ZMLUVA O KLINICKOM SKUSANI

Untsor:na po zverejneni v registri zmlav podla
§ 269 ods. 2 a nasl. zikonma & 513/1991 Zb.
Obchodny zikonnik v platmom zneni (d'alej len
..o0bchodny zakonnik™) (d'ale) len .Zmluva®)

Medzi

spoloénostou Medpace Clinical Research, LLC
s hlavnym sidlom a miestom podnikania na 5375
Medpace Way, Cincinnati, Ohio 45227
zastupovanou: MUDr. Petrem Posluinym, Clinical
Tnal Manager

(d'ale) len ,Medpace™)

A

Fakultni nemocnica Nitraso sidlom: Spitalska 6, 950
01 Nitra, Slovensko

1C0.: 17336007

DIC: SK2021205197

konajica: Mgr. Michal Fajin, MBA, LLM_,MPH. -
riaditel’

(dalej len , Indtitdcia™)

A

MUDr. Lubica Pieseckd, Ph.D., 05.11.1956,
Bazantia 3, 949 01 Nitra, Slovenska republika

(dalej len , Hlavay skasajici lekar™)

(Intiticia a Hlavny skusajici lekér spolu dalej len
Zmluvni partneri”, Medpace s Indtiticiou @
Hlavnym skusajicim lekdrom spolu dalej len
. Zmluvné strany”)

VZHEADOM K TOMU, ZE spolotnost Meiji
Seika Pharma Co., Ltd., 4-16,Kyobashi 2-chome,
Chuo-ku, Tokio 104-8002, Japonsko
( », Zadivatel™) financuje klinické skuSanic so
skasany lickom Nacubaktam (dalej len Skasany
liek*) s nazvom Multicentrické, randomizované,
jednn&thomlcpenéskGSanicﬁzy3uposfdmie
GZinposti a bezpetnosti cefepim/nacubaktamu 3
aztreonam/nacubaktimu v porovnani s najlepsou
dostupnou lLiccbou u dospelych s komplikovanou
infekciou mocového traktu, akutnou
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CLINICAL TRIAL AGREEMENT

Concluded upon its disclosure in the
Contracts Registrypursuant to Section 269 (2)
of Act no. 513/199] of Coll., the Commercial
Code, as amended (hereinafier referred to as the
“Commercial Code”) (hereinafier 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, represented
by: MUDr. Petr Poslusny, Clinical Trial Manager

(hereinafier referred to as the “Medpace”™)

AND

Fakultna nemocnica Nitra with its
registered seat at: Spitalska 6, 950 01
Nitra, Slovakia

ID No.: 17336007

VAT No.: SK2021205197

Represented by: Mgr. Michal Fajin, MBA, LLM.,
MPH - director

(hereinafter referred to as the “Institution™)
AND

MUDr. Lubica Piesecka, PhD., 05.11.1956,

Bazantia 3, 949 01 Nitra, Slovakia

(hereinafter referred to as the “Principal
Investigator™)

(the Institution and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners”, Medpace with the
Institution and the Principal Investigator hereinafter
collectively referred to as the “Contracting

WHEREAS, Meiji Seika Pharma Co., L., 4
16,Kyobashi 2-chome, Chuo-ku, Tokio 104-8002,
i ing a clinical
wrial involving the study drug Nacubactam
(hereinafter called the “Study Drug”) named A
Phase 3, Multi-Center, Randomized, Single-Blind
toAmsstth'.fﬁcacyandSafmyof
Cefepime/Nacubactam and
Aztreonam/Nacubactam Versus Best Available
Therapy in Adults With Complicated Urinary Tract
Infection, Acute Uncomplicated Pyelonephritis,
Lubica Piesecka, MD | ME6-11-01
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nckomplikovanou pyclonefritidou, v nemocnici
ziskanou bakteridlnou pneumoniou, bakteridlnou
pneuméniou  suvisiacou s umelou plicnou
.vcmilé.ciou a komplikovanou intraabdomindinou
infekciou sposobenou karbapeném rezistentnymi
enterobaktériami (d'alej len ,Klinické skidanie®).
ktora je bliziic popisand v protokole €. 0OP0595-6,
ktory bude Zmluvnym partnerom odovzdany
Medpace alebo Zadavatelom a ktory modze byt
Zadavatelom jednostranne dopliiovany (d'alej len
.Protokol®).

VZHCADOM KTOMU, ZE  spolotnost
Medpace je zmluvnd vyskumna organizacia,
ktord bola Zadavatelom najatd na riadenie a
Spl’“é\-’ﬂ tohto Klinického skusania, vratane
vyjedndvania a vykonu tejto Zmluvy a

VZHUADOM K TOMU, ZE Zmluvni partneri
disponuji znalostami, skdsenostami a zdrojmi
potrebnymi na vykonanie Klinického skusania
podla ich najlepSicho vedomia maji pristup k
po_iad_ovanému pottu subjektov skuania podla
kritérii pre zaradenie alebo vyradenic tak, ako st
vymedzené v Protokole, a su ochotni Klinické
skusanie vykonat'.
CL 1 — Predmet Zmluvy

1.1 Predmetom tejto Zmluvy je vykonanie
Klinického skusania v Indtiticii a rozdelenie
povinnosti suvisiacich s Klinickym skusanim
medzi spolo¢nost Medpace, Zadavatela a
Zmluvnych  partnerov. Predmetom  tejto
Zmluvy si zavazky Zmluvnych partnerov
tykajuce sa vykonania Klinického ski$ania za
podmienok dohodnutych v tejto Zmluve a
zavizok Zadavatela k uhrade odmeny za
spravne  vykonanie Klinického skiSania.
Akékolvek odchylky od Protokolu a dodatka k
Protokolu, vratane aviak nielen akéhokol'vek
vySetrovania alebo skusania dopliiujicich
klinickych  €i laboratéornych ~ parametrov,
vyZaduji predchadzajuci pisomny suhlas
Medpace alebo Zad4vatel'a.

1.2 Klinické skusanie lickov sa vykonéva podl'a §
29 az 44 zdkona €. 362/2011 Z.z. o liekoch a
zdravotnickych pomockach a o zmene a
doplneni nicktorjch zakonov (d’alej len ,zdkon
o liekoch®).

1.3 Zmluyni partneri prehlasuju, 7e ani Hlavny
skasajici lékar ani [nétitGeia nie si obanmi
alebo rezidentmi Spojenych §tatov americkych,
nie sa  korporiciou ani  obchodnych
partnerstvom, ktoré je alebo bolo povaZované
za korporaciu alebo partnerstvo USA aZe
vietky platby, ktoré Ingtitacia podl'a tejto
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Hospita!-z\cquircd

Bacterial Pneumonia,

Vcntilalnr—Associated Bacterial Pneu.rnonia, and
Complicated Intra-Abdominal Infection due to

Carbapenem-Resistant

Entcrobacterales

(hereinafter referred to as the “Study”) as de'scribs?d
in more detail in protocol no. OP0595-6 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”).

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 Study, have - to the best of their
knowledge - access t0 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 Study.

11

1.2

L3

Article 1 — Subject of the Agreement

The subject of the Agreement is the
performance of the Study at the Institution and
the division of Study-related obligations among
Medpace, the Sponsor and the Contracting
Partners. The subject of the Agreement are
covenants of the Contracting Partners to
conduct the Study under the terms and
conditions agreed herein and the covenant of
the Sponsor to pay remuneration for a duly
conducted Study. 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.

The Study 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™).

Contracting Partners represent that neither
P_nlnupal 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 UsS.
pant}ershlp, and that all payments Institution
received under this Agreement will be for
services rendered outside the United States.

Lubica Piesecka, MD | ME&-11-01
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2.1

Zmluvy dostane, budi za sluzby poskytované
mimo Spojenych §tatov.
C1. 2 - Povinnosti Zmluvnych partneroy

Article 2 — Obligations of the Contracting
Partners

Zmluvni partmeri sa zavizujd vykonat' a 2.1 The Contracting Partners shall conduct and

zdokumentovat' Klinické skiidanie hospodarne a
s néleZitou odbomou starostlivostou v prisnom
sulade s (a) Protokolom; a (b) podmienkami tejto
Zmluvy; a (¢) etickymi zésadami Helsinskej
deklaracie; a (d) Harmonizovanym trojstrannym
usmemenim [CH pre sprdvnu klinickd prax
vratane jeho naslednych zmien a vieobecne
akceptovanymi normami spravnej klinickej
praxe; a (e) vietkymi prislusnymi pravnymi
predpismi; a (f) vietkymi prikazmi a smernicami
prislusnych organov verejnej moci a spravy,
zdravotnych poistovni a etickych komisii, ak
také existuji; (g) indtrukciou Zadavatela
nazvanej »wPrirucka pre skusajuceho™
(Investigator’s Brochure) obsahujucej vietky v
sutasnej dobe zname informacie o produkte /
liecku pouZitom v Stidii a jeho vlastnostiach.
Priru¢ku spolo¢nost Medpace alebo Zadavatel
odovzdal Hlavnému skusajicemu lekdrovi a
bude ju aktualizovat' v periodicite vyzadujicej
stavom Stidie alebo stanovej pravnymi
predpismi.  Prirucka bude pripojena k
dokumenticii  Stadie; (h) so vieobecnymi
podmienkami Zadavatel'a (pokial' ich Zadévatel
vydal a poskytol Institicii) o vykonavani
klinickych sktsani, s vimimkou tych podmienok,
ktoré st modifikované touto Zmluvou. Institicia
sa zavdzuje poskytnut' primerané zdroje a
vybavenie na vykondvanie Klinického skuidania.

2.2 Klinické skisanie bude v InStiticii vykonavané

pod dohl'adom Hlavného skuSajiceho lekara,
ktory je zodpovedny za jej riadny priebeh.
Hlavny ski3ajici lekér je zodpovednym veducim
skupiny skudajucich v pripade, Ze Klinické
skiifanie je v Indtiticii vykonavané viac ako
jednym skddajucim (d’alej len ,SkuSajuci®).
Hlavny ski$ajici lekér je zodpovedny za celkovi
pohodu subjektov skiSania z(Castiujlcich sa
Klinického skaSania z hladiska poskytovania
zdravotnickych sluZieb na primeranej odbornej
Grovni.

2.3 Hlavny skn3ajlci lekar sa&asne bude sliZit' pre

Medpace ako kontaktnd osoba v Institicii vo
vztahu ku Klinickému skasaniu, pokial' nie je
nizie v tejto Zmluve stanovené inak. Hlavny
sk8ajlci lekar vykonava Klinické skuSanie v
ramci svojho pracovného pomeru k Intiticii.
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document the Study in a diligent and efficient
manner in strict compliance with (a) the Protocol;
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 Study 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 Study
or set out in the legal regulations. The Brochure
will be appended to the Study documents; (h)
general terms and conditions of Sponsor
(provided that Sponsor has issued them and
submitted them to the Institution) on the conduct
of clinical studies, except for the conditions
modified by this Agreement. The Institution
shall provide adequate resources and facilities
for the performance of the Study.

The Study at the Institution shall be conducted
under the supervision of the Principal
Investigator who shall be responsible for due
course of the Study. The Principal Investigator is
the responsible head of the group of
investigators in case the Study is conducted at
the Institution by several investigators
(hereinafter referred to as “Investigators™). The
Principal Investigator is responsible for the well-
being of the trial subjects participating in the
Study in terms of professional medical services
provided.

The Principal Investigator shall also serve as the
contact person for Medpace with regard to the
Study at the Institution, unless this Agreement
specifies otherwise. The Principal Investigator
shall conduct the Study as part of his or her
employment at the Institution.

Lubica Piesecka, MD | MEé-11-01
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2.4 Indtitucia sa

2.5

2.6

zavazuje umo#nit’
skusajuci lekar sa zaviizuje zabezpedit, aby
skusajuci a  ostatné osoby zahmut¢ do
vykonavania Klinického skuiania (d'alej len
~Clenovia Studijného timu“) konali v salade s
podmienkami  tejto Zmluvy. Indtiticia sa
prostrednictvom Hlavného skuajiceho lekéra
zavizuje zabezpegit, 3¢ povodni aj novi
Clenovia Studijné¢ho timu su riadne preskoleni,
kvalifikovani a vzdelani, obzvlast, e sa
zalastiuji  vietkych Skoliacich  stretnuti 0
Klinickom skusani, vratane Skoleni na spravnu
klinicku prax vyzadovanych a zabezpecovanych
spolonostou Medpace alebo Zadavatel'om
(Clenovia  Studijného timu  viak nemusia
Skolenie na spravnu klinicka prax absolvovat’, ak
sa preukazu certifikitom z absolvovaného
Skolenia spravnej klinickej praxe nie star§im ako
3 roky odo dia zalatia Klinického skusania).
Medpace mé& pravo odmietnuf konkrétnych
Clenov 3tudijného timu, ak sa Medpace alebo
Zadavatel domnieva, Ze nie sa prislune
vzdelani  a/alebo  kvalifikovani. Clenovia
Studijného timu s zamestnanci InStitdcie.
Clenovia 3tudijného timu a Hlavny skusajlci
lekar sa budu zudastiiovat Skoleni, ktoré v
suvislosti s Klinickym ska$anim pre tieto osoby
Medpace alebo Zadavatel zorganizuje a
Institicie je povinnd takito ugast umoznit.
Medpace alebo Zadavatel nahradi primerané
cestovné a ubytovacie néklady sivisiace so
vzdeldvanim podl'a tohto &lanku, ak to bude
potrebné, ale za ulast na tomto vzdelavani
nenalezi uCastnikom ani nikomu inému Ziadna
odmena.

Institicia sa zavdzuje umoZnit Hlavnému
skasajicemu lekarovi, skiSajicim a Clenom
Studijného timu, zaCastiiovat’ sa podla potreby
stretnutia  ski3ajicich a  telekonferencii
uskutoéfiovanych v priebehu  Klinického
skisania v rozsahu poZadovanom spolo¢nost'ou
Medpace alebo Zadavatel'om.

Kazdé uzatvorenie subdoddvatel'skej zmluvy,
ktorej predmet plnenia tretej strany sa bude tykat’
ktorejkol'vek z povinnosti Institicie na zdklade
tejto  Zmluvy si vyzaduje predchadzajici
pisomny sihlas Medpace. Udelenie takéhoto
sGhlasu je na vyluénom rozhodnuti spolo¢nosti
Medpace,

2.7 Zmluvni partneri sa zavizuji vynaloZit' vietko

Gsilie na zaradenie subjektov skuSania do
Klinického skt3ania v sGlade s poZiadavkami na
zaradovanic a lehotami ustanovenymi v
Protokole. Suc¢asné lehoty vzt'ahujiice sa k
vykondvaniu  Klinického  skdSania  su
nasledovné:

2.7 The Contracting Partners

a Hlavng 2.4 The Institution shall allow and the Principal

Investigator shall ensure that the investigators
and other persons involved with the Study
(hereinafter referred to as “Study Team
Members™) comply with the terms and
conditions of this Agreement. The Institution
shall ensure through the Principal Investigator
that original and new Study Team Members are
appropriately trained, qualified and educated,‘ in
particular that they participate in all training
sessions regarding the Study, including any good
clinical practice training required and organized
by Medpace or the Sponsor (Study Team
Members, who have a good clinical practice
certificate that is not older than 3 years as of the
first day of the Study, are not required to
participate in good clinical practice training).
Medpace shall have the right to reject specific
Study Team Members, if Medpace or the
Sponsor deems them not appropriately educated
and/or qualified. Study Team Members are
employees of the Institution. Study Team
Members and the Principal Investigator shall
attend trainings organized for them by Medpace
or the Sponsor in connection with the Study, and
the Institution 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 Institution shall make it possible for the

Principal Investigator, investigators and Study
Team Members, as required, to participate in
Investigators’ meetings and teleconferences held
in the course of the Study to the extent requested
by Medpace or the Sponsor.

2.6 Any subcontracting of any of the Institution’s

obligations under this Agreement to a third party
requires the prior written consent of Medpace.

Granting of such consent shall be within
Medpace sole discretion.

_ agree to make
maximum efforts to enroll trial subjects in the

Study in accordance with the inclusion
requirements and timelines set forth in the

Protocol. The current timelines for conducting
the Study are as follows:

Clinical Study Agreement |Version # 1
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2.7.1 Predpokladany  zadiatok  ndboru
subjektov skugania je december 2023 a
predpokladané  ukonc¢enie ~marec
2025. Nébor subjektov skidania sa
vzdy riadi aktualnymi podmienkami
Protokolu.

2.72 Hlavny skudajici lekar a Inititicia
sthlasia, ¥¢ Zadéavatel' alebo Medpace,
na zaklade Ziadosti Zadavatela, moZe
jednostranne kedykol'vek zmenit' polet
subjektov skusania, ktorych Hlavny
skusajuci lekér do Stidie moZe zaradit’
a/alebo ¢asovy harmonogram naboru, a
to prostrednictvom vydania prisludného
pokynu ku Klinickému sku3aniu.
Takyto pokyn sa nebude vztahovat' na
uz zaradenych subjektov skusania.

2.8 Hlavny skulajici lekdr sa zavizuje do

Klinického skusania zaradit' iba riadne sposobilé
subjekty skusania v sulade s Protokolom a
oznamit' zaradenie subjektu skudania do
Klinického skGSania s uvedenim (Cisla
rozhodnutia o Klinickom skuSani a datumu
zaradenia subjektu skusania do Klinického
skiania zdravotnej poistovni vykondvajicej
verejné zdravotné poistenie subjektu skusania
bezodkladne po zaradeni subjektu skiania do
Klinického skisania v stilade s ustanovenim § 44
pism. o) zikona o lickoch.

2.9 Zmluvni partneri sa zavizuji zabezpetit, Ze

Klinické skusanie bude vykonavané v sllade s
povolenim alebo sithlasom k ohldseniu vydanym
Statnym ustavom pre kontrolu lie¢iv a stthlasmi
prislusnych etickych komisii. Zmluvni partneri sa
zavizuji poskytnit spoloénosti Medpace alebo
ZadavateTovi suéinnost pri priprave dokumentov
tykajicich sa Klinického skisania a odovzdat
Medpace alebo tretej strane uréenej spoloénostou
Medpace alebo Zadavatel'om bezodkladne v3etky
vyhlasenia potrebné na povolenie Klinického
skigania regulaénymi orgdnmi a/alebo etickymi
komisiami, vratane av$ak nielen (i) Vyhlsenie o
finanénych zaujmoch, (i) CV a (iii) potvrdenie o
zodpovedajicom vybaveni miesta skuSania.
Zmluvni partneri sa zavizuji zabezpetit, Ze
poskytnuté dokumenty tykajuce sa Klinického
skisania sG @Oplné a spravne. Napriklad,
Vyhlasenie o finanénych zdujmoch musi
obsahovat’ vdetky finan&né vztahy medzi
Hlavngm skaSajacim lekdrom a ktorymkol'vek
Clenom $tudijného timu, a ich finanéné zéujmy,
na jednej stane a Zaddvatelom alebo
ktoroukol'vek spolo¢nostou prepojenou  so
Zadavatelom, na strane druhej, vritane - avSak
niclen - odmeny alebo iného finanéného
prospechu prijatého kazdym z nich od Zadavatel'a

2.7.1 Recruitment of trial subjects is expected
to begin on December 2023 and to be
completed by March 2025. Recruitment of
trial subjects is always governed by
current terms and conditions of the
Protocol.

2.7.2 The Principal Investigator and Institution
agree that the Sponsor or Medpace upon
Sponsor’s request may unilaterally
change the number of trial subjects that
the Principal Investigator shall include in
the Study and/or the recruitment
timeframe by issuing a relevant
instruction for the Study. Such an
instruction shall not concern the already

included trial subjects.

2.8 The Principal Investigator agrees to include in

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

2.9 The Contracting Partners agree to ensure that the

Study 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 or the Sponsor in preparing documents
concerning the Study and to immediately
provide Medpace or a third party specified by
Medpace or the Sponsor with all declarations
necessary for the approval of the Study 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 facilities. The
Contracting Partners shall ensure that the
provided Study 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 Study 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
Lubica Piesecka, MD | MEé-11-01
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alebo ktorejkol'vek zo spolotnosti prepojenych so
Zadavatelom za konzultatné Zinnosti alebo iné
sluzby nepokryté touto Zmluvou. Potvrdenia o
finanénych zdujmoch by mali byt predloZené v
pricbehu Klinického skudania, pri jeho zmene a
jeden rok po skonceni Klinického skusania.
Prepojenou osobou* je akdkol'vek pravnické
osoba alebo spolo¢nost’, ktord (a) je ovladanou
osobou v zmysle § 66a ods. 1 Obchodného
zakonnika, (b) je ovladajicou osobou v zmysle §
66a ods. 2 Obchodného zikonnika, (c) je osobou
ovladanou tou istou ovladajucou osobou, (d) je
&lenom tej istej skupiny, alebo (e) ktord priamo
alebo nepriamo, prostrednictvom jedného alebo
viacerych sprostredkovatelov, vykonava
kontrolu, je kontrolovana alebo je pod spolonou
kontrolou so Zmluvnou stranou.

2.10  Hlavny skusajuci lekar sa zavizuje vSetky

subjekty skudania zodpovedajicim spdsobom
informovat’ o ciel'och, metodach,
predpokladanych prinosoch a potencidlnych
rizikach Klinického skusaniaa o okolnostiach, za
ktorych by ich osobné tdaje mohli byt
spristupnené  spolo¢nosti  Medpace a/alebo
Zadavatelovi, ich Prepojenym  osobam,
prislusnym organom, tretim stranam, ktoré
poskytuju sluzby Medpace a/alebo Zadavatelovi
a/alebo etickym komisiam. Hlavny skasajuci
lekar sa zavizuje zabezpelif, Ze subjekty
skisania sa zucastnia Klinického sku3ania aZ
potom, &o podpiu informovany sithlas subjektu
skusania poskytnuty spolonostou Medpace
a/alebo Zadavatelom. Hlavny skisajuci lekar
uchova originl takého sthlasu v zdravotnicke;
dokumentacii subjektu skuSania. Ak subjekt
skasania svoj sthlas v priebehu Klinického
skusania odvola, Zmluvni partneri nesmu vo
vzt'ahu k tomuto subjektu vykonat' ziadne d’alSie
postupy v ramci Klinického skusania okrem
pripadnych opatreni tykajicich sa dalSicho
sledovania predpisanych Protokolom, s ktorymi
subjekt skosania sihlasil. Nisledna liecba
subjektu, ktord nesavisi s Klinickym skiSanim,
je vyhradnou lekarsku zodpovednostou a
pravnou zodpovednost'ou Zmluvnych partnerov.

2.11Zmluvni partneri sa zavizuju zabezpelif, Ze

subjektom skisania zaradenym do Klinického
skigania sa v Institucii nebudd podévat’ iné
neregistrované lieky podl'a § 46 zikona o lickoch
a v zmysle Vyhlasky Ministerstva zdravomictva
SR & 507/2005 Z.z., ktorou sa upravuji
podrobnosti o  povolovani terapeutického
pouzitia hromadne vyrébanych lickov, ktoré
nepodliehajii registracii, a podrobnosti o ich
thrade na zéaklade verejného zdravotmého
poistenia, ani sa nebudi zlasthovat’ in¢ho
klinického skiSania, pri ktorom by subjekty
skasania dostivali v Slovenskej republike

Agreement. The Financial Interest Declarations

should be submitted in the course of the Study,
upon a change in the Study and one year after
completion of the Study. “Afﬁliale"' shall mean
any legal entity or company, which (a) 1s 2
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 mgm‘qer of the same
group, or (€) which directly or _mdlrectly, through
intermediaries, controls, is

one oOr more ari :
er joint control with a

controlled by or is und
Contracting Party.

2.10 The Principal Investigator agrees [0

appropriately inform all trial subjects of l?xe
aims, methods, expected benefits and potential
risks of the Study 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 Study 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 Study, no further
Study-related procedures may be performed by
the Contracting Partners with regard to the
respective trial subject, except for any Study-
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 Study, lies in the sole
medical responsibility and legal liability of the
Contracting Partners.

The Contracting Partners shall ensure that
the trial subjects included in the Study do not
receive other unregistered medicinal products
according to Section 46 of Pharmaceuticals Act
and within the meaning of Decree of Ministry of
Health of the SR no. 507/2005 Coll., regulating
details on authorization of the therapeutic use of
mass- produced medicines which are not subject
to registration and details of their payment on
the basis of public health insurance, nor shall
they participate in any other clinical trial in
which the trial subjects would use medicinal
products not registered in the Slovak Republic

Clinical Study Agreement |Version # 1
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2.12

neregistrovany lick v priebehu Klinického
skisania bez predchadzajiiceho  pisomného
stihlasu Medpace a Zadévatel'a.

Ak pocas Klinického skifania v Indtitdcii
déjde k poskodeniu zdravia subjektu skasania,
Zmluvni partneri sa zavizuju informovat' o
kadej takejto udalosti Medpace (i) v pripade
zavainého neZiaduceho u¢inku a/alebo zdvazne)
neriaducej udalosti a/alebo v pripadoch
tchotenstva, ak také existuju, najneskor do 24
hodin a (i1) v pripade neZiaduceho u¢inku a/alebo
neziaducej prihody bezodkladne v ramei lehot
stanovenych v Protokole a inych pokynoch
danych  spolo¢nostou  Medpace a/alebo
Zadavatelom o hlaseni udajov tykajlcich sa
bezpetnosti. Siast'ou takého hldsenia musi byt
tieZ posudenie pri¢innej suvislosti. O
akomkol'vek inom poSkodeni zdravia subjektu
skusania alebo akomkol'vek zdvaZznom poruSeni
Protokolu alebo pokynov spravnej klinickej
praxe, musia Zmluvni partneri informovat
Medpace bez zbytoéného odkladu. Zmluvni
partneri budu vZdy spolupracovat’ s Medpace pri
jeho hlaseniach vietkych zavaznych neziaducich
udalosti a podozreni na neZiaduce ucinky
produktov alebo liekov SUKL, Etickej komisii,
prisluinej zdravotnej poist'ovni vykondvajucu
verejné zdravomé poistenie subjektu skiiSania,
pripadne prisluinym organom ¢lenskych Statov,
na ktorych uzemi sa vykondva multicentrické
klinické sku3anie, a v pripade ak to stanovuji
pravne predpisy alebo o to poziada Zadavatel,
poskytni prislusnym organom aj pozadované
informacie. Zmluvni partneri si povinni
poskytovat Medpace alebo Zadavatelovi
suéinnost’ s plnenim povinnosti tykajucich sa
hlaseni neziaducich G¢inkov.

213 Zmluvni partneri sa zavizuji bez

zbytotného odkladu zodpovedat’ vSetky otazky
spolo¢nosti Medpace a/alebo Zadévatel'a alebo
0s6b poverenych spoloénostou Medpace a/alebo
Zadavatelom  tykajice sa  dokumentécie
neziaducej udalosti. Toto zahffia najmd aktivne
nisledné sledovanie a objasnenie prislunjch
nezrovnalosti v hldseniach neZiaducich udalosti
a udalosti tehotenstva, Na el hlasenia
neZiaducich udalosti a udalosti tehotenstva su
Zmluvni partneri povinni pouZivat formuléare
poskytnuté  spoloénostou Medpace a/lebo
Zadavatel'om, ak také existuju.

2.14Pocas a po skonceni Klinického skifania sa

zavdzuj Zmluvni partneri predlozit Medpace
vietky dokumenty prijaté od $tatnych orgénov,
etickych  komisii  a/alebo  prisludnych
regulatnych organov akychkol'vek sihlasov
alebo povoleni alebo prisluinej komunikécie o

in the course of the Study without the prior
written consent of Medpace and the Sponsor.

2.121f in the course of the Study at the Institution

trial subjects’ health is harmed, the Contracting
Partners shall inform Medpace 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 without undue delay. The
Contracting Partners will always cooperate with
Medpace in his reports of all serious adverse
events and adverse effect suspected of products
or medicines to SUKL, the Ethics Committee,
the relevant health insurance company
performing public health insurance of Study
Subjects, or the competent authorities of the
Member States in whose territory is performed
the multicentre clinical trial, and in case it is
stipulated by the legislation or required by
Sponsor, will provide to the relevant authorities
also requested information. The Contracting
Partners are obliged to cooperate with Medpace
or Sponsor with the reporting of adverse effects.

2.13The 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 applicable.

2.14During and after completion of the Study, the

Contracting Partners shall submit to Medpace all
documents received from authorities, ethics
committee/s, and/or competent regulatory
authorities  regarding any consent or
authorization or safety- related communication

Lublca Piesecka, MD | MES-11-01
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bezpenosti vo vztahu ku Klinickému skidaniu
do 48 hodin od ich obdrzania.

2.15Zmluvni partneri sa zaviizuju pouzivat’ Skasany

lick vylutne na ucely vykondvania Klinického
skulania a iba spdsobom 3Ipecifikovanym 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 skusania v sulade s
poziadavkami spravnej klinickej praxe, spravnej
lekérenskej praxe a Protokolom. Naviac sa
Zmluvni partneri zavidzuji vratit' alebo riadne
znitit' nepouzity Skusany liek, ak si spolo¢nost’
Medpace znifenie vyziadala (na naklady
Zadavatela), a toto znienie riadne
zdokumentovat. V  pripade  pouzitéhoa
nespotrebovaného Skusaného licku, ktorého
forma podania je infuzia, zaistia Zmluvni
partneri znitenie ihned’ po priprave i Uprave
Skusan¢ho lieku.

2.16Institacia sa tymto zavdzuje zabezpecit

uskladnenie, pripravu, kontrolu a distribliciu
Skusaného lieku v silade s ustanovenim
Protokolu, ako aj v sulade so v3ecobecne
zavaznymi pravnymi predpismi a v silade so
vetkymi ustanoveniami pokynov pre klinické
skusanie liekov Statneho tstavu pre kontrolu
lie¢iv. Zmluvni partneri nebudd vyZzadovat
zaplatenie Skusaného lieku alebo akejkol'vek
sluzby hradenej spolo¢nost'ou Medpace a/alebo
Zadavatel'om podla tejto Zmluvy od subjektu
skuSania alebo od tretej strany, ako je napriklad
zdravotna poist'ovia.

2.17Institicia sa zavazuje menovat’ dostatoCny pocet

zastupcov, ktori spliiaji kvalifikaéné poziadavky
na vykon povolania farmaceuta alebo
farmaceutického laboranta v zmysle zédkona ¢.
578/2004 Z.z, o poskytovatel'och zdravotnej
starostlivosti, zdravotnickych pracovnikoch,
stavovskych organizaciach v zdravotnictve a o
zmene a doplneni niektorych zékonov, v zneni
neskor$ich predpisov a v zmysle nariadenia
vlady ¢. 296/2010 Z.z. o odbornej spdsobilosti
na vykon zdravotnickeho povolania, spdsobe
d'alsieho vzdelavania zdravotnickych
pracovnikov, slstave §pecializa¢nych odborov a
ststave certifikovanych pracovnych &innosti, v
zneni neskorSich predpisov. Tito zéstupcovia
budi zodpovedni za nakladanie so SkuSanym
lickom a za vedenie sGvisiacich zaznamov a
dokumentéacie. Ihned po vymenovani tohto
z?stupcu alebo zastupcov, oznadmi Indtiticia
pisomne meno a priezvisko poverenych osdb
spolu s prislusnymi kontaktnymi informéciami.

with respect to the Study within 48 hours
following their receipt.

2 15The Contracting Partners agree to use the Study

Drug exclusively for the purposes of conducting
the Study 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 Study Drug in the course of the
Study pursuant to the requirements o_f good
clinical practice, good pharmacy practice and
Protocol. The Contracting Partners agree to
return any unused Study Drug or 'propcrly
destroy any unused Study Drug, pfowded 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

Study Drug administered by infusion
immediately ~ after its  preparation  or
modification.

2.16The Institution hereby agrees to ensure that the

Study Drug 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 Study Drug or for any services

paid for by Medpace and/or the Sponsor under
this Agreement.

2.17The Institution agrees to appoint a sufficient

number of representatives who meet
qualification requirements for the position of a
pharmacist and pharmacist laboratory assistance
pursuant to Act no. 578/2004 Coll, on
healthcare providers, healthcare workers, health
organizations, and amendments to certain acts,
as amended, and within the Government Decree
no. 296/2010 Coll. on the professional
competence for the performance of the medical
profession, on the training method of health
workers, on the system of specialized branches
and on the system of certified work activities, as
amended. These representatives shall be
responsible for handling the Study Drug and for
keeping related records and documentation.
Immediately after the appointment of the
representative(s), the Institution shall notify
Medpace in writing about the first and last name
and contact details of such appointees.

Clinical Study Agreement | Version # 1 Lubic
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2.18Hlavny skudajici lekdr sa zavizuje podat

Skudany lick v silade s Protokolom, a to v
dévkovani potrebnom pre kazdi jednotlivi
ndvstevu subjektu skudania.

2.19Kedykol'vek o to Medpace poZiada, zavizuji sa

Zmluvni partneni podat’ hldsenie o postupe v
Klinickom skusani v Inititicii vratane udajov o
zarad'ovani subjektov skusania.

220 Hlawny skulajuci lekdr je povinny

zhromazd'ovat’ udaje a vkladat' ich iba
v anglickom jazyku bez zbyto¢ného odkladu
od ich wvytvorenia do elektronickych
zaznamovych listov (d'alej len ,,CRF*) v siilade
s naleZitostami stanovenymi v Protokole.
Hlavny skusajuci lekar sa zavizuje pravidelne
odovzdivat Medpace CRF a vSetku
dokumentaciu vyZadovanu Protokolom, aby ich
Medpace mohol priamo alebo prostrednictvom
iného subjektu priebezne spracovavat. V
pripade omeskania dlhom ako bez zbyto¢ného
odkladu s vkladanim udajov je Medpace
a/alebo Zadavatel opravneny, na ziklade
pisomného ozndmenia doru¢eného Hlavnému
skisajicemu lekarovi, zastavit zarad'ovanie
subjektov  skisania Hlavnym  skiSajicim
lekirom aZ do doby, kedy bude vkladanie
udajov aktualizované. Pokial’ bude mat’ toto za
nasledok omeskanie v zarad'ovani subjektov
skii3ania, Medpace prinaleZia prava stanovené v
¢&l. 12.4 tejto Zmluvy. V lehote 5 pracovnych dni
po odetreni posledného zo subjektov skusania
musi byt dokonCené vloZenie v3etkych
zostavajucich CRF, suvisiacej dokumenticie a
takisto nepouZité CRF v listinnej podobe, ak
také existuji, musia byt odovzdané Medpace
alebo na poZiadanie Medpace zni¢ené. Zmluvni
partneri sa zavizuju poskytovat’ siinnost’ pri
bezodkladnom objasfiovani akychkol'vek otazok
tykajicich sa adajov v CRF a venovat’ sa tymto
otaizkam a zodpovedat' ich bez zbytofn¢ho
odkladu. Spolo&nost Medpace méZe poZadovat
odpovede aj v kratSom ¢&asovom uUseku s
ohladom na klaCové S§tadia Klinického
ski3ania, ako napr. istd databdza. Zmluvni
partneri sa dalej na Ziadost spolo&nosti
Medpace alebo Zadévatel'a zavizuju poskytovat’
primeranG sG¢innost’ pri priprave celkovej
spravy o  Klinickom skuSani. Indtiticia
zabezpeti, Z¢ CRF nebud( pristupné nikomu
inému ako Clenom §tudijného timu a Hlavnému
skisajicemu lekarovi a pristup k nim, ak budi
v elektronickej podobe, bude chréneny
pristupovym menom a heslom.

2.18The Principal Investigator agrees to administer

the Study Drug in compliance with the Protocol
and in doses required for every visit of the trial
subject.

2.19The Contracting Partners agree to report on the

progress of the Study at the Institution, including
information about the enrolment of trial subjects,
upon Medpace's request.

2.20The Principal Investigator must collect data and

enter them only in English within undue delay of
their generation in the electronic case report
forms (hereinafter referred to as “CRFs”) in
accordance with the requirements set forth in the
Protocol. The Principal Investigator agrees to
regularly forward CRFs and any documentation
required in the Protocol to Medpace so that
Medpace could process them directly or through
another entity on a continuous basis. In case of a
delay with data entering longer than without
undue delay, 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 12.4 of
this Agreement. Within five working days of the
last trial subject’s treatment, all outstanding
CRFs must be entered and related
documentation as well as unused paper CRFs, if
applicable, must be forwarded to Medpace or
destroyed upon Medpace’s request. The
Contracting Partners agree to assist in promptly
clarifying any questions concerning CRF data
and to address and answer such questions within
undue delay. Medpace may request answers
sooner than that due to key Study milestones,
such as a clean database. Furthermore, the
Contracting Partners agree to reasonably assist
in preparing the overall Study report upon
Medpace’s or the Sponsor’s request. The
Institution shall ensure that CRFs shall not be
available to any persons other than Study 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.

Lubica Piesecka, MD | MEé-11-01
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2.21Hlavny skudajici lekdr je povinny zabezpecit,

7z¢ victky CRF poskytnut¢ Medpace su
pravdivo, presne a riadne vyplnené a Ze si
venym  odrazom  skutoénych  vysledkov
Klinického skusania. Hlavny skugajici lekér sa
tiez zavizuje odovzdat' Medpace kopie vietkych
sprav, vratane vsetkych aktualizacii a zmien,
ktoré¢ si vyziadala cticka komisia.

2.22In3titdcia  sa  zavazuje uchovavat' vSetku

elektronickii aj ini  dokumenticiu, vratane
zdrojovej dokumenticie a zlozky skusajuceho,
zoznamu identifikatnych kodov  subjektov
skusania a zdravotnej dokumentacie subjektov
skusania vzt'ahujicej sa ku Klinickému skusaniu,
ktoré su vyzadované na zaklade ICH predpisov a
ostatnych  prislusnych  pravnych predpisov
upravujicich vykonavanie Klinického skusania,
po dlh¥¢j z nasledujicich dvoch déb: 1)
dvadsatpat’ (25) rokov po skonceni alebo
preruseni  Klinického sku3ania alebo 2)
akiukolvek dlhSiu dobu pre archivéciu
dokumentéacie stanovenu prisluSnymi pravnymi
predpismi. Dokumentacia o Klinickom skiSani
musi byt uchoviavana na vhodnom mieste a
vhodnym spdsobom a Intitucia je povinna viest’
zaznamy o mieste, kde je dokumenticia o
Klinickom sku$ani uchovavana, aby tato bola
okamzite k dispozicii na poziadanie poveren¢ho
zastupcu Zadavatel'a, etickej komisie, auditora
alebo prislusnych $tatnych organov. Intiticia je
povinnd Medpace informovat v pripade, Ze
planuje archivovat’ dokumentéciu o Klinickom
skii3ani v inych priestoroch ako su tie, ku ktorym
ma Institicia vlastnicke alebo iné uZivacie pravo.

2.23Zmluvni partneri si si vedomi, Ze Medpace

dokladne monitoruje vykonavanie Klinického
skifania a pravidelne navitevuje Institucii.
Zmluvni partneri sa zavazuji primerane
podporovat’ tieto monitorovacie aktivity, vratane
ale bez obmedzenia, poskytnutim pristupu
poverenému zastupcovi spoloénosti Medpace do
priestorov a k idajom podl'a potreby a dalej sa
zavazuji  spolupracovat’ so  spolo¢nostou
Medpace a/alebo Zadavatel'om alebo prislusnou
trefou stranou v tomto ohlade. Zéstupcovia
spolo¢nosti Medpace a/alebo Zadévatela moZu
nazerat’ do dajov a/alebo vyziadat’ kopie udajov
Klinického sk(3ania a Zmluvni partneri takéto
udaje bezodkladne poskytni. Na Ziadost’
gyoloénosti Medpace sa Hlavny ski8ajici lekar a

lenovia Studijného timu povinni z(¢asmit’ sa
osobnej diskusie.

2.24Medpace, Zadavatel' a Statne orgény, ako je napr.

Urad Spojenych §tatov americkych pre potraviny
alieky (d'alej len ,,FDA*) majh pravo vykonavat’

2.21The Principal Investigator shall ensure that all

C'RFs submitted to Medpace are true, complete,
correct and accurate and reflect the actual results
of the Study. 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.

2.22The Institution 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
Study required by ICH guidelines and applicable
laws regulating Study performance for the
longer of the two following periods: 1) twenty-
five (25) years after the end or suspension of the
Study or 2) any longer documentation archiving
period laid down in applicable legal regulations.
Study documentation must be kept in a suitable
location and manner, and the Institution must
keep record of the location where Study
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 Institution must notify Medpace in the event
that the Institution plans to archive Study
documentation outside of its own premises to
which the Institution has proprietary or other
right of use.

2.23The Contracting Partners understand that

Medpace closely monitors the performance of
the Study and regularly visits the Institution. 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 Study Team Members must
participate in personal discussions upon the
request of Medpace.

2.24Medpace, the Sponsor and government

authorities, such as for example the United
States of America Food and Drug
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audit alebo kontrolu zdznamov Zmluvnych
partnerov, ktorychkol'vek inych dokumentacii a
priestorov siivisiacich s vykonavanim Klinického
skusania, a to kedykol'vek v priebehu a/alebo po
dobu 25 rokov po skonceni Klinického sku3ania
a bez akychkol'vek narokov Zmluvnych
partnerov na zvladtne finanéné plnenie. Takyto
audit alebo kontrolu je Medpace a Zadavatel
povinny primerane vopred ohlasit’ v pripade, Ze
je vykondvany spolo¢nostou Medpace alebo
Zadavatelom. Zmluvni partneri st povinni
poskytovat’  spolo¢nosti  Medpace  alebo
Zadavatel'ovi, nimi poverenym zastupcom alebo
vietkym $tadtnym orgdnom sadinnost’ pri plneni
ich uloh v sulade s Protokolom a podniknit
vietky primerané kroky  pozadované
spolo¢nost'ou Medpace alebo Zadavatel'om alebo
Stitnymi  organmi  na u&ely  odstranenia
nedostatkov  zistenych podas auditu alebo
kontroly.

2.25Zmluvni partneri sa zavazuju, Ze polas a po

skonceni Klinického sku3ania umoZnia a budd
podporovat’ vietky kontroly zodpovednych
statnych orgdnov bez akychkol'vek nirokov na
osobitni odmenu ¢i nahradu. Zmluvni partneri si
povinni informovat Medpace a Zadavatela o
kazdej takejto kontrole ¢i zamere takito kontrolu
vykonat’ ihned” potom, ¢o sa o nich dozvedia.
Zmluvni partneri sa zavizuji umoznit, aby
Medpace a Zadavatel' mohol byt pritomny na
kazdej kontrole vykondvanej Stitnymi organmi
alebo podobnymi institiciami. Pred vyjadrenim
sa k vysledkom takejto kontroly, ak nejaké budd,
st Zmluvni partneri povinni odpoved’ posudit’ a
prediskutovat’ s spolo¢nostou Medpace a so
Zadavatel'om. Zmluvni partneri bez zbytocného
odkladu poskytni Medpace a Zadavatelovi képie
akychkol'vek zisteni alebo kontrol zodpovednych
tiradov vo vzt'ahu ku Klinickému ski$aniu.

2.26Zmluvni partneri nesmi vedome vyuZivat

sluzby, bez ohl'adu na ich rozsah, Ziadnej osoby,
ktorym bolo poskytovanic tychto sluZieb
zakazané FDA alebo ktorymkol'vek inym
prislusnym orgénom v priebehu vykondvania
Klinického sk($ania. Zmluvni partneri d’alej
zavizne vyhlasuji, Ze podl'a ich vedomosti ani
im ani ich zamestnancom, splnomocnencom
alebo  zastupcom, ktori sa  zOCastiuju
vykondvania Klinického skaSania, nebolo
zakdzané vykonavat ¢innosti, ktoré si
vykonévané v ramci Stadie, zo strany FDA alebo
iného organu, ani podl'a ich najlepsicho vedomia
v si¢asnosti neprebieha Ziadne konanie tykajice
sa takéhoto zikazu vo vzfahu k tymto osobdm,
najma na ziklade nasledujiocich pravnych
predpisov: (i) United States 21 USC § 335a

Administration (the “FDA"™) have the right to
audit or inspect the Contracting Partners’
records, any and all other documentation and the
facility relating to the Study at any time during
the Study and/or for another 25 years after
completion of the Study 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.

2.25The Contracting Partners shall, during and after

the Study, 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 Study.

2.26The 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 Study. 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 Study, have been prohibited by
the FDA or any other competent authority to
perform the activities that are performed during
the Study, nor that they are currently, to the best
of their knowledge, the subject of proceedings
concerning such prohibition by the FDA or any
other authority, in particular on the basis of
following legislative acts (i) United States 21
U.S.C. Section 335a and (ii) Title 21 Code of

Lubica Piesecka, MD | MEé-11-01
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a/alebo (ii) Hlavy 21 Code of Federal chulfl'liun
§ 312.70. Zmluvni partneri sa zavizujii v
priebehu Klinického skudania a po dobu 3 rokov
po jeho ukonceni ihned' informovat’ Medpacr:‘ a
Zadévatela, ak sa dozvedia, Ze sa zacne takéto
konanie vo vztahu k Hlamému skusajucemu
lekérovi, Indtiticii &i jej zamestnancovi. Zmluvni
partneri dalej zaruCujui a zavizuju sa, Ze podla
ich  vedomosti nie st subjckt:_)m
predchadzajicich ani prebiehajicich
vysetrovani,  vyziev, upozomeni  alebo
nepodliehajii vykonu rozhodnuti orgdnov Statnej
spravy vztahujucich sa ku klinickym skaskam,
ktoré by neboli ozndmené Medpace a
Zadavatelovi. V pripade, Ze nastane skutotnost’
podla predchadzajicej vety vo vztahu ku
Klinickému sksaniu, Zmluvni partneri to bez
zbytotného odkladu ozndmia Medpace a
Zadavatelovi.

2.27V pripade, ze Hlavny skusajuci lekér v priebehu

Klinického skaSania ukonéi pracovnopravny
vztah s In3titiciou, Inititicia je povinna o tejto
skuto&nosti informovat’ Medpace bezodkladne
potom, ako sa o tom dozvie, a si¢asne navrhnat
riadne kvalifikovani osobu ako nového
Hlavného skusajiuceho lekdra. Medpace a/alebo
Zadavate ma pravo podat namietku voci
novému Hlavnému skuSajicemu lekarovi.
Institicia sa  zavdzuje s  vynaloZenim
maximalneho Usilia poZadovat po novom
Hlavnom skusajicom lekédrovi, aby sa pisomne
zaviazal k dodrziavaniu podmienok dohodnutych
v tejto Zmluve. Ak InStiticia a Medpace a
Zadavatel' nie st schopni dohodnit’ sa na osobe
nového Hlavného skuSajuceho lekéra alebo ak
novy Hlavny skusajici lekar nie je ochotny
zaviazat’ sa k podmienkam stanovenym v tejto
Zmluve, Medpace je opravneny vypovedat’ tito
Zmluvu v silade s ¢l 12,5 tejto Zmluvy.
Institicia a Hlavny ski3ajici lekar su povinni
bezodkladne pisomne informovat Medpace a
Zadavatela o vSetkych zmenéach, ktoré maji
vplyv na dostupnost zdrojov a/alebo Clenov

Studijného  timu  vykondvajicich  Klinické
sklSanie,

228 Zmluvni partneri sa zaviizuji priamo a

bezodkladne informovat Medpace a Zadavatel'a
Irene Kleinberger, PhD, Clinical Trial Manager,
+49 172 4165003, iklej @ €O

v pripade, Ze subjekt sk(gania zO¢astiujici sa
Klinického ska8ania oznémi ¢i vyjadri ndzor, Ze
doslo k poskodeniu jeho zdravia v désledku

(casti na Klinickom skagani, a ze ma preto pravo
na finantné odskodnenie.

Federal Regulation, Section 312.70. During the
Study and for a period of 3 years after its
completion, the Contracting Partners agree to
promptly notify Medpace an‘d‘ the Sponspr about
any such proceedings imtlated_ against ii_n:
Principal Investigator, the Institution or its
employees.  Furthermore, the Contracting
Partners represent and warrant that, as far as they
know, they are not the subjgc_:t of any past or
current investigations, inquiries, warnings or
enforced decisions of public admlnlstration
authorities that concern the clinical trial and have
not been disclosed to Medpace and ‘lhe Sponsor.
The Contracting Partners shall notify Medpace
and the Sponsor about the fact described in the
previous sentence without undue delay.

2.27In the event that the Principal Investigator

terminates his or her employment at the
Institution, the Institution 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
Institution shall make maximum efforts to
require the new principal investigator to agree in
writing to the terms and conditions stipulated in
this Agreement. If the Institution 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,
Medpace shall have the right to terminate this
Agreement in accordance with Article 12.5. The
Institution 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
Study Team Members conducting the Study.

2.28The Contracting Partners agree to inform

Medpace and the Sponsor Irene Kleinberger,
PhD: Clinical Trial Manager, +49 172 4165003,
. CIRer(@. ; directly  and
mm}efhat?ly in the case that a trial subject
participating in the Study announces or opines
that his or her health has been damaged due to
his or her participation in the Study and that

he/she is therefore entitled to financial
compensation,

Clinical Study Agreement | Version # 1
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2.29Zmluvni partneri sa zaviizuji poskytovat' 2.29The Contracting Partners undertake to provide

zdravotné sluzby subjektom, ktorych cast’ v na
Klinickom skasani neskoncila, v pripade
tiastoéného uzatvorenia Klinického skidania, a
d'alej tiez subjektom zaradenym do ndsledného
sledovania po skon¢eni Klinického skugania, v
stilade s etickymi pravidlami.

2.30V pripade, Zze pni Klinickom skusani pouZiva
Indtiticia, Hlavny skasajici lekér alebo
Clenovia §tudijného timu pristrojové vybavenie,
ktoré vyzaduje servis, kalibraciu alebo inud
osobitnii starostlivost’, Indtiticia sa zavizuje
udrZiavat’ také pristrojové vybavenie spdsobilé
riadnej prevadzky, o om je povinné spolo&nosti
Medpace na vyZiadanie spolo&nost'ou Medpace
a/alebo Zadavatel'om poskytnut’ zodpovedajiicu
dokumentaciu.

CL. 3 - Povinnosti Zaddvatel’a

3.1IKontaktnymi ~ osobami Medpace a 3.1
Zadavatel'a vo vztahu ku Klinickému skuganiu

medical services to trial subjects whose
participation in the Study has not yet ended, in the
case of a partial closure of the Study, as well as
to subjects included in the post Study follow-up
in compliance with ethics rules.

2.30In the case that the Institution, the Principal

Investigator or Study Team Members use in the
course of the Study devices that require
servicing, calibration or any other special care,
the Institution agrees to maintain such devices in
due operational condition and to provide
relevant documentation thereof to Medpace
upon the request of Medpace and/or the Sponsor.

Article 3 — Obligations of the Sponsor

Medpace and the Sponsor’s contact persons
regarding the Study are:

su:
PRE MEDPACE: IF TO MEDPACE:
Medpace Clinical Research LLC Medpace Clinical Research LLC
Attention General Counsel Attention General Counsel
5375 Medpace Way 5375 Medpace Way
Cincinnati, OH 45227, USA Cincinnati, OH 45227, USA

alebo ktorékol'vek d’alsie osoby oznamené
Hlavnému skusajiicemu lekérovi.

Vsietky oznamenia poZadované alebo povolené
podl'a tejto Zmluvy maji byt’ vystavené pisomne
a budi sa povazovat' za vystavené a odovzdané
tri (3) dni od odoslania, ak budi odoslané
registrovanou alebo doporucenou postou,
s predplatenym poStovnym, s doru¢enkou, alebo
jeden (1) den od odoslania, ak budi odoslané
expresne kuriérskou sluzbou alebo
faxom/elektronickym prenosom.

3.2 Spoloénost Medpace vyhlasuje, Ze Zadéavatel' 3.2
alebo jeho povereni zistupcovia sa zavizuji
Zmluvnym partnerom poskytnit' bezplatne v
mnoZstve a &asovych intervaloch na riadne
vykonanie Klinického skuSania SkaSany liek,
nevyhnutné vzory CRF a dalSie informicie a
daldie  liecivo/placebo  vyzadované na
vykonavanie Klinického skigania.

3.3 Skasany lick (ako aj d'alSie lie¢ivo, placebo, ak je 3.3
vyzadované Protokolom) bude doddvané na
nasledujicu adresu:

Lekaren FN Nitra
Spitélska 6, 950 01 Nitra, Slovensko

Clinical Study Agreement |Version # |
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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

Medpace declares that the Sponsor or its
designee agrees to provide the Contracting
Partners with the Study Drug, necessary CRF
templates, other information and other
drugs/placebo required for the performance of
the Study free of charge and in the quantity and
frequency necessary for the proper performance
of the Study.

The Study Drug (as well as any other drugs,
placebo, if required by the Protocol) shall be
delivered to the following address:
Lakaren FN Nitra
Spitalska 6, 950 01 Nitra, Slovakia

Lubica Piesecka, MD | MEé-11-01
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3.4 Skusany liek, nevyhnutné vzory CRF a daliie

35

4.

—

informacic  vyZadované na  vykondvanie
Klinického skusania poskytnuté Indtiticii s a
zostavaji vlastnictvom Zadavatel'a.

Medpace sa zavizuje poskytovat’ Hlavnému
skuSajicemu lekdrovi prisluiné nové informdcie
o bezpetnosti tykajice sa Skusaného lieku bez
zbyto&ného odkladu.

€. 4- Odmena

Ako odmena za riadne vykonanie Klinického
skusania zmluvnymi partnermi podl'a podmienok
tejto Zmluvy bude spolo¢nost'ou Medpace alebo
jej poverenou osobou po schvaleni Zadavatel'om
prevedena uhrada prijemcovi platby (d'alej len
prijemca platby**), ktory je oznateny v Prilohe A
priloZenej k tejto Zmluve a zatlenenej do nej
odkazom. Prijemca platby thradu od spolo¢nosti
Medpace alebo jej poverenej osoby prijima ako
plni kompenziciu za poskytnuté sluzby. Vietky
néklady uvedené v Prilohe A ostani po¢as trvania
Klinického skisania nemenné, ak sa zmluvni
partneri nedohodnu pisomne inak. Zmluvné
strany su si vedomé a suhlasia s tym, Ze za
subjekty, ktoré boli randomizované do
Klinického skisania v rozpore s protokolom,
alebo nespliiaju kritéria protokolu pre zaradenie a
vylagenie, alebo ddjde v ich pripade k zdvaZnym
odchylkam od protokolu, nebude spolotnostou
Medpace ani Zadavatelom poskytnutd Ziadna
nahrada. Rozpoget uvedeny v Prilohe A zahitia
vietky platné dane. DPH sa neuplatiiuje, pretoze
spolo¢nost’ Medpace je spolo¢nostou so sidlom v
USA. Zmluvni partneri prehlasuju, Ze ani
Hlavny skiSajici lekar ani Institicia nie st
obéanmi alebo rezidentmi Spojenych Statov
americkych, nie si korporaciou ani obchodnych
partnerstvom, ktoré je alebo bolo povazované za
korporaciu alebo partnerstvo USA aZe vietky
platby prijaté podl'a tejto Zmluvy budi za sluzby
poskytované mimo Spojenych §tatov. V pripade,
Ze pocas platnosti tejto zmluvy dojde k nejakym
zmenam v zikone o DPH, alebo sa budu
vyzadovat zrazky podla inych zikonov, DPH
alebo tieto zrazky bude hradit’ strana, ktord je za
to zikonne zodpovedna. Podl'a tejto zmluvy
prevedie spolotnost Medpace, ako platca
zastupujlci  Zadavatel'a, prijemcovi (hradu
platby z  prostriedkov  poskytovanych
Zadavatel'om. Bez ohladu na vy3iie uvedené
skuto¢nosti  spolo¢nost’ Medpace moéZe, s
predchadzajacim sthlasom Zadéavatel'a, vydat’
pisomny doplnok s cielom zvysit ndklady
Klinického sk(3ania opisané v Prilohe A.

4.2 Zmluvni partneri sG si vedomi, Z¢ Medpace

d/alebo Zadavatel moze zverejnit na svoji
centralnej webovej stranke platby a iné plnenia
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The Study Drug, necessary CRF templates and
other information required for the performance
of the Study and provided to the Institution are
and shall remain the Sponsor’s property.
Medpace agrees to provide the Principal
Investigator with new information regarding the
safety of the Study Drug without undue delay.

Article 4 - Remuneration

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 A 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 A shall remain firm 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
Protocol, 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 A 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 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 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,
with the prior consent of Sponsor, issue a written
amendment, signed only by Medpace, for the
purpose of increasing the Study costs as
described in the Appendix A.

The Contracting Partners understand that
Medpace and/or the Sponsor may disclose on the
central website any payment and any transfer
Lubica Piesecka, MD | ME&-11-01
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tykajice sa vyskumu a vyvoja, t. j. (1) platby
vykonané na zaklade tejto Zmluvy a (2) vietky
vydavky na ubytovanie, suvisiace vydavky na
oberstvenic a  na dopravu Zmluvnych
partnerov, ktoré maju byt na zdklade tejto
Zmluvy uhradené¢ a (3) vietky kongresové
registraéné poplatky, ucastnicke poplatky alebo
obdobné poplatky, ktoré maji byt na zdklade
tejto  Zmluvy uhradené, a to anonymnym
sposobom, tj. na agregovanej trovni. Tieto
informacie moéZzu byt' tiez publikované ako
sucast’ tejto Zmluvy v registri zmluv na zdklade
ustanovenia §5a a § 5b zdkona ¢. 211/2000 Z.z.,
o slobodnom pristupe k informéciam a o zmene a
doplneni niektorych zikonov v zneni zakona &.
546/2010 Z.z. (zdkon o slobode informaécii). Bez
ohladu na vysSie uvedené moze Medpace
zverejnit  prevod  akejkolvek  hodnoty
poskytnutej v ramci tejto Zmluvy. Priloha A
predstavuje vlastnicke informacie spolo&nosti
Medpace a nebude zverejnend v Registri zmluv.
Spolo¢nost’” Medpace predlozi In3tittcii tato
Zmluvu na zverejnenie v Registri zmlav, ktory
spravuje vladny organ Slovenskej republiky.
Register sa nachddza na stranke www.crz.gov.sk
(dalej len ,,Register zmluv*) v salade s vladnym
nariadenim ¢&islo 498/2011 Zb., ktorym sa
ustanovuji  podrobnosti o zverejiiovani zmlav
v Centralnom registri zmlav. Spolo¢nost’
Medpace bude zodpovedna za tipravu Zmluvy
pred jej zverejnenim v Registri zmliv. Zmluvni
partneri nezverejnia ziadne nerevidované verzie
na ziadnych webovych strankach, ani v inych
médiach bez predchadzajiceho pisomného
sithlasu spoloénosti Medpace.

Vsetky pefiazné plnenia subjektu skuSania si
vyplacané Institiciou v salade s touto Zmluvou
a Protokolom. Pravidlé pre vyplacanie sa bliZsie
upravené v Prilohe A k tejto Zmluve.

CL 5 - Prava k vysledkom

Zmluvné strany suhlasia, Ze s vynimkou
pripadov vyslovne stanovenych v tejto Zmluve,
Zadavatel, spoloénost Medpace, Hlavny
skisajaci lekar a ani Indtitcia v rdmci vykonu
tejto Zmluvy neprevedi Ziadne patentové alebo
autorské prava, prava k ochrannym znidmkam
alebo iné vlastnicke prava Zadivatela,
spolo¢nosti Medpace, skasajiceho lekéra alebo
Inititdcie na iny subjekt. Zadéavatelovi patria
vyhradné préva ku vietkym vysledkom, idajom
zisteniam, objavom, vynalezom a §pecifikdciam,
bez ohl'adu na to ¢i st spdsobilé byt predmetom
patentovej ochrany alebo nie, ktoré vznikli, boli
vytvorené, odvodené, vyprodukované, objavené,
vymyslené alebo inak urobené Instituciou,

43

5.1

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, 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 wvalue under this Agreement.
Appendix A constitutes proprietary information
of Medpace and it will not be published in the
Contracts Registry. Medpace shall submit this
Agreement to Institution 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 n
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.

Payments to trial subjects shall be made by the
Institution in compliance with this Agreement
and the Protocol. Payment rules are specified in
detail in Appendix A to this Agreement.

Article 5 — Rights to Results

It is agreed that none of Sponsor, Medpace,
Principal Investigator, or Institution transfers to
any other by operation of this Agreement any
patent right, copyright, trademark right, or other
proprietary right of Sponsor, Medpace,
investigator, or Institution, except as expressly
set forth herein. The Sponsor shall own the
exclusive rights to all results, data, findings,
discoveries, inventions and specifications,
whether patentable or not, that were originated,
conceived, derived, produced, discovered,
invented or otherwise made by the Institution, the
Principal Investigator and/or Study Team
Members in connection with conducting the
Study (hereinafter referred to as “Results”). The
Lubica Piesecka, MD | MEé-11-01
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Contracting Partners hereby assign all of their

Hlavnym skugajucim lekdrom a/alebo Clenmi ‘ :
studijného timu v suvislosti s vykondvanim proprietary rights to Results tolthe Sponsor in
Studie (dalej len ,,Vysledky*). Zmluvni partneri advance. The roya!ty fee for this asggnment 18
tymto vopred postupuju vietky svoje majetkové already included in the remungratlon of lhg
prava k Vysledkom na Zadavatel'a. Odmena za Contracting Partners undcr Article 4 of this
tento prevod je uz zahmutd v odmene Agreement. The Contracting Partners sha]] not

acquire any rights to Results by performing this

Zmluvnych partnerov podl'a &l. 4 tejto Zmluvy.
Zmluvné partneri neziskavaju k Vysledkom Agreement.

plnenim tejto Zmluvy Ziadne prava.
and original source

5.2 All medical records

5.2 Vietky zdravotnicke dokumentéacie a povodna
zdrojovd dokumenticia zostan( majetkom documents shall remain the property of the
Institucie; aviak, Zaddvatel' je oprdvneny ich Institution; however, the Sponsor Sh_ﬂll be
pouzit’ v silade s touto Zmluvou a; na zdklade permitted to use them in accordance with this
sihlasu, ktory udelia subjekty skusania. Agreement and based on the consent of _tnaI
subjects. Disclosure of Results to any subject,

Vysledkov akémukol'vek subj
d research organization,

Spristupnenie

subjektu, vratane  Zmluvne; vyskumnej including a contracte
organizicie &i etickej komisie alebo regulaéného ethics committee or regulatory authority, shall
organu nebude povaZované za udelenie not be deemed as granting the ownership of such
vlastnickeho préva k tymto informacidm tychto information to these entities.

subjektov.

5.3 V rozsahu, v akom prava dusevného vlastnictva 5.3 To the extent intellectual property rights to
k Vysledkom nie st prevoditel'né, udel'uju tymto Results are legally not assignable, the Sponsor is
Zmluvni partneri Zadavatelovi vyhradnu, hereby granted by the Contracting Partners an
neodvolate'nii v mieste a Case neobmedzent exclusive, worldwide, sub-licensable, time-
licenciu s pravom udel'ovat’ sublicencie, a to na unlimited and irrevocable license for unlimited
vietky sposoby pouzitia tychto Vysledkov. use of these Results. The royalty fee for this
Odmena za tuto licenciu je uz zahrnutd v license is already included in the remuneration
odmene Zmluvnych partnerov podla ¢l. 4 tejto of the Contracting Partners under Article 4 of
Zmluvy. Indtiticia sa zavidzuje vyvinat’ this Agreement. The Institution shall make
maximélne usilie na to, aby skutoCni vlastnici maximum efforts so that the actual owners of the
tychto prév  duSevného vlastnictva, t]. intellectual property rights, i.c. employees of the

Institution and/or involved third parties, would

zamestnanci Institicie a/alebo zainteresované
tretie strany, umoZnili Intiticii udelit’ vyssie
uvedenti licenciu Zadavatel'ovi.

allow the Institution to grant the aforementioned
license to the Sponsor.

5.4 Pre odstranenie pochybnosti plati, Ze vynalezy, 5.4 To eliminate any doubts, an invention that is an
ktoré st vylepSeniami, alebo novym pouzitim ¢i improvement, a new use or a new drug form of
novymi lieckovymi formami Skusaného lieku su the Study Drug shall be the sole property of the
vyluénym vlastnictvom Zadavatel'a. Sponsor.

5.5 Zmluvni partneri sa zavdzuju zabezpetit, ze 5.5 The Contracting Partners agree to ensure that all
vietky Vysledky (dalej len ,,Vyndlezy"“), Results (hereinafter the “Inventions”) made by
dosiahnuté zamestnancami Institicie alebo employees of the Institution or other parties
inymi  stranami  zahrnutymi Zmluvnymi included in the Study by the Contracting

Partners shall be reported to the Sponsor in

partnermi do vykonévania Klinického sktsania,
budid pisomne bezodkladne  oznémené writing without undue delay.

Zadavatel'ovi.

5.6 Zadévatel' alebo ktordkolvek s nim Prepojend 5.6 The Sponsor orany ofits Affiliates shall have the
o_soba s opravneni podat’ prihladku patentu pre right to file a patent application for such
tieto Vyndlezy vo svojom mene alebo v mene Inventions under its own name or under the
uréenej tretej strany, na vlastné néklady, s name of a designated third party and at its own
uvedenim mena vynélezca(-ov) v prihlaske expense, with the inventor(s) named in the
patentu. Zmluvni partneri sa zaviizuji podpisat’ patent application. The Contracting Partners
a.za_bezpeéit‘, aby zamestnanci In§titicic a d'alSie agree to sign and to have employees of the
subjekty zahmuté Zmluvnymi partnermi do Institution and other parties involved in the Study
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6.1.

vykondvania Klinického skudania podpisali
vietky listiny a poskytli také svedectvd, aké
Zaddvatel' uznd za potrebné na ucel podania
prihladky patentu a ziskania patentu s ciel'om
ochranit’ oprdvnené zaujmy Zadavatel'a tykajice
sa dusSevného vlastnictva, ktoré vznikni v
suvislosti s Klinickym skuSanim.

Zadavatel a jeho Prepojené osoby mézu uzivat,
rozmnozovat a prevadzat’ anonymizované
radiologické / diagnostické snimky zhotovené v
priecbehu Klinického sku$ania v rozsahu
uvedenom v informovanom suhlase na vietky
ucely, vedecké a/alebo komer&né, v akejkol'vek
podobe a akymkol'vek spdsobom, elektronickym
alebo mechanickym, vratane vyhotovovania
fotoképii, elektronickych zaznamov (napr. na
CD-ROM), mikro-kopii, alebo prostrednictvom
systémov uchovavania a obnovovania udajov,
vratane databank a internetu. Na tento ucel
udeluja  Zmluvni  partneri  Zadavatel'ovi
vyhradnu, miestom neobmedzent a
neodvolatelnu licenciu, vratane prava udelit
sublicencie Prepojenym osobam Zadavatela, na
uzivanie vy$Sie uvedenych snimok. Odmena za
tato licenciu je uZ zahrmutd v odmene
Zmluvnych partnerov podl'a ¢l. 4 tejto Zmluvy.
Ak nie su Institicia alebo Hlavny skisajaci lekér
vlastnikmi prav k tymto snimkam, Institicia
a/alebo Hlavny skuSajuci lekdr sa zavizuji
zabezpetit, aby skuto¢ny vlastnik tychto prav,
tzn. zamestnanci Institacia a/alebo tretie osoby
zahmuté do vykonavania Klinického sku3ania,
umoznili Zmluvnym strandm udelit' vyssie
uvedeni licenciu Zadavatelovi. Zmluvni
partneri potvrdzuju, ze v3etky takéto snimky
budiu ziskané so sihlasom subjektu, ktory
Institucii odovzda Medpace a Zze nebudu
obsahovat’ Ziadne informacie, prostrednictvom
ktorych by mohol byt identifikovany konkrétny
subjekt skii$ania.

CL 6 — Zachovivanie dévernosti

Smluvni partnefi se zavazuji zachizet se
véemi informacemi oznafenymi  jako
L,Diuvémé” a pfijatymi od Medpace,
Zadavatele nebo jménem Medpace, nebo
jménem Zadavatele anebo od Propojenych
osob Zadavatele v souvislosti se Studii,
Hodnocenym lékem, Protokolem nebo touto
Smlouvou a s Vysledky (dale jen ,Diavérné
informace”) pfisné divémé. Smluvni strany
zarovefi sjednavaji, Ze jsou Smluvni partnefi
povinni zachazet jako s dGvémymi i s t&mi
informacemi, které sice jako ,,DOvémé"
nejsou oznaceny, ale mohou byt povaZzoviny
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by the Contracting Parties sign all documents
and give such testimony as the Sponsor deems
necessary for filing a patent application and for
obtaining a patent in order to protect its
intellectual property interests arising from the
Study.

5.7 The Sponsor and its Affiliates may utilize,

6.1

reproduce  and  transform  anonymized
radiological/diagnostic images made in the
course of the Study, 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
Institution or the Principal Investigator is not
the owner of these rights to such images, the
Institution and/or the Principal Investigator
agree to ensure that the actual owner of these
rights, i.e. employees of the Institution and/or
third parties involved in the Study, 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 Institution
by Medpace and that the images shall not
contain any information, through which the
relevant trial subject could be identified.

Article 6 — Confidentiality

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 Study,
the Study Drug, 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

Lubica Plesecka, MD | ME$-11-01
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za Divémé informace, a to na zdkladé jejich
povahy ¢i podminek, které se vztahovaly
k jejich poskytnuti & zpfistupnéni, vietné
viech udaji tykajicich se Studie, udaji pro
vnitini potfebu, anebo informaci vytvorenych
na zakladé Studie, a to napiiklad vetné
Protokolu, souboru informaci pro
zkousejiciho &i predbEznych vysledki Studie.
Smluvni partnefi smi pouZivat Divémé
informace pouze pro ucely pinéni této
Smlouvy a zavazuji se nezpfistupnit takové
Divémé informace ¥adné tieti strané mimo
stran povétenych Medpace a Zadavatelem bez
predchoziho pisemného souhlasu Medpace
nebo Zadavatele. Smluvni partnefi se zavazuji
umoznit pistup k Divémym informacim
pouze osobdm, jeZ se s Divérnymi
informacemi maji potfebu seznamovat pro
udely poskytovani sluzeb na zakladé této
Smlouvy, a i to pouze tehdy, pokud tyto osoby
byly Smluvnimi partnery prokazateln¢
zavazany k dodrzovani podminek alespoi tak
pisnych, jako jsou podminky dle tohoto &l 6.

disclosed, including any data concerning the
Study, information for internal use only or
information created based on the Study, for
example including the Protocol, the dataset for
the investigator or preliminary results of the
Study. The Contracting Partners may usc
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. Povinnost kzachovavani divérnosti se 6.2 The confidentiality obligation shall not apply as
nevztahuje na ty ptipady, kdy Smluvni long as the Contracting P_artners have the ngl;t
partnefi jsou opravnéni publikovat Divémé to publish _Conﬁdentlal Information In
Informace v souladu s ¢1. 7. accordance with Article 7.

6.3. Pojem Duvémé informace, jak je pouzivan 6.3 The term Confidential Information, as used in
vtéto Smlouvé, se nevztahuje na data a this Agreement, does not apply to data and
informace, u nichz mohou Smluvni partnefi information where the Contracting Partners can
brokizat, Ze (i) jimi Zdravotnicke zafizeni  PrOYe such data and information (i) were
D o Tttt domgjict Iekir dispopovalibez.  ody PO of the Institution or the

; T % i Principal Investigator without the
poy'mnostl lPlCCnllVOStl v dobg, kdy jim byly confidentiality obligation at the time of their
zpnst!.lpnéne Medpace a/nebo Zadavatelem disclosure to them by Medpace and / or
nebo jménem Medpace nebo Zadavatele nebo Sponsor, or on behalf of Medpace or the
jeho Propojenymi osobami, (ii) jsou nebo se Sponsor or any of their Affiliates, (it) are or
stanou soucasti vefejnych informaci jinak nez become a part of public information by means
jednanim & opomenutim Zdravotnického other than by an act or omission on the part of
zafizeni nebo Hlavniho zkouSejiciho lekara, the Institution or the Principal Investigator, (iii)
(iii) je Zdravotické zafizeni nebo Hlavni were legally acquired by the Institution or the
zkousejici lekar pravem nabyli od teti strany, E““czipal }I:w;dsthgator from a third party not
Kktera neni viiéi Medpace, Zadavateli nebo jeho b;unanm ttax;licft pg‘lfc’ i?np;?:gr ‘Lroll:;‘;‘g‘tli‘:‘l‘g
Propojenym osobam vazana vy slovnou nebo obligation or (iv) were created independently
p_i‘edpokladanou povmncfstf micenlivosti, ne'bo by the Institution or the Principal Investigator
(iv) byly vytvoteny nezavisle Zdravotnickym without reference to Confidential Information
zafizenim nebo Hlavnim zkousejicim lekarem or its use.
bez odkazovani se na Davémé informace nebo
jejich pouZiti.

64. Pojem Doverné informécie, ako je pouZivany 6.4 The term Confidential Information, as used in

v tejto Zmluve, sa neyztahuje na Udaje a
informéacie, pri ktorych mdzu Zmluvni
partneri preukazat’, Ze (i) nimi Indtiticia alebo
Hlavny skG3ajaci lekar disponovali bez
povinnosti zachovéavat' o nich miéanlivost’ v
¢ase, ked' im boli spristupnené spoloénostou

this Agreement, does not apply to data and
information where the Contracting Partners can
prove that such data and information (i) were
already in possession of the Institution or the
Principal Investigator without the
confidentiality obligation at the time of their
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6.5.

6.6.

6.7.

6.8.

6.9.

CL

Medpace a/alebo Zaddvatelom alebo v mene
spolo¢nosti Medpace alebo Zadéavatel'a alebo
nicktorou z ich Prepojenych osdb, (ii) st alebo
sa stani sucast'ou verejnych informécii inak
ako konanim alebo opomenutim Indtiticie
alebo Hlavného skusajiceho lekdra, (iii) ich
Indtiticie alebo Hlavny skudajici  lekdr
pravom nadobudli od tretej strany, ktora nie je
voli Zaddvatel'ovi alebo jeho Prepojenym
osobam viazané vyslovnou alebo implicitnou
povinnost'ou mléanlivosti, alebo (iv) boli
vytvorené nezavisle Indtiticiou alebo
Hlavnym skusajicim lekdrom bez
odkazovania sa na Doverné informacie alebo
ich pouZitie.

NavySe si Zmluvni partneri opravneni
spristupnit’  Dévemné informicie v takom
rozsahu, v akom je takéto zverejnenic
vyzadované zakonom alebo vykonatel'nym
sudnym rozhodnutim, aviak za podmienky, Ze
Zmluvni partneri o tejto skutonosti v
primeranom ¢asovom predstihu informuja
Medpace a Zadavatel'a a na jeho Ziadost’ s nim
budi spolupracovat’ v snahe dosiahnut’
opatrenia na ucely ochrany alebo iného
primeran¢ho pravneho prostriedku. Zmluvni
partneri sa zavdzuji vyvinut' vetko primerané
usilie, aby zabezpetili doverné zaobchadzanie
s ktoroukol'vek z Dévernych informacii, ktord
bude spristupnena.

Tieto povinnosti zachovavat' mlcanlivost’ a
zdkaz pouzivania Dovernych informdcii podl'a
tejto Zmluvy zostani v platnosti aj po
skonéeni tejto Zmluvy.

Zmluvni partneri sa zavdzuju na Zziadost
Zadavatela zlikvidovat' a zmazat Doverné
informacie, ktorymi disponuji alebo ich vratit
Medpace a/alebo Zadavatel'ovi.

Vietky dohody existujice pred uzavretim
tejto Zmluvy, ktoré sa tykaji povinnosti
zachovavat mléanlivost vo vztahu ku
Klinickému ski3aniu, sa nahradzaji touto
Zmluvou a len pokial’ sa tykaji Klinického
skl3ania.

Medpace sa zavizuje zachovévat’ ml¢anlivost’
o skutoénostiach, ktoré Institiicia ozna¢i ako
skuto¢nosti doverné.

7 — Publikovanie, tlafové spravy a verejné
oznAmenia

6.5

6.6 This

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 Institution or the
Principal Investigator, (iii) were legally acquired
by the Institution 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 Institution or the Principal
Investigator without reference to Confidential
Information or its use.

Furthermore, the Contracting Partners may
disclose Confidential Information to the extent
required by law or an enforceable court order,
provided, however, that the Contracting Partners
shall give 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.

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

6.7 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

6.8 All pre-existing agreements regarding the

confidentiality obligation with regard to the
Study shall be superseded by this Agreement
and only with regard to the Study.

6.9 Medpace agrees not to disclose any fact that

the Institution designates as confidential.

Article 7 - Publication, Press Releases and Public

Announcements

7.1 Medpace uzniva ziujem Zmluvnych partnerov 7.1 Medpace acknowledges the interest of the

na nckomerénom vedeckom publikovani
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Vysledkov, bez ohladu na to, & vysledok
Klinického  skusania je pozitivny alebo
negativny. S ohladom na opravnené zdujmy
Zadavatela sa Zmluvni partneri zavizuju
dodrZiavat’ nasledujiice povinnosti a podmienky
na publikovanie:

7.1.1 Zmluvni partneri sa zavizuju poskytovat’
Medpace a Zadavatel'ovi vietky navrhy na
publikovanic alebo ustne prezentacie
tykajiice sa Klinického skusania alebo
Skusaného lieku alebo Vysledkov (d'alej
len ,,Publikécie) najmenej Sest'desiat
(60) dni pred zamyilanym predlozenim
alebo  prezenticiou Publikicie na
kontrolu.

7.1.2 Pokial' Medpace a Zadavatel' neoznami
Zmluvnym partnerom v ramci lehoty 45
dni odo diia, ked’ spolo¢nosti Medpace a
Zadavatelovi bola doru¢ena zamysl'ana
Publikdcia (podl'a toho kto dostane
oznamenie Zmluvného partnera neskor),
Zmluvni  partneri  sa  zavizujd
pripomenit’ spolo¢nosti Medpace alebo
Zadavatel'ovi  predpokladany datum
Publikacie. Zmluvni partneri nie sa
opravneni publikovat' Publikécie bez
vyslovného  sihlasu  Medpace a
Zadavatela.

7.1.3 Zmluvné strany beri na vedomie a
sthlasia, Ze v pripade multicentrickych
stadii sa Vysledky Klinického skus$ania
publikuju iba prostrednictvom
koordinacie s Medpace a Zadavatel'om
na ucel kombinovania vysledkov zo
vietkych centier zi¢astnenych Klinického
sktsania. Zmluvni partneri st opravneni
publikovat’” Vysledky ich Institicie za
podmienky, Ze celkové vysledky neboli
publikované do 18 mesiacov od
dokoncéenia Klinického skusania alebo po
multicentrickej publikacii, a silasne za
podmienky postupovania v sulade s
podmienkami stanovenymi v tomto
¢lanku avélanku 6 ,,Zachovavanie
dévernosti*.

7.1.4 Medpace a Zmluvni partneri sa zavizuji
prediskutovat’ vietky rozdiely v nazoroch
na zamysl'any obsah Publikécie s cielom
néjst’ rieSenie uspokojivé pre Medpace a
Zadéavatel'a aj pre Zmluvnych partnerov.
Medpace alebo Zadévatel’ je opravneny
navrhnit' akékol'vek zmeny Publikécie,
ktoré oddvodnene spoloénost’ Medpace
alebo Zadavatel' povaZuje za potrebné na

scientific publication of Results, regardless of
whether the outcome of the Study is positive or
negative. Considering the Sponsor’s reasonable
interests, the Contracting Partners agree to
comply with the following publication
obligations and terms:

7.1.1 The Contracting Partners agree to provide
Medpace and the Sponsor with all
proposed publications  or  oral
presentations relating to the Study or the
Study Drug 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
consent of Medpace and the Sponsor.

7.1.3 The Contracting Parties acknowledge and
agree that, in case of multi-center studies,
Results of the Study are published only
through coordination with Medpace and
the Sponsor in order to combine the
results of all centers participating in the
Study. The Contracting Partners may
publish Results of their Institutions on the
condition that overall results were not
published within 18 months of the
completion of the Study 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
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
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7.1.7

vedecké udely. Zmluvnf partneri sa
zavizuju, Ze implementacia takychto
odponicanych zmien nebude bezdévodne
odmietnuta.

Zmluvni partneri sa zavazuju zahrnat
do kazdej Publikdcie ustanovenia
informujice, Ze vytvorenie udajov bolo
podporené Zadavatel'om a silasne sa
Zmluvni partneri zavizuji informovat’ o
svojej miere angaZovanosti na Klinickom
sk3ani i a prospechu, ktory im z
Klinického skaSania plynul. Autorstvo a
uznanie za vedecké publikovanie by mali
byt v stlade s jednotnymi poZiadavkami
na rukopisy vydanymi Medzinirodnym
vyborom redaktoroy lekarskych
Casopisov. -  ICMJE  (Uniform
Requirements for Manuscripts).

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

7.1.5 Ak mono ocakavat, Fe takéto Publikacia 7.1.5 1f such Publication is expected to have an
by mohla mat" neZiaduci ucinok na adverse effect on the confidentiality of any
zachovanie dévemosti ktorejkol'vek z of Medpace’s or the Sponsor’s
Dévemnych  informacii  spolo¢nosti Confidential Information, the Contracting
Medpace alebo Zadavatel'a, Zmluvni Partners shall prevent such Publication,
partneri sa zavizuju zabranit' takejto unless the Confidential Information can be
Publikacii, ibaze by predmetna Dovemnd deleted from the Publication without
informdcia nemohla byt vymazanid z detriment to the scientific correctness of
Publikacie bez ujmy vedeckej spravnosti the Publication.

Publikacie.

7.1.6 Ak by Publikicia z pohl'adu Zadavatel'a 7.1.6 If the Publication may - in the Sponsor’s
mohla mat" neziaduci u¢inok na view - have an adverse effect on the
schopnost’ ziskat' patentovii ochranu pre ability to obtain patent protection for any
ktorykol'vek Vynilez, Medpace alebo Invention, Medpace or the Sponsor may
Zadavatel' ma pravo pozadovat' odklad request a delay of the Publication for a
Publikacie na primerani dobu na ucel reasonable period of time in order to
pripravy a podania Ziadanej patentovej enable the preparation and filing of any
prihlasky Zaddvatelom alebo v jeho desired patent application by, or on behalf
mene, av$ak tito doba nesmie presiahnut’ of, the Sponsor; such period, however,
Sest’ (6) mesiacov od datumu, kedy bola may not to exceed six (6) months from the
Zadavatel'ovi Publikdcia dorudend na day the Sponsor received the intended
kontrolu. Medpace a/alebo Zadavatel’ mé Publication for review. Medpace and/or
pravo pozadovat’ d'alsi odklad Publikacie, the Sponsor may request a further delay of
ak patentova prihlaska bola podana a ak the Publication in the case that the patent
prihlaska s pravom prednosti je netiplna a application has been filed and the priority
v ramci 1 roka od podania prihlasky s application is incomplete, and the subject-
pravom prednosti musi byt do Ziadosti matter must be added to the application
doplneny predmet patentovej prihlasky. V during the priority year. In such case,
tomto pripade ma Medpace a/alebo Medpace and/or the Sponsor has the right
Zadavatel pravo pozadovat odklad to request a postponement of any
akejkol'vek Publikacie az do doplnenia Publication until completion of the
prihlasky s pravom prednosti. Medpace priority application. Medpace and/or the
a/alebo Zadavatel nebude zakazovat’ Sponsor shall not prohibit the Publication if
Publiké4ciu v pripade, ked’ informacia, the patentable information was removed

ktord je sposobild byt predmetom from the planned Publication.
patentovej ochrany, bola z plénovanej
Publikécie odstranena.
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 Study and their
benefits from the Study. Authorship and
acknowledgements for scientific
publications should be consistent with the
Uniform Requirements for Manuscripts
issued by the International Committee of
Medical Journal Editors (ICMIE).
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7.2 Zmluvni

7.3

74

7.5

7.6

8.1

8.2

partneri sa  zavizuji zaviazal’
rovnakymi povinnostami a poziadavkami na
publikovanie, ktor¢ su stanovené v &l. 7.1 tiez
vietkych Clenov $tudijného timu.

Povinnosti  stanovené¢ v ¢l 7.1 zostani v
platmosti daldich péatméast’ (15) rokov po
pred¢asnom ukonceni alebo po ukonéeni tejto
Zmluvy.

Medpace alebo Zadavatel' je opravneny
zverejnitt  vysledky  Klinického  skusania
spbsobom, ktory uzna za vhodny, a to ako po
celi dobu trvania tejto Zmluvy, tak aj po jej

7.2

7.3

7.4

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

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

Agreement.

Medpace or the Sponsor may publish Results of
the Study in any manner it deems appropriate,
both during, and following termination of this
Agreement; the Sponsor may also post
information about the Study and Results on the

ukonteni, dalej je Zadavatel opravneny g ;
umiestnit’ informécie o Klinickom skusani a o Internet, e.g. on www.ClinicalTrials.gov
Vysledkoch na internet, napr. na stranky (register posting) and on websites for results

www.ClinicalTrials.gov (zverejnenie registra) a
na stranky pre zverejnenie vysledkov, na
firemné stranky Zadavatel'a (zverejnenie
registra a vysledkov) a v ktorejkol'vek databaze
a/alebo v registri v sulade s pravnymi predpismi
a s prislusnymi normami vo vzt'ahu k rozsahu,
forme a obsahu.

Ziadna zo zmluvnych strin nebude bez
predchadzajuceho pisomného povolenia druhej
strany pouzivat’ meno druhej strany, vydavat’
akékol'vek verejné vyhlasenia o tejto Zmluve, ani
zverejiiovat’ akékol'vek informéicie o tomto
Klinickom skusani, okrem pripadov, ked’ to bude
vyzadovat zakon. Takéto vopred poskytnuté
stuhlasy nesma byt z neprimeranych dévodov
odoprené. Zmluvni partneri predlozia tito
Zmluvu na zverejnenie v Registri zmlav, ktory
spravuje vladny organ Slovenskej republiky.
Register sa nachadza na stranke www.crz.gov.sk
ako je uvedené v ¢lanku 4.2.

Nazov Zadavatel'a nesmie byt pouzivany v
ziadnom reklamnom alebo inom materiali
Zmluvnych partnerov bez predchadzajuceho
pisomného schvélenia Zadavatel'om.

CL 8 - Zodpovednost’ a od$kodnenie

Zadavatel' je povinny odSkodnit’ InStiticiu v
stlade so zmluvnymi podmienkami uvedenymi
v samostatnom slube od3$kodneniamedzi
Zadéavatel'om, Institiciou, ako sa poZaduje.
Spolo¢nosti Medpace nevznikne povinnost’
odskodnit  Hlavného ska$ajoceho lekéra,
IndtitGciu, ani ich zastupcov, ¢i zamestnancov.
Spolo¢nost’ Medpace a Zadédvatel' nebudi
pravne zodpovedni za nahodné, zvlastne,
nepriame ani nésledné Skody vzniknuté na
osobach alebo majetku, ku ktorym okrem iného
patri pravo na Ghradu straten¢ho &asu, straty
sluzieb, straty vyroby, usly zisk, stratené

753

7.6

8.1

8.2

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.

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 other
Parties 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.gov.sk as set forth in Article
4.2.

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

Article 8 - Liability and Indemnity

Sponsor shall indemnify Institution pursuant to
the terms and conditions of a separate letter of
indemnification ~ between  Sponsor  and
Institution, as requested. Medpace shall not have
any obligation to indemnify Principal
Investigator, Institution and/or their agents,
employees and representatives.

Medpace and Sponsor shall not be liable for
incidental, special, indirect or consequential
damages to persons or property including but not
limited to the right to be paid for loss of time,
loss of services, loss of production, lost profits,
lost business, lost savings or other economic or
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obchodné prilezitosti a tspory alebo iné
ckonomické a obchodné straty, alebo néroky
akéhokol'vek  druhu  wvyplyvajice  alebo
vznikajuce nasledkom vykonavania sluzieb
alebo inym spésobom podl'a tejto Zmluvy a to
aj v pripade, Ze¢ budi o moZnosti vzniku
takychto $kod informovani.

C1. 9 — Poistenie

9.1 Zadavatel' zodpoveda za zabezpecenie poistenia 9.1

na uc¢el Klinického ski3ania v silade s
prislusnymi pravnymi predpismi. Na tento tucel
Zadavatel' uzatvoril poisteniec zodpovednosti
Zadavatel'a a In3titicie za $kodu spdsobenii
tretej strane (vratane nemajetkovej ujmy, okrem
nemajetkovej ujmy spdsobenej porusenim prav
na ochranu osobnosti ¢ mena, urazkou na cti,
ohovaranim,  $ikanovanim,  obtaZovanim,
nerovnakym zaobchadzanim ¢i inymi sposobmi
diskrimindcie), prostrednictvom ktorého je
zabezpedené aj odskodnenie v pripade smirti
subjektu skuSania alebo v pripade ujmy
vzniknutej na zdravi subjektu skG3ania v
dosledku vykonavania Klinického skuSania v
sulade s § 43 pism. h) bod 3 zakona o liekoch.
Zadavatel' dalej prehlasuje, Ze zabezpecil
poistenie zodpovednosti Institicie za Skodu,
ktora modze byt spdsobena subjektu skiSania v
sulade s § 43 pism. h) bod 4. zakona o liekoch.
Pre vylu¢enie pochybnosti Zadavatel' a Zmluvni
partneri vyhlasuju, Ze poistenie podla tohto
odseku nenahradza poistenie vztahujice sa k
aktivitam, ktoré nestvisia s Klinickym ska$anim
Stidiou, napr. bezné poskytovanie zdravotnych
sluzieb.

('L 10 — Ochrana a spristupnenie osobnych
idajov

10.1 Zmluvni partneri st si vedomi, Ze Medpace alebo

tretia osoba poverend spolo¢nostou Medpace
alebo Zadavatelom buda vkladat' Vysledky
Klinického sk($ania a vetky spravy slvisiace s
Klinickym ska$anim, zdznamy o 3koleniach v
mieste realizicie Klinického skasania a vystupy z
akychkol'vek auditov vykonanych Zadavatelom
alebo v jeho mene podla pravidiel spravnej
klinickej praxe alebo in$pekcii do internych
elektronickych  databaz Medpace a/alebo
Zadavatel'a a/alebo tretich os6b poverenych
spolo¢nostou Medpace a/alebo Zadavatelom. V
ramei tejto spravy Gdajov mézu byt' v silade s
poZiadavkami pravidiel spravnej klinickej praxe a
prislusnych pravnych predpisov na tiseku ochrany
osobnych udajov uchovédvané, spracované a
pouzit¢  spolotnostou  Medpace  a/alebo
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business loss or claims of any kind whatsoever,
arising out of or as a consequence of the services
performed or otherwise under this Agreement,
even if advised of the possibility of such

damages.

Article 9 = Insurance

The Sponsor shall be responsible for taking out
insurance for the purposes of the Study in
compliance with applicable legal regulations.
For these purposes, the Sponsor has taken out
third party insurance of liability of the Sponsor
and the Institution for damage (including the
non- pecuniary damage, with the exception of
non- pecuniary damage caused by violation of
personality or name protection rights, by
defamation, slander, bullying, harassment,
unequal treatment or by any other way of
discrimination), including indemnification in
case of death of a trial subject or damage to
health to a trial subject due to the Study
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 Institution for
damage that may be caused to the trial subject
pursuant to Section 43 letter h) point 4 of
Pharmaceuticals Act. In order to eliminate any
doubts, the Sponsor and the Contracting Partners
represent and warrant that this insurance does
not replace insurance covering activities which
are not related to the Study, 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 Study,
all reports related to the Study, 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 Institution, Study Team Members and
their involvement in the Study and outcomes of
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Zadéavatelom, ich Prepojenymi osobami a
poverenymi tretimi  stranami osobné udaje
Hlavného skisajiceho lekéra, ako si meno,
priezvisko a adresa, finanéné zaujmy podla
Potvrdenia o finanénych zdujmoch, a d'alej tiez
osobné udaje inych zamestancov Inititicie,
Clenov $tudijného timu a ich zaangaZzovanie v
Klinickom skusani a vystupy auditov vykonanych
spolotnostou Medpace a/alebo Zadavatel'om
podla pravidiel spravnej klinickej praxe alebo
inspekeii  (dalej len ,Udaje*) a pravnych
predpisov vztahujicich sa k ochrane osobnych
udajov. Medpace a/alebo Zadavatel bude
poskytovat' tieto Udaje externym verejnym
databédzam, ako je napr. clinicaltrials.gov a v
nevyhnutnom rozsahu na zéklade prisluinych
pravnych predpisov tiez orgidnom verejnej moci.
Udaje budu spracovavané pre plnenie pravnych
povinnosti  spolotnosti  Medpace  a/alebo
Zadavatel'a a pre manaZment klinickych skudok.
Udaje budi spracovavané po dobu neurditi,
najdlh3ie v3ak do naplnenia Géelu.

10.2 InStticia sdhlasi s tym, aby spolo¢nost Medpace

mohla zostavit’ databazu informacii In3titicie a jej
personalu (vratane Hlavného skusajiceho lekara),
a Studijného persondlu na ucely vyuZitia v
suvislosti s Klinickym ski3anim (okrem iného
dotazniky o vykonatel'nosti, Zivotopisy, licencie,
zdravotnicke Specializacie, ucast’ na klinickych
skiSaniach a formuldre o finanénych tdajoch)
a/alebo moéze pouzit' tieto informacie na ucely
tykajtice sa jej podnikania. Institucia zabezpeéi od
svojho persondlu potrebné sihlasy na takéto
zdiel'anie informacii. Tieto informéacie sa
pouzivajii vyhradne v suvislosti so zahajenim
skisani a so skisaniami vykonatelnosti a su k
dispozicii iba Zadavatelovi prislu$ného skusania
a persondlu priradenému na riadenie skusania,
ktory tieto informécie potrebuje na vykon svojich
povinnosti (dalej len ,opridvneny personal®).
Ked'Ze niektoré skusania spolo¢nosti Medpace sa
vykonavaji celosvetovo, zhromaZdené osobné
udaje su k dispozicii opravnenému personalu,
ktory sa moéze nachadzat v $taitoch mimo
Eurdpskej unie. Spolo¢nost’ Medpace zaviedla v
stvislosti s ochranou osobnych Gdajov zasady a
postupy uréujice bezpe¢nost a obmedzenie
pristupu k tymto adajom, ktoré si nemenné
napriec spolo¢nost'ou Medpace a jej partnerskymi
spoloénostami, pri¢om spliiaji normy ochrany
osobnych Gdajov platné v Eurépskej Gnii. A to
hlavne nariadenie (EU) Eur6pskeho parlamentu a
Rady 2016/679 z27. aprila 2016 o ochrane
fyzickgych 0sob pri spracivani osobnych tdajov
a o vol'nom pohybe takychto Gidajov, ktorym sa
rudi smemica 95/46/ES (vieobecné nariadenie
oochrane (dajov), zikon, ktory  reguluje
spracivanie osobnych (idajov a platné relevantné

audits 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. Mepace 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 Institution agrees that Medpace may compile a

database of information from Institution 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.
Institution 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 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
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10.3 Zmluvné strany

smemice Statmeho vstavu pre kontrolu lie¢iv. Ak
sa to vyzaduje, spolo¢nost’ Medpace uzatvéra so
zadavateI'mi zmluvy o spracovani udajov v sulade
s pravnymi predpismi Eurdpskej tinie o ochrane
osobnych udajov. V siilade s pravnymi predpismi
o ochrane osobnych udajov majii osoby, ktorych
Gdaje sa zhromazd'uji, privo 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 ftejto
adrese: Medpace Privacy Officer, Medpace,
LLC., 5375 Medpace Way, Cincinnati, Ohio,
45227, USA.

sthlasia s dodrziavanim
principov lekdrskeho tajomstva vo vztahu
k u¢astnikom Klinického skii$ania zapojenym
do Klinického skusania. Osobné tidaje nebudu
Zmluvnymi  partnermi  poskytované  ani
Zadavatelovi  ani  spolonosti  Medpace
s vynimkou pripadov, ked je to potrebné na
splnenie poZziadaviek Protokolu alebo na twgely
monitorovania alebo  hlasenic  zivaznych
neziaducich u¢inkov, alebo v spojeni s ndrokom
alebo konanim u¢astnika Klinického sku3ania
v suvislosti s Klinickym ski3anim. Zadéavatel
ani spolocnost Medpace nezverejnia identitu
ucastnikov Klinického skuSania tretim stranam
bez predchadzajuceho pisomného suhlasu
ucastnika Klinického skiiSania okrem pripadov,
ktoré sa vzt'ahuji na narok alebo konanie
iniciované ucastnikom Klinického skusania
v stvislosti s Klinickym ski$anim a to v sulade
s ustanoveniami prisluSnych zdkonov o ochrane
osobnych tudajov a sikromia.

10.4 Zmluvni partneri sa zavdzuju bezodkladne a

pisomne informovat' Medpace a Zadéavatela o
akomkol'vek poruseni ustanoveni o bezpe¢nosti
osobnych tdajov, v kaZ’dom pripade v3ak
najneskér do piatich (5) dni od datumu takéhoto
porudenia.

10.5 Zmluvné strany sihlasia s dodrziavanim platmych

zékonov o ochrane osobnych adajov a to hlavne
nariadenia (EU) Eurépskeho parlamentu a Rady
2016/679 z 27. aprila 2016 o ochrane fyzickych
osob pri  spracGvani osobnych 1dajov
a 0 vol'nom pohybe takychto Gdajov, ktorym sa
rusi smemica 95/46/ES (vSeobecné nariadenie
oochrane (Gdajov), zakona, ktory reguluje
spractvanie  osobnych 0dajov  a plamych
relevantnych smemic Statneho Gstavu pre
kontrolu lieciv.

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,
LLC., 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.

10.4 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.

10.5 The Parties agree to adhere to applicable

personal data protection laws, especially
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016
on the protection of natural persons with regard
to the processing of personal data and on the free
movement of such data, and repealing Directive
95/46/EC (General Data Protection Regulation),
the law regulating personal data processing and
relevant guidelines of the State Institute for
Drugs Control, if applicable.
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11.1 Této Zmluva skon¢i diiom kedy

CL 11 - Trvanie Zmluvy

dokon&end celkové sprava o Klinickom skusant,
alebo (b) bude vykonani posledna platba
spolo¢nostou Medpace, priom rozhodujiica je
ta z tychto skuto¢nosti, ktord nastane neskor.

11.2 Prava a povinnosti Zmluvnych stran stanovené v

tejto Zmluve, ktoré vzhl'adom na svoju povahu
maju pretrvat’ aj po skondeni tejto Zmluvy
(vratane prav s ohladom na vlastnictvo,
Vynélezy, zachovavanie ml¢anlivosti,
publikacie, protikorupénych ustanovent,
zodpovednosti a odskodnenie), zostavaju v
platnosti aj po skondeni tejto Zmluvy.

Cl. 12 - Ukon&enie

12.1 Bez ohl'adu na akékol'vek iné pravo ukongit’ tito

Zmluvu, ktoré méZe byt stanovené v tejto
Zmluve alebo vyplyva zo vieobecne zaviznych
pravnych predpisov, Medpace ma pravo ukonéit
tito Zmluvu kedykol'vek aj bez uvedenia dévodu
na  ziklade  pisomnej  vypovede s
Sestdesiatdiiovou  (60) vypovednou doba.
Vypovednd doba zaCne plynit prvym diiom
mesiaca nasledujiicom po mesiaci, v ktorom bola
pisomné vypoved dorucena ostatnym zmluvnym
stranam. Thned’ po doru¢eni pisomnej vypovede
tejto Zmluvy druhej zmluvnej strane na ziklade
ktoréhokol'vek ustanovenia tejto Zmluvy, sa
Indtiticia a Hlavny skuSajuci lekar zavazuja (i)
zastavit’ nabor a zarad'ovanie subjektov skii¥ania
do  Klinického  skiSania, (i) zastavit
vykonavanie vSetkych postupov, u uz zahrnutych
jedincov skiSania, a to v miere, v akej to
dovoluje lekarske hladisko, a (iii) zdrzat’ sa v
maximalnej moznej miere vytvarania dalSich
nékladov a vydavkov. V pripade, Ze Inititacia
alebo Medpace ozndmi, Ze vypovedna doba v
dizke 3est'desiatich (60) dni je nedostato¢ne dlha
doba na vyhodnotenie rizik pre zaradené subjekty
skuSania, ktorym sa podava Skudany liek, budi
Zmluvné strany spolupracovat’ na tom, aby bola
bezpeéne ukonCend lie¢ba tychto subjektov
ski3ania tymto SkiSanym liekom v priebehu
vzdjomne dohodnutej doby, ale v Ziadnom
pripade nebude zavizok Zadavatela dodavat
Skasany lick podl'a tejto Zmluvy trvat dlhsie ako
primeran( dobu,

12.2 Zmluvni partneri a Medpace, kazdy z nich, maji

pravo ukonéit’ tGto Zmluvu s okamZitym Géinkom
formou pisomnej vypovede dorucenej druhej
Zmluvnej strane v pripade, e vykonévanie
Klinického skiSania v Inititicii musi byt
ukonéené z lekarskych alebo etickych dévodov.

11.2

12.1

12.2

Article 11—~ Term of the Agreement

(a) bude 11.1 This Agreement shall shall end on the day (a) the

overall Study report is completed or (b) Medpace
makes its last payment, whichever occurs later.

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
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 sixty-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 Institution and the Principal Investigator
agree to (i) cease recruiting and enrolling trial
subjects in the Study, (ii) cease all procedures to
the extent medically permissible on trial subjects
already enrolled in the Study and (iii) refrain as
much as possible from incurring additional costs
and expenses. In the case that the Institution or
Medpace announces that the sixty-day notice
does not provide enough time to evaluate risks
for enrolled trial subjects who receive the Study
Drug, the Contracting Parties shall cooperate so
that the treatment of the trial subjects with the
Study Drug would be safely terminated during a
mutually agreed period of time; however, the
Sponsor shall not be required to provide the
Study Drug based on this Agreement for an
unreasonable period of time.

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 Study at the
Institution needs to be terminated due to
medical or ethical reasons. Such termination

Lubica Piesecka, MD | ME&-11-01

Clinical Study Agreement | Version # 1

Meiji Seika Pharma Co., Ltd. | OP0595-6 Page 26 of 44

CONFIDENTIAL



Utinky takejto vypovede nastani ditom jej
dorutenia poslednej zo Zmluvnych strén.
Ukoncenie Zmluvy Zmluvnymi partnermi podl'a
predchadzajicej vety je Hlavny skuSajici lekar
povinny vopred prekonzultovat’ so spolocnost'ou
Medpace a Zaddvatefom. Bez ohladu na
predchadzajice  ustanovenie, v  pripade
kritickych alebo doleZitych zisteni v ramci
auditu alebo inSpekcie tykajucich sa spravnej
klinickej praxe, dohladu nad lieckmi alebo
regulatnych zaleZitosti, praxe alebo postupu,
Ktoré maji nepriaznivy vplyv na prava,
bezpetnost’, alebo celkovii pohodu subjektov
skiSania alebo ktoré méru predstavovat’
potencialne riziko pre verejné zdravie alebo ktoré
mozu mat’ za nasledok neprijatel'nost’ udajov z
Klinického skulania alebo ktoré predstavuji
vazne porusenie prisludnych pravnych predpisov
a pravidiel, md Medpace a Zadavatel' pravo
(podla svojej volby) s okamzZitym 1&inkom
dotasne zastavit’ nabor subjektov skusania, kym
nebudu predmetné zistenia Gplne posidené alebo
s okamzZitym G¢inkom pisomne vypovedat' tuto
Zmluvu.

12.3 V pripade, Ze ktorékol'vek z povoleni alebo

suhlasov potrebnych na vykonavanie Klinického
ski3ania je (i) s pravoplatne zamietnuté alebo
(i1) pravoplatne rusené, skon¢i tito Zmluva
automaticky dhom doruCenia ozndmenia
(rozhodnutia) o takomto prévoplatnom
zamietnuti alebo pravoplatnom zruSeni.

12.4 Ak sa Medpace a/alebo Zadavatel' primerane

domnieva, e Zmluvni partneri nebudi schopni
zatat nabor alebo plnit’ svoje povinnosti tykajice
sa naboru v ramci dohodnutej lehoty, ma
Medpace pravo na ziklade oznédmenia
doru¢eného Zmluvnym partnerom (a) s
okamzitym u¢inkom zniZit' pocet subjektov
skigania, ktori sa maju zaradit' do Klinického
skiSania; alebo (b) predizit dobu néboru; alebo
(c) ukon¢it tato Zmluvu vypovedou. Podla
pismena c) mdze Medpace pisomne vypovedat
Zmluvu s okamzitym u¢inkom, avsak len ak
Medpace vopred pisomne upozornil Zmluvnych
partnerov na ich omeskania s ndborom subjektov
ski3ania a poziadal ich o napravu v dodato¢nej
primeranej lehote, ktori im na tento ucel
stanovuje, a Zmluvni partneri ani v takej
dodatocnej lehote nipravu neurobia. Zmluvni
partneri musia byt o moZnosti spoloénosti
Medpace a/alebo Zadavatela vypovedat tito
Zmluvu s okamZitym G&inkom v pripade, ak
Zmluvni partneri nezjednajG ndpravu ani v
dodatoéne stanovenej lehote, naleZite pisomne
pouceni.

12.3

12.4

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 Study 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.

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

In the case that 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, 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 (¢) terminate
this Agreement. According to (¢), Medpace may
terminate this Agreement by written notice with
immediate effect, provided that 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. 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.

Clinical Study Agreement | Version # 1
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neschvili  nového  Hlavného
skilajiceho lekira podfa ¢4 2.27 alebo sa tento
k povinnostiam podfa wefto Zmiuvy, Medpace j¢
oprivneny tito Zmluvu ukontst’ vipovedou ku
dhu dorulenia vypovede Indutiacii. V pripade, 2¢
Hiavoy skidajici lekir a spolotnost’ Modpace
valebo Zadivatel majs zhujem pokraloval v
spoluprici pri vikondvani Klnsckého shisbama v
inom zdrevotnickom zanadeni, Indtsicia sa
zavizupe poskytnl silinnost pn prevedeni
relevantnych Odajov, informécii s matershlu
kioré nie »i viastnictvom Indutacie, v prospech
nového centra.

126 V pripade, ¢ pofas auditu alebo mipekc

ustanoveni tejie Zmluvy alebo Protokolu 2o
strany Institiicie alebo Hlavaého skilapaccho
lekdra (alebo nedodrianie ustanoveni tejto
Zmluvy 2o strany kioréhokolvek intho Clena
Studijného timu), mé Medpace privo W
Zmiuvy plsomne vypoveds( & okamhiou
GCinnostou, pricom Glinky takejto vipovede
nastand dbom jej dorulenia posledney 20
Zmluvugeh strén.

12.7 Medpace je povinny whradif vietky diiné

Slastky 24 riadne poskymuté slutby Zmluvaymi
parmermi na riklade tojio Zmiuvy s niklady,
ktoré im oddvodnene venikh, ku dis dorulenia
vipovede sicho v pripade ukonieaia tejto
Zmluvy podfa 8. 121 k poslednému db
vipovedne) Ichoty alebo v pripade ukenlenia
teyto Zmluvy podlia ¢l 123 ku die dorulenta
privoplainého  zamietnuba. Ak InSuticis
preukdsaielne obdriale vydin sumu odmeny 3
ndhiadov, ma Woré mu podfa skutodne
vykonanych Sinnosti vznikel nisok v silade s
wulo Zmiuvou, Indtwicia sa prislalnd roxndecd
raviuye raplatit spit’ spolotnesti Medpace bex
rhytotatho odidadu.

128 Pri skoofeni Zmiuvy sa Zmluval partaen

nespotrebovany materidl s prodmety, kworé un
boli poskymuté v m‘-‘xm

failure by any Study Team Members to observe
the provisions of this Agreement), Medpace shall
have the nght to terminate this Agreement by
writien notice with immediate effect, and such
termination becomes ¢ffective on the date of ity
delivery 1o the last of the Contracting Partics,

Agreement : .

12.1, as of the last day of the ermination peniod
or, in the case that this is ternunated
pumsuant 1o Article 12.3, as of the day of receipt
of the final rejection. [n the case that the

Clinical $tudy agreemant | Version ¢ |
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somi v silasnej dobe

UZArVOrens Hiadew takuto Zmluve, 3 zavizye s

mbezpelif, 3¢ hadny 2 Clenov Stachinébo tim
BouZave.

Costracting Purthers or on sy business decisios

l::ly and, in such cascs, shall
cooperate Medpace and'or the Sponsor in
reviewing the mattey



13.7 Ka2di 70 Zmhuvnych strin kond ako nezivisly
subjekt & na Hadne Gicly me je v postaveni
4, 7amesinancs &ni

13,3 Medpace mi prive postipif’ tito Zmiuwvy iplnc
aslebo stasti. Okrem vylbie uvedenétho mic jo
fiadna 20 Zmiuvoych strin opravoenh postipst
svose prive a/alebo povinnost Gplne ani slast na
tretiu stranu bez predchadzajboche pisomného

13.10  Jodnostranné vadanic sa priva alcbo tichy
sthias aicho ncispeiné dovolania sa ponsienia
kioréhokolvek ustanovenia gjo  Zmbuvy
Znhym stanou  nczaklads  jednostanné
vadamic sa priva v sivislost s ak§mkol'vek

poruenim

n_vmcmmm.au-

independent entity and shall not be construed for
mmunm.ww“
representative 1o the other Contractng Party.
Neither Medpace nor Sponsor shall be

138 Medpace shall have the right 1o assign this

Agresment, in whole or in part. Save for the
foregomg, pether Party may assign its rights or
obligations under this Agreement, in whole or in
part. 0 a third party without the prior written
consent of the other Partics. This Agreement is
binding for all Pares as well as their legal
successors and parties to which the rights and
obligatons 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
Contracting Parties agree 1o replace the invalid
or unenforcesble provision with a valid or
enforcesble provision that shall correspond as
much as possible to the mtent of the Parties at the
nme they entered into this Agreement.

1310 A unilsteral waiver of s right or

soquiescence or failure to claim & breach of any
provision of this Agreement by either
Contracting Party shall not establish » unilateral
waiver of such right with respect 10 any

ndslednym
i : korehokol vek subsequent breach of any provision of this
13.51 W&hv*hﬁn“hﬁ, 1311 Unless otherwise agreed in Agreement,
- . . “
vietky omimenia musia byt adresované all notices must be addressed 10 the contact
nizéie uvedenym kontakinym osobém set forth below
PRE INSTITOCIU: INSTITUTION:
Mgr. Anna Scheilbergerovi ::.omm

anna schellbergerovaia fanitra sk

Chnical Study Agreement IVemsion # ‘m‘ Piesecko mE6
MS&UMCo..UG.Im ek o

Poge 30 of 44,



PRE Hlavného skiskajicebo lekira: IF TO Principal Investigator-

MUDr. Lubica Piesecks, PhD. MUDs. LMM‘ PhD.
preseckada fanitra sk preseckad@ fonitra.

PRE MEDPACE: IF TO MEDPACE:
Anention General Counsel Attention General Counsel
43175 Medpace Way 5375 Meodpace Way
Cincnnan, OH 45227 Cocenati, OH 45227

Vietky opatrenis prijaié voli Inftithcti sa povadejd  All actions mken with respect (o the Institution shall
7a prijaié aj vot1 Hiavnéme skiblayocemu lekdrovi, be deemmed as actions taken respect to the Principal

resp. Clenom Studyného timm Investigator or Study Team Members as well.
1312 Vietky ozndmenws vyladované alebo 1312 Any notice required or permitted under this
dovolené podls tejto rmluvy musia byt v Agreement shall be in wniting and shall be
pisomnej forme a budié povalované deemed made and given three (3) days afler
vykonané alebo dorubené i (3) dni po sending, if mailed by registered or certified
odoslani, ak budi odoslané daporudene alebo mail, postage prepaid, return  receipt
registrovanou poiiou 8 to bud’ 5o zaplatenim requested, or one (1) day after sending, if sent
spimnym  poltovnym alebe dorutenkou, by cxpress  couner  service  or
M)ﬁm(l}ﬂpm&m facsimile clectronic transmission. In addition,
odoslané expresnou kuriérskou slutbou, & the Institution and Principal lnvestigator will
faxom/elektronickym prenosom. Inbunicia a communicate 10 Medpace in wnting (email is
Hiavey skiSayic lokir budt tel pisomne comudered a wnting for the purposes of this
informoval’ spololnost Medpace (e-mulovd section), any changes 1o the Institution’s and
spréva je iba na Géely tejio tasti povatovand Principal Investigator's respective payee
za pisomnu formu) o vietkych rmendch mona namme, payee address, tax  idemtification

prijemou platby, adresy prijcmcn plasby, DIC, number, corporate address, of corporale name,

Victky ticto oznamenia musis pochidest’ od Principal lnvestigator, as applicable,
prodstavitels  Indtithcie  a/alobo  Hlavného the same or greater authority as the Instiution

o/alebo Hilavay skakapicr lokie, kiory v mene behalf of the Institution. All notices must be

Indutucie tite mwhavu podpumge Vietky addressed 10 the comtact set forth above
ornamenia musia by! adresované kontmknym mr-nmnm
stihlasia s rym, 2¢ clekwonicki komunikica a being equal wo signatures inked on paper with
clekwonické podpisy maj sovnake plamost’ the exception of this Agreement and any
ako viastnorulné podpisy ns dokumentoch v mmm.-m

tladenej podobe § vimimkou tejto Zmluvy » joj scknowledge and
dodatkov. Zmlyvey pannen beni 8 vedomae communicaton ¢
a sihlasia s tym, #c clcktronicks komunikacia communicating information from Medpace
jo prijatelaym spisobom, ktorym mbde and/or Sponsor
spoloinos’ Medpace aaiche Zadivatel from other vendor companies contracted by

ktoré poskytuji elcktromické materiily wrtend hmﬂm—humm
aby bolo m ¢ rovoakom obsabu signsture that has been sent or signed in the
informoval tialengj podobe. Vietky past, present, or fisture between the Partics will

ﬂummm hold the same force and effect a5 a document
Clirical Studly Agreament | Verion # | _ lubice Piosechn. MD | MEG- 1101
Mejl Seira Pramme Co.. L1d. | OPOSPS-6 _ ) Poge 3t of 44



dobamenty  vlastnoneine
podphant v thaleng podobe Elcktromchy
podpn olrem mibe zbife nadeosovend
bopa podpeia podpes  strosopcen.

raslese
tlabeng poadaby pofitou » 10 23 predpakiada. bo
k wkayto podiadavie diyde v prmerancy dobe
po pryom odoslan clektroniche) sormumkace
spulatnos ou Medpace alebo dodivatel s

j

}

131} Zmlovné strany s dohodh. o co Zmisve

b byt s Fales uvedenos + vammhon menons
iba piseng  prosupdactvom  Vamiupos

1513

signed and whed oo paper. Electronic
sigostwe wcindes withowt limitalion @
scanmod of » sgnature, & typed signature,

printing o steeif of by requesting that Medpace
mail o paper copy, provided that such request
% made wibin & reasomable time afier
Meodpace or 3 vendor company first provided
the electionxd ConMnunIcaton.

sunor change i the Protocol means & change
m the Protacol that does not change the scope

13.14 This Agrecment is construed snd governed by

PP L, DR

the Slovak lew, The Contracting pastics, in
sccardance with the provisson of Section 262

tabice Mesncka, WD | MES-1300
Page Jlof 4d i



13.15 Této Zmluva je vyhotovend v slovenskom a v
anglickom jazyku, pritom Zmbuvné strany

13.16 Tiwo Zmiuva a vietky joj dalise dodatky budd
vyhotovent v 3 (troch) rovmopisoch s kaddd
Zmluvnd strana dostane 1 (jeden) rovnopss

CL 14 - Priloby

Nasledujice prilohy tvoris nooddelselni shiast
m__?m.wuﬁvmmw

Priloha ¢. 1 Prilohs A - Zdravotnicke zanadenic

Priloha &. 2. Priloha A - Hlsvaj disajici

Prilcha & 3. Dohoda o odékodneni
(poskyinuté ako samostatny dokument)

NA DOKAZ TORO zmlvvné strany podpisuyd vito
anluvu v zastipeni vhodnymi osobami, klore o6 &
oy nilehic aprivaené, & thto mmiuva bude Glsand

nmmmmm

vo viastnom menc s ako platobay zistupcs
Zadivatel'a / For Medpace Clinical Rescarch,
LALC, on its own bohalfl and as payment agent of
Sponser

MisstoPlace:__ | 1AM

DD 4 - 1042
LT

HUD-v ?lb\- ?o-dh’i"

Chinical Shudy Agreemant {Version &
ol Solko Phorme Co. Ug |OPOSFS-S

13.15 This Agrecment has been drawn up in the
Slovak and English language, and the
Contracting Partics consider both
versions 10 be equal; however, in case of sny
mierpretaton between the
individual versions, the Slovak version shall
prevail as agreed by the Contracting Parties.
Ths Agreemment and all of its Appendices
represent  an entire  agreememt  of the
Contracting Parties with tespect 0 the
subgect-matter of this Agreement.

1316 Thas Agreement, and any subsequent
amendment(s), may be executed i 3 (three)
counterparts and each Party will receive |
{one) counterpart.

Article 14 - Appendices

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

Appendix |: Schedule A ~ Institution
Appendix 2: Schedule A - Principal lnvestigator

Appeadix 3: Indomnification Agreement
(provided as a scparate document)
IN WITNESS WHEREOF, the Parties hereto have
executed thus Agreement by proper persons thereunto
duly asuthonzed and that this Agreement shall be
effectve as of the Effective Date.
Indtitucia / lnstitution

Meno 8 pricevisko / First and last name

LUDipD Piesecha. MO | MBé-11-01
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SCHEDULE A - INSITTUTION PRILOHA A - CENTRUM

MEL SEXA PHARMA CO, LID. ‘- MELN SEXA PHARMA CO, LTD.

PROTOCOL D OPOS9S5-6 ' CISLO PROTOKOLL: OPOS95-6
LUBICA PIESECKA, MD j% MUDR. LUBICA PIESECKA
i
|
SUE MES-11.01 ; CENTRUM: MES-11.01
SCHEDULE A VERSION: VERSION #1 ; VERDA PLANU A VERDA C. 1
'
l
1
i i -
Clnicol Shudy Agresment |[Vertion ¢ | Lubico Piesecha, MD | MES-11-D1
Mef Seikg Prorme Co.. Lid. | OPOSPS-§ Poge 34 of 44



the party legally
rflpomabk shall be liable for VAT Payments arc basod on
Clecromc case report forms (“cCRFs™). laborstory data,
IVRS dats or other specific data source Al umounts shown
berein are calculated 15 EUR

Al

Fee for Eoch Evaluable Subject
EUR 3.244.40

M“WMM“ummmbnm
(randomized 10 treatment) and in whom all the
lerms and conditions of the Protoce] and thus Agroement have
been satisfied Randomization occurs st Day 1

| cestovnibo pre Glastaikov. DPH sa

applicable (Wnl«thuuku‘btﬂiwvu&y

mformicuams o prijemcovi (Jale) len _prijemce™) podla tejto
prostnediov  poskytautych raddvatelom za
podla mMie uvedensho platobaého
uvedend poplatky rahifayd rehijné
pripadné¢ iupendium alebo ndhradu

neuplathuje, pretode
NMMMLLC}!WWlﬁMV
USA Ak potas platnosts teyt0 dobody ddjde k akymkolvek
rmendm v zikoae o DPH. za DPH bude strana,
ktord ye ma w0

-Vybodnotitelny Gastnik™ je déastnik, ktory bol zaradeny

MM!M“"WM-

Randomuzicis sa vykond v |. ded.

A2 SETUP FEES & VISIT PAYMENTS

[ Please chock box if Payec must submat an ioveice o
Medpace prior 1o receiving payment. Payment will be made
within forty-five (45) days of receipt of mveice.

A2 Set-up Fees
211 Nonvelundable Adminstrafive Sef-up Fee  FUR 850
212 Phamocy Sel-up Fee R 25

Payment will be made within forty-five (45) days of
*  Sponsor declanng Institution ®© be ready for Study
Imiation;

*  IRB/EC approval; and
*  Medpace’s receipt of the fully executed Agreomont.

A22 Ongoing Paymentis

Payments for Study subject visits, as set forth in Table below,
will be paid on s quarterly basis for the actual sumber of
Mmhmm:huunwul_h
ten percent (10%) of each quarterly payment, which will be
withheld untl and paid with the final payment. Quanerty
payments will be made within forty-five (45) days after the
end of each quarter. The quarterly schodule may be offiet
from the calendar quarter.

A2 ZRIADOVACIE POPLATKY A PLATBY ZA
NAVSTEVY

(3 Okicako zatiarknite, ak musi prijemca pred prijatim

plaiby prediody’ spoloénosti Medpace faktGru. Platha sa

mammm;uuwp&mm.

A21 Diodovacie poplatiy
210 Newratny administafivmy miodovac popiciok 850 EUR

113 Modovaci popiaiok pre lekdme 425 BUR
Plashe sa uskutolai do Styndsiatich piatich (45) daf od:
*  Vyhlisenis zadévatela, 2c mbiticia jo prpravend na

zalaise shkudania
+  Schvilemss

Platby za névitevy dlasmikov skidania, ako je uvedené v
abulke sutise, budt vyplicant Stvitroine zs skutoény polet
lastaikov skitania, v pripade kiorych boli vyplnené eCRF,
znitent o desat peroent (10 %) z ka2dej ftvrtrotne) platby,
kioré budé zadrtané a2 do zévercinc) plaby s vyplaicné
spolu s dou. Stvitrotné plaiby sa uskutolnia do

puatich (43) dnl po skoolcal kaldébo Stvriroka Stvriroday
plin méde by? posunuty oproti kaiendirmemu Jtvitroku.

Cinicol Study Agreement | Verion ¢ |
Mo Selko Phgrmg Co.. L0 | OPOSPS-4

lubico Piesecha, MD | sa84-11-01
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Tgtae | - Fees for Compates Chnical viely by Bordumges bt

Doy -1

Screenmg Day -1 fUR 301 &0

Day | : Pre- S$creening Day - EUR 301 40 » Doy !
Rongomipation Pre-Rondonrgzanon FUR 19 FUR 677 &0

Payment for screen faidures will be mades once the required
sumber of subjectis) have been rendomused per et (|
falures . ) mandomised) for screem fadures for whom

has revenved all approprniste documontation of

Medpace
procedures s wits completed with the next scheduled peyssent
owed W the Payes.

A24 Fnol Poyment

Fimal paymest fir all services porformed under his
Wﬂhﬂul’wsblﬁh&o“

Finsl resobution of all queries;

Upen final acceptance of all «CRFy,

The receipt and spproval of any cutstanding regulatory
dacuments as required by Spoasor;

The return of sll uoused Swdy Deug, Study supplies
(includng any equipment provided by Sponser) and
Coafidenta) informatos 1o Spoaser; and

Upon compiction of all other applicable conditions
forth in the Agreoment. n
A2S  ArchMing Fee
Paysbie with final payment.

N A

h‘”’l L. S—
{1 ey o )

I et pred rneaorigiacey 194,00 U
1 et p eordormpdod pooone
3 e 13480 P
) et Dasooe
4 ae 1IM

Sad
4 et .
? dor Bamorve
ronec Sedty 14400 B
O e Selty (1) jqpee |
S R et X mmmgl__
M et
Prexigre aorieny
lo,cnuc aeA okl

A23 Mm

Tl § - W apalng vy

:‘"m“‘ NAXLADY

Deh -1 Sarirng Ded 301,60 EUR

i. cded. pred Siriring Dol 301 40 EUR » | clef,
FONCOMEaCioy  pred randomizacioy |96 EUR 497 .40 BUR

Plathe za nclspeiné skrimingy sa wkutolni, kod bude
podadovasy polet madomizovanjch Glastoikov skidanis
podla pomery (| sedspeiny shrining : 3 randomizovanym) v
pripade, 2¢ spolotmost Medpace dostals viethu prishuind
dokumcnticn o vykosanych postapoch nivilevich spola 5
& aliou plsaovaney platbou splatnou prijemeovi.

A24 Iovereénd platbo

Ziveretnd platbe 23 vietky shafby vykonand padls tejte
dobody vyplati wpebolnes! Medpace prijemcovs po.

Koselnom vynelenl vieth ych otdzok,

Pryal 3 schvilesl viedkjch sostivapboich reguladnjch
Sokummcnios podl s potisdavick zadavatels

Vritenl viethibo pewpotrebovanéheo skélandbo leku.
materibly pre skdlanse (vritane sk ohokolvck vybavenis |
poskytmwihn mdivatelom) s ddvernph mformicl
eadin stolovi, 3

Po spinenl vieth ych ostaimych prsudaieh podmenok
stanovensych v dobode
a1s Archivainy popialok 445 EUR
Splatny pri postedne) plathe.

.
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) - oot for Corvpisted Clracal vagh 'or forgormes huteech

A23 Screen Fallures

'_‘D,'W’M

VISIT OF FARURE COSY

Doy -1 Scresring Day -1 EUR 301 60

Day ! : Pre- $craening Day -1 EUR 301 40 « Doy 1
Roncomisation Pre-Rondomizahon EUR 196 EUR 477 60
Payment for screen failures will be made once the reguired
number of subjectis) have been rendomuzed per mte (1
fasdures : 3 mandomized) for screen failures for whom
Medpace has received all appropnaic documcatation of

procedures/visits completed with the neat scheduled psyment
owed 10 the Payee.

A24 FAnal Poyment

Final payment for ali services performed under ths
Agreoment will be paid 1o Payoe by Medpace after:

Final resolution of all quenes;

Upea final scceptance of all oCRFs;

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

The return of all enused Study Drug, Swudy supplics
{including any oquipment provided by Spoasor) aad
Coafidential laformation 1o Spensor; and

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

A1s Archiving Fee EUR 445

Payable with final payment.

T o | - Pogoiy 0 eyeonand TInche navidevy De fnaamIovaryeh
rannee

e ———

NEUSPEINA
NAVETEVA
Deh -1

1. ded. prod Skrrung Den 301 60 EUR + |, ded,
rondomizaciou  pred rondomuacou 196 EUR. 497,40 EUR

Skriring Ded -301.60 EUR

Platba 2a nedspedné skriningy sa uskutotnl, ked bude
potadovany podet randomizovanych Géastnikov skhlania
podia pomeru (| neGspeiny skrining : 3 randomizovanym) v
pripade, 2¢ spolodnost’ Medpace dostala vietku prisiudnG
dokumenticiu 0 vykonanych postupoch/névitevach spolu s
daliou plisovanou platbou splamou prijemocovi.

A24 lavereénd platba

Ziverotné platbs za victky sluby vykonané podla iejto

MWMWW;»
Koneinom vyueleni viethych oulzok.
Konelnom prijsti vietkfch eCRF,

Prijati a schvileni vietkjch zostdvajicich regulalnych
dokumentov podl's poliadavick zadévatela.

Vrbteni victhého nespotrebovaného skblaného lieku,
matendly pre skédanse (vritane akébokolvek vybavenia
poskytnuého zadivaselom) s ddvernych informécii

zaddvarelovi; a
+  Po spineni vietkich ostatnfch prisiulajch podmienok
stapovengjch v
a2s Archivaény poplalok 445 EUR
Splamy pri poslednej platbe.

Chnical Study Agreement | Verson § |
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A3 INVOICEABLE TEMS

of mvoice and supporting documentation «f apphicable and
'w.

A3l Addiiond Subject Frocedwres

Payment will be made for procedures listed below if required
by the protocel end not considered as standard of care

Tarae ) FUORG Asburted)

ot COS!  UNIT (IF APPLICANE)
Ches! L-Roy EUR 10D

Chesl C1 5con w/ convas!  EUR 391

Tatse € L Aesenarege

uNe [
rees con APPUCARLE)
Symptom Drecied Physca Exom BUR 32 B0
COVID 19 Test

EUR 41 20 Al soresning

Rt PE Somping with Mandiing  FUR 15460 A ndcoted
fiIrreapor®y

Spane P Samping with FUR 1560 At ndcoted

Honding frrmporits

Venpunchue for Biood Cuhres FUR 740 Al inacated
wﬂurm
unne Sompies tor Uine Culhres EUR 860 At ndcated

with Honding vty
Inho-abxaaming Culhses (ClAl BUR 14,40 A'nacoted
panents) ImapoInts
lmmm fUR 14.40 A
{HABP pohents)Omer ndicoted
unne Cotection ond Hondling  BUR 1320 At indicoted
nmaports
Bopsy (Ganey/Lung) nchuding  BUR Al ndooted

Anesthena and Handing 4080 NMaponts

A32 Addiiondl Siudy-necessiicied fees

Payco will be reimbursed &8 sctusl cost for any other
unforeseen but reasonsble precedures of costs Recosstated
bthnhumdiﬂmu-hﬂMﬂ
pre-approved by Medpace Spoasor

A33 Nominal

be provaded during the course of the Study
Institution

mllm-:fw mecessutated by the Swdy or
Protocol and pre-approved by Medpace Sponsor.

A3 FAXTUROVATEINE POLOIXY

Plabe s wshutolnl do fryridsiatich piatich (49) dni od
prijetia fakviry s podporne) dokwmenticie, sk jo to releventné
» poakadovent

*m Dafile postupy pre uéastinkov

Platha w uwshutolsi m aiMic uwvedend postupy, ak s

| vytaduph podla protokols s nepovaiujé sa za Suanderdnu
| sarosthrvost

| Nt ) - SRogicwd Nt wheng

POMATY NAXLADY JEDNOTIA (AX JETO
i 10 reuce 100 EUR
{ Clreuce wionwost 591 BUR

1 Mg 4 - AT PANORTY

POPAY NAKiaDy JIDNOTKA (AX )10
‘ APUROVATILENE)
| tvadre vylovenie

Fomerand O wympiamy 32400 BB

test no COVID- 19 41 20B0UR P shriningu

Lompiniry odber vyorek 15.40 BUR ¥V yvederych

FE 3 MOrOUOCIOU éanovych bodoch
Oomedieny polet 15.40 BUR ecenych

e :mwchbnduch
OO0y

venepuraco pre v TS0 EUR VY uvedenych

By § MONDUMOCIOU Losovych bodoch
Viorsy mody no 5.40 EUR p
BABECK, MmOdy § Y uvadenych
ORGSOy Cosovycn bodoch
nsoabaomindine kulry 14,40 BUR  V uvederych
pocena 5 clAl Caovych DOGOCH
e oo 14082y vedanien
HABF/Y ABP) find kbl Emovych bodoch
Iber 0 MONPUAGTIO § 1320 W vmn
Soeeo lobidiy / plco  540.80 EUR ,
wolone Onesiéde O V uvedenych
MOEDAGOS Casovirch bodoch

as2 Dafie poplaliy spojend so skiianim

Prijemoovi budé shradené skutolné nikiady na akékolvek
1t scpeodvidend, als prmerané postupy alebo aidk lady, troré
budy potrcbaé v ramct shiskams alebo protuboly (3 ich zmeny
a doplnemia) 3 beé  vopred schvih spolotnost’
Modpace zadsvatel

A33  Menovilé vybavenie

e a2 T
prowhols » kloré vopred schvili spololnost’
Modpace zadavatel

Cinical Study Agmeemen? | Vemsion # |
Med Seho Prarme Co. Lid | OPOSPS4

Labice Pewcen, MD | sEé-1101
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the mussng of moomplete

Mwmﬂm:ﬂﬂw
the Protacol pumber and Principsl lovestigstor name and be
sent to the following
Email
poovosaiimedps Aun.

Clinicsl Researeh, LILC
Clhnicl  Opeorasons  Sae

oF 0l w
Phone. 513579 5375 Medpace Way
i Cncinnati, Ohio 45227

All invoices must be submitted to Medpace withis nmety (90)
d-ycolmugumﬂmhpaatmd
the Ninsl payment.

e ea—-—

| samovenych prochiovim tmom Platby s cboovis po
| vyrseieni chybagicach abebo neapingch mformbodt.

A5 FAKTURACIA SPOLOCNOSTI MEDPACE
| Viethy prediofené hadosti o plathe & fektiry musis
| chuaboval linlo protokols 3 mene hlavaébe skidayicche »
| emusis byt zasiand ne advess:

u el Medpace Clinical Research, LLC

| smcmvenesdmedps Koms.  Clinical Operations  Site
| ccoom Payments

Telefonne Sislo $13 $37% Medpace Way

Rl T Cucinnati, Ohio 45217

Vicdy fakvhry mwsia byt prodlodent spolotoosti Medpace
do devaldessatich (90) dani od ich veniku alobo do tridsiatich

301 dni od prigatia konednej plathy.

Aé  PAYEE INFORMANON

uwﬂww--mmuu
nﬂ-whhmdhm‘mm Amy
such payments »hich are due (o any other party porfarming
sorvices I8 conpactian with the Stud) shall be & maner sodedy

berweon Payoe and such party.

T & Air P BORE SREETY by BEPS wiw Sy

PAYEL INFORMATION _ _
Senehciary Nome  FOKUENO NEMOCIICa NEQ

Povee Mong .
ACes Sphalig 6 950 01 Nsa. Siovoleo

s L A P N ——

Emol ACOren _mmml,
BAN Ny o SK 49 8180 0000 0070 0028 0449
8C Coon/3wilt PR

Tos D™ SKI021205197

gt B MO S O TG T M DR e

A6 INFORMACE O PRUEMCOVI

Viethy plaby vykonané spolotaosfou Medpece, ake jo
ovodonéd v omie dohumente, 6 splatné vyluloe pryemcovi
ne niiiie wvedeney adrons. Vietky tahéte platby, hioré o
splataé shoholvek me) swane poskytyuce) slutby v
shvislost so skudsaim, si ziletuosfou vyluine meodni
prijomeots 3 Bhowlo sUAROu.
Mi-hmw-mmmw
WFORMACH O PelJEmCOoVE

MErC P yeTTCy Foxuling NOMOCIICO NG
Podiovs ovess  Soromka 6. 950 01 Navo,
pryemoy Siovensko

""""I"’_""'. Mokinej Arng Schelbergerovd

E-maliovs 0Xeso :""um'"'""'““

SAN _ .unnmmoooonmm
[ ound $X2021208197
Pudatien # det A9 Mty SEOEAEnS LRI Paiuiros

-
r

A

-

’
-+
-

wf

Chvne ugly Agreement [Yagen § |
Mo} lote Pfrgrens Co. WO |OPOIFE4

Lton Pissegho. 8D | WEe-110¢
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T .
SCHEDULEA-PRINCIPAL | PRILOHA A-HLAVNY
INVESTIGATOR | SKUSAJUCI
MELE SEKA PHARMA CO. LD, MELE SEXA PHARMA CO., LTD.
PROTOCOL D OPOSYS-4 | CISLO PROTOKOLLE OPOSPS-4
LUBICA PIESECKA, MD MUDR. LUBICA PIESECKA
| SITE MES. 11,01 CENTRUM MES-11-0)
SCHEDULE A VERSION: VERSION #1 VEZA PANU A VEA C. |
i
COUNTRY: SLOVAIGA KRASNA SLOVENSKO
|
Cilinical Study Agreemen! | Verson # 1 Lubica Pietecto, MD | ME6-11-01
Mell Seiko Phorma Co.. Ltd. | OPOSPS-4 Poge 3 of 44



A1 STUDY BUDGET |

Agreement,

Laable for VAT Peyments are based on clectronic
case ropont forms (“eCRFs”), laborstory data,
IVRS data or other specific dasta source All |
amounts shown herein are caloulsted 1 EUR

A1) Fee for Each Evauable Subject
EUR 486660

An “evaluable subject” is ome who has boee
earolled (randomized 10 teatment) and 1 whom
all the applicable torwms and cundinons of the
Prowcol snd this Agreement have beon satsfied.
Randomization occurs at Day 1.

| platdy zadivatela vykomd plathe v prospech
| pripemce gvedenébo v abulke s informbciami ©

| samy uvedond v wmio dokumente sd vypolditand

| v curich
a1 Poplalok 10 kaldého
vyhodnofiteiného Oéasinika
4 866,60 EUR

Vybodnotiteluy 6éastnik™ jo deastnik, kiory bol

Al ROZPOCET SKUSANIA
Spololnost Medpace ako sprostredkovatel

Mkﬁjﬂd\dwtmmom.
ra DPH bude rodpovedal’ strana, kiord je = ©
privae zodpovednd Platby st zalodené na
mtmwmww
(cCRF™), laboratornych Gdajoch, ddajoch IVRS
alebo mom ipecifickom adroji dajov Vietky

rarsdeny (randomszovany na hietbu) 8 v kiortho
bols spinceé viethy pristuiné podmecnky
protohols s ljio dobody. Randomizicia s
vyhond v | dett.

A2  VISITPAYMENTS

) Please check bos if Payeo must submit a0
mveise 10 Modpace prior 1o recerving peyment.
Payment w1l be made withw forty -five (45) days
of recewpi of mvoios.

A2  PLATBY ZA NAVSTEVY

(] Okicnko zatiarknite, sk musi prijemcs pred
pyetim platby prediodst spolotnosti Medpace
Ghsar Plahe 3 oskutolni do Stymdsiatich
pastach (45) dai od prijatia faksbry.

a21 Piebeiné platby




tato | - Poplafty 10 vvtonand trecad
nvitevy pre

Payment for screen failures will be made once the
required number of subject(s) have been
randomized per ratio (1 failures : 3 randomized)
for screen failures for whom Medpace has
received all appropriate documentation of
procedures/visits completed with the pext
scheduled payment owed w0 the Payee.

A23 Fnal Payment

Final payment for all services performed under

this Agreement will be pasd 10 Payee by Medpace

after:

*  Final resolution of all queries;

*  Upon final acceptance of all ¢CRFs;

. Thmndwalo(nym.
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.

OGOV C N
VIS
Screening [Ooy - 1) FUR 452 20 hm,,i * R
|_Pre-Rongomizotion EUR 294 00 —= L2 on
—— S | gef_Dred rondormuacoy 29400 FUR
domgotion | deh po ron3orvurxcs 36100 fuR
Doy 2 U 502 20 2 deh $02 20 eum
3 Mmm 1 et mnﬂ.
Doy 4 (B EUR $53 20 4 o8 (KA} 353.20 BuR
5 fUR 502 20 $ oeh 302,20 fum
Doy 4 FUR 507 20 4 ded S02 20 fuR
7 FUb 500 20 7 Seh
EOT FUR 273 20 | [Lowec ity
10C EO1 (7) B 22320 | [1OC worvec sedoy 17) 72320 BUR
P EO1 (14D FUR 207 00 Nuae-3$ sheirute po vionden kedby §207 00 BUR
2 EUR 29 40 |22 oen 39 60 EuR
TOTAL PER PATIEN) DUR 486440 | [CTLKOM LA PACIENTA R
(orty Tormnohon FUR 226 20
Lon 8 14 (each) $02 20 8.0l 14 deh fodoy) 2 tue
A22 Screen Fallures A22 mm
Totue 3 - Screen fauures 160AS 1 - Mgty wireng
VISIT OF FARURE  COST m NAKLADY
Doy -1 Screening Doy -1 BUR 45240 Do -1 Skrining Der\ -452.40 EUR
Screening Day -1 BUR 452.40 » Sirining Do 452,40 BUR + ).
Day | : Pre. Doy | 1. ded, pred oed,
Rongomization  Pre-Randomizotion EUR 294. BUR | randomizdciou pred randomizdciou 294 EUR:
746.40 744,40 EUR

ﬂ.mmmmm
prijemcovi po

Mnmmnmw
bude paZadovany polet randomizovangch
wmw.mnmpem
skrimng : 3 randomizovanym) v pripade, 2e
m-ﬁwmmmm
dokumealiciu

vykonanjch
mmmuﬂumm
platbou splatnou prijemcovi.

A23 Lavereéné plaiba
mmnmmm

. MMWM

* Kooctnom prijati vietkych ¢CRF.

*  Pryati 8 schvileni vietkych zostivejicich
MMM:WM

. Vriud M&o nespotrebovaného
skidanébo licku, materidlu pre skilanie
(vritane akéhokolvek vybavenia

nadivstefom) a dbvemjch
informécii zadivatelovi; a
* Po spineal vietkych ostatnych prislulingch

podmienok stanovenychv dobode. |

Ciinical Study Agreemant | Version # |
Melj Seika Pharma Co., Lid. | OPOS95-6

Lubica Piesecko. MO | MEé-11-01
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standand of care.

Ty 4 - 00 ATt

ey

Syrrptom Deected
Prywcol Eaom
COVID 19 gt

Fud P Somping
WAl HONIING
Spore PX Sampiing
with Handing

HABP /Y ARP

Urre Colaction
ang Honaing

nohding
Anssmesnpd ond

con

R 43 20

G 61 B0
e N0

fuk 23 ©

EuR 11 40
Uk &8 40
£UR 21 80

EUR 21 60

it
BRI

A3 INVOICEABLE TEMS

Wﬂhﬂhhwwm

une (w

Al Oreening
At incdhcored

Af inchcored

At indicoted

Al indicoted

Al nacoted

At indicated

At indicoted

“‘um:.:-f::ﬂ':w ak je 10 relevantné &
a3t Addiional Subject Procedures ASd

Taulla & - | SoTETS PO e

POPATKY  NAKLADY

1 pyzidne
vyiererwe
oymercrd NO
Symptomy
Tes! na COVID- 41 .80 EUR
i®

Kompiatny
odber viotek FK
1 MONPUISCIOU _
Ovmedreny 23.40 BUR
polet odDet
viorek FK§
Mooy
venepuriCia
pre wrvné Lutury
$ MONPDUVOCOY

4% 20EUR

340 BUR

11,40 BUR

lvach mody
§ MONIPUIGTIOY

inroobdormindin 21,40 EUR
& bakay
pacent § ClAl
Viorky ¢
Oycroceho
wokty (pocenti s
HARP /Y ABP} find
kustury

oer 0

MOonipUaCIo ¢
molom

08m

19 80 EUR

/ pluco) witane
anestébe q
MONDAOCH

A3 FAKTUROVATEINE POLOIXY

' ' s uskutodni do Kyridsistich piatich (43)
Payment will be made within forty -five (45) days mwm sk Y oy

Dalile postupy pre U asinikov
Mouﬂwdnmmmﬂm.&
if requsred by the protocol and not conssdered s ‘ nsﬁm-nﬂnmmnmﬂm‘-n

Vioky modung SO BR

Bopsio (obicky 81120 R

:omamu
APUKOVATELENE)

.-Mm'm"
MMM%m_lm

Lubica Pisecho, MD | MBe-11-01
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A32 Subject Travel Reimbursement

The study subgect will be provaded with compensaticn for
the ravel costs maured on the typ 10 the e 1 the amours
of EUR 35 per sudy vist. In the case of

the sudy subyect, heshe will be pad the mum of EUR 20 |
for exch sudy vist e wok piace duing hevher |
hospitalization & compensation for the moonvemence. |

The stidy miyoct who will parscipete = PK tosting will
be compensated with the sum of EUR $0 once.

A33 Addiional  Shudy-necessitaled |
Fees -

Payee will be reimbursed st actusl cost for any

other unforeseen but reasonsble procedares or
costs necessitated by the Study or Protocol (and
any amendments thereto) and pre-approved by
Medpace/Sponsor

Prijemcovi budi ubradené skutoiné niklady na
skébolvek iné nepredvidané, ale primerané
postupy alebo ndklady. ktoré budi potrebné v
rémci skilania alebo protokolu (s ich zmeny a
dopinenia) a ktoré vopred schvili spoloénost’

A4  MEDPACE RIGHTS

Medpace reserves the right 1o suspend payments
due to Payee, if Pnincipal Investigator andior
Institution do not complete data entry, guery
resolutions, and electronic signatures on ¢CRFs
and/or provide regulatory documents to Medpace
within umelines defined by the project tcam.
Payments will resume once the missing or
incomplete information is resolved.

All payment inquiries and invoices submitied
shall include the Protocol number and Principal
Investigator name and be seat 10 the following:

Email: Medpace Clinical Research,
tileinvoicesd@me LLC
Aun: Chaical Operations Site
Phone: 513-579- Payments
9911 5375 Mecdpace Way
Cincinnati, Ohio 45227

All invoices must be submitted 1o Medpace within
ninety (90) days of occurrence or up to thisty (30)
days after receipt of the final payment.

adresu:

E-mail Medpace Clinical Research,

Micwavoices@me LLC

£peus som Komu: Clinical Operations Site

Telefoane Pislo: Payments

S135719 9911 5375 Medpace Way
Cincinnati, Ohio 45227

Vietky faktiry musia byt prediodend spolodnosti
Medpace do devifdesiatich (90) doi od ich vzniku
alebo do tridsiatich (30) dai od prijstia koneénej
placby.

Clinical $tudy Agreement | Version # 1
Meiji Seika Pharma Co.. LId. | OPOS?S-6

Lubico Piesecka. MD | MES-11-01
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Poyee Maling Barantia 3, 949 0} Nitra.

_Contoct Nome Lbico Piesecka MD p""‘m"am Soversko ..

Email Agdres Lubikg p@centrum sk ooy MUDr. tubico Pieseckd

' Slovensko spofeina. as.. Emesiovl adesd

Bonk Tomaskovo 48, 832 37 ,““’”’“‘"‘“'L*m:
[rotioea, Suviiie Sonko Tomatikova 48, 832 37

_'IAN& SKXPBOPODDO00O000I0PE 1 682 dratisiova

e Codeis Gmascax BAN SK9809000000000030761882

BIC k65wl kbd  GIBASKBX

A¢  INFORMACE O PRUEMCOVI

Vietky platby vykonané spolotnostou Medpace,
sko je uvedené v tomio dokumente, si splatné
vylulne prijemcovi na nitdic uvedenej adrese.
Viethy takéto plaiby, ktoré sis splatné akejkolvek
inej strane poskytujucej slulby v sivislosti so
skidanim, s zélelitosfou vylulne medri
prijemcom » takoulo stranou.
Mi-hmmmm

MOM _

“Fobadum 1w en 0g tdely iedovana uiigwniciv poiadnoti
Uaggas e

. Poquutu 5




