pravnymi predpismi. Prirucka
bude pripojena k dokumentacii Stadie; (h)
so vieobecnymi podmienkami Zadavatela
(pokial ich Zadavatel vydal a poskytol
Centru) o vykonavani klinickych skusani, s
vynimkou tych podmienok, ktoré su
modifikované touto Zmluvou. Centrum sa
zavézuje poskytnit primerané zdroje a
vybavenie na vykonavanie Klinického
skusania,

2.2 Klinické skuganie bude v Centre vykonavané

pod dohfadom Hlavného skusajuceho, ktory
je zodpovedny za jej riadny priebeh. Hlavny
skusajici je zodpovednym veducim skupiny
skusajucich v pripade, Ze Klinické skusanie
je v Centre vykonavané viac ako jednym
skosajacim (dalej len ,8kdsgajaci®). Hlavny

1.3 Contracting Partners represent that neither

Investigator nor Institution are a citizen or
resident of the United States, or a
corporation or partnership that is and has
been treated as a U.S. corporation or U.S.
partnership, and that all payments
Institution received under this Agreement
will be for services rendered outside the
United States.

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 which may be
amended from time to time in writing
(Protocol is an integral part of the
Agreement); and (b) the terms and
conditions of 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. Medpace or the
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 Sponsor has issued
them and submitted them to the Centre) on
the conduct of clinical studies, except for
the conditions modified by this Agreement.
The Center shall provide adequate
resources and faciltes 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
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skusajuci je zodpovedny za celkovi pohodu
subjektov  skuSania zucastiujicich sa
Klinického skusania z hfadiska poskytovania
zdravotnickych  sluZieb na primeranej
odbornej trovni.

2.3 Hlavny skiSajici sucasne méze sluzit pre

Medpace ako kontaktna osoba v Centre vo
vztahu ku Klinickému skusaniu, pokial nie je
nizSie v tejto Zmluve stanovené inak.
Hlavny  skusajuci  vykonava  Klinické
sku$anie v rdmci svojho pracovného pomeru
k Centru.

2.4 Centrum sa zavazuje umoznit a Hlavny

skusajuci sa zavazuje zabezpedit, aby
Skusajuci a ostatné osoby zahrnuté do

onavania Klinického skusania (dalej len
.Clenovia $tudijného timu“) konali v
sulade s podmienkami tejto Zmluvy.
Centrum sa prostrednictvom Hlavného
skuSajuceho zavdzuje zabezpedit, ze
pdvodni aj novi Clenovia $tudijného timu
su riadne preskoleni, kvalifikovani a
vzdelani, obzvlast, Ze sa zU&astfiuji
vietkych S$koliacich stretnuti o Klinickom
skuSani, vratane S$koleni na spravnu
klinicka prax vyZadovanych a
zabezpe€ovanych spoloénostou Medpace
alebo Zadavatefom (Clenovia Studijného
timu v8ak nemusia $kolenie na spravnu
klinickil prax absolvovat, ak sa preukazu
certifikdtom z absolvovaného 3kolenia
spravnej klinickej praxe nie star§im ako 3
roky odo diia zacatia Klinického skusania).
Medpace ma pravo odmietnut konkrétnych
Clenov 3tudijného timu, ak sa Medpace
alebo Zadavatel domnieva, Ze nie su
prisluSne vzdelani a/alebo kvalifikovani.
Clenovia $tudijného timu sd zamestnanci
Centra. Clenovia Studijného timu a Hlavny
skusajuci sa budi zucastriovat Skoleni,
ktoré v savislosti s Klinickym skisanim pre
tieto osoby Medpace alebo Zadavatel
zorganizuje a Centrum je povinné takuto
ucast umoznit. Medpace alebo Zadavatel
nahradi primerané cestovné a ubytovacie
naklady suvisiace so vzdelavanim podla
tohto &lanku, ak to bude potrebné, ale za
Géast na tomto vzdelavani nenalezi
Géastnikom ani nikomu inému Ziadna
odmena.

2.5 Centrum sa zavézuje umoznit Hlavnému

skudajucemu, Skusajucim a  Clenom
Studijného timu, zuGastfiovat sa podla
potreby stretnutia skugajucich a
telekonferencil uskutoéfiovanych v priebehu
Klinického skusania v rozsahu

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 Medpace 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 training sessions
regarding the Clinical Trial, including any
good clinical practice training required and
organized by Medpace or the Sponsor
(Clinical Trial Team Members, who have a
good clinical practice certificate that is not
older than 3 years as of the first day of the
Clinical Trial, are not required to participate
in good clinical practice training). Medpace
shall have the right to reject specific
Clinical Trial Team Members, if Medpace
or the Sponsor deems them not
appropriately educated and/or qualified.
Clinical Trial Team Members are
employees of the Center. Clinical Trial
Team Members and the Principal
Investigator shall attend trainings organized
for them by Medpace or the Sponsor in
connection with the Clinical Trial, and the
Center shall allow such persons to attend.
Medpace or the Sponsor shall reimburse
reasonable travel and accommodation
costs, if applicable related to the trainings
under this article, but no remuneration shall
be provided to participants or any other
persons for attending such trainings.

2.5 The Center shall make it possible for the

Principal Investigator, Investigators and
Clinical Trial Team Members, as required, to
participate in Investigators' meetings and
teleconferences held in the course of the
Clinical Trial to the extent requested by
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pozadovanom spolotnostou Medpace alebo
Zadavatefom.

2.6 Kazdé uzatvorenie subdodavatelskej
zmluvy, ktorej predmet pinenia tretej strany
sa bude tykat ktorejkolvek z povinnosti
Centra na zaklade tejto Zmluvy si vyZaduje
predchadzajuci pisomny suhlas Medpace a
Zadavatela. Udelenie takéhoto suhlasu je
na wylunom rozhodnuti  spolocnosti
Medpace a Zadavatela. V pripade udelenia
takéhoto suhlasu Centrum:

26.1 je povinné zabezpecit u subjektu, na

ktorého svoju  povinnost  prenasa,

dodrZiavanie podmienok, (a) ktoré su
vzhladom k charakteru pozadovanej sluzby
relevantné a v stlade s podmienkami tejto

Zmluvy vratane, avsak nielen, lehét na

pinenie povinnosti, (b) na zaklade ktorych

tretia strana postipi vSetky préava k

vysledkom svojej &innosti / Studie na

Centrum, Medpace alebo Zadavatela a (c)

podla ktorych tretia strana umoZzni

spoloénosti Medpace alebo Zadavatelovi
alebo tretim stranam Zmluvne opravnenym
spolo&nostou Medpace alebo Zadavatelom

a prislusnym regulaénym uradom na

vykonanie auditov a indpekcii u takejto

tretej strany, &o suUCasne neznamena

obmedzenie povinnosti Centra vo vztahu k

auditom a inSpekciam; a

2.6.2 bude niest zodpovednost za riadne
plnenie v3etkych povinnosti, ktoré budd
predmetom subdodavatelskych zmlav
v prisnom stlade s podmienkami
uvedenymi nizSie.

2.7 Zmluvni partneri sa zavazuju vynaloZit
véetko Gsilie na zaradenie subjektov
skusania do Klinického skdSania v sulade s
poziadavkami na zaradovanie a lehotami
ustanovenymi v Protokole. Sucasné lehoty
vztahujuce sa k vykondvaniu Klinického
ska3ania s nasledovné:

2.7.1 Predpokladany zaciatok naboru
subjektov ski3ania je september 2023 a
predpokladané ukonéenie je september
2024. Nabor subjektov skuSania sa
vidy riadi aktudinymi podmienkami
Protokolu.

272
Hiavny ska8ajaci a Centrum sdhlasia, Ze
Zadavatel alebo Medpace, na zdéklade
Ziadosti Zadavatela, mb2e jednostranne
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Medpace or the Sponsor.

2.6 Any subcontracting of any of the Center's
obligations under this Agreement to a third
party requires the prior written consent of
Medpace and the Sponsor. Granting of such
consent shall be within Medpace and the
Sponsor's sole discretion. In the case that
such consent is granted, the Center shall:

2.6.1 make sure that such subcontractors
observe the terms and conditions (a) that
are relevant to the nature of requested
services and as per the terms and conditions
of this Agreement, including - without
limitaton - the timelines for fulffilling
obligations, (b) based on which the third
party shall assign all rights with regard to the
results of its performance/the Clinical Trial to
the Center, Medpace or the Sponsor and (c)
based on which the third party shall allow
Medpace or the Sponsor or third parties
contracted by Medpace or the Sponsor and
competent regulatory authorities to perform
audits and inspections at such a third party’
site, whereas this shall not limit the Center's
obligations with respect to audits and
inspections; and

2.6.2 be responsible for due performance of
all subcontracted duties in strict
adherence to the terms and conditions

laid hereunder.

2.7 The Contracting Partners agree to make
maximum efforts to enroll trial subjects in
the Clinical Trial in accordance with the
inclusion requirements and timelines set
forth in the Protocol. The current timelines
for conducting the Clinical Trial are as

follows:
2.7.1 Recruitment of trial subjects is
expected to begin in September
2023and to be completed by

September 2024. Recruitment of trial
subjects is always governed Dby
current terms and conditions of the
Protocol.

272
The Principal Investigator and Center
agree that the Sponsor or Medpace upon
Sponsor's request may unilaterally
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kedykolvek zmenit pocet subjektov
skusania, ktorych Hlavny skuasajuci do
Studie moZe zaradit a/alebo &asovy
harmonogram naboru, a to
prostrednictvom  vydania  prislusného
pokynu ku Klinickému skuSaniu. Takyto
pokyn sa nebude vztahovat na uZ
zaradenych subjektov skusania.

2.8 Hiavny skus$ajuci sa zavazuje do Klinického

sku$ania zaradit iba riadne spdsobilé
subjekty skusania v sulade s Protokolom a
oznamit zaradenie subjektu skiSania do
Klinického skusania s uvedenim ¢isla
rozhodnutia o Klinickom sku$ani a datumu
zaradenia subjektu skusania do Klinického
skusania zdravotnej poistovni vykonavajucej
verejné zdravotné poistenie  subjektu
skusania bezodkladne po zaradeni subjektu
skusania do Klinického ski$ania v sulade s
ustanovenim § 44 pism. o) zakona o
liekoch.

2.9 Zmluvni partneri sa zavazuju zabezpedit,

Ze Klinické skuSanie bude vykonavané v
stulade s povolenim alebo suhlasom k
ohléseniu vydanym Statnym Ustavom pre
kontrolu lie¢iv a suhlasmi prisluSnych
etickych komisii. Zmluvni parineri sa
zavazuju poskytnat spoloénosti Medpace
alalebo Zadavatelovi suéinnost’ pri priprave
dokumentov  tykajacich sa  Klinického
sku3ania a odovzdat Medpace alebo tretej
strane uréenej spoloénostou Medpace alebo
Zadavatefom bezodkladne vetky
vyhlasenia potrebné na povolenie Klinického
skusania regulaénymi organmi a/alebo
etickymi komisiami, vratane avSak nielen (i)
Vyhlasenie o finanénych zaujmoch, (i) CV a
(iii) potvrdenie o zodpovedajicom vybaveni
miesta skuSania. Zmluvni partneri sa
zavazuju zabezpedit, Ze poskytnuté
dokumenty tykajlce sa Klinického ski$ania
s( GpIné a spravne. Napriklad, Vyhlasenie o
finan&nych zaujmoch musi obsahovat
vetky finanéné vztahy medzi Hlavnym
skGSajacim a  ktorymkolvek  Clenom
tudijného timu, a ich finanéné zaujmy, na
jednej strane a Zadavateflom alebo
ktoroukofvek spolo&nostou prepojenou so
Zadavatelom, na strane druhej, vratane —
avéak nielen - odmeny alebo iného
finanéného prospechu prijatého kazdym z
nich od Zadavatela alebo ktorejkolvek zo
spolognosti prepojenych so Zadavatelom za
konzultatné Cinnosti alebo iné sluZby
nepokryté touto Zmluvou. Potvrdenia o
finan&nych zaujmoch by mali byt predloZené
v priebehu Klinického skG8ania, pri jeho
zmene a jeden rok po skon&enl Klinického
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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 The Principal Investigator agrees to include

in the Clinical Trial only such trial subjects
that are duly suitable for the Clinical Trial in
compliance with the Protocol and announce
the inclusion of the trial subject to the
Clinical Trial specifying the decision number
of the Clinical Trial and the date of inclusion
of the trial subject in the Clinical Trial to the
health insurance company conducting the
Public Health Insurance of trial subject
immediately after inclusion of the ftrial
subject to Clinical Trial in accordance with
the provisions of Section 44 letter o) of the
Pharmaceuticals Act.

2.9 The Contracting Partners agree to ensure

that the Clinical Trial shall be conducted in
compliance with the approval or consent
with notification issued by the State
Institute for Drug Control and approvals of
the competent ethics committees. The
Contracting Partners agree to cooperate
with Medpace and/or the Sponsor in
preparing documents concering the
Clinical Trial and to immediately provide
Medpace or a third party specified by
Medpace or the Sponsor with all
declarations necessary for the approval of
the Clinical Trial by regulatory authorities
and/or ethics committees, including without
limitation, if applicable, (i) Financial Interest
Declarations, (ii) CVs and (iii) confirmation
of adequate trial site facilites. The
Contracting Partners shall ensure that the
provided Clinical Trial documents are
complete and correct. For example, the
Financial Interest Declarations shall contain
all financial relations between, and financial
interests of, the Principal Investigator and
any Clinical Trial Team Member, on one
hand, and the Sponsor or any of the
Sponsor's affiliates, on the other hand,
including - but not limited to - remuneration
or other financial benefits received by each
of them from the Sponsor or any of the
Sponsor's affiliates for consultations or
other services not covered in this
Agreement. The Financial Interest
Declarations should be submitted in the
course of the Clinical Trial, upon a change
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skiSania. ,Prepojenou osobou" je
akakolvek  pravnickd  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 ovladanou tou istou
ovladajucou osobou, (d) je ¢lenom 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.

210 Hlavny skuSajuci sa zavazuje vSetky

subjekty skusania zodpovedajicim
spbsobom informovat o cieloch, metédach,
predpokladanych prinosoch a potencialnych
rizikach  Klinického skuSania a o
okolnostiach, za ktorych by ich osobné
udaje mohli byt spristupnené spoloénosti
Medpace al/alebo  Zadavatelovi, ich
Prepojenym osobam, prislusnym organom,
tretim stranam, ktoré poskytuji sluzby
Medpace alalebo Zadavatelovi a/alebo
etickym komisiam. Hlavny skuaSajuci sa
zavazuje zabezpedit, Ze subjekty skusSania
sa zuéastnia Klinického skasania aZ potom,
&o podpidu informovany suhlas subjektu
skusania poskytnuty spoloénostou
Medpace al/alebo Zadavatelom. Hlavny
skusajuci uchova original takého sdhlasu v
zdravotnickej dokumentacii subjektu
sku3ania. Ak subjekt ski$ania svoj sihlas v
priebehu  Klinického skuSania odvola,
Zmluvni partneri nesmu vo vztahu k tomuto
subjektu vykonat Ziadne dalSie postupy v
ramci Klinického  skuSania okrem
pripadnych opatreni tykajlcich sa dalSieho
sledovania predpisanych Protokolom, s
ktorymi subjekt skddania suhlasil. Nasledna
lie€ba subjektu, ktord nesuvisi s Klinickym
skusanim, je  vyhradnou lekarsku
zodpovednostou a pravnou
zodpovednostou Zmluvnych partnerov.

2.11Zmluvnl partneri sa zavéazuju zabezpetit,

%e subjektom skdSania zaradenym do
Klinického skaSania sa v Centre nebudud
podavat iné neregistrované lieky podlfa §
46 zékona o liekoch a v zmysle Vyhlasky
Ministerstva zdravotnictva SR €. 507/2005
Z.z., ktorou sa upravuji podrobnosti o
povolovan| terapeutického pouZitia
hromadne vyrébanych liekov, ktoré
nepodliehaju registracii, a podrobnosti o
ich Ghrade na zaklade verejného
zdravotného poistenia, ani sa nebud(
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in the Clinical Trial and one year after
completion of the Clinical Trial. “Affiliate”
shall 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 tfo
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 Medpace
and/or the Sponsor, their Affiliates,
competent authorities, third parties providing
services for Medpace and/or 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 Medpace and/or 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.

2.11  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
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zucastiiovat iného klinického skusania, pri
ktorom by subjekty skusania dostavali v
Slovenskej republike neregistrovany liek v

priebehu  Klinického  skuZania  bez
predchadzajuceho  pisomného  suhlasu
Medpace a Zadavatela.

212 Ak poé&as Klinického skisania v Centre

dojde k poskodeniu zdravia subjektu
skusania, Zmluvni partneri sa zavazuju
informovat o kaZdej takejto udalosti
Medpace a Zadavatela (i) v pripade
zavazného neziaduceho ucinku a/alebo
zavaznej neziaducej udalosti alalebo v
pripadoch tehotenstva, ak také existuju,
najneskdr do 24 hodin a (i) v pripade
neziaduceho Gdinku alalebo neziaducej
prinody bezodkladne v ramci lehot
stanovenych v Protokole a inych pokynoch
danych spolonostou Medpace a/alebo
Zadavatefom o hlaseni udajov tykajucich sa
bezpecnosti. Sucastou takého hlasenia musi
byt tiez posudenie priinnej suvislosti. O
akomkolvek inom poskodeni zdravia
subjektu  sku3ania alebo  akomkolvek
zavaznom poruseni Protokolu alebo pokynov
spravnej klinickej praxe, musia Zmiuvni
partneri informovat Medpace a Zadavatela
bez zbytoZného odkladu. Zmluvni partneri
budi vZdy spolupracovat s Medpace
a Zadavatefom pri hlaseniach v3etkych
zavaznych neZiaducich udalosti a podozreni
na neziaduce Gcinky produktov alebo liekov
SUKL, Etickej komisii, prislusnej zdravotnej
poistovni vykonavajlcu verejné zdravotné
poistenie subjektu skusania, pripadne
prislusnym organom ¢&lenskych Statov, na
ktorych Gzemi sa vykonava multicentrické
klinické skGSanie, a v pripade ak to
stanovuji pravne predpisy alebo o to
poZiada Zadavatel, poskytnu prislu§nym
organom aj poZadované informacie.
Zmluvni partneri su povinni poskytovat
Medpace alalebo Zadavatefovi stGéinnost s
plnenim povinnosti tykajicich sa hlaseni
neZiaducich U&inkov.

213 Zmluvnil partneri sa zavazuji bez

zbytoéného odkladu zodpovedat vsetky

otdzky spolo¢nosti Medpace a/alebo
Zadavatela alebo 0s6b  poverenych
spoloénostou Medpace alalebo

Zadavatefom tykajuce sa dokumentacie
neZiaducej udalosti. Toto zahfiia najma
aktivne nasledné sledovanie a objasnenie
prisludnych nezrovnalosti v hlaseniach
neZiaducich udalosti a udalost( tehotenstva,
Na aCel hlasenia neZiaducich udalosti a
udalosti tehotenstva st Zmluvni partneri

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 Medpace and the Sponsor.

212 If in the course of the Clinical Trial at

the Center trial subjects' health is harmed,
the Contracting Partners shall inform
Medpace and Sponsor of any such event (i)
in case of any serious adverse effect and/or
serious adverse events and/or, if applicable,
in case of pregnancy, within 24 hours at the
latest and (ii) in case of any adverse effect
and/or adverse event immediately within the
timelines specified in the Protocol and other
instructions on safety-related data reporting
provided by Medpace and/or 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
Medpace and Sponsor without undue delay.
The Contracting Partners will always
cooperate with Medpace and Sponsor in
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 Medpace and/ or
Sponsor with the reporting of adverse
effects.

213 The Contracting Partners agree to

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

Clinical Study Agreement |Version #1
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povinni pouZivat formulare poskytnuté
spolo¢&nostou Medpace allebo
Zadavatelom, ak také existuju.

214 Potas a po skongeni Klinickeho

skudania sa zavazujd Zmluvni partneri
predlozit Medpace a/alebo Zadavatelovi
vietky dokumenty prijaté od Statnych
organov, etickych  komisii  afalebo
prislusnych regulaénych organov
akychkolvek suhlasov alebo povoleni alebo
prislusnej komunikacie o bezpecnosti vo
vztahu ku Klinickému skusaniu do 24
hodin od ich obdrZania.

2.15  Zmluvni partneri sa zavazuju pouZivat

Skusany liek av8etky daldie materialy
poskytované na zaklade tejto Zmluvy
vyluéne na G&ely vykonavania Klinického
skusania 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 sku$ania v sulade s
poziadavkami spravnej klinickej praxe,
spravnej lekarenskej praxe a Protokolom.
Naviac sa Zmluvni partneri zavazuja vratit
Skusany liek alebo dalsi materidl dodany
pre Ucely tohto Klinického skusania alebo
riadne znigit nepouzity Skasany liek alebo
dal$i dodany material, ak si spolo&nost
Medpace zni¢enie vyziadala (na naklady
Zadavatefa), a toto znienie riadne
zdokumentovat. V pripade nacatéeho a
nespotrebovaného Skusaného lieku,
ktorého forma podania je infuzia, zaistia
Zmluvni partneri zni&enie ihned po priprave
& aprave Skusaného lieku.

2.16 Centrum sa tymto zavézuje zabezpecit

uskladnenie, pripravu, kontrolu a distribuciu
Skasaného lieku v sulade s ustanovenim
Protokolu, ako aj v sulade so vSeobecne
zavaznymi pravnymi predpismi a v sulade
so vdetkymi ustanoveniami pokynov pre
Klinické skuganie liekov Statneho Ustavu pre
kontrolu lieGiv. Zmluvni partneri nebudd
vyzadovat zaplatenie Ski$aného lieku
alebo  akejkolvek  sluzby  hradenej
spolotnostou Medpace alalebo
Zadévatelom podla tejto Zmluvy od subjektu
ski$ania alebo od tretej strany, ako je
napriklad zdravotna poistoviia.

217 Centrum sa zavédzuje menovat

dostatoény podet zastupcov, ktorl spliaju

applicable.

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

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

216 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 Medpace and/or the
Sponsor under this Agreement.

217 The Center agrees to appoint a
sufficient number of representatives who
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kvalifika¢né pozZiadavky na vykon povolania
farmaceuta alebo farmaceutického
laboranta v zmysle zdkona &. 578/2004 Z.z,
o poskytovateloch zdravotnej starostlivosti,
zdravotnickych pracovnikoch, stavovskych
organizacidch v zdravotnictve a o zmene a
doplneni niektorych zakonov, v zneni
neskorsich predpisov a v zmysle nariadenia
viddy ¢&. 296/2010 Z.z. o odbornej
sposobilosti na vykon zdravotnickeho
povolania, spdsobe dalSieho vzdeldvania
zdravotnickych  pracovnikov, sustave
Specializatnych  odborov a sustave
certifikovanych pracovnych &innosti, v
zneni neskorsich predpisov. Tito
zastupcovia budu zodpovedni za prevzatie
Skusaného lieku. Za nakladanie
a podavanie Skusaného lieku na
prislusnom oddeleni, vedenie suvisiacich
zaznamov a dokumentéacie budu
zodpovedni Clenovia $tudijného  timu.
Ihned po vymenovani tohto zastupcu alebo
zastupcov, oznami Centrum po nahlaseni
zodpovedne;j osoby od hlavného
sku$ajuceho pisomne meno a priezvisko
poverenych o0séb spolu s prislusnymi
kontaktnymi informaciami.

218 Hlavny skusajuci sa zavazuje podat

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

2.19 Kedykolvek o to Medpace poziada,

zavazuju sa Zmluvni partneri podat’ hlasenie
o postupe v Klinickom skasani v Centre
vratane Udajov o zaradovani subjektov
skisania. Zmluvni  partneri  suhlasia
s pisomnym poskytovanim vSetkych
ZlepSeni, vyvoja, objavov a vynalezov
(patentovatelnych alebo inych) v suvislosti
s vykonom  Klinického skd$ania alebo
slvisiacich so Sku$anym liekom a/alebo
Dévernymi informéaciami a vietkych hlaseni
vysledkov, zaznamov ainych materialov,
ktoré pripravujd Zmluvni partneri, bud
samostatne alebo s inymi, v suvislosti so

Skasanym  liekom alebo  Ddévernymi
informaciami.
2.20 Hlavny skusajdci je povinny

zhromaZdovat (daje a vkladat ich iba
v anglickom jazyku do 3 pracovnych dni
od navstevy do elektronickych
zaznamovych listov alebo zaznamovych
listov v listinnej podobe] (dalej len ,CRF*) v
sulade s ndéleZitostami stanovenymi v
Protokole. Hlavny ski$ajuci sa zavézuje

meet qualification requirements for the
position of a pharmacist and pharmacist
laboratory assistance pursuant to Act no.
578/2004 Coll., on healthcare providers,
healthcare workers, health organizations,
and amendments to certain acts, as
amended, 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 receipt of the
Investigational medicinal product  The
Clinical Trial Team Members shall be
responsible for handling and administration
of the Investigational medicinal product at
the competent departement, keeping
related records and documentation.
Immediately after the appointment of the
representative(s) and notification by the
Principal Investigator,the Center shall notify
Medpace in writing about the first and last
name and contact details of such
appointees.

218 The Principal Investigator agrees to

administer the Investigational medicinal
product in compliance with the Protocol and
in doses required for every visit of the trial
subject.

219 The Contracting Partners agree to

report on the progress of the Clinical Trial at
the Center, including information about the
enrolment of trial subjects, upon Medpace'’s
request. The Contracting Partners agree to
disclose in writing all improvements,
developments, discoveries and inventions
(patentable or otherwise), in connection with
the performance of the Clinical Trial or
relating to the Investigational medicinal
product and/or Confidential Information and
all results reports, records and other
materials prepared by the Contracting
Partners, either alone or with others, in
connection therewith or relating to the
Investigational  medicinal  product or
Confidential Information.

220 The Principal Investigator must collect

data and enter them only in English within 3
business day of visit in the electronic case
report forms or paper case report forms)
(hereinafter referred to as “CRFs") in
accordance with the requirements set forth in
the Protocol. The Principal Investigator
agrees to regularly forward CRFs and any
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pravidelne odovzdavat Medpace CRF a
vietku dokumentaciu vyZzadovanu
Protokolom, aby ich Medpace mohol
priamo alebo prostrednictvom iného
subjektu priebeZne spracovavat. V pripade
omeskania dihdom ako ako 7 (sedem)
racovnych dni s vkladanim udajov je
Medpace al/alebo Zadavatel opravneny,
na zéklade pisomného oznamenia
doruéeného  Hlavnému  skuSajlicemu,
zastavit zaradovanie subjektov skuSania
Hlavnym skusajucim aZ do doby, kedy
bude vkladanie udajov aktualizované.
Pokial bude mat toto za nasledok
omeskanie v  zaradovani  subjektov
skusania, Medpace prindleZia prava
stanovené v ¢l. 12.4 tejto Zmluvy. V lehote
5 pracovnych dni po oSetreni posledného
zo subjektov skisania musi byt dokonéené
vioZzenie vSetkych zostavajucich CRF,
suvisiacej dokumentacie a takisto nepouzité
CRF v listinnej podobe, ak také existuju,
musia byt odovzdané Zadavatelovi a
Medpace alebo na pisomné poZiadanie
Zadavatela a Medpace zni¢ené
a Zadavatelovi a Medpace musi byt
poskytnuty doklad o zniCeni/odovzdani.
Zmluvni partneri sa zavazuju poskytovat
suéinnost pri bezodkladnom objasfiovani
akychkolvek otazok tykajucich sa udajov v
CRF a venovat sa tymto otdzkam a
zodpovedat ich najneskér v lehote 5
pracovnych dni od vytvorenia otazky.
Zadavatel a/alebo spoloénost Medpace
mobZe poZadovat odpovede aj v kratSom
¢asovom Useku s ohladom na kluéové
Stadia Klinického ski3ania, ako napr. ¢ista
databdza. Zmluvni partneri sa dalej na
Ziadost  spoloénosti Medpace alebo
Zadavatela zavazuju poskytovat' primeranu
sucinnost pri priprave celkovej spravy o
Klinickom skasani. Centrum zabezpedi, Ze
CRF nebudu pristupné nikomu inému ako
Clenom 3tudijného timu a Hlavnému
skudajicemu a pristup k nim, ak budd v
elektronickej podobe, bude chraneny
pristupovym menom a heslom.

2.21  Hlavny skd8ajlci je povinny zabezpetit,

Ze vietky CRF poskytnuté Medpace su
pravdivo, presne a riadne vypinené a Ze su
vernym odrazom skutoénych vysledkov
Klinického skiS8ania. Hlavny skusajlici sa
tiez zavazuje odovzdat Medpace koépie
vBetkych  sprdv, vratane  v3etkych
aktualizacil a zmien, ktoré si vyZiadala
eticka komisia.

documentation required in the Protocol to
Medpace so that Medpace could process
them directly or through another entity on a
continuous basis. In case of a delay with data
entering for more than 7 (seven) working
days, Medpace and/or 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, Medpace shall have the rights set
forth in Article 124 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 Sponsor
and Medpace or destroyed upon Sponsor
and Medpace's written request and provide
the Sponsor and Medpace with a document
certifying the destruction/ forwarding. The
Contracting Partners agree to assist in
promptly clarifying any guestions
concerning CRF data and to address and
answer such questions within 5 business
days of query generation. Sponsor and/or
Medpace may request answers sooner than
that due to key Clinical Trial milestones,
such as a clean database. Furthermore, the
Contracting Partners agree to reasonably
assist in preparing the overall Clinical Trial
report upon Medpace’s or 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.

2.21  The Principal Investigator shall ensure

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

222  Hlavny skusajaci pripravi abude viest | 2.22
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kompletnti a presnt dokumentéciu skudania
v sulade s normami ICH-GCP, a miestnymi
nariadeniami. Centrum sa  zavazuje
uchovavat vSetku elektronickd aj ind
dokumentaciu, vratane zdrojovej
dokumentacie a zloZky  Skusajuceho,
zoznamu identifikacnych kdédov subjektov
skusania a zdravotnej dokumentacie
subjektov  skuSania vztahujucej sa ku
Klinickému sku$aniu, ktoré si vyZadované
na zaklade ICH predpisov a ostatnych
prislusnych pravnych predpisov upravujucich
vykonévanie Klinického skusania, po dlh3ej z
nasledujucich dvoch doéb: 1) patnast (15)
rokov po skonfeni alebo prerusSeni
Klinického skusania alebo 2) akikolvek
dihdiu dobu pre archivaciu dokumentacie
stanovenu prislusnymi pravnymi predpismi.
Dokumentacia o Klinickom skaSani musi byt
uchovavana na vhodnom mieste a vhodnym
spésobom a Centrum je povinné viest
zéznamy o mieste, kde je dokumentacia o
Klinickom skusani uchovavana, aby tato bola
okamzite k dispozici na poziadanie
povereného zastupcu Zadavatela, etickej
komisie, auditora alebo prislusnych Statnych
organov. Centrum je povinné Zadavatela a
Medpace informovat' v pripade, Ze planuje
archivovat dokumentdciu o  Klinickom
skudani v inych priestoroch ako su tie, ku
ktorym ma Centrum vlastnicke alebo iné
uzivacie pravo. Centrum zabezpeci ochranu
pred akymkolvek  nahodnym  alebo
predéasnym zni¢enim takejto dokumentacie.

223 Zmluvni partneri su si vedomi, Ze

Medpace ddkladne monitoruje vykonavanie
Klinického skd$ania a pravidelne navstevuje
Centrum. Zmluvni partneri sa zavazujl
primerane podporovat tieto monitorovacie
aktivity, vratane ale bez obmedzenia,
poskytnutim pristupu poverenému
zastupcovi  spoloénosti  Medpace do
priestorov a k Gdajom podfa potreby a dalej
sa zavazuju spolupracovat so spoloénostou
Medpace a/alebo Zadavatefom alebo
prislunou tretou stranou v tomto ohfade.
Zastupcovia spolognosti Medpace a/alebo
Zadavatela méZu nazerat do tdajov a/alebo
vyZiadat kopie Udajov Klinického skuSania
a Zmluvni partneri takéto Udaje bezodkladne
poskytnd. Na Ziadost spoloCnosti Medpace
sG Hlavny skusajuci a Clenovia 8tudijného
timu povinni zG&astnit sa osobnej diskusie.

2.24 Medpace, Zadavatel a Statne organy,

ako je napr. Urad Spojenych Statov
americkych pre potraviny a lieky (dalej len
LFDA") maju pravo vykonavat audit alebo

2.24 Medpace, the

and maintain complete and accurate study
documentation in compliance with ICH-GCP
standards, and local regulations. The Center
shall keep all electronic and other
documents, including without limitation,
source documents and the Investigator's
files, list of the trial subjects identification
numbers and trial subjects health
documentation related to the Clinical Trial
required by ICH guidelines and applicable
laws regulating Clinical Trial performance for
the longer of the two following periods: 1)
fifteen (15) years after the end or
suspension of the Clinical Trial or 2) any
longer documentation archiving period laid
down in applicable legal regulations. Clinical
Trial documentation must be kept in a
suitable location and manner, and the
Center must keep record of the location
where Clinical Trial documentation is stored
to ensure that it is readily available upon the
request of the Sponsor's appointed
representative, the ethics committee, an
auditor or competent authorities. The Center
must notify Sponsor and Medpace 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 Center
should ensure the prevention of any
accidental or premature destruction of such
documents.

2.23 The Contracting Partners understand

that Medpace closely monitors the
performance of the Clinical Trial and
regularly visits the Center. The Contracting
Partners agree to appropriately support
such monitoring activities, including without
limitation, by providing Medpace's appointed
representative with access to the facilities
and data as necessary and further agree to
cooperate with Medpace and/or the Sponsor
or the relevant third party in this regard. The
representatives of Medpace and/or the
Sponsor may review and/or request copies
of data derived from the study, and
Contracting partners shall promptly provide
such data. The Principal Investigator and
Clinical Trial Team Members must
participate in personal discussions upon the
request of Medpace.

Sponsor and
government authorities, such as for
example the United States of America
Food and Drug Administration (the “FDA")
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kontrolu zaznamov Zmluvnych partnerov,
ktorychkolfvek inych  dokumentacii a
priestorov  stvisiacich s vykonavanim
Klinického sku$ania, a to kedykolvek v
priebehu a/alebo po dobu 25 rokov po
skon&eni  Klinického skusania a bez
akychkolvek narokov Zmluvnych partnerov
na zvlastne finanéné plnenie. Takyto audit
alebo kontrolu je Medpace a Zadavatel
povinny primerane vopred ohlasit v pripade,
Ze je vykonavany spolo¢nostou Medpace
alebo Zadavatelom. Zmluvni partneri su
povinni poskytovat spoloénosti Medpace
alebo Zadavatelovi, nimi poverenym
zastupcom alebo vietkym Statnym organom
sucinnost pri plneni ich uloh v sulade s
Protokolom a podniknit vSetky primerané
kroky pozadované spolo¢nostou Medpace
alebo Zadavatelom alebo Statnymi organmi
na ucely odstranenia nedostatkov zistenych
pocas auditu alebo kontroly.

2.25  Zmluvni partneri sa zavazuju, Ze pocas

a po skonéeni Klinického ski$ania umoznia
a budd podporovat vsetky kontroly
zodpovednych  $tatnych  organov  bez
akychkolvek narokov na osobitnd odmenu &i
ndhradu. Zmluvni partneri sd povinni
informovat Medpace a Zadavatela o kaZdej
takejto kontrole ¢&i zamere takato kontrolu
vykonat ihned potom, o sa o nich dozvedia.
Zmiuvni partneri sa zavazuju umoznit, aby
Medpace a Zadavatel mohol byt pritomny na
kazdej kontrole vykonavanej Statnymi
organmi alebo podobnymi in3tituciami. Pred
vyjadrenim sa k vysledkom takejto kontroly,
ak nejaké budd, si Zmluvni partneri povinni
odpoved posudit a prediskutovat s
spolo&nostou Medpace a so Zadavatelom.
Zmluvni partneri bez zbytoéného odkladu
poskytni Medpace a Zadavatelfovi kopie
akychkolvek  zisteni  alebo  kontrol

zodpovednych uradov vo vztahu ku
Klinickému skusaniu.
226 Zmluvni partneri nesmd vedome

vyuZivat sluzby, bez ohladu na ich rozsah,
Ziadnej osoby, ktorym bolo poskytovanie
tychto sluZieb zakazané FDA alebo
ktorymkolvek inym prislu$nym organom v
priebehu vykonavania Klinického skuSania.
Zmluvni partneri dalej zavézne vyhlasuju,
e podfa ich vedomostl ani im ani ich
zamestnancom, splnomocnencom alebo
zastupcom, ktorl sa zG¢astfiuju vykondvania
Klinického sk(8ania, nebolo zakazané
vykonavat Einnosti, ktoré s vykonadvané v
ramci Stadie, zo strany FDA alebo iného
organu, ani podla ich najlep§ieho vedomia v
sucasnosti neprebieha Ziadne konanie
tykajuce sa takéhoto zékazu vo vztahu k

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. Medpace and the
Sponsor must announce such audit or
inspection sufficiently in advance, provided
that it is carried out by Medpace or the
Sponsor. The Contracting Partners must
assist Medpace or the Sponsor, their
designated representatives or all
government authorities in performing their
tasks pursuant to the Protocol and take any
and all reasonable actions requested by
Medpace or the Sponsor or government
authorities to remedy deficiencies noted
during an audit or inspection.

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

2.26 The Contracting Partners may not

knowingly use the services, regardless of
their volume, of any person prohibited to
provide such services by the FDA or any
other competent authority in the course of
the Clinical Trial. Furthermore, the
Contracting Partners represent and warrant
that, as far as they know, neither them nor
their employees, agents or representatives,
who are involved in the Clinical Trial, have
been prohibited by the FDA or any other
competent authority to perform the
activities that are performed during the
Clinical Trial, nor that they are currently, to
the best of their knowledge, the subject of
proceedings concerning such prohibition by
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tymto osobam, najmad na zaklade
nasledujucich  pradvnych 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 skugania a po dobu 3
rokov po jeho ukonéeni ihned informovat
Medpace a Zadavatela, ak sa dozvedia, Ze
sa zacne takéto konanie vo vztahu k
Hlavnému skadajicemu, Centru & jeho
zamestnancovi. Zmluvni partneri  dalej
Zaruéuju a zavazuji sa, e podla ich
vedomosti nie su subjektom
predchadzajlicich ani prebiehajlcich
vySetrovani, wvyziev, upozorneni alebo
nepodliehaju vykonu rozhodnuti organov
Statnej spravy vztahujucich sa ku klinickym
skuskam, ktoré by neboli o0znamené
Medpace a Zadavatefovi. V pripade, Ze
nastane skutoc¢nost' podra predchadzajlcej
vety vo vztahu ku Klinickému skaganiu,
Zmluvni partneri to bez zbytoéného odkladu
oznamia Medpace a Zadavatelovi.

227 V pripade, ze Hlavny skasajuci v

priebehu  Klinického skusania  ukongi
pracovnopravny vztah s Centrom, Centrum
je povinné o tejto skutoénosti informovat
Medpace bezodkladne potom, ako sa o tom
dozvie, a sUBasne navrhnit riadne
kvalifikovanu osobu ako nového Hlavného
sku$ajuceho. Medpace a/alebo Zadavatel
ma pravo podat namietku vo& novému
Hlavnému skusajicemu. Centrum
zabezpedi, aby sa Hlavny sku$ajlci pisomne
zaviazal k  dodrZiavaniu  podmienok
dohodnutych v tejto Zmluve. Ak Centrum a
Medpace a Zadavatel nie sG schopni
dohodnit sa na osobe nového Hlavného
skusajlceho alebo ak novy Hlavny skusajtci
nie je ochotny zaviazat sa k podmienkam
stanovenym v tejto Zmluve, Zadavatel
alalebo Medpace je opravneny vypovedat
tato Zmluvu v salade s ¢l 12.5 tejto Zmluvy.
Centrum a Hlavny skiSajuci st povinni
bezodkladne pisomne informovat Medpace
a Zadavatela o vdetkych zmenach, ktoré
majd vplyv na dostupnost zdrojov a/alebo
Clenov $tudijného timu  vykonavajtcich
Klinické skasanie.

228 Zmluvni partneri sa zavazuju priamo a

bezodkladne informovat Medpace a
Zadavatela v pripade, Ze subjekt skuSania
zucastnujici sa Klinického skusania oznami
Ci vyjadri nazor, Ze doslo k poskodeniu jeho
zdravia v dbsledku (casti na Klinickom
sklsanl, a Ze ma preto pravo na finanéné
odskodnenie,

the FDA or any other authority, in particular
on the basis of following legislative acts (i)
United States 21 U.S.C. Section 335a and
(i) Title 21 Code of Federal Regulation,
Section 312.70. During the Clinical Trial
and for a period of 3 years after its
completion, the Contracting Partners agree
to promptly notify Medpace and the
Sponsor about any such proceedings
initiated against the Principal Investigator,
the Center or its employees. Furthermore,
the Contracting Partners represent and
warrant that, as far as they know, they are
not the subject of any past or current
investigations, inquiries, warnings or
enforced decisions of public administration
authorities that concern the clinical trial and
have not been disclosed to Medpace and
the Sponsor. The Contracting Partners
shall notify Medpace and the Sponsor
about the fact described in the previous
sentence without undue delay.

227 In the event that the Principal

Investigator terminates his or her
employment at the Center, the Center shall
inform Medpace as soon as it learns about
it and shall propose a duly qualified person
acting as a new principal investigator.
Medpace and/or the Sponsor shall have
the right to object to such replacement. The
Center shall ensure that the new principal
investigator to agree in writing to the terms
and conditions stipulated in  this
Agreement. If the Center and Medpace 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, Sponsor and/or Medpace shall
have the right to terminate this Agreement
in accordance with Article 12.5. The Center
and the Principal Investigator must
immediately inform Medpace and 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 The Contracting Partners agree to

inform Medpace and the Sponsor directly
and immediately in the case that a trial
subject participating in the Clinical Trial
announces or opines that his or her health
has been damaged due to his or her
participation in the Clinical Trial and that
he/she is therefore entitled to financial
compensation,
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2.30  Zmluvni

232 Hilavny

2.33  Zmluvni

partneri sa zavazuju
poskytovat zdravotné sluZzby subjektom,
ktorych ucast na Klinickom skudani
neskoncila, v  pripade  Ciastocného
uzatvorenia Klinického skusania, a dalej
tieZ subjektom zaradenym do nasledného
sledovania po  skonéeni  Klinického
skusania, v sulade s etickymi pravidlami.

231 V pripade, 2e pri Klinickom skuasani

pouZiva Centrum, Hlavny skusajluci alebo
Clenovia  studijného  timu  pristrojové
vybavenie, ktoré vyZaduje servis, kalibraciu
alebo inu osobitnu starostlivost, Centrum sa
zavazuje  udrZiavat také  pristrojové
vybavenie spésobilé riadnej prevadzky, o
¢om je povinné spoloénosti Medpace
alalebo  Zadavatelovi na  vyZiadanie
spoloénostou Medpace a/alebo
Zadavatelom poskytnit zodpovedajlcu
dokumentaciu.

skusajuci tymto
a zavazuje sa, zZe:

a. ma vyhovujice Skolenia a skusenosti na
vykon Klinického skusania a disponuje
Specialnou expertizou v oblasti suvisiacej
s predmetom  Klinického skasania, aby
mohol prevziat zodpovednost za riadny
vykon skisania,

b. splia v3etky kvalifikacie uvedené
v platnych regulaénych poziadavkach,

c. poskytol Zadavatelovi a Medpace pravé
a spravne képie aktualneho Zivotopisu (CV).

zaruéuje

partneri  tymto  zaruduju

a zavazujd sa, Ze:

1. sluzby poskytované podfa tejto Zmluvy
nie si vrozpore so Ziadnou inou
zmluvou s inymi Stranami alebo s inymi
obmedzeniami, ku ktorym sa
ktorakolvek zmluvna strana zaviazala.

2. Zmluvni partneri podfa rozhodnutia US
FDA alebo iného relevantného
kompetentného organu
(medzinarodného alebo iného)
neporusili Ziadne stanovy, pravidia ani
nariadenia sUvisiace s vykonom
klinickym skasanl.

3. Zmluvni partneri neboli vylGeni z
vyskumu alebo vyskumného projektu iba
Z dévodu ukonéenia projektu.

4, Sohlfadom na sluzby vykonévané podla
tejto Zmluvy Zmiuvni partneri nie su

232 The

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
conditon and to provide relevant
documentation thereof to Medpace and/or
the Sponsor upon the request of Medpace
and/or the Sponsor.

Principal Investigator hereby
warrants and undertakes:

a. Qualified by training and experience to
perform the Clinical Trial and has special
expertise in the field relating to the subject
matter of this Clinical Trial to assume
responsibility for the proper conduct of the
trial

b. meets all the qualifications specified
under applicable regulatory requirements

¢. has provided Sponsor and Medpace
with a true and correct copy of current
curriculum vitae (CV).

2.33  The Contracting Partners hereby

warrant and undertake:

1. the services covered by this
Agreement are not in violation of
any other agreement with other
Parties or of any restrictions of any
kind to which either is bound.

2. Contracting Partners have not been
found by the US FDA or by any
other relevant competent authority
officials (international or otherwise)
to have violated any statutes, rules,
or regulations concerning the
conduct of clinical investigations;

3. Contracting Partners have not been
terminated from any investigation or
research project for reasons other
than completion of the project

4, Contracting Partners are not
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vyluceni z vykonu klinického vyskumu, ani
nie su obmedzeni na vykone klinického

vyskumu anebudd v Ziadnom rozsahu
vyuZivat' sluZby Ziadnej osoby, ktord je
vylu¢ena zvykonu klinického skasania

alebo je jej wykon klinického skusania
obmedzeny podla platného zakona.

5. Zmluvni partneri nepodliehaju  vladou
nariadenej dohode o  bezihonnosti
(Corporate  Integrity Agreement, CIA)

aneporusili Ziadne platné zakony alebo
nariadenia oboji proti  nezakonnym
uplatkom alebo falosnym narokom.

Zmluvni partneri suhlasia, Ze ak nastane
ktorakolvek udalost uvedena vyssie, budu
promptne pisomne informovat’

Zadavatela/Medpace do troch pracovnych dni
od vyskytu takejto udalosti.

€l. 3 - Povinnosti Zadavatela
3.1 Kontaktnymi osobami Medpace a
Zadavatela vo vztahu ku Klinickému
skU3aniu su:

PRE MEDPACE:

Medpace Clinical Research LLC
Attention General Counsel
5375 Medpace Way

Cincinnati, OH 45227, USA

PRE ZADAVETELA:

WOCKHARDT BIO AG, Grafenauweg 6,

6300 Zug, Svajciarsko

Telefén: +41-417275220 Fax: +41-417275221

alebo ktorékolvek dalSie osoby oznamené
Hlavnému ski$ajacemu.

Véetky oznamenia poZadované alebo povolené
podra tejto Zmluvy maja byt vystavené pisomne
a budl sa povaZovat za vystavené a odovzdané
tri (3) dni od odoslania, ak budu odoslané
registrovanou alebo doporu¢enou poStou,
s predplatenym postovnym, s doruéenkou, alebo
jeden (1) deft od odoslania, ak budu odoslané

expresne kuriérskou sluZbou alebo
faxom/elektronickym prenosom.
3.2 Spoloénost Medpace vyhlasuje, Ze

Zadévatel alebo jeho poverenl zastupcovia
sa zavdzujd  Zmluvnym  parinerom
poskytnat bezplatne v mnoZstve a ¢asovych
intervaloch na riadne vykonanie Klinického
skusania Skusany liek, nevyhnutné vzory

Clinical Study Agreement |Version #1
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debarred  or  restricted from
conducting clinical research and will
not use in any capacity the services
of any person debarred or restricted
from conducting clinical research
under applicable law with respect to
services to be performed under this
Agreement.

5. Contracting Partners are not subject
to a government mandated
corporate integrity agreement and
have not violated any applicable
anti-kickback or false claims laws or
regulations

The Contracting Partners agree that if any of
the events listed above should occur, they
shall promptly notify the Sponsor/Medpace
in writing within three business days of each
such occurrence.

Article 3 — Obligations of the Sponsor

3.1 Medpace and the Sponsor's contact
persons regarding the Clinical Trial are:

IF TO MEDPACE:

Medpace Clinical Research LLC
Attention General Counsel
5375 Medpace Way

Cincinnati, OH 45227, USA

IF TO SPONSOR:

WOCKHARDT BIO AG, Grafenauweg 6,

6300 Zug, Switzerland

Phone: +41-417275220 Fax: +41-417275221

or any other person announced to the
Principal Investigator.

Any notice required or permitted under this
Agreement shall be in writing and shall be
deemed made and given three (3) days after
sending, if mailed by registered or certified
mail, postage prepaid, return receipt requested,
or one (1) day after sending, if sent by express
courier  service or facsimile/electronic
transmission

3.2 Medpace declares that the Sponsor or its
designee 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
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CRF a dalsie informacie a dalSie
lie€ivo/placebo vyZadované na vykonavanie
Klinického  skuSania, napr. Priru¢ka
skusajuceho (posledna verzia
06/8.7.2020).

3.3 Skusany liek (ako aj dalsie lieCivo, placebo,

ak je wvyZadované Protokolom) bude

dodavané na nasledujlicu adresu:

Fakultna nemocnica Nitra, Spitalska 6,
949 01, Slovenska republika ,
nemocnitna lekaren, veduca lekarne
PharmDr. Maria Szocsova, tel. 037/ 65
45 705

3.4 Skusany liek, nevyhnutné vzory CRF a

dalsie informacie vyZadované na
vykonavanie Klinického skusania
poskytnuté Centru si a zostavaju

viastnictvom Zaddavatela.

3.5 Medpace sa zavazuje poskytovat Hlavnému

3.6 Medpace

2)

b)

skusajucemu prislusné nové informacie o
bezpecnosti tykajice sa SkuSaného lieku
bez zbytoéného odkladu.

v zastdpeni Zadavatela, sa
zavazuje poskytnut Zmluvnym partnerom:
Oznacenie: Mraznicka na uchovavanie
mikrobiologickych izolatov — teplota -20°C
Vyrobca: Liebherr

Typ: 7085 930-01

Zdravotnicky prostriedok: Nie

Hodnota: EUR 1 839 €

Oznacenie: Mrazni¢ka na uchovavanie FK
vzoriek — teplota -80°C

Vyrobca: Arctiko

Typ: ULTF 80

Zdravotnicky prostriedok: Nie

Hodnota: EUR 5 699€

Zaznamniky teploty pre izbovi teplotu,
chladni¢ku a mrazni¢ku -20 a -80°C

na Gcely jeho wyhradného pouZitia v
Klinickom skd$anf, o ktorom Zmluvn(
partneri budl( viest pfsomnd evidenciu,
rozsah a podmienky poskytnutia:,

PouZivanie Potas platnosti tejto zmluvy
moZu zmluvné strany pouZivat vybavenie

len na Gé&ely klinického skusania.
Viastnictvo Vybavenie zostdva aZ do
ukonéenia platnosti tejto zmluvy

viastnictvom prisluénych dodavatelov, ktori
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Trial free of charge and in the quantity and
frequency necessary for the proper
performance of the Clinical Trial, for
example the Investigator’s Brochure (latest
version 06/8.7.2020)

3.3 The Investigational medicinal product (as well

3.4 The

as any other drugs, placebo, if required by
the Protocol) shall be delivered to the
following address:

Faculty hospital Nitra, Spitalska 6, 949
01, Nitra , Slovak republic, hospital
pharmacy, head of pharmacy
PharmDr. Méria Szécsové, phone
+421 037/ 65 45 705

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.

3.5 Medpace agrees to provide the Principal

Investigator with new information regarding
the safety of the Investigational medicinal
product without undue delay.

3.6 Medpace, on behalf of the Sponsor agrees

a)

b)

to provide the Contracting Partners with:
Designation: Freezer to Store Microbiology
Isolates — Temperature -20°C

Manufacturer: Liebherr

Type: 7085 930-01

Medical device: No

Value: € 1,839

Designation: Freezer to Store PK samples —
Temperature -80°C

Manufacturer: Arctiko

Type: ULTF 80

Medical device: No

Value: € 5,699

Temperature loggers for room temperature,
fridge and for -20°C Freezer -80°C Freezer

for the purposes of its exclusive use in the
Clinical Trial, about which the Contracting
Partners shall keep a written inventory; the
scope and conditions:

Use. During the term of this Agreement,
The Contracting Partners may use
Equipment only for purposes of the Clinical
Trial.

Ownership. Until the termination of this
Agreement, this Equipment remains the
property of the respective vendors that have
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vybavenie poskytli spoloénosti Medpace a

provided the Equipment to Medpace and

vybavenie sa musi na poZiadanie must be returned either within a reasonable
spolo¢nosti  Medpace  vratit bud v period of time upon request by Medpace,
primeranom  ¢asovom  obdobi, ktoré not to exceed five (5) business days, or

nepresahuje (5) pracovnych dni, alebo
ihned po ukonceni platnosti tejto zmiuvy.
Zmluvné strany suhlasia s tym, Ze
vybavenie vratia spdsobom, ktory uréi
spolo¢nost Medpace alebo dodavatel, v
zasadne rovnakom stave ako v gase
prevzatia zmluvnymi stranami. Zmluvné
strany  sulhlasia, 2Ze budd finanéné
zodpovedni za krytie v8etkych strat alebo
poskodenia vybavenia v ¢&ase uZivania
zmluvnymi stranami nad rdmec bezného
opotrebenia a/alebo nad ramec primeranej
priCinnej suvislosti s riadnym vykonom
klinického skiSania. Zmluvné strany dalej
suhlasia, Ze nebudd vybavenie Ziadnym

immediately upon termination of this
Agreement. The Contracting Partners agree
to return the Equipment in the manner
directed by Medpace or vendor in
substantially the same condition as when
received by the Contracting Partners, The
Contracting Partners agree to be financially
responsible to cover any loss or destruction
to Equipment while in the Contracting
Partners's care, which exceeds ordinary
wear and tear and/or lacks a reasonable
causal relationship to proper performance of
the Clinical Trial. The Contracting Partners
further agree that unless otherwise
authorized in writing by the Medpace of this

sposobom  upravovat bez pisomného Clinical Trial, The Contracting Partners will
opravnenia spolo¢nosti Medpace. Zmluvné not alter the Equipment in any way. The
strany nemoézu instalovat Ziadne Contracting Partners must not install any
komponenty ani softvér, ak je to components or software, if applicable,
aplikovatelné, bez vyslovného suhlasu without express approval of Medpace. Any
spolo¢nosti Medpace. Akykolvek softvér software provided to the Contracting

poskytnuty zmluvnym stranam sa nemoéze
kopirovat'. Zmluvné strany nesmu
pouZivanie vybavenie na Ziadny iny udel ako
na vykon tohto klinického skusania v stlade
s protokolom. Ani spoloénost Medpace ani
zadavatel nenesu zodpovednost za Ziadne
Skody, vratane osobnej ujmy na zdravi
alebo Skody na majetku, ktoré su désledkom
pouZivania vybavenie, s vynimkou rozsahu,
kedy boli tieto Skody spdsobené
nedbalostou alebo Uumyselnym nevhodnym
spravanim zadavatela alebo spolognosti
Medpace, kde je to aplikovatelné, a s
vynimkou rozsahu, kedy osobna ujma na
zdravi predstavuje kompenzovatelni ujmu
na zdravi Gc&astnika klinického skusania,
ktorl uhradza zadavatel ako je popisané v
tejto zmluve.

C) Dispozicia Po ukon&eni klinického
skusania alebo v skorSom &ase, ktory uréi
spoloénost Medpace, zmluvné strany
zabezpecia vratenie vybavenia a materidlov
spoloénosti Medpace spolo¢nosti Medpace,
dodavateflovi spoloénosti Medpace alebo na
miesto uréené spoloénostou Medpace, na
naklady spoloénosti Medpace. Zmluvné
strany si mbé2u na konci klinického ski3ania
pripadne ponechat vybavenie za vzdjomne
dohodnutd sumu rovnd amortizovanej
hodnote vybavenia s predchadzajucim
pisomnym suhlasom spoloénosti Medpace.

c)

Partners may not be duplicated. The
Contracting Partners are not permitted to
use the Equipment for any other purpose
than for the performance of this Clinical Trial
in accordance with the Protocol. Neither
Medpace nor Sponsor has any liability for
damages of any sort, including personal
injury or property damage, resulting from the
use of Equipment except to the extent that
such damages were caused by the
negligence or willful misconduct of Sponsor
or Medpace, as applicable, and except to
the extent that a personal injury constitutes
a compensable Clinical Trial Subject Injury
to be paid by Sponsor as described in this
Agreement.

Disposition. After completion of the Clinical
Trial conduct or at an earlier time specified
by Medpace, the Contracting Partners will
arrange for return of Equipment and
Medpace materials, at Medpace's expense,
to Medpace, Medpace ‘svendor or a location
designated by Medpace. Alternatively the
Contracting Partners may retain the
Equipment at a mutually agreed amount
equal to the depreciated value of the
Equipment at the end of the Clinical Trial
upon prior written Medpace approval.
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Cl. 4 - Odmena

4.1 Ako odmena za riadne vykonanie Klinického
skuania  zmluvnymi  partnermi  podfa
podmienok tejto Zmluvy bude spolocnostou
Medpace alebo jej poverenou osobou po
schvéleni Zadavatelom prevedena uhrada
prijemcovi platby (dalej len ,prijemca platby”),
ktory je ozna&eny v prilohe 1 priloZzenej k tejto
Zmluve a zatlenenej do nej odkazom.
Prijemca platby uhradu od spoloCnosti
Medpace alebo jej poverenej osoby prijima
ako pIini kompenzaciu za poskytnuté sluzby.
Vietky naklady uvedené v prilohe 1 ostanu
pocas trvania Klinického skusania nemenné
a nezmenené, ak sa zmluvni partneri
nedohodnu pisomne inak., Zmluvné strany su
si vedomé a suhlasia s tym, Ze za subjekty,
ktoré boli randomizované do Klinického
skugania v rozpore s protokolom, alebo
nesplifaju kritéria protokolu pre zaradenie a
vylicenie, alebo do6jde v ich pripade k
zéavaznym odchylkam od protokolu, nebude
spolotnostou Medpace ani Zadavatelom
poskytnutd Ziadna nahrada. Rozpocet
uvedeny v prilohe 1 zahima v3etky platné
dane. DPH sa neuplatiuje, pretoZe
spoloénost Medpace je spoloénostou so
sidlom v USA. Zmluvni partneri prehlasuju,
Ze ani Hlavny sku3ajuci ani Centrum nie sd
obcanmi alebo rezidentmi Spojenych Statov
americkych, nie su korporaciou ani
obchodnych partnerstvom, ktoré je alebo
bolo povaZované za Korporaciu alebo
partnerstvo USA a Ze vSetky platby prijaté
podfa tejto Zmluvy budd za sluZby
poskytované mimo Spojenych Statov. V
pripade, Ze potas platnosti tejto zmluvy ddjde
k nejakym zmenam v zakone o DPH, alebo
sa budu vyZadovat zraZky podla inych
zéakonov, DPH alebo tieto zrazky bude hradit’
strana, ktora je za to zakonne zodpovedna.
Podla tejto zmluvy prevedie spolo&nost
Medpace, ako platca zastupujlci Zadavatela,
prijemcovi  platby Ghradu platby z
prostriedkov poskytovanych Zadavatefom.
Bez ohladu na vy$Sie uvedené skutoénosti
moZe spolo&nost Medpace vydat pisomny
doplnok s predchadzajlicim sthlasom
Zadavatefa s ciefom zvySit naklady
Klinického skasania opisané v prilohe 1.

4.2 Zmluvni partneri sU si vedomi, Ze
Medpace alalebo Zadavatel mbZe zverejnit na
centralnej webovej stranke spoloénosti platby
a iné pinenia tykajuce sa vyskumu a vyvoja, t. J.
(1) platby vykonané na zaklade tejto Zmluvy a
(2) vietky vydavky na ubytovanie, suvisiace
vydavky na oblerstvenie a na dopravu
Zmluvnych partnerov, kioré maju byt na
zaklade tejto Zmluvy uhradené a (3) véetky
kongresové registratné poplatky, G&astnicke
Clinical Study Agreement |Version #1
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Article 4 - Remuneration

4.1 In consideration of the proper performance
of the Study by the Contracting Partners
under the terms of this Agreement and upon
approval of Sponsor, payment will be made
by Medpace or its designee to the payee
(“Payee”) designated in Appendix 1
appended hereto and incorporated herein by
reference. Payee will accept payment from
Medpace, or its designee, to the Payee as
full consideration for services rendered. All
costs outlined on Appendix 1 shall remain
firm and unchanged for the duration of the
Study, unless otherwise agreed to in writing
by the Parties. It is understood and agreed
that no reimbursement will be provided by
Medpace or Sponsor for subjects who are
randomized into the Study in violation of the
Protocal, or who do not conform to the
Protocol’s inclusion and exclusion criteria or
for whom serious deviations from the
Protocol are made. The budget contained in
Appendix 1 is inclusive of all applicable

taxes. VAT is not applicable because
Medpace is a u.s. based
company. Contracting Partners represent

that neither Principal Investigator nor Center
is a citizen or resident of the United States,
or a corporation or partnership that is and
has been treated as a U.S. corporation or
U.S. partnership, and that all payments
received under this Agreement will be for
services rendered outside the United States.
Should any changes to VAT law occur
during the term of this Agreement, or other
tax laws requiring withholding, the party
legally responsible shall be liable for VAT or
withholdings. Medpace, as Sponsor's
payment agent, shall make payment to
Payee under this Agreement from funds
escrowed by Sponsor. Notwithstanding the
foregoing, Medpace may issue a written
amendment, signed by Medpace and prior
approved by Sponsor, for the purpose of
increasing the Study costs as described in
the Appendix 1.

4.2 The Contracting Partners understand
that Medpace and/or the Sponsor may disclose
on the central website of the company any
payment and any transfer of value relating to
research and development, i.e. (1) payments
made under this Agreement and (2) any cost of
accommodation, refreshments and travel of the
Contracting Partners, which shall be covered
under this Agreement and (3) any congress
registration or participation fees or similar fees,
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poplatky alebo obdobné poplatky, ktoré maju
byt na zdaklade tejto Zmluvy uhradené, a to
anonymnym spdsobom, tj. na agregovanej
arovni. Tieto informacie moZu byt tieZ
publikované ako sucast tejto Zmluvy v registri
zmliv na zaklade ustanovenia § 5a a § 5b
zakona ¢. 211/2000 Z.z., o slobodnom pristupe
k informaciam a o zmene a doplneni niektorych
zakonov v zneni zakona ¢&. 546/2010 Z.z.
(zékon o slobode informacii). Bez ohfadu na
vysSie uvedené moZze Medpace zverejnit
prevod akejkolvek hodnoty poskytnutej v ramci
tejto Zmluvy. Priloha 1 predstavuje vlastnicke
informacie spolo¢nosti Medpace a nebude
zverejnena v Registri zmlav, Centrum predloZi
tato Zmluvu na zverejnenie v Registri zmllv,
ktory spravuje viadny organ Slovenskej
republiky. Register sa nachadza na stranke
www.crz.gov.sk (dalej len ,Register zmiav*)
v sulade s vladnym nariadenim ¢islo 498/2011
Zb., ktorym sa ustanovuji  podrobnosti
o zverejiiovani zmluv v Centralnom registri
zmlav. Spolo¢nost Medpace bude zodpovedna
za upravu Zmluvy pred jej zverejnenim
v Registri zmlav. Zmluvni partneri nezverejnia
Ziadne nerevidované verzie na Ziadnych
webovych strankach, ani v inych médiach bez
predchadzajuceho pisomného suhlasu
spolotnosti Medpace. Signatari tejto Zmluvy
suhlasia so zverejnenim ich mien a titulov
v Registri zmldv. Centrum predlozi zaslepenu
verziu tejto Zmluvy v Registri zmliv bez
zbytoéného odkladu.

4.3 Spolo¢nost Medpace bude, ako zastupca
zadavatela pre platby, realizovat platby
na zaklade tejto zmluvy zo zdrojov
poskytnutych Zadavatelom za
poskytované sluZby podla rozpisu platieb
uvedenych v Prilohe 1. VSetky odmeny a
finanéné nahrady, ktoré maja byt
zaplatené Centru, s splatné v lehote 45
dni odo dfia, kedy bude spolonosti
Medpace doruéeny zodpovedajlci dafiovy
doklad (faktara) so vSetkymi néleZitostami
podlfa prislusnych pravnych predpisov
upravujucich dari z pridanej hodnoty, a to
v prospech bankového Gctu Centra:

Banka: Statna pokladnica

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

Majitel (&tu: Fakultna nemocnica Nitra
Cislo G&tu/IBAN: SK 49 8180 0000 0070
0028 0649

BIC/SWIFT: SPSRSKBA

Clinical Study Agreement |Version #1
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which shall be covered under this Agreement,
all this in an anonymized way, i.e. on
aggregated level. This information may also be
disclosed as a part of this Agreement in the
Agreements Register pursuant to section 5a
and section 5b of Act No. 211/2000 Coll., on
free access to information and on amendments
to certain acts, as amended by Act No.
546/2010 Coll. (Freedom of Information Act).
Notwithstanding the aforementioned, Medpace
may also disclose any transfer of value under
this Agreement. Appendix 1 constitutes
proprietary information of Medpace and it will
not be published in the Contracts Registry.
Center shall submit this Agreement for
publication in the registry of contracts
administered by the Government Office of the
Slovak Republic, located at the website
www.crz.gov.sk (“Contracts Registry”), in
accordance with Government Regulation No
498/2011 Coll. About details on the publication
of contracts in the Central Registry. Medpace
shall be responsible for redacting the
Agreement before publication in the Contracts
Registry. The Contracting Partners shall not
publish any non-redacted versions on any
websites or other media without obtaining
Medpace's prior written consent. The
signatories to this Agreement agree and
consent to publication in the Contracts Registry
of their names and titles. Center shall submit
redacted version of this Agreement in the
Contracts Registry without undue delay. .

4.3 Medpace, as Sponsor's payment agent,
shall make payment under this
Agreement from funds provided by
Sponsor for services provided according
to the payment schedule in Appendix 1.
Any remuneration and reimbursement
for the Center must be paid within 45
days of the day Medpace 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:

Bank: Statna pokladnica
Address: Radlinského 32, 810 05 Bratislava,
Slovakia

Bank code: 8180

Account holder: Fakultna nemocnica Nitra
Account No: SK 49 8180 0000 0070 0028
0649

BIC/SWIFT: SPSRSKBA
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Ako variabilny symbol bude pouZité &islo
faktiry Centra na zaklade odsuhlasenych
podkladov dorucenych do Centra.

Platby budu realizované v pefiaznej mene
EURO a vietky bankové poplatky znasa
spolo¢nost Medpace.

Faktiury musia byt zasielané spolo¢nosti
Medpace s uvedenim ¢&isla protokolu
a menom zodpovedného skusajlucehoa to
na adresu:

Email: siteinvoices@medpace.com
Phone: 513-579-9911

Medpace Clinical Research, LLC
Attn: Clinical Operations Site Payments
5375 Medpace Way

Cincinnati, Ohio 45227

Odmeny a finanéné nahrady podla tejto
Zmluvy a prilohy €. 1 (s vynimkou odmien
a finanénych nahrad, u ktorych je splatnost
zvlast upravena v prilohe & 1 Zmluvy)
budid Centru a Hlavnému skud3ajicemu
uhradené takto: Spatne za bezprostredne
uplynulé a doteraz nefakturované obdobie
vZzdy za kazdého kalendarneho
Stvrtroénie Klinické Studie. Stvrtroéné
platby sa uskutoénia do Styridsiatich piatich
(45) dni po ukoncéeni kaZzdého Stvrtroka.
Stvrtroény rozpis méze byt posunuty
vzhladom na kalendamy Stvrtrok. Platby
st zaloZené na elektronickych
zéznamovych  formuldroch  GCastnika
klinického sku3ania (dalej len ,eCRFs"),
laboratérnych  (dajoch, udajoch [IVRS
alebo inych osobitnych zdrojoch Gdajov.

Zmluvni partneri si  spoloéne so
spoloénostou Medpacena vzajom pisomne
alebo formou e-mailu odsuhlasia prehlad
pottu navstev subjektov vykonanych
Hlavngm skd8ajacim a / alebo inymi
Clenmi $tudijného timu, ktoré maju byt
podrla tejto Zmluvy spoloénostou Medpace
hradené (tzv. navrh faktury), zaslany
osobou poverenou spolo&nostou
Medpace.

Tento prehfad musl byt spracovany zviast
pre kaZdy subjekt Klinického skugania a

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 EUR and all bank
charges are borne by Medpace.

Invoices shall be addressed to Medpace, include
Protocol number and Principal Investigator
name and shall be sent to the following address:

Email: siteinvoices@medpace.com
Phone: 513-579-9911

Medpace Clinical Research, LLC
Attn: Clinical Operations Site Payments
5375 Medpace Way

Cincinnati, Ohio 45227

Any remuneration and reimbursement
based on this Agreement and (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. Quarterly payments will
be made within forty-five (45) days after
the end of each quarter. The quarterly
schedule may be offset from the calendar
quarter. Payments are based on electronic
case report forms (“eCRFs”), laboratory
data, IVRS data or other specific data
source.

Contracting Partners and Medpace shall
approve in writing or by e-mail an overview
of the number of subject's visits which
were performed by the Principal
Investigator and/or other Clinical Trial
Team Members and which are to be paid
by Medpace based on this Agreement (i.e.
draft invoice), sent by a person authorized
by Medpace.

Every overview must be prepared
separately for each trial subject and must
include an itemized list of all visits and
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musi zahimat poloZkovité vyuctovanie
vietkych navstev a vySetreni vykonanych v
prislusnom  kalendarmom  &tvrtroéne.
Prehlad nebude obsahovat' fakturovatelné
poloZky. Na zéklade vzajomného
odsuhlasenia navrhu faktiry vystavi
Centrum faktiru na odmenu a pripadné
financne nahrady, ktrori doruci spoloénosti
Medpace na vy33ie uvedenu adresu.
VSetky faktiry musia byt predlozené
spolocnosti Medpace do devatdesiatich
(90) dni od vzniku naroku alebo a? do
tridsiatich (30) dni od prijatia z&vere&nej
platby. Faktury prijaté po termine koneénej
platby moéZe byt potrebné predlozit na
posudenie priamo Zadavatelovi,

Spoloénost Medpace zaplati Centru na
zaklade riadne vystavenej a riadne
doruenej faktury prislusni odmenu a
pripadné opravnene fakturované finan&né
nadhrady za obdobie, pre ktoré bol
predmetny navrh faktiry podlfa tohto
Clanku odsuhlaseny.

V  pripade, Ze spolo&nost Medpace
nezasle Centru vy3sie uvedeny prehlad
(névrh faktdry) na odsuhlasenie v lehote
30 dni odo diia ukongenia kalendarneho
Stvrtrolie, zasle Centrum spolo&nosti
Medpace pisomnu vyzvu a ak spolo&nost
Medpace nezasle uvedeny prehfad (navrh
faktary) ani v lehote 30 dni od dorugenia
takejto vyzvy, je Centrum opravnené
vystavit faktiru a Zadavatel je povinny
uhradit Centru odmenu a finanéné nahrady
za vietky fakturované ukony vykonané v
obdobi kalendarneho Stvrtroéne Hlavnym
skudajucim  a/alebo  inymi  Clenmi
Studijného timu.

V pripade, Ze Centrum zisti, Ze su v
prehfade (navrhu faktiry) nedostatky, tieto
ozndmi  bez  zbytoéného  odkladu
spolo¢nosti Medpace, ktory je povinny ich
odstranit. Ak ma spoloénost Medpace
zato, Ze v prehfade (navrhu faktary) Ziadne
nedostatky nie sd, oznami toto Centru.
Centrum aspolotnost Medpace su
nasledne povinni si navzajom poskytnut
sG¢innost nevyhnutnd na odstranenie
pripadnych  rozporov.  Neposkytnutie
sUCinnosti sa povaZuje za nepodstatné
porusenie Zmluyy,

Ak neodstrani spoloénost Medpace

examinations provided in the relevant
calendar quarter. The overview will not
include invoiceable items. Based on the
mutually approved draft invoice, the Center
shall issue an invoice for remuneration and
potential reimbursement and shall send it
to Medpace to above mentioned address.
All invoices must be submitted to Medpace
within ninety (90) days of occurrence or up
to thirty (30) days after receipt of final
payment. Invoices received after final
payment deadline may require submission
directly to Sponsor for consideration.

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

In the case that Medpace 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 Medpace a written reminder and
if Medpace does not send the aforesaid
overview (draft invoice) within 30 days of
receipt of the reminder, the Center shall
have the right to issue an invoice and
Medpace 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 Center shall immediately report any
potential deficiencies in the overview (draft
invoice) to Medpace, and Medpace shall
remedy such deficiencies. In the case that
Medpace believes that the overview (draft
invoice) has no deficiencies, Medpace
shall announce it to the Center. The Center
and Medpace shall then cooperate as
necessary to rectify such discrepancies.
Failure to cooperate shall be considered a
minor breach of this Agreement.

In the case that Medpace fails to remedy
deficiencies in the overview (draft invoice),
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4.4

4.5

nedostatky v prehlade (navrhu faktiry)
ani v lehote 45 dni odo diia dorutenia
oznamenia podla predchadzajiceho
odseku, alebo v tej istej lehote
neoznami Centru, Ze v prehlade (navrhu
faktury) Zziadne nedostatky nevidi, plati,
?e rozhodny pre vystavenie faktiry je
prehfad (navrh faktiry) v zneni
pripomienok Centra, na zaklade ktorého
je Centrum opravnené vystavit' faktaru
a spolo¢nost Medpace je povinna
odmenu a finanéné nahrady za
fakturované vykony vykonané v obdobi
kalendarneho  Stvrtrocne  Hlavnym
skusajucim a / alebo inymi Clenmi
§tudijného timu centru uhradit.

Spolo&nost Medpace si vyhradzuje
pravo pozastavit Uhrady prijimatelovi
platby, ak zodpovedny skiSajuci a/alebo
intituicia nevypiSu udaje, nevyriedia
poziadavky alebo neuvedu elektronické
podpisy v eCRFs, a/alebo neposkytnu
spoloénosti Medpace regulacné
dokumenty v terminoch definovanych
projektovym timom. Platby sa opét
uvolnia vtedy, ked sa chybajice alebo
neupliné informéacie doplnia.

Spoloénost Medpace mé pravo zadriat
aZ 10% z prislusnej sumy odmeny Zza
obdobie kalendarneho $tvrtroéie (dalej
len "zadrzné). Spoloénost Medpace sa
zavazuje uhradit Centru zédrZzné potom,
¢o budu predloZené vsetky prislusné
CRF, budu zodpovedané vsetky otazky s
ohfadom na data obsiahnuté v tychto
CRF a budd odstranené v3etky

nespravnosti a nedostatky v Gdajoch v
databaze.

Pokial tito Zmluva neustanovi inak,
vEetky sumy uvedené v tejto Zmiluve a v
ich prilohdch si uvedené bez DPH. Ako
bolo stanovené v bode 4.1, DPH sa
neuplatfiuje,
Medpace je spolotnostou so sidlom v
USA. Centrum nesie zodpovednost za
uhradenie vSetkych ostatnych danl v
sGvislosti s platbami na zéklade tejto
Zmluvy.

pretoZe spolognost

C1. 5 - Prava k vysledkom
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or fails to inform the Center that Medpace
believes that the overview (draft invoice) has
no deficiencies, within 45 days of
announcement based on the previous
paragraph, the Center shall use its version
of the overview (draft invoice), based on
which the Center shall issue an invoice and
Medpace shall have to pay the remuneration
and financial reimbursement for invoiced
activities performed during the calendar
quarter by the Principal Investigator and/or
other Clinical Trial Team Members.

Medpace reserves the right to suspend
payments due to Payee, if Principal
Investigator and/or Institution do not complete
data entry, query resolutions, and electronic
signatures on eCRFs and/or provide regulatory
documents to Medpace within timelines
defined by the project team. Payments will
resume once the missing or incomplete
information is resolved.

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

45 Unless otherwise stated in this
Agreement, no amounts specified in this
Agreement and its Appendices include
VAT .As set out in section 4.1, VAT does not
apply as Medpace is a US based company.
The Center shall be responsible for paying
any other tax with respect to the payments
made based on this Agreement.

Article § - Rights to Results

6.1 The Sponsor shall own the exclusive rights
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5.1 Zadavatelovi patria vyhradné prava ku
vietkym vysledkom, udajom zisteniam,
objavom, vynalezom a S3pecifikdciam, bez
ohfadu na to ¢i su spdsobilé byt predmetom
patentovej ochrany alebo nie, ktoré vznikli, boli
vytvorené, odvodené, vyprodukované, objavené,
vymyslené alebo inak urobené Centrom,
Hlavnym sku3ajicim a/alebo Clenmi $tudijného
timu v savislosti s vykonavanim Studie (dalej len
“Vysledky"). Zmluvni partneri tymto vopred
postupuju vietky svoje majetkové prava k
Vysledkom na Zadavatela a Zadavatel tieto
postupené prava priima. Odmena za tento
prevod je uZ zahrutd v odmene Zmluvnych
partnerov podlfa ¢l. 4 tejto Zmluvy. Zmluvné
partneri neziskavaju k Vysledkom plnenim tejto
Zmluvy Ziadne prava.

52 Vsetky =zdravotnicke dokumentacie a
pbvodnd zdrojovd dokumentacia zostan(
majetkom  Centra; av$ak, Zadavatel je

opravneny ich pouzit' v stilade s touto Zmluvou a
;na zaklade suhlasu, ktory udelia subjekty
skusania. Spristupnenie Vysledkov
akémukolvek subjektu, vratane Zmluvnej
vyskumnej organizacie i etickej komisie alebo
regulaného organu nebude povaZované za
udelenie  vlastnickeho prava k tymto
informaciam tychto subjektov.

53 V rozsahu, v akom prava dusevného
viastnictva k Vysledkom nie su prevoditelné,
udeluju tymto Zmluvni partneri Zadavatelovi
vyhradnud, neodvolatelni v mieste a Gase
neobmedzenu licenciu s pravom udelovat
sublicencie, a to na vSetky spdsoby pouZitia
tychto Vysledkov. Odmena za tito licenciu
je uz zahrnutd v odmene Zmluvnych
partnerov podla ¢&l. 4 tejto Zmluvy. Centrum
sa zavazuje vyvinit maximaline Usilie na to,
aby skutoéni vlastnici tychto prav
duSevného vlastnictva, tj.. zamestnanci
Centra a / alebo zainteresované tretie
strany, umoZnili Centru udelit vyssie
uvedenu licenciu Zadavatelovi.

5.4 Pre odstranenie pochybnosti plati, Ze
vyndlezy, ktoré sG vylepSeniami, alebo
novym pouZitim €i novymi liekovymi formami
Skuganého lieku s vyluénym vlastnictvom
Zadéavatela,

5.5 Zmluvni partneri sa zavAzuju zabezpeéit, Ze
vBetky Vysledky (dalej len “Vynélezy"),
dosiahnuté zamestnancami Centra alebo

inymi  stranami  zahmutymi  Zmluvnymi
partnermi  do  vykondvania  Klinického
skiSania, budi bezodkladne ozndmené
Zadavateflovi,
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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 to the Sponsor
in advance and the Sponsor accepts such
assigned rights. The royalty fee for this
assignment is already included in the
remuneration of the Contracting Partners
under Article 4 of this Agreement. The
Contracting Partners shall not acquire any
rights to Results by performing this
Agreement.

5.2 All medical records and original source
documents shall remain the property of the
Center; however, the Sponsor shall be
permitted to use them in accordance with
this Agreement and based on the consent of
trial subjects. Disclosure of 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.

5.3 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 ensure 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.

5.4 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,

5.5 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 in writing
without undue delay.

5.6 The Sponsor or any of its Affiliates shall
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5.6 Zadavatel alebo

ktordkolvek s nim
Prepojend osoba su opravneni podat
prihlasku patentu pre tieto Vynalezy vo
svojom mene alebo v mene urcenej tretej
strany, na vlastné naklady, s uvedenim
mena vynalezca (-ov) v prihlaske patentu.
Zmluvni partneri sa zavazuju podpisat a
zabezpedit, aby zamestnanci Centra a
dalSie subjekty zahrmuté  Zmluvnymi
partnermi  do  vykonavania  Klinického
skiSania podpisali vietky listiny a poskytli
také svedectva, aké Zadavatel uzna za
potrebné na ucel podania prihlasky patentu
a ziskania patentu s ciefom ochranit
opravnené zaujmy Zadavatela tykajuce sa
dusevného vlastnictva, ktoré vzniknd v
suvislosti s Klinickym skuasanim.

5.7 Zadavatel a jeho Prepojené osoby
moéZu uzivat, rozmnozovat a prevadzat
anonymizované radiologické / diagnostické
snimky zhotovené v priebehu Klinického
skusania v rozsahu uvedenom Vv
informovanom suhlase na vSetky ucely,
vedecké a/alebo komeréné, v akejkolvek
podobe a  akymkolvek  spdsobom,
elektronickym alebo mechanickym, vratane
vyhotovovania fotokodpii, elektronickych
zaznamov (napr. na CD-ROM), mikro-kopii,
alebo prostrednictvom systémov
uchovavania a obnovovania udajov,
vratane databank a internetu. Na tento Gcel
udefuji  Zmluvni partneri Zadavatelovi
vyhradni, miestom neobmedzend a
neodvolatelnu licenciu, vratane prava udelit
sublicencie Prepojenym osobam
Zadavatela, na uZivanie vy$Sie uvedenych
snimok. Odmena za tito licenciu je uZ
zahmutd v odmene Zmluvnych partnerov
podra él. 4 tejto Zmluvy. Ak nie su Centrum
alebo Hlavny skasajlci vlastnikmi prav k
tymto snimkam, Centrum a/alebo Hlavny
skaSajici sa zavazuju zabezpecit, aby
skutoény viastnik tychto prav, tzn.
zamestnanci Centra a/alebo tretie osoby
zahmuté do vykonavania Klinického
skugania, umoZnili Zmluvnym stranam
udelit vyssie uvedenu licenciu
Zadavatelovi. Zmluvni partneri potvrdzujd,
Ze vietky takéto snimky budl ziskané so
sUhlasom subjektu, ktory Centru odovzda
Medpace a Ze nebudli obsahovat Ziadne
informécie, prostrednictvom ktorych by
mohol byt identifikovany konkrétny subjekt
skusania.

6.8  Zadavatel udelfuje  Zmluvnym
partnerom nevyhradnd licenciu k
Vysledkom vytvorenym v Centre na interné
nekomeréné vyskumné a vzdeldvacie Ucely
pri  dodrzanl podmienok zachovania
dovernosti a podmienok pre publikovanie,

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

5.7 The Sponsor and its Affiliates may utilize,

reproduce and transform anonymized

radiological/diagnostic images made in the

course of the Clinical Trial, in compliance

with the provisions of the informed

consent 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 Medpace and that the

images shall not contain any information,

through which the relevant trial subject
could be identified.

5.8 The Sponsor provides the Contracting
Partners with a non-exclusive license to
Results created at the Center for internal
non-commercial research and educational
purposes, subject to confidentiality and
publication terms specified In this
Agreement, Such license does not allow for
granting any sub-licenses.
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ktoré su obsiahnuté v tejto Zmluve. Tato
licencia neopraviuje k udelovaniu
akychkolvek sublicencif.

Cl1. 6 — Zachovavanie dévernosti

6.1 Zmluvni partneri sa zavdzuji zaobchadzat
so vietkymi informaciami oznagenymi ako
.Doverné" a prijatymi od Medpace,
Zadavatela alebo v mene Medpace alebo
Zadavatela alebo od Prepojenych oséb
Zadavatela v suvislosti s Klinickym
skusanim, Skusany liekom, Protokolom
alebo touto Zmluvou a s Vysledkami (dalej
len ,Déverné informacie") prisne déverne.
Zmluvné strany sa zaroven dohodli, e s
Zmluvni partneri povinni zaobchadzat ako s
dbvernymi aj s tymi informéaciami, ktoré sice
ako ,Déverné” nie su oznadené, ale mozu
byt povaZzované za Déverné informacie, a to
na zaklade ich povahy alebo podmienok,
ktoré sa vztahovali k ich poskytnutiu alebo
spristupneniu, vratane vsetkych Gdajov
tykajucich sa Klinického skusania, tdajov
pre vnatorni potrebu, alebo informacii
vytvorenych  na  zaklade Klinického
skusania, a to napriklad vratane Protokolu,
suboru informacii pre skusajiceho &
predbeznych vysledkov Studie. Zmluvni
partneri smu pouZivat Déverné informacie
iba na uCely pinenia tejto Zmluvy a
zavazuju sa nespristupnit takéto Doverné
informacie Ziadnej tretej strane mimo stran
poverenych Medpace a Zadavatelom bez
predchadzajiceho  pisomného  suhlasu
Medpace a Zadavatela. Zmluvni partneri sa
zavazujua umoznit pristup k dovernym
informacidam len osobam, ktoré sa s
Dévernymi informaciami majia potrebu
zoznamovat na ucel 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 podfa tohto ¢lanku 6.

6.2 Povinnost na zachovavanie ddvernosti sa
nevztahuje na tie pripady, ked Zmluvni
partneri sG opravneni publikovat Déverné
informécie v stlade s &lanku 7.

6.3 Pojem Dbvené informacie, ako je
pouzivany v tejto Zmluve, sa nevztahuje na
Gdaje a Informéacie, pri ktorych mozu
Zmluvnl partneri preukézat na zaklade
dostatoénych pisomnych dékazov, Ze (i)
nimi - Centrum alebo Hlavny skusajuci
disponovali bez povinnosti zachovavat o
nich micanlivost v &ase, ked im boli

Clinical study Agreement |Version #1
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Article 6 —~ Confidentiality

6.1 The Contracting Partners agree to treat

as strictly confidential all information
marked as “"Confidential” and received from
Medpace, Sponsor or on behalf of
Medpace or the Sponsor or any of its
Affiliates in relation to the Clinical Trial, the
Investigational medicinal product, the
Protocol or this Agreement as well as
Results  (hereinafter referred to as
“Confidential Information”). The
Contracting Parties agree that the
Contracting Partners must also treat as
strictly confidential any information that is
not marked as “Confidential” but can be
considered Confidential Information based
on its nature or conditions under which it
was provided or disclosed, including any
data concerning the Clinical Trial,
information for internal use only or
information created based on the Clinical
Trial, for example including the Protocol,
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 Medpace and the
Sponsor without Medpace’'s and 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.

6.2 The confidentiality obligation shall not

apply as long as the Contracting Partners
have the right to publish Confidential
Information in accordance with Article 7.

6.3 The term Confidential Information, as used

in this Agreement, does not apply to data
and information where the Contracting
Partners can prove with sufficient written
evidence that such data and information (i)
were already in possession of the Center or
the Principal Investigator without the
confidentiality obligation at the time of their
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spristupnené spolo¢nostou Medpace
alalebo  Zadavatelom alebo v mene
spolotnosti Medpace alebo Zadavatela
alebo niektorou z ich Prepojenych osdb, (ii)
su alebo sa stanu sucastou verejnych
informacii  inak ako konanim  alebo
opomenutim Centra alebo  Hlavného
skudajuceho, (iii) ich Centrum alebo Hlavny
skusajuci pravom nadobudli od tretej strany,
ktora nie je voci Zadavatelovi alebo jeho
Prepojenym osobam viazana vyslovnou
alebo implicitnou povinnostou micanlivosti,
alebo (iv) boli vytvorené nezavisle Centrom
alebo Hlavnym skusajicim bez odkazovania
sa na D&verné informécie alebo ich pouZitie.

6.4 NavySe su Zmluvni partneri opravneni
spristupnit Déverné informacie v takom
rozsahu, v akom je takéto zverejnenie
vyZzadované zakonom alebo vykonatelnym
stdnym rozhodnutim, av§ak za podmienky,
Ze Zmluvni partneri o tejto skutoCnosti v
primeranom ¢asovom predstihu okamZite
informuju Medpace a Zadavatela a na jeho
Ziadost' s nim budu spolupracovat v snahe
dosiahnut opatrenia na Géely ochrany alebo
iného primeraného pravneho prostriedku.
Zmluvni partneri sa zavazuju vyvinat vietko
primerané Usilie, aby zabezpecili déverné
zaobchadzanie s ktoroukolvek z Ddvernych
informacii, ktora bude spristupnena.
Zmluvni partneri zabezpedia, aby bolo
takéto spristupnenie obmedzené iba na
rozsah, ktory vyZaduje zakon.

6.5 Tieto povinnosti zachovavat mi¢anlivost a
zakaz pouZivania Dévernych informacii
podla tejto Zmluvy zostanu v platnosti aj po
skonéeni tejto Zmiuvy.

6.6 Zmluvni partneri sa zavazuju na Ziadost
Medpace a/alebo Zadavatela zlikvidovat a
zmazat Doverné informécie, ktorymi
disponuiju alebo ich vratit Medpace a/alebo
Zadavatelovi a poskytnat doklad
o likvidacii/vymazani/vrateni  spolognosti
Medpace a Zadavatelovi.

6.7 Vetky dohody existujlice pred uzavretim
tejto Zmluvy, ktoré sa tykaju povinnosti
zachovavat miéanlivost vo vztahu ku
Klinickému skd$aniu, sa nahradzaju touto
Zmluvou a len pokial sa tykaju Klinického
skGsania,

6.8 Medpace sa  zavézuje  zachovévat
mi€anlivost o skuto&nostiach, ktoré Centrum
ozna¢l ako skutoénosti dbverné za
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disclosure to them by Medpace and/or
Sponsor, or on behalf of Medpace or the
Sponsor or any of their Affiliates, (ii) are or
become a part of public information by
means other than by an act or omission on
the part of the Center or the Principal
Investigator, (iii) were legally acquired by the
Center or the Principal Investigator from a
third party not bound to the Sponsor or its
Affiliates by an explicit or implied
confidentiality obligation or (iv) were created
independently by the Center or the Principal
Investigator without reference to Confidential
Information or its use.

6.4 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 immediately notify Medpace and
the Sponsor reasonable advance notice and
shall cooperate with Medpace and 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. However,
the Contracting Parties shall ensure that such
disclosure shall be limited to the legally required
extent only.

6.5 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.

6.6 The Contracting Partners agree to
liquidate and delete any Confidential
Information in their possession or to return
it to Medpace and/or the Sponsor upon the
request of Medpace and/or the Sponsor
and provide a document certifying such
liquidation/ deletion/ return to Medpace and
the Sponsor.

6.7

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.

6.8 Medpace agrees not to disclose any
fact that the Center designates as
confidential. Provided Medpace can
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predpokladu, 2e Medpace mdzZe zverejnit
takuto skutoénost Zadavatelovi.

Cl. 7 - Publikovanie, tlatové spravy a
verejné oznamenia

7.1 Medpace uznava zdujem Zmluvnych
partnerov. na nekomerénom vedeckom
publikovani Vysledkov, bez ohladu na to, ¢i
vysledok Klinického sku3ania je pozitivny
alebo negativny. S ohfadom na opravnené
zaujmy Zadavatela sa Zmluvni partneri
zavazuju dodrziavat nasledujice povinnosti
a podmienky na publikovanie:

7.1.1  Zmluvni partneri sa zavazuju poskytovat
Medpace a Zadavatelovi vietky navrhy na
publikovanie alebo ustne prezentacie
tykajuce sa Klinického sku3ania alebo
Skuaného lieku alebo Vysledkov (dalej
len ,Publikacie) najmenej Sestdesiat (60)
dni pred zamySfanym predloZenim alebo
prezentaciou Publikacie na kontrolu.

7.1.2 Pokial Medpace a Zadavatel neoznami
Zmluvnym partnerom v ramci lehoty 45 dni
odo dfa, ked spoloénosti Medpace a
Zadavatelovi bola doru¢ena zamyslana
Publikacia (podlfa toho kto dostane
oznamenie Zmluvného partnera neskér),
Zmluvni partneri sa zavazuju pripomenat
spolocnosti Medpace alebo Zadavatelovi
predpokladany datum Publikacie. Zmluvni
partneri nie su opravneni publikovat

Publikacie bez vyslovného
predchadzajuceho pisomného suhlasu
Medpace a Zadavatela.

7.1.3 Zmluvné strany beri na vedomie a
sthlasia, Ze v pripade multicentrickych
Studil sa Vysledky Klinického sku$ania
publikuju iba prostrednictvom koordinacie s
Medpace a Zadavatefom na ucel
kombinovania vysledkov zo vSetkych
centier zG&astnenych Klinického sku3ania.
Zmluvni partneri st opravneni publikovat
Vysledky ich Centra za podmienky, Ze
celkové vysledky neboli publikované do 18
mesiacov od dokonéenia Klinického
skasania alebo po multicentrickej publikécii,
a sG¢asne za podmienky postupovania v
sUlade s podmienkami stanovenymi v tomto
Clanku avélanku 6  ,Zachovavanie
dbvernosti®,

7.1.4 Medpace a Zmluvnl partneri sa zavézuju
prediskutovat vietky rozdiely v nézoroch na
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disclose such fact to the Sponsor.

Article 7 — Publication, Press Releases
and Public Announcements

7.1 Medpace 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:

7.1.1The Contracting Partners agree to provide

Medpace and the Sponsor with all
proposed publications or oral presentations
relating to the Clinical Trial or the
Investigational medicinal product or
Results (hereinafter referred to as the
“Publication”) at least sixty (60) days prior
to the intended submission or presentation
of the Publication in order to allow its
review.

7.1.2 If Medpace and the Sponsor do not notify
the Contracting Partners within 45 days of
Medpace's and the Sponsor's receipt of
the intended Publication, whoever receives
the Contracting Partner’s notification later,
the Contracting Partners agree to remind
Medpace or the Sponsor of the intended
date of the Publication. The Contracting
Partners are not allowed to publish
Publications without the explicit prior
written consent of Medpace and the
Sponsor.

7.1.3The Contracting Parties acknowledge and
agree that, in case of multi-center studies,
Results of the Clinical Trial are published
only through coordination with Medpace
and 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 or after the
multicenter publication, subject to the
compliance with the terms set forth in this
Article and Article 6 “Confidentiality”.

7.1.4 Medpace and the Contracting Partners
agree to discuss any difference of opinion
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zamysfany obsah Publikdcie s ciefom najst
riedenie uspokojivé pre Medpace a Zadavatela
aj pre Zmluvnych partnerov. Medpace alebo
Zadavatel je opravneny navrhnut akékolvek
zmeny Publikéacie, ktoré oddvodnene
spolocnost’ Medpace alebo Zadavatel povaZuje
za potrebné na vedecké ucely. Zmluvni partneri

sa zavazuju, Ze implementacia takychto
odporu¢anych zmien nebude bezdbvodne
odmietnuta.

7.1.5 Ak mozno ocakavat, Ze takato Publikacia
by mohla mat neziaduci Gcinok na
zachovanie dovemnosti ktorejkolvek z
Dévernych informacii spolo¢nosti Medpace
alebo Zadavatefa, Zmluvni partneri sa
zavazuju zabranit takejto Publikacii, ibaZze
by predmetna Déverna informacia nemohla
byt vymazana z Publikacie bez ujmy
vedeckej spravnosti Publikacie.

7.1.6 Ak by Publikacia z pohladu Zadavatela
mohla mat neZiaduci Géinok na
schopnost ziskat patentovu ochranu pre
ktorykolvek Vynalez, Medpace alebo
Zadavatel ma pravo pozadovat odklad
Publikacie na primeranu dobu na ucel
pripravy a podania Ziadanej patentovej
prihlasky Zadavatelom alebo v jeho
mene, avdak tato doba nesmie
presiahnut Sest (6) mesiacov od
datumu, kedy bola Zadavatelovi
Publikdcia doruéena na kontrolu.
Medpace al/alebo Zadavatel ma pravo
pozadovat dalsi odklad Publikécie, ak
patentova prihlaSka bola podana a ak
prihladka s pravom prednosti je netpina
a v ramci 1 roka od podania prihlasky s
pravom prednosti musi byt do Ziadosti
dopineny predmet patentovej prihlasky.
V tomto pripade ma Medpace a/alebo
Zadévatel pravo pozZadovat odklad
akejkofvek Publikacie az do doplnenia
prinladky s pravom prednosti. Medpace
al/alebo Zadavatel nebude zakazovat
Publikaciu, ak sa v nej podla nazoru

Medpace a Zadavatela nevyskytuje
patentovatefna informéacia, ktoru je
potrebné z planovanej Publikacie

odstranit Zmluvnymi partnermi.

Zmluyni partnerl sa zavédzuju zahrnat
do kaZdej Publikacie ustanovenia
informujuce, Ze vytvorenie Udajov bolo
podporené Zadavatefom a suéasne sa
Zmluvni partneri zavézuju informovat o
svojej miere angaZovanosti na
Klinickom skusani | a prospechu, ktory
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with regard to the intended content of the
Publication in order to find a solution
satisfactory for Medpace and the Sponsor
and the Contracting Partners. Medpace or
the Sponsor may recommend any changes
in the Publication, which Medpace or the
Sponsor reasonably deems necessary for
scientific purposes. The  Contracting
Partners agree that the implementation of
such recommended changes shall not be
unreasonably refused.

7.1.5 If such Publication is expected to have an
adverse effect on the confidentiality of any of
Medpace’s or 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.

7.1.6 If the Publication may - in the Sponsor’s
view - have an adverse effect on the ability
to obtain patent protection for any Invention,
Medpace or the Sponsor may request a delay of
the Publication for a reasonable period of time
in order to enable the preparation and filing of
any desired patent application by, or on behalf
of, the Sponsor; such period, however, may
not to exceed six (6) months from the day the
Sponsor received the intended Publication for
review. Medpace and/or 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, Medpace and/or the Sponsor has the
right to request a postponement of any
Publication until completion of the priority
application. Medpace and/or the Sponsor shall
not prohibit the Publication, unless in the opinion of

Medpace and the Sponsor, the patentable

information needs to be removed by the
Contracting Partners from the planned
Publication.

7.1.7 The Contracting Partners agree to include
in every Publication information that the
creation of data was supported by the
Sponsor as well as information about their
involvement in the Clinical Trial and their
benefits from the Clinical Trial. Authorship
and acknowledgements for scientific
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im z Klinického skudania plynul.
Autorstvo a wuznanie za vedecké
publikovanie by mali byt v sulade s
jednotnymi poZiadavkami na rukopisy
vydanymi  Medzinarodnym  vyborom
redaktorov lekarskych Casopisov -
ICMJE (Uniform Requirements for
Manuscripts).

7.1.8 Zmluvni partneri sa zavazuju zaviazal
rovnakymi povinnostami a poZiadavkami
na publikovanie, ktoré su stanovené v
&l. 7.1 tiez vietkych Clenov Studijného
timu.

7.2 Povinnosti stanovené v ¢l. 7.1 zostand v
platnosti dalSich péatnast (15) rokov po
predéasnom ukonéeni alebo po ukonéeni
tejto Zmluvy.

7.3 Medpace je s predchadzajucim suhlasom
Zadavatela opravneny zverejnit vysledky
Klinického skdsania spdsobom, ktory uzna
za vhodny, a to ako po celu dobu trvania
tejto Zmluvy, tak aj po jej ukonéeni, 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
ktorejkolvek databaze a/alebo v registri v
sulade s pravnymi predpismi a s prislusnymi
normami vo vztfahu k rozsahu, forme a
obsahu.

7.4 Ziadna zo zmluvnych stran nebude bez
predchadzajuceho pisomného povolenia
Zadavatela pouZivat meno druhej strany,
vydavat akékolvek verejné vyhlasenia o tejto
Zmluve, ani  zverejiiovat  akékolvek
informéacie o tomto Klinickom sku3ani, okrem
pripadov, ked to bude vyZadovat zakon.
Takéto vopred poskytnuté suhlasy nesmu
byt z neprimeranych dévodov odoprené.
Zmluvni partneri predioZia tito Zmluvu na
zverejnenie v Registri zmldv, ktory spravuje
vliddny organ Slovenskej republiky. Register
sa nachadza na stranke www.crz.qov.sk ako
je uvedené v élanku 4.6.

7.5 Nazov Zadavatela nesmie byt pouZivany v

Ziadnom reklamnom alebo inom materiali

Zmluvnych partnerov bez predchadzajuceho

pisomného schvélenia Zadavatelom.
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publications should be consistent with the
Uniform Requirements for Manuscripts
issued by the International Committee of
Medical Journal Editors (ICMJE).

7.1.8 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.

7.2 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.

7.3 Medpace, with the prior approval of the

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

7.4 No Party shall use another Party’s name,

nor issue any public statement about this
Agreement, or publish any information about
the Study, without the prior written
permission of the Sponsor except as
required by law. Such prior permission shall
not be unreasonably withheld. Contracting
Partners shall submit this Agreement for
publication in the registry of contracts
administered by the Government Office of
the Slovak Republic, located at the website
www.crz.qov.sk as set forth in Article 4.6.

7.5 The name of the Sponsor may not be used
in any advertising or any other material of the
Contracting Partners without the Sponsor's prior
written authorization
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Cl. 8 - Zodpovednost' a oddkodnenie Article 8 — Liability and Indemnity

8.1 Zmluvni partneri sa zavdzuju | 8.1 The Contracting Partners agree to indemnify
Zadavatelovi nahradit ujmu (vratane ujmy the Sponsor for any damage (including non-
nemajetkovej a smrti subjektu skusania) pecuniary damage and death of trial subject)
vzniknutej z dévodu (i) nedbanlivého alebo incurred as a result of (i) a negligent or
umyselného protipravneho konania alebo willful illegal act or omission and/or (ii) a
opomenutia a / alebo (i) poru$enia breach of any obligations assumed under
ktorejkolvek 2z povinnostl prijatych na this Agreement as well as (iii) breach of
zéklade tejto Zmluvy ako aj (iii) porudenia legal regulations by either of them or any
pravnych predpisov ktorymkolvek z nich, employee of the Center or contractors used
alebo ktorymkolvek zo zamestnancov for the purposes of fulfiment of this
Centra alebo Zmluvnych partnerov, ktori Agreement. Claim for damages does not
budu participovat na pineni tejto Zmluvy. arise, or arises only in a proportional
Narok na nahradu skody nevznika, amount, if health-related harm (including
pripadne vznika len v pomernej vy$ke, ak death) occurred due to the fault or
ujma na zdravi (vratane smrti) bola contributory fault of the trial subject or
spdsobena zavinenim &i spoluzavinenim his/her legal representative, also due to
subjektu sku$ania & jeho zakonného negligence.
zastupcu, €o aj z nedbanlivosti. 8.2 The Sponsor must indemnify the

8.2 Zadavatel je Zmluvnym  partnerom Contracting Partners (hereinafter the Center
(Centrum alebo Hlavny skusajuci dalej and the Principal Investigator collectively
oznaCovani len "Od3kodfiovana strana") referred to as the “Indemnified Party”) for
povinny nahradit ujmu (vratane ujmy damage (including non-pecuniary damage)
nemajetkovej) v rozsahu, v akom je voci to the extent to which a frial subject or any
nim na prislusnom sude subjektom other under law entitled person successfully
skusania alebo inymi, na to podla platnych claims namely damage to health (including
pravnych predpisov opravnenymi osobami, death) as a result of wusing the
uspedne uplatneny najmd narok na Investigational medicinal product or any
nahradu ujmy na zdravi (vratane smrti) clinical intervention or procedure required by
vzniknutej z dévodu uZivania SkuSaného the Protocol in a competent court of justice,
lieku alebo akéhokolvek vykonu alebo provided that such damage:

postupu vykonaného na subjekte skuSania
podfa pozZiadaviek Protokolu, a to za
podmienky, Ze tato ujma:

8.2.1 nevznikla z dévodu, Ze 8.21 did not arise from the failure of the
Odskodriovana strana nekonala v Indemnified Party to comply with (a) the
stlade (a) s podmienkami tejto terms of this Agreement; and/or (b) the
Zmluvy; a/alebo (b) Protokolom; Protocol, and/or (c¢) all applicable laws
alalebo (c) vietkymi prislusnymi and regulations  governing the
pravnymi predpismi a pravidlami performance of the Clinical Trial, and/or
upravujucimi vykonavanie (d) safety measures and written
Klinického skusania; a/alebo (d) instructions of the Sponsor or its
bezpeénostnymi opatreniami a Affiliates; and/or

pisomnymi pokynmi Zadavatela
alebo jeho Prepojenych osdb;

alalebo
822 nevznikla z dévodu uUmyselného | 8.22 does not arise from a negligent or willful
protipravneho konania alebo illegal act or omission of the Indemnified
opomenutia Od3kodriovane] strany; Party; and/or
alalebo 8.23 is not fully covered by insurance taken
8.2.3 nie je pine hradené z poistenia out in compliance with applicable laws
dohodnutého v silade s pravnymi for the benefit of the Indemnified Party.
predpismi v prospech 8.3 In the case that such damage incurs only in
Odgkodfovanej strany. part due to reasons on the part of the
8.3 Dalej plati, Ze ak vznikne také ujma iba Indemnified Party as specified in Article
stasti z ddvodov na strane 8.2.1 or 8.2.2, the Indemnified Party shall be
Odskodriovanej strany uvedenych v &l. entitied to indemnification from the Sponsor
Clinical Study Agreement |Version #1 MUDr. Michal Koréek, PhD. | 703-001
Wockhardt Bio Ag | W-5222-301 06-Oct-2023| Page 31 of 45

CONFIDENTIAL



8.2.1, alebo 8.2.2, Odskodriovanej strane
vznika narok na nahradu ujmy vodéi
Zadavatelovi v rozsahu, v akom vznikla
$kodu mimo dévodov uvedenych v &l
8.2.1 a/alebo 8.2.2.
8.4 Pravo Zmluvnych partnerov na nahradu
ujmy podla ¢&l. 8.2 dalej nevznikne a
Zadavatel nebude mat povinnost nahradu
ujmy poskytnut, s vynimkou ods. 8.4.3, len
v rozsahu, v ktorom bude mat porusenie
niektorej z nizSie uvedenych povinnosti zo
strany Zmluvnych partnerov negativny
vplyv na moZnost Uispedne sa branit proti
uplatnenému naroku na nahradu ujmy:
84.1 Zmluvni partneri sa zavazuju
pisomne informovat Zadavatefa o
kazdom naroku a/alebo Zalobe v
maximalnom  moZnom  rozsahu,
podla tychto ustanoveni o nahrade
ujmy, a to do patnastich (15) dni odo
dia, ked sa o nich dozvedia, a
suasne sa zavazuji umozZnit
Zadavatelovi, aby schvaloval vSetky
Ukony a obranu proti takto
uplatnenému néroku alebo Zalobe
vratane rozhodovania o urovnani
sporu; a

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

8.4.3 Zmluvni partneri nesmu uznat ani
uspokojit Ziadny takyto narok mimo
alebo v ramci sidneho konania bez
predchadzajlceho pisomného
sthlasu Zadavatela.

8.5 Zadavatel je OdSkodfiovanej strane

povinny nahradit ujmu na zdravi (vratane

smrti), ktora vznikla subjektu skaSania
vyhradne v désledku uZivania Skuganého
lieku pouzitétho v ramci Klinického
sk(Sania a to za predpokladu, Ze narok
nevznikol v priginnej suvislosti s konanim

Zmluvnych partnerov.

8.6 Zadavatel nema Ziadnu povinnost

odskodnit hlavného skusajuceho,

centrum alalebo ich agentov,
zamestnancov a zastupcov v pripade, Ze

z jeho strany nedoslo k pochybeniu.

8.7 Medpace neméa Ziadnu povinnost
odskodnit hlavného skusajlceho,
centrum a/alebo ich agentov,

zamestnancov a zastupcov v pripade, Ze
z jeho strany nedoslo k pochybeniu.
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842 The

to the extent to which the reasons indicated
in Article 821 andior 822 did not
contribute to the damage.

8.4 The Contracting Partners shall not be

entitled to indemnification under Article 8.2
and the Sponsor shall not provide
indemnification, with the exception of
Paragraph 8.4.3, if the Contracting Partners
breach any of the following obligations and
such breach has a negative impact on the
possibility of successful defense against the
lodged claim:

8.4.1 The Contracting Partners agree to notify

the Sponsor in writing and as much as
possible about a claim and/or lawsuit
according to these provisions on
indemnification within fifteen (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

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

843 The Contracting Partners may not

recognize or settle any such claim or
lawsuit without the prior written consent
of the Sponsor.

8.5 The Sponsor 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,

8.6 Sponsor shall not have any obligation to

indemnify Principal Investigator, Center
and/or their agents, employees and
representatives in the event that there was
no misconduct from their side.

8.7 Medpace shall not have any obligation to

indemnify Principal Investigator, Center
and/or their agents, employees and
representatives.
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Cl. 9 — Poistenie

9.1 Zadavatel zodpovedd za zabezpelenie

poistenia na udel Klinického skusania v
sulade s prislusnymi pravnymi predpismi.
Na tento ucel Zadavatel uzatvoril poistenie
zodpovednosti Zadavatela a Centra za
Skodu spdsobenu tretej strane (vratane
nemajetkovej ujmy, okrem nemajetkovej
ujmy spdsobenej porusenim prav na
ochranu osobnosti & mena, urdzkou na cti,
ohovaranim, Sikanovanim, obtaZovanim,
nerovhakym zaobchadzanim &  inymi
spdsobmi diskriminacie), prostrednictvom
ktorého je zabezpecené aj odSkodnenie v
pripade smrti subjektu skuSania alebo v
pripade ujmy vzniknutej na zdravi subjektu
skusania v dosledku vykonavania
Klinického sku$ania v sulade s § 43 pism.
h) bod 3 zakona o liekoch. Zadavatel
nadalej prehlasuje, Ze zabezpetil poistenie
zodpovednosti Centra za $kodu, ktora méze
byt spdsobena subjektu skisania v sulade s
§ 43 pism. H) bod 4 zékona o liekoch

Pre vylu&enie pochybnosti Zadavatel a Zmluvni

partneri vyhlasuju, Ze poistenie podla tohto
odseku nenahradza poistenie vztahujice sa
k aktivitdm, ktoré nesutvisia s Klinickym
skusanim Studiou, napr. beZné
poskytovanie zdravotnych sluZieb.

€1. 10 — Ochrana a spristupnenie osobnych
udajov

10.1  Zmluvni partneri su si vedomi, Ze

Medpace alebo ftretia osoba poverena
spolonostou Medpace alebo Zadavatefom
budu vkladat Vysledky Klinického skusania a
véetky spravy slvisiace s Klinickym
sk($anim, zdznamy o Skoleniach v mieste
realizicie Klinického skdSania a vystupy z
akychkolvek auditov vykonanych
Zadavatefom alebo v jeho mene podfa
pravidiel spravnej klinickej praxe alebo
ingpekcil do internych elektronickych databaz
Medpace a/alebo Zadavatela a/alebo tretich
osdb poverenych spolo¢nostou Medpace
a/alebo Zadavatefom. V ramci tejto spravy
Gdajov méZu byt v sulade s poZiadavkami
pravidiel spravnej Kklinickej] praxe a
prisludnych pravnych predpisov na (seku
ochrany osobnych (dajov uchovavané,
spracované a pouZité  spolognostou
Medpace afalebo  Zadavatelom, ich
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Article 9 = Insurance

9.1 The Sponsor shall be respansible for
taking out insurance for the purposes of the
Clinical Trial in compliance with applicable
legal regulations. For these purposes, the
Sponsor has taken out third party insurance
of liability of the Sponsor and 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) 4 of Pharmaceuticals Act.

In order to eliminate any doubts, the Sponsor
and the Contracting Partners represent and
warrant that this insurance does not replace
insurance covering activities which are not
related to the Clinical Trial, e.g. a regular
provision of medical services.

Article 10 — Personal Data Protection and
Disclosure

10.1 The Contracting Partners understand
that Medpace or a third party authorized by
Medpace or the Sponsor shall enter Results
of the Clinical Trial, all reports related to the
Clinical Trial, site-training records and
outcomes of all audits performed by, or on
behalf of, the Sponsor into internal
electronic databases of Medpace and/or the
Sponsor and/or third parties authorized by
Medpace and/or 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
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Prepojenymi osobami a poverenymi tretimi
stranami osobné udaje Hlavného
skudajuceho, ako su meno, priezvisko a
adresa, financné zaujmy podla Potvrdenia o
finanénych zaéujmoch, a dalej tieZ osobné
udaje inych zamestnancov Centra, Clenov
Studijného timu a ich zaangaZovanie v
Klinickom skuaSani a vystupy auditov
vykonanych spolo&nostou Medpace a/alebo
Zadavatelom podla pravidiel spravnej
klinickej praxe alebo inSpekcii (dalej len
»Udaje“) a pravnych predpisov vztahujucich
sa k ochrane osobnych udajov. Medpace
a/alebo Zadavatel bude poskytovat tieto
Udaje externym verejnym databazam, ako je
napr. clinicaltrials.gov a v nevyhnutnom
rozsahu na zaklade prislusnych pravnych
predpisov tieZz organom verejnej moci. Udaje
budlu spracovavané pre plnenie pravnych
povinnosti spoloénosti Medpace alalebo
Zadavatela a pre manaZment klinickych
skusok. Udaje budl spracovévané po dobu
neurcitd, najdihSie vSak do naplnenia ugelu.

10.2  Centrum suhlasi s tym, aby spolo&nost

Medpace mohla zostavit databazu informécii
Centra a jeho personélu (vratane Hlavného
skusajuceho), a Studijného personalu na
Géely wyuZitia v slvislosti s Klinickym
skiSanim (okrem iného dotazniky o

vykonatelnosti, Zivotopisy, licencie,
zdravotnicke  Specializacie, ucast na
klinickych  sk(Saniach a formuldre o

finanénych (dajoch) alalebo mdze pouzit
tieto informacie na uUcely tykajuce sa jej
podnikania. Centrum zabezpeCi od svojho
persondlu potrebné suhlasy na takéto
zdiefanie informéacii. Tieto informacie sa
pouzZivaju vyhradne v stvislosti so zahajenim
sku$ani a so skudaniami vykonatelnosti a sd
k dispozicii iba Zadavatelovi prislusného
skisania a persondlu priradenému na
riadenie skl$ania, ktory tieto informacie
potrebuje na vykon svojich povinnosti (dalej
len ,Opravneny personal‘). KedZe niektoré
skiania  spolonosti  Medpace  sa
vykonévaju  celosvetovo,  zhromaZdené
osobné Gdaje sa k dispozicii Opravnenému
persondlu, ktory sa moéZe nachadzat v
Statoch mimo Eurdpskej unie. Spolognost
Medpace zaviedla v suvislosti s ochranou
osobnych (dajov zésady a postupy urujlice
bezpetnost a obmedzenie pristupu k tymto
tGdajom, kioré su nemenné naprie€
spoloénostou Medpace a jej partnerskymi
spolo&nostami, priom spliaju  normy
ochrany osobnych udajov platné v Eurpskej
anii. A to hlavne nariadenie (EU) Eurépskeho
parlamentu a8 Rady 2016/679 z 27. aprila

performed by Medpace and/or 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
Medpace and/or the Sponsor, their
Affiliates and authorized third parties in
compliance with good clinical practice rules
and applicable personal data protection
laws. Medpace and/or the Sponsor shall
provide Data to external public databases,
such as clinicaltrials.gov, as well as, to the
extent necessary under applicable law, to
government authorities. Data shall be
processed for the purposes of compliance
with Medpace and/or the Sponsor's legal
obligations and for the management of
clinical trials. Data shall be processed for an
indefinite period of time, however, no longer
than until the purpose, for which they are
processed, is fulfilled.

10.2 Center agrees that Medpace may
compile a database of information from
Center and its personnel (including
Principal Investigator), and Study Personnel
for use in connection with the Study
(including but not limited to feasibility
questionnaires, CVs, licenses, medical
specialties, participation in clinical trials,
financial disclosure forms) and/or may use
this information for purposes related to its
business. Center shall have secured any
necessary consents from its personnel to
allow for this sharing of information Such
information is used solely in connection with
the initiation of studies and feasibility
studies and is accessible only to the
Sponsor of the respective study and
personnel assigned to study management
and for whom the information is needed in
the performance of their duties (further
described as "Authorized Personnel®). As
some Medpace studies are being
conducted worldwide, the personal
information collected is available to
Authorized Personnel who may be located
in countries outside the European Union. In
order to provide for the protection of
personal data, Medpace has established
policies and procedures governing the
security of and limited access to this data
that are uniform throughout Medpace and
its affiliates and comply with the standards
of personal data protection applicable within
the European Union. Especially Regulation
(EU) 2016/679 of the European Parliament
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2016 oochrane fyzickych oséb  pri
spractivani osobnych udajov a o volnom
pohybe takychto udajov, ktorym sa rusi
smemica 95/46/ES (vieobecné nariadenie
o ochrane udajov), zakon, ktory reguluje
spractiivanie osobnych udajov a platné
relevantné smemice Statneho ustavu pre
kontrolu lieCiv. Ak sa to vyZzaduje, spolo¢nost
Medpace uzatvara so zadavatelmi zmluvy o
spracovani Udajov v sulade s pravnymi
predpismi Eurdpskej Unie o ochrane
osobnych udajov. V stlade s pravnymi
predpismi o ochrane osobnych udajov maju
osoby, ktorych tdaje sa zhromazduju, pravo
pristupovat, upravovat, opravovat a utajovat
svoje  osobné udaje  prostrednictvom
poziadavky adresovanej pracovnikovi
spolo¢nosti Medpace zodpovednému za
ochranu osobnych udajov na adrese
privacy@Medpace.com alebo na tejto
adrese: Medpace Privacy Officer, Medpace,
Inc., 5375 Medpace Way, Cincinnati, Ohio,
45227, USA.

10.3  Zmluvné strany suhlasia s dodrziavanim
principov lekarskeho tajomstva vo vztahu
k u€astnikom Klinického skusania
zapojenym do Klinického skisania. Osobné
udaje nebudd  Zmluvnymi  partnermi
poskytované  ani  Zadavatelovi  ani
spolocnosti Medpace s vynimkou pripadov,
ked je to potrebné na spinenie poZiadaviek
Protokolu alebo na uGc¢ely monitorovania
alebo hlasenie zavaznych neZiaducich
ucinkov, alebo v spojeni s narokom alebo
konanim ucastnika Klinického skuSania
v suvislosti s Klinickym skisanim. Zadavatel
ani spoloénost Medpace nezverejnia
identitu Gcastnikov Klinického skiSsania
tretim stranam bez predchadzajiceho
pisomného sulhlasu Gcastnika Klinického
skaSania okrem pripadov, ktoré sa vztahuju
na narok alebo konanie iniciované
ucastnikom Klinického skisania v savislosti
s Klinickym skdSanim ato vsulade
s ustanoveniami  prisludnych  zakonov
o ochrane osobnych tdajov a sukromia.

104 Zmiuvni  partneri sa zavazuju
bezodkladne a pisomne informovat
Medpace a Zadavatefa o akomkolvek
poruSeni  ustanoveni o  bezpeénosti
osobnych Gdajov, v kaZzdom pripade vSak
najneskér do piatich (5) dnl od datumu
takéhoto porusenia.

10.5  Zmluvné strany suhlasia s dodrziavanim
platnych zékonov o ochrane osobnych
Udajov ato hlavne nariadenia (EU)
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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 law regulating
personal data processing and relevant
guidelines of the State Institute for Drugs
Control, if applicable. When applicable,
Medpace enters into data processing
agreements with sponsors in line with
applicable European Union data protection
Laws. In accordance with the laws
pertaining to the protection of personal
data, the individuals' whose data is
collected have a right to access, to modify,
to rectify, and to suppress their personal
data, simply by requesting it to the attention
of the Medpace Privacy Officer at
privacy@Medpace.com, or to the following
address: Medpace Privacy  Officer,
Medpace, Inc., 5375 Medpace Way,
Cincinnati, Ohio, 45227 .

10.3 The Parties agree to adhere to the
principles of medical confidentiality in
relation to Study subjects involved in the
Study. Personal data shall not be disclosed
to the Sponsor or Medpace by the Contract
Partners save where this is required to
satisfy the requirements of the Protocol or
for the purpose of monitoring or serious
adverse reactions reporting, or in relation to
a claim or proceeding brought by the Study
subject in connection with the Study. Neither
the Sponsor nor Medpace shall disclose the
identity of Study subjects to third parties
without prior written consent of the Study
subject, except in accordance with the
provisions of the relevant data protection
and privacy laws, unless in relation to a
claim or proceeding brought by the Study
subject in connection with the Study.

104 The Contracting Partners agree to
inform Medpace and 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.

1056 The Parties agree to adhere to
applicable personal data protection laws,
especially Regulation (EU) 2016/679 of the
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Eurépskeho parlamentu a Rady 2016/679
z 27. aprila 2016 o ochrane fyzickych os6b
pri spracuvani osobnych tdajov a o volnom
pohybe takychto udajov, ktorym sa rudi
smemica 95/46/ES (v&eobecné nariadenie
o ochrane udajov), zékona, ktory reguluje
spracuvanie osobnych udajov a platnych
relevantnych smemic Statneho ustavu pre
kontrolu lieCiv.

CI. 11 = Trvanie Zmluvy

111 Této Zmluva nadobida platnost diiom

podpisania  vietkymi  zmluvnymi  stranami
ucinnost  zverejnenim v Registri  zmluv
diom nasledujucim po dni jej zverejnenia v
centralnom registri zmlav na
www.crz.gov.sk, a skonci diiom kedy (a)
bude dokontend celkova sprava o
Klinickom  ski$ani, alebo (b) bude
vykonana posledna platba spoloénostou
Medpace, pri€om rozhodujlica je ta z tychto
skutognosti, ktord nastane neskér. Hlavny
skusajuci  je povinny ozndmit ukonéenie
klinickych $tadii vo Fakultnej nemocncici Nitra,
Spitdlska 6, 950 01 Nitra na emailovd adresu:

annaschellbergerova@fnnitra.sk a to najneksor
do 15 dni.

11.2 Prava a povinnosti Zmluvnych stran

stanovené v tejto Zmluve, ktoré vzhladom
na svoju povahu maju pretrvat aj po
skonéeni tejto Zmluvy (vratane prav s
ohladom na  vlastnictvo, Vynalezy,
zachovavanie  micanlivosti,  publikacie,
protikorupénych ustanoveni, zodpovednosti
a odSkodnenie), zostavaju v platnosti aj po
skonceni tejto Zmluvy.

€1. 12 - Ukonéenie
121 Bez ohladu na akékolvek iné pravo

ukonit tato Zmluvu, ktoré modze byt
stanovené v tejto Zmluve alebo vyplyva zo
vSeobecne zavaznych pravnych predpisov,
Medpace ma pravo ukonéit tdto Zmluvu
kedykofvek aj bez uvedenia ddévodu na
zaklade pisomnej vypovede s tridsatdriovou
(30) vypovednou lehotou. Vypovedna doba
zatne plyndt prvym dfiom mesiaca
nasledujicom po mesiaci, v ktorom bola
plsomnd vypoved doruena ostatnym
zmluvnym stranam. lhned po doruceni
plsomnej vypovede tejto Zmluvy druhej
zmluynej strane na zaklade ktoréhokolvek
ustanovenia tejto Zmluvy, sa Centrum a
Hlavny skagajlci zavazuju (i) zastavit nabor
a zaradovanie subjektov skuSania do
Klinického  sku&ania, (i)  zastavit

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 law regulating personal
data processing and relevant guidelines of
the State Institute for Drugs Control, if
applicable.

Article 11 — Term of the Agreement

111 This Agreement shall be valid when
signed by all parties and come into force
upon its disclosure in the agreements
register 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) Medpace makes its last
payment, whichever occurs later. The
Principal  Investigator  shall  provide
information about the end of the Study at
Fakultna nemocnia Nitra, Spitalska 6, 950
01 Nitra to anna.schellbergerova@fnnitra.sk
within 15 days after the end of the Study.

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

Article 12 — Termination

12.1 Notwithstanding any other termination
right set forth in this Agreement or in the
applicable generally binding legal regulations,
Medpace 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, (ii) cease all procedures to the
extent medically permissible on trial subjects
already enrolled in the Clinical Trial and (iii)
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vykondvanie v3etkych postupov, u uZ
zahmutych jedincov skiidania, a to v miere, v
akej to dovoluje lekarske hladisko, a (iii)
zdrzat sa vytvarania daldich nékladov a
vydavkov. V pripade, Ze Centrum alebo
Medpace oznami, Ze vypovedna doba v
dlzke tridsiatich (30) dni je nedostatotne
dihd doba na vyhodnotenie rizik pre
zaradené subjekty sku3ania, ktorym sa
podava Skudany liek, budi Zmluvné strany
spolupracovat na tom, aby bola bezpecne
ukoncend lieéba tychto subjektov skusania
tymto  SkdiSanym liekom v priebehu
vzdjomne dohodnutej doby, ale v Ziadnom
pripade nebude povinnost ani zavazok
Zadavatela dodavat’ Skusany liek podla tejto
Zmluvy trvat dlh3ie ako primeranu dobu.

12.2  Zmluvni partneri a Medpace, kaZdy z
nich, maju pravo ukonéit tito Zmluvu s
okamzitym ucinkom formou pisomnej
vypovede dorucenej druhej Zmluvnej strane
v pripade, Ze vykonavanie Klinického
skuSania v Centre musi byt ukonéené z
lekarskych alebo etickych dévodov, alebo
z dévodu vyvoja Skusania / zruenia alebo
preruSenia vyvoja Skusaného lieku. Uginky
takejto vypovede nastand diom jej
dorucenia poslednej zo Zmluvnych stran.
Ukoncenie Zmiluvy Zmluvnymi partnermi
podlfa predchadzajicej vety je Hlavny
skusajuci povinny vopred prekonzultovat so
spolocnostou Medpace a Zadavatelom. Bez
ohfadu na predchadzajuce ustanovenie, v
pripade kritickych alebo doéleZitych zisteni
v ramci auditu alebo inSpekcie tykajlcich
sa spravnej klinickej praxe, dohfadu nad
liekmi alebo regulaénych zéleZitosti, praxe
alebo postupu, ktoré majl nepriaznivy vplyv
na prava, bezpeCnost, alebo celkov(
pohodu subjektov sku3ania alebo kioré
mbZu predstavovat potencidlne riziko pre
verejné zdravie alebo ktoré mdzu mat za
nasledok neprijatelnost Udajov z Klinického
skliSania alebo ktoré predstavuji vazne
porusenie prisluSnych pravnych predpisov a
pravidiel, ma Medpace a Zadavatel pravo
(podla svojej volby) s okamZitym GCinkom
docasne zastavit nabor subjektov skisania,
kym nebudl predmetné zistenia CUpine
postidené alebo s okamzitym G&inkom
pisomne vypovedat tuto Zmluvu.

12.3 V pripade, Ze ktorékolvek z povoleni
alebo sUhlasov potrebnych na vykonavanie
Klinického sku3ania je (i) s pravoplatne
zamietnuté alebo (ii) pravoplatne rudené,
skonéi tato Zmluva automaticky driom
doruCenia ozndmenia (rozhodnutia) o
takomto pravoplatnom zamietnuti alebo
pravoplatnom zruenf,
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refrain from incurring additional costs and
expenses. In the case that the Center or
Medpace 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 responsible and shall not be required to
provide the Investigational medicinal product
based on this Agreement for an unreasonable
period of time.

12.2 The Contracting Partners and Medpace
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 or the development of the Study /
Investigational product is cancelled or
discontinued. 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 Medpace and the
Sponsor beforehand. 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, Medpace and 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.

123 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.
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124 Ak sa Medpace a/alebo Zadavatel

primerane domnieva, Ze Zmluvni partneri
nebudu schopni zacat nabor alebo pinit’
svoje povinnosti tykajuce sa naboru v rdmci
dohodnutej lehoty, ma Zadavatel a Medpace
pravo na zaklade oznamenia doru¢eného
Zmluvnym partnerom (a) s okamzitym
acinkom zniZit pocCet subjektov skuSania,
ktori sa maju zaradit do Klinického skusania;
alebo (b) prediZit dobu naboru; alebo (c)
ukoncit tato Zmluvu vypovedou. Podla
pismena c) mdZe Zadavate] a Medpace
pisomne vypovedat Zmluvu s okamzitym
ucinkom, avsak len ak Zadavatel alebo
Medpace vopred pisomne  upozornil
Zmluvnych partnerov na ich omeskania s
naborom subjektov skisania a poziadal ich o
napravu v dodatognej primeranej lehote,
ktord im na tento ucel stanovuje, a Zmluvni
partneri ani v take] dodato¢nej lehote
stanovenej Zadavatelom alebo Medpace
napravu neurobia. Zmluvni partneri musia
byt o mozZnosti spolognosti Medpace a/alebo
Zadavatela vypovedat tito Zmluvu s
okamzitym G&inkom v pripade, ak Zmluvni
partneri nezjednaju napravu ani v dodatocne
stanovenej lehote, nalezite pisomne
pouceni.

125 V pripade, Ze spolo¢nost Medpace

a/alebo Zadavatel neschvali nového
Hlavného skuSajuceho podfa ¢&l. 2.27 alebo
sa tento novy Hlavny sku$ajuci pisomne
nezaviaze k povinnostiam podlfa tejto
Zmluvy, Zadavatel a Medpace su opravneni
tato Zmluvu ukonéit vypovedou ku driu
doruéenia vypovede Centru. V pripade, Ze
Hlavny skuSajici a spoloénost Medpace
al/alebo Zadavatel maju zaujem pokraCovat
v spolupraci pri vykonavani Klinického
skagania v inom zdravotnickom zariadeni,
Centrum sa zavazuje poskytnit su&innost
pri  prevedeni relevantnych  udajov,
infforméacii a materidlu, ktoré nie su
viastnictvom Centra, v prospech nového
centra aposkytndt doklad o takomto
prevode Zadavatefovi a Medpace,

126 V pripade, Ze potas auditu alebo

indpekcie regulaénych orgdnov bude zistené
porusenie ustanoveni tejto Zmluvy alebo
Protokolu zo strany Centra alebo Hlavného
skasajaceho (alebo nedodrZanie
ustanovenl tejto Zmluvy zo strany
ktoréhokofvek iného Clena &tudijného
timu), ma Medpace pravo tito Zmiuvu
plsomne vypovedat ] okamZitou
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124 In the case that Medpace and/or the

Sponsor reasonably believe that the
Contracting Partners shall be unable to start
recruitment or to fulfil their recruitment
obligations by the agreed deadline, Sponsor
and Medpace 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), Sponsor and Medpace
may terminate this Agreement by written
notice with immediate effect, provided that
Sponsor or Medpace informed the
Contracting Partners about their delay with
recruiting trial subjects in writing beforehand
and asked them to remedy this delay within
an additional reasonable time- limit and the
Contracting Partners failed to remedy this
delay within such additional reasonable
time-limit provided by Sponsor or Medpace.
The Contracting parties must be duly
informed in writing about Medpace and/or
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.

125 In the case that Medpace and/or the

Sponsor do not approve a new Principal
Investigator pursuant to Article 2.27 or a
new Principal Investigator does not accept
in writing the obligations wunder this
Agreement, Sponsor and Medpace 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 Medpace and/or 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 and provide a document certifying
such transfer to the Sponsor and Medpace.

126 In the case that an audit or inspection

of supervising authorities discovers a
breach of this Agreement or the Protocol on
the part of the Center or the Principal
Investigator (or failure by any Clinical Trial
Team Members to observe the provisions of
this Agreement), Medpace shall have the
right to terminate this Agreement by written
notice with immediate effect, and such
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Gdinnostou, pritom uginky takejto vypovede
nastani driom jej doruc¢enia poslednej zo
Zmluvnych stran.

127  Medpace je povinny uhradit v8etky
opravnené diZné ¢&iastky =za riadne
poskytnuté sluzby Zmluvnymi partnermi na
zaklade tejto Zmluvy a naklady, ktoré im
odévodnene vznikli, ku dfiu dorucenia
vypovede alebo v pripade ukoncéenia tejto
Zmiuvy podfa ¢€l. 12.1 k poslednému driu
vypovednej lehoty alebo v pripade
ukon&enia tejto Zmluvy podfa ¢l. 12.3 ku
dfiu doruenia pravoplatného zamietnutia.
Ak Centrum preukazatelne obdrZalo vy3siu
sumu odmeny a nakladov, na ktore mu
podla skutone vykonanych ¢&innosti
vznikol narok v sulade s touto Zmluvou,
Centrum sa prisludny rozdiel zavazuje
zaplatit spat spolo¢nosti Medpace bez
zbyto&ného odkladu.

128 Pri skoneni Zmluvy sa Zmluvni
partneri zavazuju dokongit vSetky neuplné
zaznamové listy U&astnika klinického
skusania avratit ich Zadavatelovi spolu
s uplnym inventarom lieku, zaznamami,
zvySnym materidlom skaSania ainymi
Dovernymi  informaciami, ktoré patria
Zadavatelovi a tiez wvratit spolocnosti
Medpace a Zadavatelovi vietok
nespotrebovany material a predmety, ktoré
im boli poskytnuté Zmluvnym partnerom v
sOvislosti s Klinickym skasanim, a to
najneskdr do tridsiatich (30) pracovnych dni
od datumu ukonéenia Zmluvy, ak
spolo¢nost Medpace a Zadavatel nestanovi
inak. Zmluvny partneri poskytni doklad
o vrateni Zadavatelovi a Medpace.

&1. 13 — Rézne ustanovenia

13.1 Uzatvorenie tejto Zmluvy nie je
podmienené Ziadnym existujucim alebo
budidcim obchodnym vztahom medzi
Zmluvnymi partnermi a Medpace ani
Ziadnym obchodnym rozhodnutim, ktoré
Zmiuvnl partneri urobili alebo urobia voéi
Medpace alebo vyrobkom obchodovanym
Zadavatefom.,

13.2 Zmluyné strany uznévaju a suhlasia, Ze
Zadavatefovi prindlezl prospech 2z tejto
Zmluvy ako opravnenej tretej strane a
sthlasia, Ze Zadavatel Je opravneny
vymahat tieto préva sédm priamo, alebo
nepriamo  prostrednictvom  spolo&nosti
Medpace.
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termination becomes effective on the date of
its delivery to the last of the Contracting
Parties.

12.7 Medpace must pay all undisputed
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 Medpace without
undue delay.

12.8 Upon termination of this Agreement, the
Contracting Partners shall complete all
outstanding Case Report Forms and return to
Sponsor  together with completed drug
inventory, records, remaining trial material and
other Confidential Information belonging to the
Sponsor and also return to Medpace and
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, unless instructed otherwise by
Medpace and Sponsor. Contracting Partners
shall provide a document certifying such return
to Sponsor and Medpace.

Article 13 — Miscellaneous

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

13.2 The Parties to this Agreement recognize
and agree that Sponsor takes the benefit of this
Agreement as a third-party beneficiary and
agree that Sponsor may enforce such rights
either directly itself or indirectly through
Medpace.
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13.5 Tato

136 Zmluvné  strany

13.3  Zmluvni partneri sa zavazuju plnit svoje

povinnosti podla tejto Zmluvy spdsobom,
ktory bude v sulade s prisludnymi pravnymi
predpismi  zameranymi  proti  korupcii
a podplacaniu. Zmluvni partneri zavazne
vyhlasuju, Ze v suvislosti s Klinickym
skusanim neposkytli ani neposkytni 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 wvyhody, nebudi
ovplyviiovat rozhodovanie v sukromnej ani
verejnej sfére, predpisovanie, ani nebudu
nikoho  podnecovat k  porusovaniu
profesijnych povinnosti alebo pravidiel.
Zmluvni partneri sa zavazuju bezodkladne
pisomne  ozndmit  Medpace kaZdé
podozrenie ¢&i zistené porusenie vy3sie
uvedenych zésad v suvislosti s obchodnou
€innostou spolonosti Medpace a/alebo
Zadavatela a budu v tychto pripadoch
spolupracovat so spoloénostou Medpace
a/alebo Zadavatefom pri preetreni takej
zalezitosti.

134 Zmluvné strany vyhlasujd, Ze nemajd v

sU¢asnosti uzatvorenu Ziadnu zmluvu ani
zavazok, ktorych pinenie by negativne
ovplyvnilo plnenie povinnosti vo&i Medpace
a/alebo Zadavatelfovi na zaklade tejto
Zmluvy a sucasne sa zavazuji po celt dobu
priebehu Klinického skusania Ziadnu takuto
zmluvu neuzavriet ani Ziadny takyto
zavazok neprijat. Hlavny skuSajuci ruéi za
to, Ze Ziadny z Clenov S$tudijného timu
nema v sUCasnej dobe uzatvoren( Ziadnu
takdato Zmluvu, a zavazuje sa zabezpedit,
e ziadny z Clenov $tudijného timu takato
zmluvu neuzavrie.

Zmiuva obsahuje uplné
dojednanie o predmete Zmluvy a v3etkych
néleZitostiach, ktoré Zmluvné strany mali a
chceli v Zmluve dojednat, a ktoré povazuju
za dblezité. SuCasne Zmluvné strany
vyhlasuja, Ze si vzdjomne oznamili v3etky
informacie, ktoré povaZuju za doleZité a
podstatné na uzatvorenie tejto Zmiuvy.

prejavili vélu
neuplatiiovat akékolvek prava a povinnosti
Zmluvnych stran vyvodené z doterajsej
alebo budlcej praxe zavedenej medzi nimi
alebo zvyklostl udrziavanych véeobecne &i
v odvetyi tykajicom sa predmetu plnenia
tejto  Zmluvy, pokial tato  Zmluva
neustanovuje inak,

13.3 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 Medpace in writing any suspected
or detected violation of the above principles
in connection with Medpace and/or the
Sponsor's business activity and, in such
cases, shall cooperate with Medpace and/or
the Sponsor in reviewing the matter.

13.4 The Contracting Partners represent

and warrant that they are not presently
under any agreement or obligation that
would negatively affect the performance of
their obligations with respect to Medpace
and/or the Sponsor based on this
Agreement and agree not to enter into any
such agreement or accept any such
obligation in the course of the Clinical Trial.
The Principal Investigator warrants that no
Clinical Trial Team Member is presently
under any such agreement and agrees to
ensure that no Clinical Trial Team Member
shall enter into any such agreement.

13.5 This Agreement represents an entire

agreement about the subject-matter hereof
and all matters that the Contracting Parties
were and wished to negotiate herein and
consider important. The Contracting
Parties represent and warrant that they
provided to each other all information they
consider important and substantial for
entering into this Agreement.

136  The Contracting Parties do not wish to

have any of their rights and obligations
implied from current or future practice
established between them or from usages
observed in general or in the industry related
the subject-matter of this Agreement,
unless explicitly agreed in the Agreement.
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13.7 KaZ?d4a zo Zmluvnych stran kona ako
nezavisly subjekt a na Ziadne ucely nie je v
postaveni partnera, sprostredkovatela,
zamestnanca ani zastupcu druhej Zmluvnej
strany. Spolo¢nost Medpace ani Zadavatel
neponesu zodpovednost za akékolvek
zamestnanecké vyhody, ddéchodky,
odmeny pracovnikov, zraZky z platu alebo
zamestnanecké dane tykajlice sa Inétittcie,
Hlavneho skuSajuceho lekara  alebo
Studijného persondlu.
13.8  Centrum berie na vedomie, Ze Medpace
ma pravo postupit alebo delegovat tato
Zmluvu alebo akukolvek jej ¢ast Zadavateli,
Medpace alebo Zadavatelovo prepojenej
osobe, alebo inej zmluvnej vyskumnej
organizacii na pokyn Zadavatela. Okrem
vy$Sie uvedeného nie je Ziadna zo
Zmluvnych stran opravnena postupit svoje
prava a/alebo povinnosti Uplne ani s¢asti na
tretiu  stranu bez predchadzajliceho
pisomného suhlasu ostatnych Zmluvnych
stran. Tato Zmluva zavazuje Zmluvné
strany, ako aj ich pravnych nastupcov a
osoby, na ktoré budi prava a zavazky
Zmiluvnych stran v sulade s tymto ¢lankom
postupené.
13.9  Neplatnost alebo nevymahatelnost
konkrétneho ustanovenia tejto Zmluvy nema
vplyv na platnost ostatnych ustanoveni.
Zmluvné strany sa zavazuja nahradit
neplatné a nevymahatelné ustanovenie
platnym a vymahatefnym ustanovenim,
podfa potreby, ktorym bude ¢o mozno
najblizSie dosiahnuty Umysel, ktory strany
mali v ase uzavretia tejto Zmluvy.

13.10 Jednostranné vzdanie sa prava alebo
tichy suhlas alebo neuspesné dovolania sa
porusenia ktoréhokolvek ustanovenia tejto
Zmiuvy Zmluvnou stranou nezaklada
jednostranné vzdanie sa prava v savislosti s
akymkolvek naslednym porusenim
ktoréhokolvek ustanovenia tejto Zmluvy.

13.11 Pokial nie je v tejto Zmluve dohodnuté
inak, v3etky oznamenia musia byt
adresované niZsie uvedenym kontaktnym
osobam

PRE CENTRUM:
Fakultna nemocnica Nitra, Urologické oddelenie,
Spitalska 6, 849 01 Nitra, Slovenska republika

anna schellbergerova@fnnitra.sk, tel.&. 037 /654
5 331

zuzana koprdova@fnnitra.sk, tel.&. 037/664
Clinical Study Agreement |Version # |
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13.7  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. Meither Medpace
nor Sponsor shall be responsible for any
employee benefits, pensions, workers’
compensation, withholding or employment-
related taxes relating to Institution,
Investigator or Study Personnel.

13.8 Center acknowledges that Medpace
shall have the right to assign or delegate
this Agreement or any portion thereof to
Sponsor, Medpace or Sponsor affiliate, or
another contract research organization at
Sponsor's direction. Save for the foregoing,
neither Party may assign its rights or
obligations under this Agreement, in whole
or in part, to a third party without the prior
written consent of the other Parties. This
Agreement is binding for all Parties as well
as their legal successors and parties to
which the rights and obligations of the
Contracting Parties shall be assigned in
compliance with this Article.

13.9 The invalidity or unenforceability of a
particular provision of this Agreement shall
not prejudice the validity of the remaining
provisions. The Contracting Parties agree to
replace the invalid or unenforceable
provision with a valid or enforceable
provision that shall correspond as much as
possible to the intent of the Parties at the
time they entered into this Agreement.

13.10 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.

1311 Unless otherwise agreed in this
Agreement, all notices must be addressed
to the contact set forth below

IF TO CENTER:

Faculty hospital Nitra, Urologické oddelenie,
Spitalska 6, 949 01 Nitra

Slovak republic

anna.schellbergerova@fnnitra.sk, tel.¢. 037 /654
5331

zuzana koprdova@fnnitra sk, 037/654 5 655
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5 655

PRE Hlavného sku$ajiceho:

MUDr. Michal Kor&ek, PhD. Fakultnd nemocnica
Nitra, Urologické oddelenie, Spitalska 6, 949 01
Nitra, Slovenska republika

korcekm@fnnitra.sk, tel.&. 037/654 5 396

Za kontaktn( osobu Centra sa povaZuje vyssie
uvedené osoby v bode 13.11.

V8etky opatrenia prijaté vo& Centru sa
povaZuju za prijaté aj vo& Hlavnému
skusajucemu, resp. Clenom Studijného timu.

VSetky oznamenia vyZadované alebo dovolené
podfa tejto zmluvy musia byt v pisomnej forme a
budl povaZované za vykonané alebo doruéené
tri (3) dni po odoslani, ak bud( odoslané
doporugene alebo registrovanou postou a to bud
S0 zaplatenym spatnym postovnym alebo

dorucenkou, pripadne jeden (1) def po
odoslani, ak budd odoslané expresnou
kuriérskou sluzbou, i faxom/elektronickym

prenosom. Centrum a Hlavny ski3ajuci budu
tiez pisomne informovat spolo&nost Medpace
(e-mailova sprava je iba na Gdely tejto casti
povaZovana za pisomnu formu) o vsetkych
zmenach mena prijemcu platby, adresy prijemcu
platby, DIC, firemnej adresy alebo nazvu
spolonosti Centra a Hlavného skusajuceho.
Vsetky tieto oznamenia musia pochadzat od
predstavitela centra alalebo Hlavného
skusajaceho, ktory ma rovnaké alebo vadésie
pravomoci ako predstavitefl centra, ktory v mene
centra tito zmluvu podpisuje. VSetky oznamenia
musia byt adresované kontaktnym osobam
uvedenym vy3Sie. Zmluvni partneri sihlasia s
tym, Ze elektronickd komunikécia a elektronické
podpisy maju rovnaku platnost ako vlastnoruéné
podpisy na dokumentoch v tlaéenej podobe
s vynimkou tejto Zmluvy a jej dodatkov. Zmluvny
partneri beri na vedomie a suhlasia s tym, Ze
elektronickd  komunikacia je  prijatefnym
spbsobom, ktorym méZe spoloénost Medpace
alalebo Zadavatel komunikovat so Zmluvnymi
partnermi alebo iné dodavatelské spolocnosti
zazmluvnené spolo¢nostou Medpace alebo
Zadavatefom, ktoré poskytuji elektronické
materialy urené pre toto Klinické skusanie
Centru, bez toho, aby bolo potrebné o rovnakom
obsahu informovat v tlatenej podobe. Vetky
oznamenia a nasledny elektronicky podpis, ktoré
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IF TO Principal Investigator:

MUDr. Michal Koréek, PhD.

Faculty hospital Nitra, Urologické oddelenie,
Spitalska 6, 949 01 Nitra

Slovak republic

korcekm@fnnitra.sk, tel.&. 037/654 5 396

the Center's contact person shall be Persons
mentioned earlier in section 13.11. 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,

Any notice required or permitted under this
Agreement shall be in writing and shall be
deemed made and given three (3) days after
sending, if mailed by registered or certified
mail, postage prepaid, return receipt requested,
or one (1) day after sending, if sent by express

courier service or  facsimile/electronic
transmission. In addition, the Center and
Principal Investigator will communicate to

Medpace in writing (email is considered a
writing for the purposes of this section), any
changes to the Centers and Principal
Investigator's respective payee name, payee
address, tax identification number, corporate
address, or corporate name, as applicable. Any
such notification shall originate from the
Center’s official and/or Principal Investigator, as
applicable, having the same or greater authority
as the Center official, who signs this Agreement
on behalf of the Center. All notices must be
addressed to the contact set forth above
Contracting Partners consent to electronic
communication and electronic signatures being
equal to signatures inked on paper with the

exception of this Agreement and any
amendments thereto. Contracting partners
acknowledge and agree that electronic

communication is an acceptable method of
communicating information from Medpace
and/or Sponsor to Contracting partners, or from
other vendor companies contracted by
Medpace or Sponsor that are providing
electronic materials specific for the Study to
Centre, without having to communicate the
same subject matter on paper. Therefore, any
communication and subsequent electronic
signature that has been sent or signed in the
past, present, or future between the Parties will
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sa odoslali alebo podpisali v minulosti, v
sucasnosti, alebo odo$lu alebo podpidu v

buducnosti, budi mat rovnaku platnost a
uginnost  ako  dokumenty vlastnoruéne
podpisané v tlatene] podobe. Elektronicky

podpis okrem iného zahffia naskenovanu képiu
podpisu, podpis strojopisom, alebo poZiadavku
kliknutia mySou na ikonu alebo tlacidlo
.Suhlasim®. V3etky oznamenia poskytnuté
spolo&nostou Medpace a/alebo Zadavatelom
Zmluvnym partnerom. V elektronickej podobe sa
poskytnu jednym z nasledujucich spésobov: (1)
prostrednictvom e-mailovej spravy so Ziadostou
o stiahnutie suboru vo formate PDF alebo DOC,
ktory obsahuje oznamenie, alebo (2) v pripade
licen&nej zmluvy budu poskytnuté bezprostredne
pred prihlasovacou obrazovkou aplikacie
ClinTrak. Zmluvni partneri maju moZnost ziskat
elektronickil komunikaciu v tlacenej podobe tak,
Ze si ju wytladi, pripadne poZiada spolo¢nost
Medpace o zaslanie tlacenej podoby postou a to
za predpokladu, Ze k takejto poZiadavke dbjde v
primeranej dobe po prvom odoslani elektronickej
komunikacie spoloénostou Medpace alebo
dodavatelskou spoloénostou.

13.12 Zmluvné strany sa dohodli, Ze tato
Zmluva méze byt s dalej uvedenou
vynimkou menena iba pisomne
prostrednictvom vzostupne odcislovanych
dodatkov podpisanych vietkymi Zmluvnymi
stranami. Zmluvné strany nemusia uzavriet
dodatok k tejto Zmluve v pripade tzv.
nepodstatnych zmien Protokolu.
Nepodstatnou zmenou Protokolu sa pritom
rozumie takd =zmena Protokolu, ktora
nemeni rozsah ¢&i spdsob vykonavania
ukonov (najma vySetrenie) vykonavanych
Zmluvnymi partnermi v ramci Klinického
skiSania a nema teda akykolvek vplyv na
vySku odmeny za vykonavanie Klinického
skiSania & inej ceny uvedenej v tejto
Zmluve. Nepodstatné zmeny Protokolu su
acinné driom ich doruéenia Centru.

13.13 Tato Zmluva je vytvorena a riadi sa
slovenskym pravom. Zmluvné strany sa v
sllade s ustanovenim § 262 ods. 1 a 2
Obchodného zakonniku vyslovne dohodli,
Ze ich zavazkovy vztah upraveny touto
Zmluvou sa bude riadit Obchodnym
zakonnikom. Zmluvné strany sa dalej
dohodli, Ze vetky spory vzniknuté z tejto
Zmluvy budd( rieSené vecne a miestne
prisludnymi sidmi Slovenskej republiky.

Clinical Study Agreement | Version #1
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hold the same force and effect as a document
signed and inked on paper. Electronic signature
includes without limitation a scanned copy of a
signature, a typed signature, or the click of a
mouse on an "l agree” icon or button. All
communications that Medpace and/or Sponsor
provide to Contracting partners in electronic
form will be provided either: (1) via e-mail by
requesting it download a PDF or DOC file
containing the communication; or (2) in the
case of the License Agreement, will be
provided immediately prior to the log-in screen
for ClinTrak. Contracting partners can obtain a
paper copy of an electronic communication by
printing it itself or by requesting that Medpace
mail a paper copy, provided that such request
is made within a reasonable time after
Medpace or a vendor company first provided
the electronic communication.

13.12 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.

13.13 This Agreement is construed and
governed by the Slovak law, The
Contracting parties, in accordance with the
provision of Section 262 para. 1 and 2 of
Commercial Code, expressly agree that their
contractual relationship regulated by this
Agreement shall be governed by the
Commercial Code. The Contracting Parties
have further agreed that any dispute arising
from this Agreement shall be decided by
materially and locally competent courts of
the Slovak Republic.
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13.14 Tato Zmluva je vyhotovend v
slovenskom a v anglickom jazyku, pricom
Zmluvné strany povaZuju obe jazykové
verzie za rovnocenné, aviak pre pripad
vykladovych nezrovnalosti medzi
jednotliivymi verziami sa Zmluvné strany
dohodli, Ze prednost’ ma slovenska verzia
Zmluvy. Tato Zmluva a v3etky jej prilohy
predstavuja upint dohodu Zmiuvnych stran
o predmete tejto Zmiuvy.

Tato Zmluva a vietky jej dalsie dodatky budu
vyhotovené v 3 (troch) rovnopisoch akaZda
Zmluvna strana dostane 1 (jeden) rovnopis.

Cl. 14 - Prilohy
Nasledujace prilohy tvoria neoddelitelnd sucast
tejto Zmluvy, pokial nie je v tejto Zmluve
stanovené inak:

Priloha €. 1: Finan&né podmienky:

NA DOKAZ TOHO zmluvné strany podpisuju
tito zmluvu v zastapeni vhodnymi osobami,
ktoré si k tomu néleZite opravnené, a tato
zmiuva bude G&inna k datumu Géinnosti.

Clinical Study Agreement | Version # |
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13.14 This Agreement has been drawn up
in the Slovak and English language, and
the Contracting Parties consider both
language versions to be equal; however, in
case of any interpretation discrepancy
between the individual versions, the Slovak
version shall prevail as agreed by the
Contracting Parties. This Agreement and
all of its Appendices represent an entire
agreement of the Contracting Parties with

respect to the subject-matter of this
Agreement.
This Agreement, and any subsequent

amendment(s), may be executed in 3 (three)
counterparts and each Party will receive 1 (one)
counterpart.

Article 14 — Appendices

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

Schedule A: Financial Terms

IN WITNESS WHEREOF, the Parties hereto
have executed this Agreement by proper
persons thereunto duly authorized and that this
Agreement shall be effective as of the Effective
Date.
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Za spolo&nost’ Medpace Clinical Research, LLC vo vlastnom mene a ako platobny zastupca
Zad4vatela / For Medpace Clinical Research, LLC, on its own behalf and as payment agent of
Sponsor:

Teak A
/{:\ . A0 u?t'x‘t?_L,

Miesto / Place

Datum / Date

Miesto / Place ZSK 2228
Datum / Date b \TYW

Hlavny skusajuci/ Principal Investigator

e

Miesto / Place

Détum /Date___- |
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MEDPNCE

THE ADVANTAGE OF FOCUS

SCHEDULE A PRILOHA A
WOCKHARDT WOCKHARDT
PROTOCOL ID: W-522301 CiSLO PROTOKOLU: W-522301
MUDR. MICHAL KORCEK MUDR. MICHAL KORCEK
SITE: 703-001 PRACOVISKO: 703001
SCHEDULE A VERSION: VERSION #1 VERZIA PRLOHY A: VERZIA C. 1
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SCHEDULE A

PRILOHA A

A2  STUDY BUDGET

Medpace, as Sponsor’s payment agent, shall make
payment to the payee specified in the Payee
Information Table (“Payee™) under this Agreement
from funds provided by Sponsor for services
provided according to the payment schedule
below. All fees listed include: overhead, and taxes
as applicable. VAT is not applicable because
Medpace Clinical Research, LLC is a US-based
corporation. Should any changes to VAT law
occur during the term of this Agreement, the party
legally responsible shall be liable for VAT.:
overhead, taxes including but not limited to VAT,
as applicable. Payments are based on electronic
case report forms (“eCRFs"), laboratory data,
IVRS data or other specific data source. All
amounts shown herein are calculated in Euro.

A1 ROZPOCET SKUSANIA
Spolo¢nost Medpace bude, ako zastupca
zadavatela pre platby, realizovat  platby

prijimatel'ovi platby uvedenému v tabulke Gdajov
o prijimatefovi platby (dalej len ,prijimatel
platby) na zéklade tejto zmluvy zo zdrojov
poskytnutych zadavatelom za poskytované sluzby
podla rozpisu platieb niZiie. Vsetky poplatky
uvedené nizsie zahffiaji: réZie a dame, ak sa
uplatiiuji. DPH sa neuplatiiuje, pretoZe spolo¢nost
Medpace Clinical Research, LLC, je spolo¢nostou
so sidlom v USA. V pripade, Ze pocas platnosti
tejto zmluvy déjde k akymkolvek zmenim v
zékone o DPH, privne zodpovednd strana je
povinna uhradit DPH: reZijné nédklady, dane
vratane najmid DPH, ak sa uplatfiuje. Platby su
zalozené na  clektronickych  zaznamovych
formuldroch G¢astnika klinického skisania (d'alej
len ,eCRFs"), laboratornych udajoch, udajoch
IVRS alebo inych osobitnych zdrojoch ddajov.
V3etky sumy uvedené v tomto zozname su
vypocitané v eurach.

Aa1.1 Fee for Each Evaluable Subject
€15,945.96

An “evaluable subject” is one who has been
enrolled (randomized to treatment) and in whom
all the applicable terms and conditions of the
Protocol and this Agreement have been satisfied.
Randomization occurs at Visit 1

A1.1 Poplatok za kazdého
hodnofitelného Ucasinika
154596 €

.»HodnotiteI'ny utastmik* je taky, ktory je zaradeny
do skasania (randomizovany do lie¢by) a ktory
spliia vietky platné podmienky uvedené v
protokole a v tejto zmluve. Randomizicia sa
vykona pri 1. naviteve,

A2  SETUP FEES & VISTPAYMENTS |A2  ZRIADOVACIE POPLATKY A
Terms and conditions are set in section 4.3 of the POPLATKY ZA NAVSTEVY
Clinical Study Agreement.
a2.1  Non-refundable  Administrative | A2.1  Nerefundovatelny
Set-up Fee €4,611.25 for Center administrativny poplatok
4 611,25 € pre Centrum
2.1.1 Pharmacy Set-up Fee €722.50
212 Non refundable Administrative e mm?m Fe
Set up Fee for Base Study
€3888.75 2.1.2___ Nevefundovatelny
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Payment will be made within forty-five (45) days
of rteceipt of invoice and completion of the

following:
+  Sponsor declaring Institution to be ready
for Study Initiation;

+  IRB/EC approval; and

administrativny poplatok pre
zdkladng stadiv 3 888,75 €

Platba sa uskutoéni do tyridsiatich piatich (45) dni
od prijatia faktary a spInenie nasledujtceho:

.« vyhlisenia zadavatel'a intitlicii, Ze ma byt
pripravena na spustenie sk(3ania,

« schvalenia EK a

. » i + prijatia  riadne  podpisanej  zmluvy
rgfei}:ﬁzni et of 8 ullyimweniind spolo&nostou Medpace.
A22 Ongoing Payments

Terms and conditions are set in section 4.3 of
the Clinical Study Agreement.

Table 1 - Fees for Completed Clinical Visits for Randomized Subjects

Tabuka | - Poplatky za uskutoénené Kinické névitevy
randomizovanych G&astnikov

MUDr. Michal Kor&ek | 703-001

Center/ " Principal
TOTAL FEE / CELKOVY Centrum Investigator/

_VISIT / NAVSTEVA B POPLATOK Hlavny skdiajici

Combo SCR/D1 / Kombindcia

skrining/1. def €1519,52  €407.81 €911,71

Screen / Skrining €966,26 | €3865 €579.76
‘Day1/1.ded €1177.89 €471.16 €706,73
' Day 2/ 2. de €1177,89 | €471.16 €706,73
Doy3/3.ded | €1361,66 €544.66 €817
‘Doy4/4.def  €1177.89 €471.16 €706.73
| Day 5/ 5. def €1177.89 €471.16 €706,73
_Day 6 (100%) / 6.deft (100 %) | €1177.89 €471.16 €706,73
' Day7(100%) /7.defi (100%)  €1177.89 €471.16 | €706,73
' Day 8 (25%) / 8. deri (25 %) | €1177.89 €471.16 | €706,73
_Day 9 (15%) / 9. deri (15 %) | €1177.89 €471.16 €706.73

Day 10(7%) /10.defi (7%) | €1177.89 €471.16 L €706.73
_EOT / Ukon&enie liecby (EOT) | €827.94 €331,18 €496.76
' TOC / Néviteva na testovanie |

liecby (TOC) | €669.59 | €26784  €40L75

j € €

TOTAL PER PATIENT / SPOLU NA

PACIENTA ! 637839  9,567.59
_ _ - | €15945,96

LFU-On-Site Visit / Naviteva ' €222,87 €334,3
pracoviska pre neskoré dalie
| sledovanie {LFU) o €557,18 {
| LFU- Phone Visit / Telefonickd | €67.16 €100.73
' naviteva pre neskoré dallie
sledovanie (LFU) | €167.89
Clinical $tudy Agreement - Schedule A | Version # |
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A2.3 Screen Failures

A2.3 Neuspesné skriningy

Table 2 - Screen Follures

Tabuka 2 - Neuspednd skrningy

VISIT OF FAILURE / NAVSTEVA § 3{:;3?" g
NEUSPESNYM SKRININGOM NAKLADY
Combo SCR/D1 / Kombinacia

skrining/1. den Slaa
Screening / Skrining € 966,26

PRINCIPAL
CENTER/CENTRUM  INVESTIGATOR/HLAVNY
skOsal0CI
€ 607.81 € 911.71
€ 386.50 € 579.76

Payment for all screen failures, up to a maximum
of five (5), will be made for whom Medpace has
received all appropriate documentation of
procedures/visits completed with the next
scheduled payment owed to the Payee.

Platba za vietky nelspe3né skriningy, maximalne
pat' (5), sa vykona v pripade, Ze spolo¢nost’
Medpace dostala v3etku prislusni dokumentaciu o
uskuto¢nenych postupoch/navitevach s daldimi
planovanymi platbami prislichajicimi
prijimatel'ovi platby.

A24

Final Payment

Final payment for all services performed under this
Agreement will be paid to Payee by Medpace
after:

= Final resolution of all queries;
= Upon final acceptance of all eCRFs;

« The receipt and approval of any
outstanding regulatory documents as
required by Sponsor;

= The return of all unused Study Drug, Study
supplies  (including any equipment
provided by Sponsor) and Confidential
Information to Sponsor; and

+  Upon completion of all other applicable
conditions set forth in the Agreement.

Zaverecna platba
Zéveretnd platba za v3etky sluzby vykonané podl'a

tejto zmluvy vyplati spoloénost Medpace
prijimatel'ovi platby po:

A2.4

»  kone¢nom vyrieSeni vietkych poZiadaviek,
+  koneénom schvaleni vietkych eCRFs,

+ prijati a schvaleni vietkych zostivajicich
regulatnych dokumentov, ako ich pozaduje
zaddvatel,

+ vrateni v3etkych nepouZitych skasanych

produktov, dodavok v rameci sk3ania
(vratane  zariadenia, ktoré  poskytol
zadavatel) a  dovernych  informacii

zadavatel'ovi, a

* po splneni vietkych ostatnych podmienok
stanovenych v tejto zmluve.

A2.5 Archiving Fee €425 for Center

Payable with final payment, if Site has screened
(or enrolled) at least one (1) subject.

A25 Archivacny poplatok 425 € pre

Centrum
Vyplati sa spolu so ziveretnou platbou, ak

pracovisko preverilo (alebo zaradilo) aspoit jeden
(1) subjekt.

A3 INVOICEABLE ITEMS | A3 FAKTUROVATEINE POLOZKY

Terms and conditions are set in section 4,3 of the

Clinical Study Agreement - Schedule A | Version #f | MUDr. Michal Kor&ek | 703-001
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Clinical Study Agreement.

Additional Subject Procedures

Payment will be made for procedures listed below
if required by the protocol and not considered as
standard of care.

A3.1

A31  DalSie postupy G€astnikov

Platba bude vykonana za postupy uvedené niziie
ak to vyzaduje protokol alebo sa to nepovazuje za
Standardna starostlivost.

Table 3- Unitized Procedures

Tabufka 3 - Jjednotené postupy

FEES / POPLATKY

Dip Stick UA w/ Microscopy (Local) / Analyza lakmusovym

papierikom a mikroskopickou analyzou (v lokdinom
laboratériu)

COST FOR CENTER /
NAKLADY PRE
CENTRUM

€11,05

UNIT (IF APPLICABLE) /
JEDNOTKA (AK SA VITAHUJE)

Aerobic Bacterial Culture, Blood / Aerébna kultira € 65,45

baktérii, krv

Urine Culture w/ Isolation/Presumpt / Kultiv@cia moéu s €22,10

izolaciou/predbeinym vyietrenim

ECG w/ Interpret. & Report / EKG s popisom a sprava € 46,75

Bed Fee, ICU incl. Meals / Poplatok za 163ko, JIS vratane € 432,65

stravy

A32 Subject ReimbursementEUR40 |A3.2 Uhrada ndkladov Uéastnika

Per Subject Visit for Principal 40 EUR na Ucastnika na ndvstevu
Investigator pre hlavného skusajiceho

Additional funds may be available for travel costs
exceeding EUR 60 per visit with prior written

approval from the Sponsor.
A3.3 Additional Study-necessitated
Fees

Payee will be reimbursed at actual cost for any
other unforeseen but reasonable procedures or
costs necessitated by the Study or Protocol (and
any amendments thereto) and pre-approved by
Medpace/Sponsor.

A3.4

Nominal equipment

Institution may be provided during the course of
the Study with small items of equipment
necessitated by the Study or Protocol and pre-
approved by Medpace/Sponsor.

Za cestovné naklady, ktoré prevysuji 60 EUR za
navitevu, mézu byt k dispozicii dodatoéné
finan¢né prostriedky po predchadzajicom
pisomnom schvaleni zadavatel'a.

A3.3 Dalsie poplatky na nevyhnuiné

pofreby suvisiace so skisanim

Prijimatelovi platby sa uhradia skutoéné naklady
na vietky dalSie nepredvidatelné, ale primerané
postupy alebo néklady nevyhnutne potrebné pre
skusanie alebo protokol (a vietky jeho pripadné
doplnky), vopred schvilené  spolonostou
Medpace/zadavatel'om.

A3.4 Nomindine vybavenie

In3titicia modZe v priebehu skudania dostat’ malé
zariadenia, ktor¢ sit potrebné v ramei $tadie alebo
protokolu, a ktor¢é su vopred schvalené
spolo¢nostou Medpace/zadavatel'om.
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A4 MEDPACE RIGHTS

Te_rms and conditions are set in section 4.3 of the
Clinical Study Agreement.

A5  MEDPACE INVOICING

Terms and conditions are set in section 4.3 of the

Clinical Study Agreement.

Aé  PAYEEINFORMATION Aé  UDAJE O PRUIMATELOVI
PLATBY

All payments made by Medpace as set forth herein
shall be payable solely to Payee at the address set
forth below. Any such payments which are due to
any other party performing services in connection
with the Study shall be a matter solely between
Payee and such party.

Vietky platby zo strany spoloénosti Medpace, ako
sa uvadza v tejto zmluve, buda vyplatené vyhradne
prijimatelovi platby na adresu uvedenl niZsie.
Vietky také platby, ktoré sa splatné inej strane,
ktora vykonala sluZby savisiace so skianim, budd
vyhradne zaleZitostou medzi prijimatefom platby
a takouto stranou.

Table 4 - For sites receiving poyment by foreign wire fronsfer

Tabulka 4 - Pre pracoviska prijmajice platby bankovym prevodom
zo zahranicia

CENTER INFORMATION I UDAJEO CENTRU

Beneficiary Name /

Meno pmen'ncu Fckulina nEmOCn[CQ Nltrc:

Payee Mailing Address
/ Postova adresa

priimatefa platby Spitaiska 6, 950 01 Nitra

Contact Name /

J/PLEASE INSERT THE NAME ON THE ACCOUNT// //UVEDTE MENO NA UCTEH

meno kontakinej ' Jana Orsadgova

,OSObY — - — —_— SIS e o
‘Email Adcress/ E- | //FOR QUESTIONS AND NOTIFICATION OF PAYMENT// //PRE OTAZKY A OZNAMENIA
‘mailové adresa jr?w_i.fce SAPLATIEB//

‘Bank / Banka ] Siéinq__p(_)kladr!ica o

‘5°°°"'“’ Ne / Ciso | SK 49 8180 0000 0070 0028 0649

Gty | ) PR
[BAN N! / IBAN SK 49 8180 0000 0070 0028 0649

BIC COGefSwffrCode /| 8100

Kéd bcnky | SWIFT kéd

Tux ID#" / DIC"' SK202120519?

PRINCIPAL nvesncaron Information / lfldojo © HLAVNOM SKGSAJICOM

Beneficiary Name /
Meno priemcy. ) Michal Koréek ) -
Payee Mailing Address |

/ Poitovd adresa | . ; ) . . .
‘priimatela platby MUDr. Michal Koréek, PhD, Urologické oddelenie, FN Nitra, Spitdlska 6, 949 01 Nitra
‘Contact Nome / & : -

|imtatio kontkinel MUDr. Michal Koré&ek, PhD.

Clinical $tudy Agreement - Schedule A | Version # 1
Wockhard! | W-522301 | Slovakia

MUDr. Michal Koréek | 703-001

CONFIDENTIAL Page Ab of 7



osoby

Email Address / E-
McRove advesa korcekéd@gmail.com
Bank / Banka Tatra banka

AccountNe/ClIo o 8909064/1100
uctu
IBAN Ne / IBAN SK12 1100 0000 0026 1829 2944

BIC Code/Swift Code 7 TATRSKBX

Kéd banky / SWIFT kéd
Tax ID#** / DIC** 7611186770

**Requested for Medpace Accounting fracking purposes only

**VyZaoduje sa len pre Géely sledovania uétovnictva spoloénosti
Medpace.
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