ZMLUVA O KLINICKOM SKUSANI

Uzatvorena diia podla § 269 ods. 2 a nasl. zakona
& 513/1991 Zb. Obchodny zikonnik v plathom
zneni (d'alej len ,,obchodny zdkonnik*) (d'alej len
HLmluva®)

Medzi

spolotnostou Medpace Clinical Research, LLC
s hlavnym sidlom amiestom podnikania na 5375
Medpace  Way, Cincinnati, Ohio 45227
zastupovanou: Mgr. Petrou FiuraSkovou, Regulatory
Submissions Manager

(dalej len ,,Medpace™)

A

Fakultna nemocnica Trnava

so sidlom: Andreja Zamova 11, 917 75 Tmava,
Slovenskd  Republika; ICO  00610381; DIC
2021191084; zriadend: Zriadovacou listinou MZ SR
& 1970/1991-A/IV-1 zo dha 14.6.1991 v zneni
neskorsich rozhodnuti

zastipend: JUDr. Vladislav Srojta, riadite!

(d’alej len , InStitdcia™)

A

MUDr. Yan Mvkvta. nar.

.bytom.

(d’alej len , Hlavny skii$ajiici lekdr®)

(Institicia a Hlavny skusajici lekér spolu d’alej len
HLmluvnl partneri®, Medpace s Indtiticiou a

CLINICAL TRIAL AGREEMENT

Congcluded on pursuant to Section 269 (2) of Act
no. 513/1991 of Coll., the Commercial Code, as
amended (hereinafter referred to as the
“Commercial Code™) (hereinafter referred to as the
“Agreement”)

Between

Medpace Clinical Research, LLC, with its
principal office and place of business at 5375
Medpace Way, Cincinnati, Ohio 45227, represented
by: Mgr. Petra Fiuraskova, Regulatory Submissions
Manager

(hereinafter referred to as the “Medpace™)
AND

Fakultna nemocnica Trnava

with its registered seat at: Andreja Zamova

11, 917 75 Tmava, Slovakia; Company 1D

No.: 00610381; Company VAT No.:
2021191084; gstablished by:
Establishment document of the Ministry

of Health of the Slovak Republic no.
1970/1991-A/TV-1 dated 14.6.1991 as
amended by later decisions

Represented by: JUDr. Vladislav Srojta, director

(hereinafter referred to as the “Institution”)

AND

MUDr, Yan Mykyta, bom

addre-

(hereinafier referred to as  the “Principal

Investigator”™)

(the Institution and the Principal Investigator
hereinafter collectively referred to  as  the

Hlavaym skiSajicim lekirom spolu d'alej len
»Zmluvné strany)

VZHIADOM K TOMU, ZE spoloénost’
MicuRx Pharmacentical, Inc. (d’alej len
» ZadavateP*) financuje klinické skdSanie so
skaidany lickom kontezolid acefosamil/kontezolid
(dalej len ,SkaSany liek*) s ndzvom
Multicentrické, randomizované, dvojito zaslepené
klinické skiiSanie fizy 3 na hodnotenic bezpe&nosti
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“Contracting Partners”, Medpace with the
Institution and the Principal Investigator hereinafter
collectively referred to as the “Contracting
Parties™)

WHEREAS MicuRx Pharmaceuticals, Inc,
(“the Sponsor”) is sponsoring a clinical trial
involving  the study drug  contezolid
acefosamil/contezolid (hereinafter called the
“Study Drug”) named A Phase 3, Multicenter,
Randomized, Double-Blind Study to Evaluate the
Safety and Efficacy of Contezolid Acefosamil and
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a udinnosti kontezolid acefosamilu a kontezolidu v
porovnani s linezolidom, podédvanych iniravendzne
a peroralne dospelym so stredne taZzkymi alebo
tazkymi diabetickymi infekciami néh (d’alej len
»Klinické sku§anie”), kford je bliZSie popisana v
protokole & MRXC-302, ktory bude Zmluvnym
partnerom odovzdany Medpace alebo Zadavatel'om
a ktory méZe byt Zadavatelom jednostranne
dopliiovany (d’alej len ,,Protokol”).

VZHIADOM KTOMU, ZE spoloénost
Medpace je zmluvna vyskumna organizacia, s
ktorou Zadavatel'om uzatvoril zmluvu na riadenie
a spravu tohto Klinického skii$ania, vratane
vyjednavania a vykonu tejto Zmluvy a

VZHEADOM K TOMU, ZE Zmluyni partneri
disponujiit znalostami, skusenostami a zdrojmi
potrebnymi na vykonanie Klinického skuSania
podfa ich najlepficho vedomia maji pristup k
pezadovanému poétu subjektov sktSania podla
kritérii pre zaradenie alebo vyradenic tak, ako su
vymedzené v Protokole, a sii ochotni Klinické
sktifanie vykonat’.
Cl. 1 - Predmet Zmluvy

1.} Predmetom tejto Zmluvy je vykonanie
Klinického skusania v InStitlcii a rozdelenie
povinnosti stvisiacich s Klinickym skiSanim
medzi spolofnost’ Medpace, Zadavatela a
Zmluvnych  partnerov. Predmetom tejto
Zmluvy si zdvizky Zmluvnych partnerov
tykajlice sa vykonania Klinického skifania za
podmienck dohodnutych v tejto Zmluve a
zavizok Zadavatela k Uhrade odmeny za
spravne vykonanie Klinického ski3ania.
Akékol'vek odchylky od Protokolu a dodatku k
Protokolu, vratane aviak niclen akéhokol'vek
vyfetrovania alebo skiSania doplfiujicich
klinickych & laboratormmych parametrov,
vyzadujii predchadzajoci pisomny siuhlas
Medpace alebo Zadavatel'a.

1.2 Klinické skidanie lickov sa vykonava podla §

29 aZ 44 zdkona €. 362/2011 Z.z. o liekoch a

doplneni  niektorych

zikonov v zneni
neskor§ich  predpisov  (dalej len ,,zdkon
o liekoch™).

1.3 Zmluvni partneri vyhlasuji, Ze ani Hlavny
skisajici lekdr ani InStitlcia nie sii obfanmi
alebo rezidentmi Spojenych Statov americkych,
niec si korporacion ani  obchodnych
partnerstvom, ktoré je alebo bolo povaZované
za korporiciu alebo partnerstvo USA aZe
vietky platby, ktoré Indtitdcia podla tejto
Zmluvy dostane, budil za sluzby poskytované
mimo Spojenych Etatov.

Clinical Study Agreement | Version }
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Contezolid Compared to Linczolid Administered
Intravenocusly and Orally to Adults with Moderate
or Severe Diabetic Foot Infections (hereinafter
referred to as the “Study”™) as described in more
detail in protocel no. MRXC-302 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 Confracting Partmers possess
knowledge, experience and resources necessary for
conducting the Study, have — to the best of their
knowledge — access to the required number of trial
subjects based on the inclusion or exclusion criteria
as laid down in the Protocol and are willing to
conduct the Study.

Article 1 — Subject of the Agreement

1.1 The subject of the Agrecement 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.

1.2 The Study is performed pursuant to Sections 29
to 44 of No. 362/2011 Coll, on

amendments to certain acts as amended
(hereinafter the “Pharmaceuticals Act”).

1.3 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 Institution
received under this Agreement will be for
services rendered outside the United States.
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2.1 Zmluvni

CL 2 — Povinnosti Zmluvnych partnerov

partneri sa zavizuji vykonat
zdokumentovat’ Klinické ski$anie hospodarne a
s ndleZitou odbornou starostlivostou v prisnom
stlade s (a) Protokolom; a (b} podmienkami tejto
Zmluvy; a (c) etickymi zdsadami Helsinske;j
deklardcie; a (d) Harmonizovanym trojstrannym
usmernenim ICH pre spravon klinickli prax
vratane jeho naslednych zmien a vSeobecne
akceptovanymi normami spravnej klinickej
praxe;, a {e) vietkymi prislunymi pravaymi
predpismi; a (f) vietkymi prikazmi a smemicami
prislusnych orginov verejnej moci a sprivy,

Article 2 — Obligations of the Contracting
Partners

a 2.1 The Contracting Partners shall conduct and

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,

zdravotnych poistovni a etickych komisii, ak health insurance companies and ethics
také existuji; (g) inStrukciou Zadavaicla committees, if any; (g) an instruction issued by
nazvanej HPrirucka  pre skajuceho” Sponsor entitled “Investigator’s Brochure”,

(Investigator’s Brochure) obsahujiicej vietky v
stcasnej dobe zname informacie o produkte /
licku pouZitom v Klinickom skaSani a jeho
vlastnostiach. Priru¢ku spolognost Medpace
alebo  Zadédvatel  odovzdal  Hlavnému
skiifajucemu lekarovi a bude ju aktualizovat' v
periodicite vyzadujicej stavom Klinického
skusania alebo stanovej prévnymi predpismi.
Prirucka bude pripojens k dokumentacii
Klinického skuSania; (h) so v8eobecnymi
podmienkami Zadavatel'a (pokial’ ich Zadavatel
vydal a poskytol Indtiticii) o vykonavani
klinickych sknisani, s vinimkou tych podmienok,
ktoré st modifikované touto Zmluvou, Indtiticia
sa zavizuje poskytnit' primerané zdroje a
vybavenie na vykonavanie Klinického skii$ania.

2.2 Klinické skuiSanie bude v Inititicii vykonavané

pod dohl'adom IHlavného ski¥ajiceho lekara,
ktory je zodpovedny za jej riadny priebeh.
Hlavny sktiajuci lekér je zodpovednym vediicim
skupiny skidajocich v pripade, Ze Klinické
skiiSanie je v Intitlicii vykondvané viac ako
jednym skhSajucim (d'alej len ,Skisajici*).

22

which contains all currently known information
on the product/medication used in the Study and
on its propettics. 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

Hlavny skiSajici lekar je zodpovedny za celkovii
pohodu subjektov skiania z(ifastAujacich sa
Klinického skafania z hladiska poskytovania
zdravotnickych sluZieb na primeranej odbornej
arovni.

2.3 Hlavny skuSajici lekar sucasne bude sluZit pre

Medpace ako kontakini osoba v InStitlicii vo
vztahu ku Klinickému skiSaniu, pokial' nie je
niz8ic v fejto Zmluve stanovené inak. Hlavny
skudajici lekar vykonava Klinické skifanie v
rdmci svojho pracovného pomeru k Indtiticii,

23

(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.

Clinical $tudy Agreement | Version 1
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2.4 Instithcia sa

skufajuci lekdr sa zavizuje zabezpedit, aby
skiigajici a ostatné osoby zahmuté do

zavizuje umoZnit a Hlavny 2.4 The Institution shall allow and the Principal

Investigator shall ensure that the investigators
and other persons involved with the Study

vykonavania Klinického skiSania (dalej len (hereinafter referred to as “Study Team
.Clenovia Studijného timu*) konali v salade s Members™) comply with the terms and

podmienkami tejto Zmluvy. Indtitdcia sa
prostrednictvom Hlavnéhe skifajiuceho lekira
zavidzuje zabezpefit, Ze pdvodni aj novi
Clenovia 3tudijného timu st riadne prekoleni,
kvalifikovani a wvzdelani, obzvlast, Zc sa
zlidastiuji  vietkych skoliacich stretnuti o
Klinickom skiiani, vratane Skoleni na spravnu
klinickil prax vyZadovanych a zabezpedovanych
spoloénostou Medpace alebo Zadavatelom
(Clenovia $tudijného timu vSak nemusia
§kolenie na spravnu klinickua prax absolvovat’, ak
sa preukdZu certifikditom 2z absolvovaného
Zkolenia spravnej klinickej praxe nie star$im ako
3 roky odo diia zadatia Klinického skisania).
Medpace mé pravo odmietnuf konkrétnych
Clenov §tudijného timu, ak sa Medpace alebo
Zaddvatel domnieva, Ze nie s prisludne
vzdelani a/alebo  kvalifikovani. Clenovia
ftudijného timu su zamestnanci InStiticie.
Clenovia $tudijného timu a Hlavny skuSajici
lekar sa budl ziOcastnovat Skoleni, ktoré v
suvislosti s Klinickym skifanim pre tieto osoby
Medpace alebo Zaddvatel zorganizuje a
Indtiticia je povinna takito Gdast umoZnit’
Medpace alebo Zadidvatel nahradi primerané
cestovné a ubytovacic naklady stvisiace so
vzdelavanim podla tohto &lanku, ak to bude
potrebné, ale za 0¢ast’ na tomto vzdeldvani
nenalezi ¢astnikom ani nikomu inému Ziadna
odmena.

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 yecars 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. Smdy 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 aftending
such trainings.

2.5 Inétithcia sa zavdzuje umoznit Hlavnému 2.5 The Institution shall make it possible for the
sknigajiicemu lekdrovia Clenom studijného timu, Principal Tnvestigator, and Study Team
ziastiovatl sa podla potreby stretnutia Members, as required, to participate in
skgajtcich a telekonferencii uskutoénovanych v Investigators’ meetings and teleconferences held
priebehu Klinického skGSania v rozsahu in the course of the Study to the extent requested
pozadovanom spolonostou  Medpace alebo by Medpace or the Sponser.,

Zadavatel'om.
2.6 Kazdé uzatvorenie subdodavatelskej zmluvy, 2.6 Any subcontracting of any of the Institution’s

ktorej predmet plnenia tretej strany sa bude tykat’
I8 Tk CR ll"lllll I V. Ic d ' dUIC
tejto Zmluvy si vyZaduji  predehadzajioce
pisomné sthlasy Medpace a Zadavatela. V
pripade udelenia takychto sithlasov Intiticia:
2.6.1 je povinna zabezpefit u subjektu, na
ktorého svoju povinnost prenasa,
dodrziavanie podmienck, (a) ktoré sa
vzhladom k charakteru poZadovane
sluzby relevantné a podobné
podmienkam tejto Zmluvy vratane, aviak
nielen, lehdt na plnenie povinnosti, (b) na
zéklade ktorych tretia strana postipi
vietky prava k vysledkom svojej ¢innosti

obligations under this Agreement to a third party
'l“l LIIC ll wiTttc . C 0 viTUpace
and Sponsor, In the cage that such consents are

granted, the Institution shall:

2.6.] make sure that such subcontractors
obsecrve the terms and conditions (a) that
are relevant to the nature of requested
services and similar to the terms and
conditions of this Agreement, including —
without limitation - the timelines for
fulfilling obligations, (b) based on which
the third party shall assign all rights with
regard to the results of its performance/the

Clinical Study Agreement | Version 1
MicuRx Pharmaceuticals, inc. | Pretocol No. MRXC-302
CONFIDENTIAL

MUDr. Yan Mykyta | 2501
Strana 4 z 36



27

2.8

{  Klinického skdSania v InStitieii,
Medpace alebo Zadavatel'a a (¢) podla
ktorych tretia strana umoZni spoloénosti
Medpace alebo Zadavatel'ovi alebo tretim
stranam zmluvng opravnenym
spolo¢nostou Medpace alebo
Zadavatelom a prislu§nym regulaénym
uradom na vykonanie auditov a ingpekeii
u takejto tretej strany, &o shdfasne
neznaraend  obmedzenie  povinnosti
Indtiticie vo vztahu k auditom a
in§pekciam; a
bude niest’ zodpovednost za riadne
plnenie vietkych povinnosti, ktoré buda
predmetom subdodavatel'skyeh zmliy,
Zmluvni partneri sa zaviizujii vynaloZit' vietko
usilie na zaradenie subjektov skhSania do
Klinické¢ho sku$ania v silade s poZiadavkami na
zarad'ovanie a lehotami ustanovenymi v
Protokole. Stcasné lehoty vztahujice sa k
vykondvaniu Klinického skiidania s nasledovné:
27.1 Predpokladany zaciatok naboru
subjektov skoSania je 18.03.2022 a
predpokladané ukondenie 31.03.2024.
Nabor subjektov skifania sa vzdy riadi
aktualnymi podmienkami Protokolu.

262

272 Hlavny skOfajuci lekar a InStiticia
siihlasia, Ze Zaddvatel’ alebo Medpace,
na zaklade Zziadosti Zadavatela, moZe
jednostranne kedykol'vek zmenit’ pocet
subjektov skuSania, ktorych Hlavny
skfifajici lekdr do Klinického skii$ania
mdZe  zaraditt  afalebo casovy
harmonogram naboru, a to
prostrednictvom  vydania prislu$ného
pokynu ku Klinickému skfifaniu.
Takyto pokyn sa nebude vztahovat’ na
uZ zaradenych subjekiov skuania.

Hlavny skisajici lekar sa zavizuje do Klinického
sk(8ania zaradit’' iba riadne spOsobilé subjekty
sli¥ania v silade s Protokolom a oznimif
zaradenic subjektu skiSania do Klinického
skifania s wuvedenim &isla rozhodnutia o

27

28

Study to the Institution, Medpace or the
Sponsor and (c) based on which the third
party shall allow Medpace or the Sponsor
or third parties contracted by Medpace or
the Sponsor and competent regulatory

authorities to perform audits and
inspections at such a third party’ site,
whereas this shall not limit the

Institution’s obligations with respect to
audits and inspections; and

2.6.2 beresponsible for due performance ofall
subcontracted duties.

The Contracting Partners 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:
2.7.1 Recruitment of trial subjects is expected
to begin on 18-MAR-2022 and to be

completed by  31-MAR-2024
Recruitment of tnal subjects is always
governed by current terms  and

conditions of the Protocol.

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.

272

The Principal Tnvestigator 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 specifving the decision

29

Klinickom sk(Sani a datumu zaradenia subjektu
skii$ania do Klinického ski¥ania zdravotnej
poistovni vykondvajicej verejné zdravolné
poistenic subjektu skifania bezodkladne po
zaradeni subjektu skaSania do Klinického
skiiSania v silade s ustanovenim § 44 pism. o)
zakona o liekoch.

Zmluvni partneri sa zavizuji zabezpelit, Z¢
Klinické¢ skiifanie bude vykonivané v silade s
povoelenim alebo stihlasom k ohlaseniu vydanym
Stitnym Gistavom pre kontrolu lie¢iv a sihlasmi
prisludnych etickych komisii. Zmluvni partneri sa
zavizuju poskytmit’ spolocnosti Medpace alebo

Clinical $tudy Agreement |Version 1
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2.9

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 frial subject immediately after
inclusion of the trial subject to Study in
accordance with the provisions of Section 44
letter 0) of the Pharmaceuticals Act.

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 commitices. The
Contracting Partners agree to cooperate with
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Zadavatel'ovi stiéinnost’ pri priprave dokumentov
tykajicich sa Klinického skisania a odovzdat
Medpace alebo tretej strane uréenej spolocnost'ou
Medpace alebo Zadavatel'om bezodkladne vetlcy
vyhlasenia potrebné na povolenic Klinického
skiifania reguladnymi orgdnmi a/alebo etickymi
komisiami, veatane aviak nielen (i) Vyhldsenie o
finanénych zaujmoch, (ii) CV a (iii) potvrdenie o
zodpovedajicom vybaveni miesta Klinického
skiifania. Zmluvni parimert sa  zavizujo
zabezpelil', Ze poskytnuté dokumenty tykajice sa
Klinického ski¥ania st dplné a spravne.
Napriklad, Vyhldsenie o financnych zaujmoch
musi obsahovat' vietky finanéné vzt'ahy medzi
Hlavnym sk(3ajicim lekirom a ktorymkol'vek
Clenom $tudijného timu, a ich finanéné zaujmy, na
jednej strane a ZadavateTom alebo kioroukolvek
spoloénost'ou prepojenou so Zadavatel'om, na
strane druhej, vrdtane - aviak nielen - odmeny
alebo iného finanéného prospechu prijatého
kazdym z nich od Zadavatel'a alebo ktorejkolvek
7o spolocnosti prepojenych so Zadavatelom za
konzultaéné €innosti alebo iné sluzby nepokryté
touto Zmluvou. Vyhlasenia o finanénych
zayymoch by mali byt predloZené v priebehu
Klinického skiifania, pri jeho zmene a jeden rok
po skonéeni Klinického skusania za predpokladu,
Ze je to potrebné anevyhnutné podla platnych
zdkonov a nariadeni. ,Prepojenou osobou® je
akakol'vek pravnicka osoba alebo spolotnost,
kiora (a) je ovladanou osobou v zmysle § 66a ods.
1 obchodného zakonnika, (b) je ovladajiicou
osobou v zmysle § 66a ods. 2 obchodného
zakonnika, (c) je osobou ovladanou tou istou
ovlddajicou osobou, (d) je d&lenom tej istej
skupiny, alebo (e) ktora priamo alebo nepriamo,
prostrednicivom  jedného  alebo  viacerych
sprostredkovatelov, vykonava kontrolu, je
kontrolovand alebo je pod spoloénou kontrolou so
Zmluvnou stranou.

2.10 Hlavny skuSajuci lekar sa zavizuje vsetky

subjekty skfiSania zodpovedajicim spdsobom
informovat’ 0 cieloch, metddach,
predpokladanych  prinosoch a  potencidlnych

2.10 The

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
tinancial benefits received by each of them from
the Sponsor or any of the Sponsor’s affiliates for
consultations or other services not covered in this
Agreement. The Financial Interest Declarations
should be submitted in the course of the Study,
upon a change in the Study and one year after
completion of the Study provided that such
submission is necessary and required under the
applicable laws and regulations. “Affiliate”
shall mean any legal entity or company, which
(a) is a controlled person pursuant to Section 66a
para. 1 of Commercial Code, (b) is a controlling
person pursuant to Section 66a, para. 2 of
Commercial Code, {c) is a person controlled by
the same controlling person, (d) is a member of
the same group, or (e) which directly or
indirectly, through one or more intermediaries,
controls, is controlled by or is under joint control
with a Contracting Party.

Principal  Investigator  agrees to
appropriately inform all trial subjects of the
aims, methods, expected benefits and potential
risks of the Study and the circumstances under

Fizikach Klinickéhoskiisaniaa o okolnostiach, za
ktorych by ich osobné f1idaje mohli byt
spristupnené  spoleénosti  Medpace  a/alebo
Zadavatelovi, ich  Prepojenym  osobam,
prisluinym orgdnom, tretim strandm, ktoré
poskytujii sluzby Medpace a/alebo Zadavatel'ovi
a/alebo etickym komisiam. Hlavny skasajuci
lekdr sa zaviizuje zabezpedit, Ze subjekty
skiifania sa zhCastnia Klinického skifania aZz
potom, ¢o podpidu informovany stihlas subjektu
skufania poskytnuty spoloénostou Medpace
a/alebo ZadavateTom. Hlavny skaSajici lekar
uchova original takého siihlasu v zdravotnickej

which Theil personal data miight be disclosed [0
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 comsent is
revoked in the course of the Study, no further
Study-related procedures may be performed by
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dokumenticii  subjektu sktfania. Ak subjekt
skiidania svoj sihlas v priecbehu Klinického
skGgania odvola, Zmluvni partneri nesmi vo
vztahu k tomuto subjektu skifania vykonat
ziadne dalSie postupy v rameci Klinického
skiiSania okrem pripadnych opatreni tykajucich
sa daldicho  sledovania  predpisanych
Protokolom, s ktorymi subjekt sk$ania siihlasil.
Nisledna liecba subjektu sktiania, ktord nesivisi
8 Klinickym sktSanim, je vyhradnou lekdrsku
zodpovednostou a pravnou zodpovednostou
Zmluvnych partnerov.

2.11 Zmluvni partneri sa zavazujii zabezpedit, Ze

subjektom sktSania zaradenym do Klinického
skSania sa v Indtiticii nebud( podavat’ iné
neregistrované lieky podl'a § 46 zékona o lickoch
a v zmysle Vyhlasky Ministerstva zdravotnictva
SR & 50772005 Z.z., ktorou sa upravujd
podrobnosti o povolovani terapeutického pouZitia
hromadne vyrdbanych lickov, kioré nepodliehaju
regisiracii, a podrobnosti o ich fihrade na ziklade
vergjného zdravotného poistenia, ani sa nebudd
7zidastiovat iného klinického skifania, pri
ktorom by subjekty skuSania dostavali v
Slovenskej republike neregistrovany lieck v
priebehu Klinického skiSania bez
predchaddzajiceho pisomného sahlasu Medpace a
Zadavatela.

2.12 Ak pocas Klinického skiSania v Institicii déjde k

poskodeniu zdravia subjektu skdSania, Hlavny
skisajuci lekar sa zavizuje informovat’ o kaZdej
takejto udalosti Medpace (i) v pripade zdvazného
neziaduceho ¢inku a/alebo zivaznej neZiaducej
udalosti a/alebo v pripadoch tehotenstva, ak také
existuju, najneskér do 24 hodin a (ii) v pripade
neZiaduceho cinku a/alebo neZiaducej prihody
bezodkladne v ramci leh6t stanovenych v
Protokole a inych pokynoch danych spoloénostou
Medpace a/alebo Zadavatel'om o hlaseni Gdajov
tykajucich sa bezpetnosti, S(éastou iakého
hliasenia musi byt tieZ posidenie prifinnej
sivislosti. O akomkolvek inom po¥kodeni
zdravia subjektu sknSania alebo akomkoPvek

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 io 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.

2.11 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 ftrial subjects would use medicinal
products not registered in the Slovak Republic
in the course of the Study without the prior
written consent of Medpace and the Sponsor.

2.12If in the course of the Study at the Institution

trial subjects’ health is harmed, the Principal
Investigator shall inform Medpace of any such
event (1) 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 {o health of trial
subjects or any serious breach of the Protocol or
good clinical practice guidelines must be

zévaznom poruSeni Protokolu alebo pokynov
spravnej klinickej praxe, musia Indtiticia a/alebo
Hlavny skuisajtici lekdr informovat’ Medpace bez
zbyto¢ného odkladu. Zmluvni partneri budi vzdy
spolupracovat’ s Medpace pri jeho hliseniach
vietkych zivaznych neziaducich wudalosti a
podozreni na neZiaduce Géinky produktov alebo
lickov Stitnemu Ttstavu na kontrolu liediv
(gUKL), Etickej komisii, prisluinej zdravotnej
poistovni vykondvajiicu verejné zdravotné
poistenie subjektu skiifania, pripadne prislusnym
organom ¢lenskych $tatov, na ktorych tzemi sa
vykonava multicentrické klinické skiiianie, a v
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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 1s 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
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pripade ak to stanovuji pravne predpisy alebo o
to poziada Zadavatel, poskytni prislusnym
orginom aj poZadovan¢ informdicie. Zmluvni
partneri si povinni poskytovat’ Medpace alebo
Zadavatel'ovi su€innost’ s plnenim povinnosti
tykajacich sa hlaseni neziaducich Géinkov.

2.13 Zmluvni partneri sa zavizuju bez zbytotného

odkladu zodpovedat’ vietky otazky spoloénosti
Medpace a/alebo  ZadavatePa alebo  osdb
poverenych spolofnostou Medpace a/alebo
ZadavateTom  tykajice sa  dokumentacie
neZiaducej udalosti. Toto zahifla najmé aktivne
nasledné sledovanic a objasnenie prislusnych
nezrovnalosti v hldseniach neZiaducich udalosti a
udalosti  tehotenstva.  Na el  hlésenia
neZiaducich udalosti a udalosti tehotenstva s
Zmluvni partneri povinni pouZivat formulare
poskytnuté  spolonostou Medpace a/lebo
Zadavatel'om, ak také existuju.

2.14 Potas a po skonteni Klinického skuSania sa

zavizui Zmluvni partneri predloZit Medpace
vietky dokumenty prijaté od Stitnych organov,
etickych  komisif afalebo  prislusnych
regulaénych organov akychkolvek suhlasov
alebo povoleni alebo prislusnej komunikéicie o
bezpetnosti vo vztahu ko Klinickému skiiSaniu
do 24 hodin od ich obdrZania.

2.15 Zmhuvni partneri sa zavizuji pouzivat’ Skisany

lick vyluéne na ucely vykonavania Klinického
skuSania a iba spbsobom Specifikovanym v
Protokole. Zmluvni partneri si zodpovedni za
riadne prijimanie, pouZivanie, nakladanie,
skladovanie a vedenie doékladnej a presnej
evidencie zaobchadzania so Skisanym lickom v
pricbechu  Klinického skiifania v sOlade s
poziadavkami spravnej klinickej praxe, spravnej
lekarenskej praxe a Protokolom. Naviac sa
Zmluvni partneri zavizuju vratit' alebo riadne
zni¢it’ nepouzity Skasany lick, ak si spoloénost’
Medpace znidenie vyZiadala (pa néklady
Zadavatela), a  toto  zniCenie  riadne
zdokumentovat. V pripade naattho a
nespotrebovaného Sktfaného lieku, ktorého

Partners are obliged to cooperate with Medpace
or Sponsor with the reporting of adverse effects.

2.13 The Contracting Partners agree to immediately

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

2.14 During and after completion of the Study, the

Contracting Partners shall submit to Medpace all
documents received from authorities, ethics
commitiee/s, and/or competent regulatory
authoritics  regarding any consent or
authorization or safety- related communication
with respect to the Study within 24 hours
following their receipt.

2.15 The 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 of good
climical practice, good pharmacy practice and
Protocol. The Contracting Partners agree to
return any unused Study Drug or properly
destroy any unused Study Drug, provided that
Medpace requested such destruction (at the
expense of the Sponsor), and properly document
such destruction. The Contracting Partners shall
immediately destroy any unfinished or unused

Torma podania je inflizia, zaistia Zmluvni partneri
zméenie thned’ po priprave &i Gprave Skasaného
lieku.

2.16 Indtiticia sa tymto =zavizuje zabezpecit

uskladnenie, pripravu, kontrolu a distribacin
Skianého lieku v slGlade s ustanovenim
Protokolu, ako aj v silade so vieobecne
zaviznymi pravoymi predpismi a v silade so
vietlymi ustanoveniami pokynov pre klinické
skuganie lickov Statneho Ustavu pre kontrolu
liediv. Zmluvni partneri nebudi vyZadovat
zaplatenie Sksaného lieku alebo akejkolvek

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

2.16 The 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
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2.20 Hlavng

sluzby hradenej spoloénost'ou Medpace a/alebo
Zadavatelom podla tejto Zmluvy od subjektu
ski§ania alebo od tretej strany, ako je napriklad
zdravotna poist'oviia.

2.17 IndtitGcia vyhlasuje, Ze ma dostatoény podet

zéstupcov, ktori splfiajit kvalifikaéné poziadavky
na vykon povolania farmaceuta alebo
farmaceutického laboranta v zmysle zdkona &.
578/2004 Z.z. o poskytovateloch zdravotng
starostlivosti, zdravotnickych pracovnikoch,
stavovslcych organizacidch v zdravotnictve a o
zmene a doplneni nieltorych zakonov, v zneni
neskorich predpisov a v zmysle nariadenia viady
¢. 296/2010 Z.z. o odbomej spdsobilosti na
vykon zdravotnickeho povolania, spdsobe
d'algieho vzdelavania zdravotnickych
pracovnikov, siistave Specializaénych odborov a
sustave certifikovanych pracovnych &innosti, v
zneni neskor§ich predpisov. Tito zastupcovia
budi zodpovedni za nakladanie so Skifanym
lickom a za vedenie suvisiacich zdznamov a
dokumentacie. Hlavny skifajiici lekar oznam
Medpace pisomne meno a priezvisko poverenych
0s6b  spolu s prislusnymi  kontaktnymi
mformaciami.

2.18 Hlavny ska¥ajuci lekdr sa  zavizuje podat’

Sknfany lick v stlade s Protokolom, a lo v
davkovani potrebnom pre ka¥di jednotlivii
navitevu subjektu skisania.

2.19 Kedykol'vek o to Medpace poZiada, zavizuji sa

Zmluvni partneri podat’ hldsenie o postupe v
Klinickom skuani v Indtitiicii vritane tdajov o
zarad'ovani subjektov skiSania.

ski$ajici  lekdr  je  povinny
zhromazd'ovat’ udaje a vkladat' ich iba
v anglickom jazyku bez zbytoéného odkiadu
od ich wvytvorenia do elektronickych
zéznamovych listov (dalej len ,,CRF*) v stlade
s naleZitostami stanovenymi v Protokole.
Hlavny skuSajici lekar sa zavdzuje pravidelne
odovzdavat Medpace CRF a  vietku

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

2.17 The Institution declares it has 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 documentationthe Principal Investigator
shall notify Medpace in writing about the first
and last name and contact details of such
appointees.

2.18 The Principal Investigator agrees to administer

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

2.19 The 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.

2.20 The Principal Investigator must collect data and

enter them only in English within undue delay of
their generation in the elecironic case report
forms (heremafter 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

dokumenticiu vyZzadovanu Protokolom, aby ich
Medpace mohol prizamo alebo prostrednictvom
iného subjektu priebeZne spracovavat’, V pripade
omeskania dlh§om ako bez zbytoéného odkladu
s vkladanim 1dajov je Medpace a/alebo
Zadavatel' opravieny, na zaklade pisommého
oznamenia dornéeného Hlavnému skiifajucemu
lekdrovi, zastavit zaradovanic subjektov
skiifania Hlavoym skuSajucim lekarom aZ do
doby, kedy bude vkladanie Gdajov
aktualizované. Pokial bude mat’ toto za nasledok
ome§kanie v zaradovani subjektov skasSania,
Medpace prindleZia prava stanovené v &l 12.4

Medpace could process them directly or through
another entity on a continuous basis. In case ofa
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 tfrial subject’s treatment, all outstanding
CRFs must be entered and related
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tejto Zmluvy. V lehote 5 pracovnych dni po
osetreni posledného zo subjektov skiania musi
byt dokonéené vloZenie vietkych zostavajucich
CRF, stivisiace] dokumentdcie a takisto nepouZité
CRF v listinnej podobe, ak také existuji, musia
byt odovzdané Medpace alebo na poziadanie
Medpace znifené. Zmluvni partneri sa zavizuji
poskytovat’ sO¢innost pri  bezodkladnom
objasfiovan{ akychkol'vek otazok tykajucich sa
tdajov v CRF a venovat’ sa tymio otdzkam a
zodpovedat’ ich bez zbytoéného odkladu.
Spolo¢nost  Medpace mbZze  pozadovat
odpovede aj v kratom Sasovom fseku s
ohPadom na kI"a¢ové §tadia Klinického skiifania,
ako napr. istd databdza. Zmluvni partneri sa
d'alej na ziadost spolocnosti Medpace alebo
Zadavatel'a zaviizuji poskytovat primerani
sudinnost’ pri priprave celkove] spravy o
Klinickom skiSani. Institicia zabezpedi, Ze CRF
nebudd pristupné nikomu inému ako Clenom
Studijného timu a Hlavnému skusajlicemn
lekarovi a pristup k nim, ak budi v
elektronickej  podobe,  bude chraneny
pristupovym menom a heslom,

2.21 Hlavny skisajuci lekér je povinny zabezpeéit, Ze

vietky CRF poskytnuté¢ Medpace sit pravdivo,
presne a riadne vyplhené a zZe si vemym
odrazom skutoénych  vysledkov  Klinického
sklifania. Hlavny sku&ajtci lekdr sa tiez zavizuje
odovzdat Medpace koépie vSetkych sprav,
vratane vietkych aktualizacii a zmien, ktoré si
vyZiadala etickd komisia.

2.22 Indtithcia sa zavizuje uchovavat vietkn

elektronicki aj inl dokumentdaciu, vritane
zdrojovej dokumenticie a zloZky skusajuceho,
zoznamu  identifikaénych koédov  subjektov
skifania a zdravotngj dokumenticie subjektov
skl3ania vzt'ahujicej sa ku Klinickému skifaniu,
ktoré s vyZzadované na zaklade ICH predpisov a
ostatnych  prisludnych pravnych predpisov
upravujicich vykondvanie Klinického slkiSania,
po dlhiej z nasledujicich dvoch doéb: 1)

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
gooner 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
Ingtitution 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.

2.21 The Principal Investigator shall ensure that all

CRFs submitted to Medpace are true, complete,
correct and accurate and reflect the actual results
of the 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.

2.22 The Institution shall keep all electronic and other

documents, including without limifation, 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

dvadsatpal  (Z5) rokov po skonceni alebo
preruSeni  Klinického skiiSania alebo  2)
alkol'vek dlhiu  dobu pre archivaciu
dokumentacie stanoven( prisludnymi pravoymi
predpismi. Dokumentdcia o Klinickom ski3ani
musi byt uchovéavani na vhodnom mieste a
vhodnym sposobom a Institicia je povinna viest’
zdznamy o mieste, kde je dokumenticia o
Klinickom sk(ani uchovévana, aby tato bola
okamZite k dispozicii na poZiadanie povereného
zastupcu Zadavatel'a, etickej komisie, auditora
alebo prislusnych Statnych organov. Indtitiicia je
povinnd Medpace informovat v pripade, Ze

Taid down in applicable fegal 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 authoritics. 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.
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planuje archivovat' dokumentdciu ¢ Klinickom
skiSani v inych priestoroch ako s tie, ku ktorym
ma4 Ingtitlicia vlastnicke alebo iné uZivacie pravo.

2.23 Zmluvnd partneri st si vedomi, Ze Medpace

dékladne monitoruje vykonavanic Klinického
skufania a pravidelne navStevuje InStitheiu.
Zmluvni partneri sa zavizujii primerane
podporovat' tieto monitorovacie aktivity, vratane
ale bez obmedzenia, poskytnutim pristupu
poverenému zastupcovi spoloénosti Medpace do
pricstorov a k idajom podla potreby a dalej sa
zavizuj  spolupracovat’ so  spoloénostou
Medpace a/alebo Zadavatelom alebo prisluinou
tref'ou stranou v tomte ohlade. Zistupcovia
spolotnosti Medpace a‘alebo Zadavatela mdzu
nazerat’ do Gdajov a/alebo vyziadat’ kopie adajov
Klinického ski$ania a Zmluvni partneri takéto
adge  bezodkladne poskyinidl. Na  Ziadost
spoloénosti Medpace st Hlavny skiSajuei lekdr a
Clenovia $tudijného timu povinni zG&astnit' sa
osobnej diskusie.

2.24 Medpace, Zadavatel a §taine organy, ako je napr.

Urad Spojenych $tatov americkych pre potraviny
a lieky (d'alej len ,,FDA“) majil pravo vykondvat
audit alebo kontrolu ziznamov Zmluvnych
partnerov, ktorychkol'vek inych dokumentécii a
pricstorov stvisiacich s vykonavanim Klinického
skiifania, a to kedykol'vek v pricbehu a/alebo po
dobu 25 rokov po skonéeni Klinického skiiSania a
bez akychkol'vek nérokov Zmluvnych partnerov
na zviaStne finanéné plnenie. Takyto audit alebo
kontrolu je Medpace a Zadavatel povinny
primerane vopred ohlasit v pripade, Ze je
vykondvany spolotnostou Medpace alebo
Zadavatelom. Zmluvni partneri si povinni
poskytovat  spoloCnosti  Medpace  alebo
Zadavatel'ovi, nimi poverenym zastupcom alebo
vietkym Statnym orgdnom st¢innost’ pri plneni
ich uloh v silade s Protokolom a poduiknut’
vietky primerané kroky poZadované
spolognost'ou Medpace alebo Zadavatel'om alebo
Stitnymi  organmi  na  udely  odstranenia

223 The 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.

2.24 Medpace, the Sponsor and government

authorities, such as for example the United States
of America Food and Drug Administration (the
“FDA”) have the right to audit or inspect the
Contracting Partners’ records, any and all other
documentation and the facility relating to the
Study at any time during the Study and/or for
another 25 years afler 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 carmried out by
Medpace or the Spensor. 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.

nedostatkov  zistenych pocas auditu  alebo
kontroly.

2.25 Zmluvni partneri sa zavizuji, Ze pocas a po

skongeni Klinického sktSania umoZnia a buda
podporovat  vietky kontroly zodpovednych
§tatnych organov bez akychkol'vek narckov na
osobitni odmenu & ndhradu. Zmluvni partneri st
povinni informovat Medpace a Zaddvatela o
kaZdej takejto kontrole &i zémere takito kontrolu
vykonat' ihned potom, ¢o sa o nich dozvedia.
Zmluvni partneri sa zavizuji umozmit, aby
Medpace a Zadéavatel’ mohol byt pritomny na

2.25 The 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
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kazdej kontrole vykonavanej Statnymi orgdmmi
alebo podobnymi indtithciami. Pred vyjadrenim
sa k vysledkom takejto kontroly, ak nejaké budu,
st Zmluvni partneri povinni odpoved’ posadit a
prediskutovat’ s spoloénostou Medpace a so
Zadavatelom. Zmluvni partneri bez zbyto€ného
odkladu poskytn Medpace a Zadavatel'ovi kopie
akychkolvek zisteni alebo kontrol zodpovednych
tiradov vo vztahu ku Klinickému skii3aniu,

2.26 Zmluvni partneri nesmi vedome vyuzivat sluzby,

bez ohl'adu na ich rozsah, Ziadnej osoby, ktorym
bolo poskytovanie tychto sluZicb zakdzané
Spravou  potravin  aliediv FDA  alebo
ktorymkolvek inym prishiinym orginom v
pricbehu  vykonavania Klinického sktSania.
Zmluvni parteri dalej zavizne vyhlasuji, Ze
podlfa ich vedomosti ani im ani ich
zamestnancom, splnomocnencom alebo
zastupcom, ktori sa zi&astfiuji vykonavania
Klinického skidania, nebolo zakazané vykonavat
Einnosti, ktoré st vykonavané v ramei Klinického
skiiSania, zo strany FDA alebo iného organu, ani
podla ich najlepiicho vedomia v stfasnosti
neprebicha Ziadne konanie tykajpice sa takéhoto
zdkazu vo vzfahu k tymto osobam, najmi na
zdklade nasledujicich pravnych predpisov: (i)
United States 21 USC § 335a a/alebo (i) Hlavy
21 Code of Federal Regulation § 312.70. Zmluvni
partneri sa zavidzujd v priebechu Klinického
skti$ania a po dobu 3 rokov po jeho ukonéeni
ihned’ informovat’ Medpace a Zadavatela, ak sa
dozvedia, Ze sa zaéne takéto konanie vo vztahu k
Hlavnému skifajicemu lekdrovi, Institaeii ¢i jej
zamestnancovi. Zmluvni partneri d'alej zaruduji a
zavizujil sa, Ze podla ich vedomosti nie su
subjektom predchadzajicich ani prebiehajicich
vySetrovani,  vyziev, upozomeni  alebo
nepodlichaji vykonu rozhodnuti organov Statnej
spravy vztahujicich sa ku klinickym sk(ikam,
ktoré by neboli ozndmené Medpace a
Zadavatelovi. V pripade, Ze nastane skutec¢nost’
podla predchadzajiicej vety vo vzfahu ku
Klinickému sk(saniu, Zmluvni partneri to bez

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.

2.26 The Contracting Partners may not knowingly use

the services, regardless of their volume, of any
person prohibited to provide such services by the
Food and Drug Administration FDA or any other
campetent 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 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 and the Sponsor about any such
proceedings initiated against the Principal
Investigator, the Institution or its cmployees.
Furthermore, the Contracting Partners represent
and warrant that, as far as they know, they are not
the subject of any past or current investigations,
inquiries, warnings or enforced decisions of
public administration authoritics that concern the
clinical frial and have not been disclosed to
Medpace and the Sponsor. The Contracting
Partners shall notify Medpace and the Sponsor
about the fact described in the previous sentence
without undue delay.

Zbytocneho  odkiadn  oznamia  wvedpace  a
Zadavatel'ovi.

2.27 V pripade, Ze Hlavny skaSajici lekar v priebebu

Klinického skidania ukonéi pracovnopravny
vzt'ah s Intitlciou, Indtiticia je povinna o tejto
skutoénosti informovat Medpace bezodkladne
potom, ako sa o tom dozvie, a sti¢asne navrhnit
riadne kvalifikovani osobu ako nového Hlavného
skiidajliceho lekdra. Medpace a/alebo Zadavatel
ma pravo podat namietku voéi novému
Hlavnému skisajlicemu lekarovi. Indtitticia sa
zaviznje s vynaloZenim maximalneho (silia

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 efforis to
require the new principal investigator to agree in
writing to the terms and conditions stipulated in
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2.29 Zmluvni

pozadovat po novom Hlavnom skiSajicom
lekarovi, aby sa pisommne zaviazal k dodrZiavaniu
podmienok dohednutych v tejto Zmluve, formou
dodatku k tejto Zmluve. Ak Institicia a Medpace
a Zadévatel nie s schopni dohodniit’ sa na osobe
nového Hlavného skufajuceho lekira alebo ak
novy Hlavny skafajici lekir nie je ochotny
zaviazat sa k podmienkam stanovenym v tejto
Zmluve, Medpace je opravneny vypovedat’ tito
Zmluvn vsulade sél. 12.5 tejto  Zmluvy.
Indtiticia a Hlavny skaajici lekar si povinni
bezodkladne pisomme informovat Medpace
a Zadévatela o vietkych zmenach, ktoré maja
vplyv na dostupnost’ zdrojov a/alebo Clenov
Studijného timm  vykonavajicich  Klinické
skiisanie.

Hlavny ski$ajuci lekar sa zavizuje priamo a
bezodkladne informovat’ Medpace
(O.Hajek@Medpace.com, +420 605 790 901)
v pripade, Ze subjekt skiSania zidastfiujici sa
Klinického skuSania ozndmi ¢i vyjadri ndzor, Ze
dodlo k poskodeniu jeho zdravia v do6sledku
tidasti na Klinickom skti$ani, a Ze ma preto pravo
na finanéné odskodnenie.

parineri sa zavizujii poskytovat’
zdravotné sluzby subjektom, ktorych hGéast’ v
Klinickom skuSan! neskondila, v pripade
¢iastoéného uzatvorenia Klinického skiania, a
dalej tiez subjektom zaradenym do nasledného
sledovania po skonéeni Klinického skiifania, v
stlade s etickymi pravidlami.

230V pripade, Zze pri Klinickom skii¥ani pouZiva

Inititicia, Hlavny sktisajtici lekar alebo Clenovia
Studijného timu pristrojové vybavenie, ktoré
vyZzaduje servis, kalibraciu alebo imi osobitnil
starostlivost’, In$titlcia sa zavizuje udrziavat
také pristrojové vybavenie spdsobilé riadnej
previdzky, o &om je povinné spolo¢nosti
Medpace na vyZiadanie spolo€nostiou Medpace

this Agreement, in the form of an amendment do
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.

2.28 The Principal Investigator agrees to inform

Medpace {O.Hajek@Medpace.com, +420 605
790 901} directly and immediately 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.

2.29 The Contracting Partners undertake to provide

medical services to trial subjects whose
participation in the Study hasnot 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.

230 In 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.

3.1

a/alebo Zadavatel'om poskytnit’ zodpovedajicu
dokumenticiu.

CL 3 — Povinnosti ZadavateFa

Kontaktnymi  osobami Medpace a
Zadavatel'a vo vztahu ku Klinickému skiSaniu
sa:

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

alebo ktorékolvek daldie osoby ozndmené
Hlavnému skitajiicemu lekarovi.

Vietky oznamenia pozadované alebo povolené
podla tejto Zmluvy maju byt vystavené pisomne
abudi sa povazovat’ za vystavené a odovzdané
tri (3) dni od odoslania, ak budd odoslané
registrovanou alebo doporu¢enou postou,
s predplatenym poStovnym, s doruc¢enkou, alebo
jeden (1) deii od odoslania, ak budu odoslané
cxXpresne kuriérskou sluzbou alebo
faxom/elektronickym prenosom.

3.2 Spoloénost’ Medpace vyhlasuje, Ze Zadavatel
alebo jeho povereni zastupcovia sa zavizuju
Zmluvnym partnerom poskytniit bezplatne v
mnoZstve a Sasovych intervaloch na riadne
vykonanie Klinického skfifania Skisany liek,
nevyhnuiné vzory CRF a dalSie informdicie a
dalsie  lieivo/placebo  vyZzadované na
vykonavanie Klinického skii$ania.

3.3 Skidany lick (ako aj d’alsie lietivo, placebo, ak je
vyzadované Protokolom) bude dodavané na
nasledujicu adresu:

Nemocni¢na lekareti, A. Zamova 11, 917
75 Trnava

3.4 Skusany liek, nevyhnutné vzory CRF a d’aliie
informaciec  vyzadované na  vykonavanic
Klinického skifania poskytnuté Indtitheii st a
zostavajl vlastnictvom Zadavatel'a.

3.5 Medpace sa zavizuje poskytovat’ Hlavaému
skosajocemu lekdrovi prisludné nové informacie
o bezpetnosti tykajuce sa Skisaného lieku bez
zbyto¢ného odkladu.

thvare vz

CAaPACC V Z4 DCT adavd o a avd
poskytniit’ Zmluyngm partnerom podas Stidie:

Oznacéenie: Digitalny fotoaparat
Typ: DC5200 &ierny

Hodnota: 59,99 EUR vratane DPH
Lekérsky pristroj: Nie

Oznadenie: MicroSDHC karta
Typ: Trieda 4 - 16 GB INTENSO
Hodnota: 20,99 EUR vratane DPH
Lekérsky pristroj: Nie
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Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227, USA

or any other person anncunced 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:

Hospital Pharmacy, A. Zamova 11, 917 75
Trnava

3.4 The Study Drug, necessary CRF templates and

3.5

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.

vicdpace, 01 DCHOd () [1C PONSOT dEIce 0
provide the Contracting Partners for the duration
of the study with:

Designation: Digital Camera
Type: DC5200 Black

Value: 59.99 EUR VAT in¢l,
Medical device: No

Designation: MicroSDHC Card
Type: Klasse 4 - 16GB INTENSO
Value: 20.99 EUR VAT incl.
Medical device: No
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Oznacenie: Vaskulary ultrazvukovy vreckovy
Doppler

Typ: SonoTrax
vreckovy Doppler
Hodnota: 150,00 EUR vratane DPH
Lekérsky pristroj: Ano

Vaskularny  ultrazvukovy

Oznacdenie: Elektrokardiograf

Typ: Welch Allyn® ELI®150¢ / ELI® 250¢ 12-
vodicovy elektrokardiograf v pokoji

Hodnota: 2 700,00 EUR vritane DPH

Lekérsky pristroj: Ano

3.7 naftiely jeho vyhradného pouZitiav Klinickom

sktiani, o ktorom Zmluvni partneri budi viest’
pisomnu evidenciu. Zmluvni partneri vybavenie
po skonfenf Klinického skuSania vritia
Zadavatelovi.

1. 4 — Odmena

4.1 Ako odmena za riadne vykonanic Klinického

skii$ania zmluvnymi partnermi podl'a podmicnok.
tejto Zmluvy bude spoloénost'ou Medpace alebo
Jjej poverenou osobou po schvéleni Zadivatel'om
prevedené thrada prijemcovi platby (dalej len
~prijemca platby*), ktory je oznadeny v Prilohe A
priloZengj k tejto Zmluve a za€lenenej do nej
odkazom. Odmeny realizované v rémci
Klinického skfifaniz sa rozdel'ujii nasledovne:
20% pre InStiticiu a 80% pre Hlavného
skSajiiceho lekara. Prijemca platby dhradu od
spolofnosti Medpace alebo jej poverenej osoby
prijima ako plnd kompenziciu za poskytnuté
sluzby. Vietky néklady uvedené v Prilohe
A Zmluvy ostani podas trvania Klinického
skiSania nemenné, ak sa Zmluvni partneri
nedohodnl pisomne inak. Zmluvné strany si si
vedomé a sfihlasia s tym, Ze za subjekty skti$ania,
ktoré boli randomizované do Klinického

kritéria Protokolu pre zaradenic a vylicenie,
alebo ddjde v ich pripade k zavaZnym odchylkam
od protokolu, nebude spolotnostou Medpace ani
Zaddvatelom poskyinutd Ziadna nahrada.
Rozpocet uvedeny v Prilohe A Zmluvy zahitia
vietky platné dane. DPH sa neuplatiiuje, pretoZe
spolotnost’ Medpace je spoloénost’ou so sidlom v
USA. Zmluvni partneri prehlasuju, Ze ani
Hlavny sknSajiici lekar ani InStitticia nie si
obfanmi alebo rezidentmi Spojenych Statov
americkych, nie sii korporaciou ani obchodnym
partnerstvom, ktoré je alebo bolo povaZované za
korporaciu alebo partnerstvo USA a Ze vietky

3.7

4.1

Designation: Vascular Ultrasonic Pocket
Doppler

Type: SonoTrax Vascular Ultrasonic Pocket
Doppler

Value: 150.00 EUR VAT incl,

Medical device: Yes

Designation: Electocardiograph

Type: Welch Allyn® ELI®150¢/ ELI® 250¢
12-Lead Resting Electocardiograph

Value: 2,700.00 EUR VAT incl,

Medical device: Yes

for the purposes of its exclusive use in the
Study, about which the Contracting Partners
shall keep a written inventory, The Contracting
Partners shall return the equipment once the
Study is completed.

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. The remuneration realized
within the Study are divided as follows: 20% for
the Institution and 80% for the Principal
Investigator. 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

skiifania v rozpore s Protokolom, alebo nespliiaji Protocol’s inclusion and exclusion criteria or for

whom serions deviations from the Protocol are
made. The budget contained in Appendix A to
this Agreement is inclusive of all applicable
taxes. VAT is not applicable because Medpace is
a US. 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 {s 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
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platby prijaté podla tejto Zmluvy budi za sluzby
poskytované mimo Spojenych $tatov. V pripade,
7e podas plamosti tejto Zmluvy déjde k nejakym
zmenam v zdkone o DPH, alebo sa budi
vyzadovat’ zrizky podla inych zikonov, DPH
alebo tieto zrazky bude povinna hradit’ strana,
ktord je za to zikonne zodpovednd. Podla tejto
Zmluvy prevedic spolofnost’ Medpace, ako
platca zastupujici Zadavatel'a, prijemcovi (thradu
platby z  prostriedkov  poskytovanych
Zadavatelom. Bez ohladu na vyS8ie uvedend
skutonosti spolocnost Medpace mdéZze vydat
plsommny doplnok s cielom zvy$it naklady
Klinického skifania opisané v Prilohe A
Zmluvy.

4.2 Zmluvni partneri st si vedomi, Ze Medpace

afalebo Zadavatel méze zverejnit' na svojej
centrilnej webovej stranke platby a iné plnenia
tykajliice sa vyskumu a vyvoja, t. j. (1) platby
vykonané na zaklade tejto Zmluvy a (2) vietky
vydavky na ubytovanie, sfivisiace vydavky na
oblerstvenie a mna dopravu Zmluvnych
partnerov, ktoré majo byt na zaklade tejto
Zmluvy uhradené a (3) victky kongresové
registraéné poplatky, ucastnicke poplatky alebo
obdobné poplatky, ktoré maji byt na zdklade
tejto Zmluvy uhradené, a to anonymnym
spdsobom, t.]j. na agregovanej ftrovni. Tieto
informacic mdézu byt tiez publikované ako
siast’ tejto Zmluvy v centrdlnom registri
zmhv na zaklade nustanovenia §5a a § 5b zakona
¢ 211/2000 Z.z., o slobodnom pristupe k
informéciam a o zmene a doplneni niektorych
zikonov v meni neskorfich predpisov (zékon o
slobode informacii). Bez ohladu na vyiic
uvedené moéZe Medpace zverejnit prevod
akejkol'vek hodnoty poskytnute] v ramci tejto
Zmluvy. Priloha A Zmluvy predstavije
vlastnicke informécie spoloénosti Medpace a
nebude zverejnend v centralnom registri zmluv.
Spoloénost Medpace predlozi InStitucii fizto
Zmluvu na zverefnenie v centrdlnom registri
zmliv, ktory spravuje Urad viddy Slovenskej
republiky. Register sa nachddza wna stranke

4.2

Agreement, or other tax laws requiring
withholding, the party legally responsible shall
be liable for VAT or withholdings. Medpace, as
Sponsor’s payment agent, shall make payment to
Payee under this Agreement from funds escrowed
by Sponsor. Notwithstanding the foregoing,
Medpace may issue a written amendment, signed
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
of value relating to research and development,
ic. (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 Central Register of
Contracts pursuant to section 5a and section 5b of
Act No. 21172000 Coll,, on free access to
information and on amendments to certain acts,
as amended (Freedom of Information Act).
Notwithstanding the aforementioned, Medpace
may also disclose any transfer of value 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 Central register
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

WWW.CFz.ZOV.Sk {ddalef len » Regisier Zminy )

F58/2U11 Loll, ADoul delatls on [he publicalion

vsulade s  nariadenim viady Slovenskej of contracts in the Central register of contracts
republiky dislo 498/2011 Zb., kiorym sa and particulars of the information on the

ustanovuji podrobrosti o zverefiiovani zmluv
v Centralnom  registri  zmhiv  a ndleZitosti
informacie o uzatvoreni zmluvy v platmom
zneni.. Spolocnost Medpace bude zodpovednd za
upravu Zmluvy pred jej zverejnenim v Registri
zmlirv. Zmluvni partneri nezverefnia Ziadne
nerevidované verzie na Ziadnych webovych

strankach, ani v inych médidch  bez
predchadzajuceho pisomného suhlasu
spolocnosti Medpace.

Agreement, as amended. 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,

Clinical Study Agreement | Version 1
MicuRx Pharmaceuticals, Inc. | Pretocol No. MRXC-302
CONFIDENTIAL

MUDr. Yan Mykyta | 2501
Strana 16 7 34



4.3 Vietky peflazné plnenia subjektu skiiania si

vyplacané Hlavnym skifajicim lekirom v
stlade s touto Zmluvou a Protokolom. Pravidla
pre vypldcanic si blizSie upravené v Prilohe A k
tejto Zmluve.

€L 5 - Priva k vysledkom

5.1 Zmluvné strany stihlasia, Ze s vynimkou

pripadov vyslovne stanovenych v tejto Zmluve,
Zadavatel, spoloénost Medpace, Hlavny
skusajici lekar a ani Inftiticia v rAmei vykonu
tejto Zmluvy neprevedi Ziadne patentové alebo
autorské prava, prava k ochrannym znamkam
alebo iné vlastnicke prava Zaddvatela,
spolotnosti Medpace, ski8ajiceho lekara alebo
Indtithcie na iny subjekt. Zadavatelovi patria
vietky prava, niroky a zaujmy ku Vynalezom a
vyplyvajtice z vynalezov a vyluéné a vyhradné
prava ku vietkym  vysledkom, Gdajom
zisteniam, objavom, vynalezom a Specifikacidm,
bez ohl'adu na to &i st spsobilé byt predmetom
patentovej ochrany alebo nie, ktoré vznikli, boli
vytvorené, odvodené, vyprodukované, objavené,
vymyslené alebo inak urcbené InStitdciou,
Hlavnym skti$ajicim lekdrom a/alebo Clenmi
Studijného timu v savislosti s vykondvanim
Klinického skiSania (d’alej len ,Vysledky™).
Zmluvni partneri tymto vopred postupujin vietky
svoje majetkové prava k Vysledkom na
Zadavatel'a. Odmena za tento prevod je uz
zahrnuta v odmene Zmluvnych partnerov podlfa
¢l. 4 tejto Zmluvy. Zmluvni partneri neziskavaji
k Vysledkom plnenim tejto Zmluvy Ziadne
prava.

5.2 Vietky zdravotnicke dokumenticie a pdvodnd

zdrojova dokumenticia zostanl majetkom
Indtitlicie; avSak, Zadavatel' je opravmeny ich
pouzit' v silade s touto Zmluvou a; v slade
s platnou legislativou Slovenskej republiky.
Spristupnenie Vysledkov akémukol'vek

organizacie ¢i etickej komisie alebo regulaéného
orginu  nebude povaZované za udelenie
vlastnickeho prava k tymto informdacidm tychto
subjektov.

5.3 V rozsahu, v akom prava duSevného vlastnictva

k Vysledkom nie si prevoditel'né, udelujua tymto
Zmluvni partneri  Zadavatelovi  vyhradni,
neodvolateInfl v mieste a &ase ncobmedzeni
licenciu s pravom udelovat’ sublicencie, a to na
vietky sposoby pouzitia tychto Vysledkov.
Odmena za tuio licenciu je uZ zahrnuti v
odmene Zmluvnych partnerov podl'a &l. 4 tejto
Zmluvy. IndtitGcia sa zavizuje vyvinat

Clinical Study Agreement | Version 1
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Payments to trial subjects shall be made by the
Principal Investigator in compliance with this
Agreement and the Protocol. Payment rules are
specified in detail in Appendix A to this
Agreement.

Article 5 — Rights te 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 all right,
title, interest in or to Inventions and shall have the
sole and 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 Contracting Partners hereby
assign all of their proprietary rights to Results to
the Sponsor in advance. The royalty fee for this
assignment is already included in the
remuneration of the Contracting Partners under
Article 4 of this Agreement. The Contracting
Partners shall not acquire any rights to Results
by performing this Agreement.

All medical records and original source
documents shall remain the property of the
Institution; however, the Sponsor shall be
permitted to use them in accordance with this
Agreement and in compliance with the
prevailing legislation of the Slovak Republic .

subjektu, vritane Zmluvnej v¥skumnej Disclosure of Results to any subject, including a

contracted  research  organization, ethics
committee or regulatory authority, shall not be
deemed as granting the ownership of such
information to these entities.

To the extent intellectual property rights to
Results are legally not assignable, the Sponsor is
hereby granted by the Contracting Partners an
exclusive, worldwide, sub-licensable, time-
unlimited and irrevocable license for unlimited
use of these Results. The royalty fee for this
license is already included in the remuneration
of the Contracting Partners under Article 4 of
this Agreement. The Institution shall make
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maximalne 0silie na to, aby skutoéni vlastnici
tychto  prav  dulevného vlastnictva, L. j.
zamestnanci Indtiticie a/alebo zainteresované
tretic strany, umoZnili Indtitdcii udelit’ vySsie
uvedent licenciu Zadavatel'ovi.

maximum efforts so that the actual owners of the
intellectual property rights, i.e. employees of the
Institution and/or involved third parties, would
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 vylepSentami, alebo novym pouZitim & Improvement, a new use or a new drug form of
novymi liekovymi formami Skti§aného lieku sa the Study Drug shall be the sole properiy of the
vyluénym vlastnictvom Zadavatela. Sponsor.

5.5 Zmluvni partneri sa zavizuju zabezpecit, Ze 5.5 The Contracting Partners agree to ensure that all
vietky Vysledky (dalgj len ,,Vynalezy™), Results (hereinafter the “Inventions”) made by
dosiahnuté zamestnancami Indtiticie alebo employees of the Institution or other parties
inymi stranami  zahrmutymi  Zmluvnymi included in the Study by the Contracting
partmermi do vykonavania Klinického skiSania, Partners shall be reported to the Sponsor in
budi  pisomne bezodkladne oznamené writing without undue delay.

Zadavatel'ovi.

5.6 Zadavatel' alebo ktordkol'vek s nim Prepojend 5.6 The Sponsor or any of'its Affiliates shall have the
osoba st opravneni podat’ prihlasku 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 viastné ndklady, s name of a designated third party and at its own
uvedenim mena vyndlezca(-ov) v prihlaske expense, with the inventor(s) named in the
patentu. Zmluvni partneri sa zavizuji podpisat’ patent application. The Contracting Partners
a zabezpe€it', aby zamestnanci Institcie a dalsie agree to sign and to have employees of the
subjekty zahrmuté Zmluvnymi partnermi do Institution and other parties involved in the Study
vykondvania Klinického sktiSania podpisali by the Contracting Parties sign all documents
vietky listiny a poskytlt také svedectva, aké and give such testimony as the Sponsor deems
Zadavatel' uzna za potrebné na el podania necessary for filing a patent application and for
prihla3ky patentu a ziskania patentu s cielom obtaining a patent in order to protect its
ochranit’ opravnené zaujmy Zadavatel'a tykajiice intellectual property interests arising from the
sa duSevného vlastnictva, ktoré vznikni v Study without any additional consideration.
sivislosti s  Klinickym  skiSanim  bez
akychkol'vek dodatoénych Gvah.

5.7 Zadavatel' a jeho Prepojené osoby mézu uzivat, 5.7 The Sponsor and its Affiliates may utilize,
rozmnozovat a prevadzat anonymizované reproduce and  transform  anonymized
radiologicke / diagnostické snimky zhotovené v radiological/diagnostic images made in the
priebehu  Klinického skufania v  rozsahu course of the Study, in compliance with the

uvedenom v informovanom sihlase na vietky
ucely, vedecké a/alebo komercéné, v akejkol'vek
podobe a akymkol'vek spdsobom, elektronickym

provisions of the informed consent and to the
extent specified mn the informed consent, for
any scientific and/or commercial purposes, in

aleho  Mmechanickym, vialne  vyhnolovovama
fotokopii, elektronickych zdznamov {(napr. na
CD-ROM), mikro-képii, alebo prostrednictvom
systémov uchovavania a obnovovania tdajov,
vritane databink a internetu. Na tento udel
udelujit.  Zmluvni partneri  Zadavatelovi
vyhradn, miestom neobmedzenn a
neodvolatelnlt licenciu, vratane prava udelit
sublicencie Prepojenym osobam Zadavatela, na
uZzivanie vysiie uvedenych snimok. Odmena za
tito licenciv je uZ zahrmutd v odmene
Zmluvnych partnerov podla &l. 4 tejto Zmiuvy.
Ak nie st InStiticia alebo Hlavny skisayici lekar

any torm and by any means, electonic orf
mechanical, including making photocopies,
clectronic 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
irrevacable 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
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6.1

vlastnikmi prav k tymto snimkam, Intitacia
a/alebo IHlavny skhSajaci lekdr sa zavizuju
zabezpedit, aby skutoény vlastnik tychio prav, ,
umoznili Zmluvnym stranam udelit wvydsie
uvedenit licenciu  Zadavatelovi. Zmluvni
partmeri potvrdzujl, Ze vietky takéto snimky
buda ziskané so sdhlasom subjektu, ktory
Institieii odovzda Medpace a #e¢ nebudd
obsahovat’ Ziadne informdcie, prostrednictvom
ktorych by mohol byt identifikovany konkrétny
subjekt skii§ania.

C1. 6 — Zachovavanie dévernosti

Zmluvné strany sthlasia, Ze budii ako prisne
dbverné povaZovat’ vietky informacie, ktoré st
(2) poskytuté Institicii alebo Hlavnému
sku3ajicemu lekarovi Zadavatel'om alebo v jeho
mene, alebo spoloénost'ou Medpace v stivislosti
s toute Zmluvou alebo Skifanim, alebo (b)
vyvimité, ziskané & vyiverené Indtiticiou,
Hlavnym skii$ajicim lekarom alebo Skadajlicim
personalom ako  vysledok  vykondvania
Klinického sksania podla tejto Zmluvy (okrem
zdravotnych zdznamov subjektov skiifania) a
patria sem, okrem iné¢ho Protokol, Udaje
sk3ania, Vysledky a spravy zo vietkych
pracovisk, ktoré vykonavaji Klinické sk(Sanie
(dalej len ako ,Déverné informacie®).
Zmluvné  strany méZm  pouZival Dovemné
informacie iba na ucely vykonu tejto Zmluvy a
suhlasia, ze nebudi poskytovat’ takéto Doverné
informacie Ziadnej tretej strane okrem stran
poverenych  spoloCnostou  Medpace a
Zadavatefom bez predchadzajiiceho pisomného
sithlasu Medpace a Zadivatel'a. Zmluvné strany
suhiasia s tym, Ze bud( poskytovat pristup k
Doévemym informacidam iba osobam, ktoré
potrebuji poznat’ Déverné informécie na ucely
poskytovania sluZieb vyplyvajiucich z tejto
Zmluvy a iba ak boli tieto osoby preukdzatel'ne
zaviazané Zmluvnymi stranami k dodrZiavaniu
podmienck, ktoré su aspofi tak prisne ako

6.1

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, 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 (a)
provided by or on behalf of Sponsor or
Medpace to Institution or Principal Investigator
in connection with this Agreement or the Study,
or (b) developed, obtained, or generated by
Institution, Investigator, or Study Persomnel as
a result of performing the Study under this
Agreement (except for a Study subject’s
medical records), including, but not limited to,
the Protocol, Study data, Results, and reports
from all sites conducting the Study (hereinafter
referred to as “Confidential Information™).
The Contracting Partners may use Confidential
Information only for the purposes of
performance of this Agreement and agree not to
disclose such Confidential Information to any
third party other than parties authorized by
Medpace and the Sponsor without Medpace’s
and the Sponsor’s prior written consent. The
Contracting Partners agree to provide access to
Confidential Information only to persons that
need to know Confidential Information for the
purpose of providing services based on this
Agreement and only if such persons were
provably bound by the Contracting Partners to
observe conditions that are at least as stringent
as the conditions under this Article 6.

podmienky tohto €lanku 6.
6.2 Povinnost  zachovavania  dbévemosti  sa 6.2 The confidentiality obligation shall not apply as

6.3

nevztahuje na tie pripady, kedy maju Zmluvné
strany pravo publikovat’ Déverné informécie v
stilade s &lankom 7 Zmluvy.

Pojem Doverné informacie, ako sa pouZiva v
tejto Zmluve, sa nevztahuje na 1daje a
informdcie, u ktorych vedia Zmluvné strany
dokdzat’, Ze tieto idaje a informacie (i) uz boli vo
vlastnictve Inititicie alebo Zodpovedného
skSajuceho lekdra bez zdviazku dévernosti v
¢ase ich zverejnenia spoloénostou Medpace

6.3

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

The term Confidential Information, as used in
this Agreement, does not apply to data and
information where the Contracting Partners can
prove that such data and information (i} were
already in possession of the Institution or the
Principal Investigator without the
confidentiality obligation at the time of their
disclosure to them by Medpace and / or
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a/alcbo Zadavatelom, alebo v mene Medpace Sponsor, or on behalf of Medpace or the

alebo Zadévatela, alebo ich prepojenymi Sponsor or any of their Affiliates, (ii) are or
osobami, (i) si alebo sa stanil sifasfou 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 Medpace, Sponsor or its Affiliates

verejnych informacii inym spdsobom ako je
konanie alebo opomenutie zo strany InStiticie
alebo Hlavného skiajiiceho lekara, (iii) boli
legilne ziskané Indtiticiou alebo Hlavnym

skusaficim lekarom od tretej strany, ktora nie je by an explicit or implied confidentiality
viazand voéi spoloénosti Medpace, Zadavatelovi obligation or (iv) were created independently
alebo ich prepojenym osobam vysiovnym alebo by the Institution or the Principal Investigator
predpokladanym zdvizkom ddvernosti alebo (iv) without reference to Confidential Information
boli nezavisle vytvorené Inititiciou alebo or its use.

Hlavnym ski3ajocim lekarom bez odkazovania
na déverné informacie alebo ich pouzitie.

6.4 Pojem Ddverné informacie, ako je pouZivany v 6.4 The term Confidential Information, as used in

tejto Zmluve, sa nevztahuje na ddaje a this Agreement, does not apply to data and
informacie, pri ktorych mézu Zmluvni partneri information where the Contracting Partners can
preukazat, ¥e (i) nimi InStitGcia alebo Hlavny 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
disclosure to them by Medpace and/or Sponsor,

skG3ajici lekdr disponovali bez povinnosti
zachovavat’ o nich mlfanlivost v fase, ked’ im
boli spristupnené spoloénostou Medpace a/alebo

Zadavatefom  alebo vmene  spolognosti or on behalf of Medpace or the Sponsor or any
Medpace alebo Zadavatela alebo nicktorou z ich of their Affiliates, (ii) are or become a part of
Prepojenych osdb, (ii) su alebo sa stanu sicastou public information by means other than by an act
vergjnych informacii inak ako konanim alebo or omission on the part of the Institution or the
opomenutim  Indtiticie  alebo  Hlavného Principal Investigator, (1ii} were legally acquired
skugajiiceho lekara, (i) ich Intiticia alebo by the Institution or the Principal Investigator
Hlavny skisajici lekdr pravom nadobudli od from a third party not bound to the Sponsor or

. py T =¥ e 5 . its Affiliates by an cxplicit or implied
‘.IE]::eJ s;)tranyz kt?ra meJE{)YDCI Zadav?tel (,Wll alebo confidentiality obligation or (iv) were created
I el LAOSO R el Y OWION independently by the Institation or the Principal

alebo  implicitnou poﬁl}nost’fﬂ{ mlca;n!i\'fo;vti, Investigator without reference to Confidential
alebo (iv) boli vytvorené nezivisle InStitGciou Information or its use.

alebo Hlavnym skifajocim lekirom bez
odkazovania sa na Déverné informacie alebo ich
pouZitie.

6.5 Navyfe st Zmluvni partneri  oprdvneni 6.5 Furthermore, the Contracting Partners may
spristupnit Déverné informicie v takom disclpse Confidential Information to the extent
rozsahu, v akom je takéto zverejnenie required by law or an enforceable court order,
vyzadované zdkonom alebo vykonatelnym prov1d§:d, however, that the Contracting Partners
siidnym rozhodnutim, aviak za podmienky, e shall give Medpace and the Sponsor reasonable
Pl pEREEn 0 D ShumeiEsH W advance notice and shall cooperate with

" . Medpace and the Sponsor to seck a protective
pnmeranom £a30v0m, predstlhu 1nf0rmuju order or any other appropriate remedy upon the

= A Jet TeqUESToL The Sponsor. | €IS
budu spolupracovat’ v snahe d031ahnut’ opatrenia agree to make maximum reasonable efforts to
na uéely ochrany alebo iného primeraného ensure  confidential treatment of any
pravoeho prostriedku. Zmluvni partneri sa Confidential Information that shall be disclosed.

zavizuji vyvinat' vietko primerané Usilie, aby
zabezpedili  dOverné zaobchidzanie s
ktoroukol'vek z Dovernych informdcii, ktord
bude spristupnend.

6.6 Ticto povinnosti zachovivat' mldanlivost a 6.6 This confidentiality obligation and the

zékaz pouZivania Dévernych informécii podla prohibition to use Confidential Information as
tejto Zmluvy zostani v platnosti aj po skonéeni specified in this Agreement Sh?u LCITAm, 10
tejto Zmluvy effect even after this Agreement is terminated.
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6.7 Zmluvni partneri sa zavizujii na Ziadost

Zadavatela zlikvidovat a zmazat Déverné
informacie, ktorymi disponujii alebo ich vratit’
Medpace a/alebo Zadavatelovi.

6.8 Vietky dohody existujiice pred uzavretim tejto

Zmluvy, ktoré sa tykaju povinnosti zachovavat’
mi¢anlivost’ vo vzt'ahu ku Klinickému ski$aniu,
sa nahradzafG touto Zmluvou a len pokial’ sa
tykaji1 Klinického skngania.

6.9 Medpace sa zavizuje zachovdvat’ mléanlivost o

skutoCnostiach, ktoré Inftiticia omadi ako
skutoénosti ddvemné.

€L 7 — Publikovanie, tlagové spravy a verejné

oznAmenia

7.1 Zmluyné strany berti na vedomie a stihlasia, toto

Klinické skulanie je sudastou multicentrického
skiSania a Vysledky Klinického skugania
publikuji iba prostrednictvom koordinacie s
Medpace a Zaddvatel'om na uéel kombinovania
vysledkov zo vSetkych centier zugastnenych
Klinick¢ho skfiSania, Zmluvni partneri st
opravneni publikovat’ Vysledky za podmienky,
ze celkové vysledky neboli publikované do 18
mesiacov od dokonéenia Klinického sktdania
alebo po multicentrickej publikacii, a su¢asne za
podmienky  postupovania v  stlade s
podmienkami stanovenymi v tomto &ldnku
avélinkn 6 , Zachovavanic dévernosti®,
Indtiticia a Hlavny skuSajuci lekir poskytna
Zadavatelovi signalnu  képiu navrhovane;
publikicie alebo ustnej prezenticie, ktoré sa
tykaju Skiifania alebo Skii¥aného lieku alcbo
Vysledkov (d'alej len ,,Publikacia®) a to najmenej
Sestdesiat (60) dni pred planovanym datumom
odovzdania alebo prezenticie na Ggely popisané
nizSie a Zadavatel’ bude mat’ Sest'desiat (60) dni
na posudenie navrhovanej publikicie. Zmhivné
strany shhlasia s dodrziavanim nasledujcich
podmienok pre publikacie:

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 The Contracting Parties acknowledge and agrec
that, the Study is part of a multicenter trial, and
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”.
Institution and Investigator shall provide
Sponsor and Medpace with an advance copy of
any proposed publication or oral presentation
relatig to the Study or the Study Drug or Results
(hereinafter referred to as the “Publication™) at
least sixty (60) days prior to the planned date of
submission or presentation and Sponsor shall
have sixty (60) days to review the proposed
publication for the purposes described below.
The Contracting Partners agree to comply with
the following publication obligations and terms:

7.1.1 Ak Medpace aZaddvatel neupovedomia

Zmluvné strany do 60 dni od prijatia
planovanej publikacie spolodnost'ou
Medpace a Zadavatel'om, ktokolI'vek dostane
ozndmenie Zmluvnej strany neskor, Zmluvné
strany suhlasia stym, Ze pripoment
spolofnosti Medpace alebo Zadavatelovi
planovany datum Publikicie. Nie je moZné,
aby Zmluvni partneri vydali Publikacie bez
vyslovného sihlasu spolodnosti Medpace
a Zadavatela.

7.12  Spolo€nost’ Medpace a Zmluvné strany sa

dohodli, Ze budu diskutovat o pripadnych

7.1.1 If Medpace and the Sponsor do not notify the
Contracting Partners within 60 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.

7.1.2 Medpace and the Contracting Partners agree to
discuss any difference of opinion with regard
to the intended content of the Publication in
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rozdielnych ndzoroch na zamyilany obsah
Publikacie s ciel'om néjst’ rie§enie uspokojivé
pre spoloénost Medpace, Zadivatela a
Zmluvné partneri. Spolotnost’ Medpace alebo
Zadavatel’ méZzu odporucit akékol'vek zmeny
v Publikacii, ktoré spolo¢nost’ Medpace alebo

order to find a solution satisfactory for
Medpace and the Sponsor and the Contracting
Partners. Medpace or the Sponsor may
recommend any changes in the Publication,
which Medpace or the Sponsor reasonably
deems necessary for scientific purposes. The

Zadavatel' dévodne povaZuju za nevyhnutné Contracting  Partners agree that  the
na vedecké ulely. Zmluvni partneri sa implementation of such recommended

dohodli, Ze vykonanie tychto odporiéanych
zmien nebudl bezdévodne odmietat’.

Ak mozno ofakavaf, Ze takdto Publikacia by
mohla mat’ neziaduci Gu¢inok na zachovanie
dovernosti  ktorgjkol'vek z  Ddvernych
informacii  spolonosti  Medpace alebo
Zadavatela, Zmluvni partneri sa zavizujh
zabranit  takejto  Publikacii, ibaze by
predmetnd Doverna informacia nemohla byt
vymazana z Publikicie bez ujmy vedeckej
spravnosti Publikacie.

Ak by Publikdcia z pohladu Zadavatela
mohla mat’ neZiaduci €inok na schopnost’
ziskat' patentovit ochranu pre ktorykol'vek
Vyndlez, Medpace alebo Zadavatel’ méa pravo
pozadovat’ odklad Publikicie na primerani
dobu na ugel pripravy a podania Ziadanej
patentovej prihlaSky Zadavatel'om alebo v
jeho mene, aviak tito doba nesmie presiahnut’
Sest’ (0) mesiacov od datumu, kedy bola
Zadavatelovi  Publikdcia dorufend na
kontrolu. Medpace a/alebo Zaddvate! mé
prévo pozadovat’ d’aldi odklad Publikacie, ak
patentova priblaska bola podand a ak
prihlaska s pravom prednosti je netiplnd a v
ramei 1 roka od podania prihlagky s pravom
prednosti musi byt do Ziadosti doplneny
predmet patentovej prihlasky. V tomto
pripade ma Medpace a/alebo Zadavatel’ pravo
pozadovat’ odklad akejkol'vek Publikicie az
do doplnenia prihlasky s pravom prednosti.

changes shall not be unreasonably refused.

I such Publication is expected to have an
adverse effect on the confidentiality of any of
Medpace’s or the Sponsor’s Confidential
Information, the Contracting Partners shall
prevent such Publication, wunless the
Confidential Information can be deleted from
the Publication without deiriment to the
scientific correctness of the Publication,

If the Publication may - in the Sponsor’s view
- have an adverse effect on the ability to
obtain patent protection for any Invention,
Medpace or the Sponsor may request a delay of
the Publication for a reasonable period of time
in order to enable the preparation and filing of
any desired patent application by, or on behalf
of, the Sponsor; such period, however, may
not to exceed six (6) months from the day the
Sponsor received the intended Publication for
review. Medpace and/or the Sponsor may
request a further delay of the Publication in
the case that the patent application has been
filed and the priority application is
incomplete, and the subject-matter must be
added to the application during the priority
year. In such case, Medpace and/or the
Sponsor has the right to request a
postponement of any Publication until
completion of the priority application.

Medpace  a/alebo  Zadavatel  nebude Medpace and/or the Sponsor shall not prohibit
zakazovat’ Publikdciu v pripade, ked the Publication if the patentable information
informacia, ktora je sposobila byt was removed from the planned Publication.

predmetom patentovej ochrany, bola =z

7.1.5

p}.c'ul'u vaucj Publikicteodstranens:

Zmlovod partneri sa zavizuji zahrnit do
kazdej Publikdcie ustanovenia informujice,
#e vytvorenie tudajov bolo podporené
Zadavatelom a sG¢asne sa Zmluvni partneri
zaviazujll  informovatt o© svoje] miere
angazovanostl na Klinickom skfifani i a
prospechu, ktory im z Klinického skusania
plynul. Autorstvo a uznaniec za vedecke
publikovanic by mali byt v silade s

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 invelvement 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

jednotnymi poZiadavkami na rukopisy Committee of Medical Journal Editors
vydanymi Medzinarodnym vyborom (ICMIE}.
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7.2 Zmluvni partneri sa

7.4 Medpace alebo Zadavatel je

7.6 Nazov Zadavatela nesmie b

redaktorov lekarskych &asopisov - ICMIJE
(Uniform Requirements for Manuscripts).

zavizujii  zaviazat
rovnakymi povinnostami a poZiadavkami na
publikovanie, ktoré s stanovené v &l. 7.1 tiez
vietkych Clenov $tudijného timu.

7.3 Povinnosti stanovené v &l. 7.1 =zostanti v

platnosti d’aldich pétmast (15) rokov po
predéasnom ukon€eni alebo po ukondeni tejto
Zmluvy.

opravneny
zvergjnif  vysledky  Klinického  ski3ania
spdsobom, ktory uzna za vhodny, a to ako po
celil dobu trvania tejto Zmluvy, tak aj po jej
ukonfeni, dalej je Zadavatel oprivneny
umiestnit’ informéacie o Klinickom sk(3ani a o
Vysledkoch na internet, napr. na stranky
www.ClinicalTrials.gov (zverejuenie registra) a
na strinky pre zverejnenie vysledkov, na
firemné  strainky Zad4vatela (zverejnenie
registra a vysledkov) a v ktorejkol'vek databaze
a/alebo v registri v stilade s pravnymi predpismi
a s prisluSnymi normami vo vztahu k rozsahu,
forme a obsahu.

7.5 Ziadna zo Zmluvnych strdn nebude bez 7.5

predchadzajiiceho pisomného povolenia druhe;
strany pouZzivat meno druhej strany, vydaval
akékol'vek verejné vyhlisenia o tejto Zmluve, ani
zverejfiovat akékolvek informédcie o tomto
Klinickom ski8ani, okrem pripadov, ked to bude
vyzadovat' zékon. Takéto vopred poskytnuté
sthlasy nesmi byt z neprimeranych dévodov
odoprené. Zmluvni partneri predlozia tito
Zmluvu na zverejnenic v centrdlnom registri
zmluv, ktory spravuje vladny orgdn Slovenskej
republiky. Register sa nachidza na stranke
www.crz.gov.sk ako je uvedené v &lanku 4.2
Zmluvy.

270

Zmluvnych partnerov bez predchadzajiceho
pisomného schvalenia Zaddvatel'om.

CI. 8 — Zodpovednost’ a od$kodnenie

stlade so zmluvaymi podmienkami uvedenymi
v samostatnom slube odSkodnenia medzi
ZadavateTom, InStitdciou, ako sa poZaduje.
Spolo¢nosti Medpace nevznikne povinnost
odskodnit’” Hlavného skdSajiceho lekara,
Intitaciu, ani ich zdstupcov, & zamestnancoy.

7.2 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.

7.3 The obligations set forth in Article 7.1 shall

remain in effect for another fifteen (15) years
after early termination or expiration of this
Agreement.

7.4 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
Internet, e.g. on www.ClinicalTrials.gov
(register posting) and on websites for results
posting, on the Sponsor’s company website
(register and results posting) and in any other
database and/or registry required by laws in
accordance with applicable standards regarding
scope, form and content.

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 Central register
of contracts administered by the Government
Office of the Slovak Republic, located at the
website www.crz.gov.sk as set forth in Article
42

yt pouzivany v 7.6 The name of the Sponsor may not be used in any

advernising or any oiher maferral o e
Contracting Partners without the Sponsor's prior
written authorization.

Article 8 — Liability and Indemnity

8.1 Zadavatel' je povinny odSkodnit’ In¥titdciu v 8.1 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.
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8.2 8 vynimkou porufenia tejio dohody o Castiach

91

tykajicich sa dbvernosti a  duevného
vlastnictva, spolo€nost Medpace, Zadavatel,
Hlavny skuajici lekdr a Indtitiicia nenesi voéi
sebe  zodpovednost’ za nahodné, zvlaltne,
nepriame ani nésledné Skody vzniknuté na
osobich alebo majetku, ku ktorym okrem iného
patri pravo na fihradu strateného éasu, straty
sluzieb, straty vyroby, usly zisk, stratené
obchodné prileZitosti a tspory alebo iné
ekonomické a obchodné straty, alebo naroky
akéhokolvek druhu  vyplyvajuce  alebo
vznikajiice mnasledkom vykonavania sluZieb
alebo inym spdsobom pedla tejto Zmluvy.

Cl. 9 - Poistenie

Zadavatel zodpovedd za zabezpetenie poistenia
na ufel Klinického skuSania v sfilade s
prislu$nymi pravnymi predpismi. Na tento tilel
Zadavatel uzatvoril poistenic zodpovednosti
Zadavatel'a a Indtiticie za Skodu spdsobenn
tretej strane (vratane nemajetkovej ujmy, okrem
nemajetkove] uimy spdsobenej porufenim prav
na ochranu osobnosti &1 mena, urazkou na cti,
ohovaranim, gikanovanim, obtaZovanim,
nerovnakym zaobchadzanim & inymi spdsobmi
diskriminécie), prostrednictvom ktorého je
zabezpetené aj odikodnenie v pripade smrti
subjektu sku$ania alebo v pripade ujmy
vzniknutej na zdravi subjektu skdSania v
désledku vykonavania Klinického skiifania v
sulade s § 43 pism. h) bod 3 zdkona o liekoch.
Zadavatel’ dalej prehlasuje, Ze zabezpedil
poistenie zodpovednosti IndtitGcie za &Skodu,
ktord mdZe byt spdsobend subjektu skisania v
silade s § 43 pism. h) bod 4. zikona o liekoch,
Pre vylicenie pochybnosti Zadavatel’ a Zmhuvni
partneri vyhlasuji, Ze poistenie podla tohto
odseku nenahradza poistenie vzt'ahujice sa k

8.2 Except as to breach of this Agreement on the

9.1

Sections related to Confidentiality and
Intellectunal Property, Medpace, Sponsor,
Principal lnvestigator and Institution shall not be
liable to ome another for incidental, special,
mdirect 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 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 ftrial 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

aktivitim, ktoré mnestvisia s Klinickym not replace insurance covering activitics which
skuSanim,  napr.  beZné  poskytovanie are not related to the Study, e.g. a regular
zdravotnych sluZieb. provision of medical services.

Cl 10 — Ochrana a spristupnenie osobnych
nidajov

10.1 Zmluvni partneri st si vedomi, ze Medpace alebo

iretia osoba poverena spoloénostou Medpace
alebo Zadavatelom budd vkladat Vysledky
Klinického skiifania a vietky spravy sOvisiace s
Klinickym skiSanim, zaznamy o Skoleniach v
mieste realizacie Klinického skai$ania a vystupy z
akychkol'vek auditov vykonanych Zaddvatelom
alebo v jeho mene podla pravidiel sprivnej
klinicke] praxe alebo indpekcti do internych

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 Resulis 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
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elektronickych  databaz  Medpace  a/alebo
Zadavatela a/alebo tretich os6b poverenych
spolotnost'ou Medpace a/alebo Zadavatel'om. V
ramei tejto spravy udajov mézu byt v silade s
poziadavkami pravidiel spravnej klinickej praxe a
prislusnych pravnych predpisov na tiseku ochrany
osobnych tdajov uchovivané, spracované a
pouZit¢  spoloénostou  Medpace  a/alebo
ZaddvateFom, ich Prepojenymi osobami a
poverenymi fretimi stranami osobné udaje
Hlavného skiifajuceho lekdra, ako s meno,
priczvisko a adresa, finanéné zaujmy podla
Potvrdenia o finanénych zdujmoch, a d’alej tie
osobné tGdaje inych zamestnancov Institiicie,
Clenov $tudijného timu a ich Zaangazovanie v
Klinickom skisani a vystupy auditov vykonanych
spoloCnostou Medpace a/alebo Zad4vatelom
podla pravidiel sprivnej klinickej praxe alebo
in¥pekeii (dalej len ,Udaje) a pravnych
predpisov vztahujiicich sa k ochrane osobnych
udajov. Medpace a/alebo Zadavatel bude
poskytovat tieto Udaje externym verejnym
databazam, ako je napr. clinicaltrials.gov a v
nevyhnutmom rozsahu na zéklade prisluinych
pravoych predpisov tieZ organom verejnej moci.
Udaje budii spracovivané pre plnenie pravnych
povinnosti  spolofnosti  Medpace  a‘alebo
Zadavatel'a a pre manazment klinickych skugok.
Udaje budd spracovavané po dobu neuréitd,
najdlhsie viak do naplnenia Géelu.

mohla zostavit’ databdzu informdcif Inititacie a jej
persondlu (vratane Hlavného skidajuceho lekara),
a Studijného persondlu na ulely vyuZitia v
stvislosti s Klinickym skiSanim (okrem iného
dotazniky o vykonatel'nosti, Zivotopisy, licencie,
zdravotnicke 3pecializacie, iast’ na klinickych
skiSaniach a formuldre o finandnych adajoch)
a/alebo mdZe pouZit' tieto informécie na udely
tykajice sa jej podnikania. Institiicia zabezpedi od
svojho persondlu potrebné sthlasy na takéto
zdielanie informécii. Tieto informacie sa
pouZivaju vyhradne v stvislosti so zahajenim
skusam a 50 skiiSaniami vykonatePnosti a st k

a Zadavartel ovi prislusného skusania
a persondlu priradenému na riadenie skiiania,
ktory tieto informacie potrebuje na vykon svojich
povinnosti (d’alej len ,,opravneny persondl®).
KedZe niektoré skisania spoloénosti Medpace sa
vykonavajii celosvetovo, zhromazdené osobné
udaje st k dispozicii opradvnenému personalu,
ktory sa mdZe nachidzat v Statoch mimo
EBurdpskej Gnie. Spoloénost’ Medpace zaviedla v
stvislosti s ochranou osobnych Gdajov zdsady a
postupy uréwjice bezpelnost a obmedzenie
pristupu k tymto adajom, ktoré si nemenné
naprie¢ spoloénoston Medpace a jej partnerskymi

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
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. Medpace and/or the Sponsor shall provide
Data to external public databases, such as
clinicaltrials.gov, as well as, to the extent
necessary under applicable law, to government
authorities. Data shall be processed for the
purposes of compliance with Medpace and/or
the Sponsor’s legal obligations and for the
management of clinical trials. Data shall be
processed for an indefinite petiod of time,
however, no longer than until the purpose, for
which they are processed, is fulfilled.

10.2 Indtitcia siihlasi s tym, aby spoloénost’ Medpace 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

ponsor 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
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10.3 Zmluvné

spolo&nostami, pritom splitaji normy ochrany
osobnych (dajov plainé v Eurdpskej Unii. A to
hlavne nariadenie (EU) Eurépskeho parlamentu a
Rady 2016/679 z27. aprila 2016 o ochrane
fyzickych oséb pri spracivani osobnych udajov
a 0 vol'nom pohybe takychto tidajov, ktorym sa
rudl smernica 95/46/ES (vieobecné nariadenie
oochrane udajov), =zakon, Iktory reguluje
spracuvanie osobnych tidajov a platné relevaniné
smernice Statneho Gstavu pre kontrolu liediv. Ak
sa to vyZaduje, spoloénost’ Medpace uzatvara so
zaddvatelmi zmluvy o spracovani uidajov v stilade
s pravnymi predpismi Eurdpskej tinie o ochrane
osobnych tidajov. V sdlade s pravnymi predpismi
o ochrane osobuych tdajov majG osoby, ktoryeh
udaje sa zhromazduji, pravo pristupovat,
upravovat, opravovat a utajovat’ svoje osobné
idaje prostrednictvom poZiadavky adresovanej
pracovnikovi spolo¢nosti Medpace
zodpovednému za ochranu osobnjch idajov na
adrese privacy@Medpace.com alebo na tejto
adrese: Medpace Privacy Officer, Medpace, Inc.,
5375 Medpace Way, Cincinnati, Ohio, 45227,
USA.

strany sfhlasia s dodrZiavanim
principov lekarskeho tajomstva vo vzfahu
k a¢astnikom Klinického ski$ania zapojenym
do Klinického skiiania. Osobné tdaje nebudi
Zmhyvnymi  partnermi  poskytované  ani
Zadavatelovi ani  spolocnosti  Medpace
s vynimkou pripadov, ked’ je to potrebné na
splnenie poZiadaviek Protokolu alebo na Géely
monitorovania alebo  hlasenie zavaZnych
neZiaducich Géinkov, alebo v spojeni s narokom
alebo konanim d¢asinika Klinického skifania
v stvislosti s Klinickym skasanim. Zadavatel
ani spolo¢nost Medpace nezvergjnia identitu
Gcastnikov Klinického skiifania tretim stranidm
bez predchadzajiceho pisomného sdhlasu
ucastnika Klinického skusania okrem pripadov,
ktoré sa vzfahujl na nirok alebo konanie
iniciované udastnikom Klinického skusania

osobnych udajov a siikromia.

10,4 Zmluvni partneri sa zavizuju bezodkladne a

pisomne informovat Medpace a Zadavatel'a o
akomkol'vek poruseni ustanoveni o bezpecénosti
osobnych udajov, v kaZzdom pripade vSak
najneskdr do piatich (5) dni od détumu takéhoto
porudenia.

10.5 Zmluvné strany sthlasia s dodrziavanim platnych

zékonov o ochrane osobnych tidajov a to hlavne
nariadenia (EU) Eurépskeho parlamentu a Rady
2016/679 7 27. aprila 2016 o ochrane fyzickych
0sdb  pri  spraciivani osobnych  udajov

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 Proteciion Regulation), the law regulating
personal data processing and relevant guidelines
of the State Institute for Drugs Control, if
applicable. When applicable, Medpace enters
into data processing agreements with sponsors in
line with applicable European Union data
protection Laws. In accordance with the laws
pertaining to the protection of personal data, the
individuals’ whose data is collected have a right
to access, to modify, to rectify, and to suppress
their personal data, simply by requesting it to the
attenfion of the Medpace Privacy Officer at
privacy@Medpace.com, or fo the following
address: Medpace Privacy Officer, Medpace,
Inc., 5375 Medpace Way, Cincinnati, Ohio,
45227.

10.3 The Parties agree to adhere to the principles of

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

104 The Contracting Partners agree to inform

Medpace and the Sponsor in writing about any
breach of persenal 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
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11.2 Priva a povinnosti Zmluvnych strén stanovené v 11.2

12.1 Bez ohl'adu na akékol'vek iné pravo ukonéit tito 12.1

a 0 volnom pohybe takychto Gdajov, ktorym sa
rusi smernica 95/46/ES (vieobecné nariadenic
o ochrane udajov), zdkona, ktory reguluje
spracuvanie osobnych ddajov  a plamych
relevantnych smemic Stitneho dstavu pre
kontrolu liegiv,

Cl. 11 - Trvanie Zmluvy

Této Zmluva skonéi dihom kedy (a) bude 11.1

dokoncena celkova sprava ¢ Klinickom ski3ani,
alebo (b) bude vykonand poslednd platba
spolo¢nostou Medpace, prifom rozhodujiica je
ta z tychto skutoénosti, ktord nastane neskér.

tejto Zmluve, ktoré vzhl'adom na svoju povahu
maju pretrvat aj po skondeni tejto Zmluvy
(vratane priv s ohladom na vlastictvo,
Vynilezy, zachovdvanie mléanlivosti,
publikicie,  protikorupénych  ustanoveni,
zodpovednosti a odfkodnenic), zostivaji v
platnosti aj po skondeni tejto Zmluvy.

C1. 12 — Ukonéenie

Zmluvu, ktoré modze byt stanovené v tejto
Zmluve alebo vyplyva zo vieobecne zéviznych
pravnych predpisov, Medpace ma pravo ukongit
tito Zmluvu kedykol'vek aj bez uvedenia dovodu
na ziklade pisomnej vypovede s tridsatdiiovou
(30} vypovednou dobou. Vypovedna doba zadne
plyniit’ prvym diiom mesiaca nasledujiicom po
mesiaci, v ktorom bola pisomnd vypoved
dorucend ostatnym Zmluvoym strandm. Thned’ po
doruceni pisomnej vypovede tejto Zmluvy druhej
zmluvne] strane na zaklade kioréhokolvek
ustanovenia tejto Zmluvy, sa Indtitlicia a Hlavny
skudajuci lekar zaviizuju (i) zastavit' nibor a
zarad'ovanie subjektov skisania do Klinického
skiifania, (ii} zastavit’ vykondvanie vSetkych
postupov, u uz zahrnutych subjektov skiidania, a
a (iii) zdrzat' sa v maximalnej moZne] miere
vytvirania d’aldich ndkladov a vydavkov. V
pripade, Ze Institicia alebo Medpace oznami, %e
vypovedni doba v dizke tridsiatich (30) dni je
nedostatoéne dlha doba na vyhodnotenie rizik pre
zaradené subjekty skoSania, ktorym sa podava
Skudany  lieck, budd Zmluvné  strany
spolupracovat’ na tom, aby bola bezpecne
ukoncend lieCba tychto subjektov skidSania tymto
Skiifangm  lickom v priebehu vzdjomne
dohodnutej doby, ale v Ziadnom pripade nebude

to the processing of personal data and on the free
movement of such data, and repealing Directive
95/46/EC (General Data Protection Regulation),
the law regulating personal data processing and
relevant guidelines of the State Institute for
Drugs Control, if applicable,

Article 11 — Term of the Agreement

This Agreement 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 Pariies 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, antj-
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 thirty-day
written notice. The notice period begins on the
first day of the month following the month in
which the written notice was delivered to the
other Contracting parties. Immediately upon
receipt of the written notice by other Contracting
party based on any provision of this Agreement,
the 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. € casc that the [nstituiion of
Medpace announces that the thirty-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.
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zavizok Zadivatel'a dodavat’ Skasany liek podla
tejto Zmluvy trvat’ dlhdic ako primerant dobu.

12.2 Zmluvni partneri a Medpace, kaZdy z nich, maji

pravo ukonéit’ tito Zmluvu s okamZitym uéinkom
formou pisomnej vypovede doméengj druhej
Zmluvnej strane v pripade, Ze vykonavanie
Klmického skudania v InStithcii musi byt
ukondené z lekarskych alebo etickych doévodov.
Utinky takejto vypovede nastant diiom jej
doruéenia poslednej zo Zmluvnych sirén.
Ukonéenie Zmluvy Zmluvnymi parinermi podl'a
predehadzajice) vety je Hlavny skufajaci [elkdr
povinny vopred prekonzultovat’ so spolofnostou
Medpace a Zadavatelom. Bez ohladu na
predchadzajice  ustanovenie, v  pripade
kritickych alebo déleZitych zisteni v ramei
auditu alebo indpekcie tykajlicich sa spravnej
klinickej praxe, dohladu nad liekmi alebo
regulaénych zaleZitosti, praxe alebo postupu,
ktoré maji nepriaznivy vplyv na prava,
bezpetnost, alebo celkova pohodu subjektov
ski$ania alebo ktor¢ mézu predstavovat’
potencidlne riziko pre verejné zdravie alebo ktoré
mézu mat’ za nasledok neprijatelnost tGdajov z
Klinického skiiSania alebo ktoré predstavaji
vaZne porusenie prisluSnych pravirych predpisov
a pravidiel, mad Medpace a Zadavatel pravo
(podla svojej volby) s okamZitym u¢inkom
dodasne zastavit’ nabor subjektov skifania, kym
nebudi predmetné zistenia Uplne posidené alebo
s okamZitym ufinkom pisomne vypovedat' tito
Zmluvu.

12.3 V pripade, Ze ktorékol'vek z povoleni alebo

suhlasov potrebnych na vykondvanie Klinického
skifania je (i) pravoplatne zamietnuté alebo (ii)

12.2

12.3

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
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 forcgoing, in the event of critical or
important findings from an audit or inspection
related 1o 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 posc 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 (1)
finally rejected or (ii} withdrawn, this Agreement

pravoplatne zruSené, skonéi tito Zmluva shall be automatically terminated on the day of
automaticky diom  dorudenia  oznamenia receipt of notification (decision) of such final
{rozhodnutia) o  takomto  pravoplatnom rejection or withdrawal.

zamietnuti alebo pravoplatnom zruSeni.

12.4 Ak sa Medpace a/alebo Zadavatel primeranc

domnieva, Ze Zmluvni partneri nebudi schopni
zacat nabor alebo plmt’ svoje povmnosn tykajuce

Medpace pravo na zaklade oznamenia
doruéeného Zmluvnym partnerom (a) s
okamZitym ddinkom zniZit' podet subjektov
skiifania, ktori sa maji zaradit' do Klinického
skiidania; alebo (b) predizit dobu naboru; alebo
(c) ukonéit' tito Zmluvu vypovedou. Podla
pismena ¢) mdze Medpace pisomne vypovedat’
Zmluvu s okamZitym Téinkom, aviak len ak
Medpace vopred pisomne upozornil Zmluvnych
partnerov na ich omeskania s naborom subjektov
sldidania a poziadal ich o napravu v dodatoénej
primerane] Iehote, kioru im na tento 0del

12.4 In the case that Medpace and/or the Sponsor

reasonably believe that the Contracting Partners
Shall be unable to start recrmtment or to fulfil

deadlme Medpace shall have the nght 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
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stanovuje, a Zmluvni partneri ani v takej
dodatocnej lehote ndpravu neurobia. Zmluvni
partneri musia byf o moZnosti spolodnosti
Medpace a‘alebo Zadavatela vypovedat tito
Zmluvu s okamZitym aéinkem v pripade, ak
Zmluvni parmmeri nezjednaji napravu ani v
dodatotne stanovenej lehote, naleZite pisomne
poudeni.

12.5 V pripade, #¢ spolofnost Medpace a/alebo 12.5

Zadavatel' neschvili nového  Hlavného
skli¥ajiceho lekira podla €l 2.27 alebo sa tento
novy Hlavny skii§ajici lekar pisomne nezaviaZe
k povinnostiam podla tejto Zmluvy v siulade
s €lankom 2,27 Zmluvy , Medpace je opravneny
tito Zmluvu ukonéit vypovedou ku diu
dorucenia vypovede InititGeii. V pripade, Ze
Hlavny skuSajici lekdr a spolognost’ Medpace
a/alebo Zadavatel' maji ziujem pokradovat v
spolupraci pri vykonavani Klinického skii$ania v
mom zdravotnickom zariadeni, Indtiticia sa
zavizuje poskytmut suéinnost pri prevedeni
relevantnych tidajov, informécii a materidlu,
ktoré nie st vlastnictvom InStitlicie, v prospech
nového centra.

12.6 V pripade, Z¢ pocas auditu alebo inSpekcie 12.6

regulaCnych orginov bude zistené poruSenie
ustanoveni tejto Zmluvy alebo Protokolu zo
strany Institicie alebo Hlavného ski3ajliceho
lekdra (alebo nedodrZanic ustanoveni tejto
Zmluvy zo strany ktoréhokol'vek iného Clena
Studijného timu), ma Medpace pravo tato
Zmluvu pisomne vypovedal' s okamZitou
ucinnostou, priom udinky takejto vypovede
nastan(l diiom jej dorudenia poslednej zo
Zmluvnych stran.

127 Medpace je povinny uhradit' vSetky dlzné 12.7

Ciastky za riadne poskytnuté sluzby Zmluvnymi
partnermi na zaklade tejto Zmluvy a naklady,
ktoré im odévodnene vznikli, ku dfiu doruéenia
vypovede alebo v pripade ukondenia tejto
Zmluvy podla ¢l 12.1 k poslednému diiu

y i € uRonceniz
tejto Zmluvy podla €l. 12.3 ku diiu dorucenia
pravoplatného  zamietnutia. Ak  InStiticia
preukéazatel'ne obdrzala vy$§iu sumu odmeny a
nikladov, na ktoré jej podla skutodne
vykonanych &innosti vznikol narok v stilade s
touto Zmluvou, Institicia sa prisluiny rozdiel
zaviizuje zaplatit’ spit’ spoloénosti Medpace bez
zbytoéného odkladu.

zavizuji vratit’ spoloénosti Medpace vietok
nespotrebovany material a predmety, ktoré im

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.

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

In the case that an audit or inspection of
supervising authorities discovers a breach of this
Agreement or the Protocol on the part of the
Institution or the Principal Investigator (or
failure by any Study Team Members to observe
the provisions of this Agreement), Medpace shall
have the right to terminate this Agreement by
written notice with immediate effect, and such
termination becomes effective on the date of its
delivery to the last of the Contracting Parties.

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

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

Contracting Partners shall return to Medpace all
unused materials and items provided to the
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13.2 Zmluvné

133 Zmluvné strany sa zavizuji plnif

13.4Zmluvné strany vyhlasuji,

boli poskytnuté v savislosti s Klinickym
skiifanim, a to najneskér do tridsiatich (30)
pracovnych dni od détumu ukonéenia Zmluvy,
ak spoloénost’ Medpace nestanovi inak.

CL. 13 — Rézne ustanovenia

13.1 Uzatvorenie tejto Zmluvy nie je podmienené

Fiadnym existujiicim alebo budicim obchodnym
vztehom medzi Zmluvnymi partnermi a
Medpace ani ziadnym obchodnym
rozhodnutim, ktoré Zmluvni partneri urobih
alebo urobia vo¢i Medpace alebo vyrobkom
obchodovanym ZadavateFom,

strany uzndvaji a sithlasia, Ze
Zadavatelovi prinalezi prospech z tejto Zmluvy
ako oprivnene] tretej strane a sohlasia, Ze
Zadavatel je opravneny vymahat tieto prava sdm
priamo, alebo nepriamo prostrednictvom
spolofnosti Medpace.

svoje
povinnosti podla tejto Zmluvy spbésobom, ktory
bude v stlade s prisludnymi pravaymi predpismi
zameranymi proti korupcii a podplacaniu.
Zmluvni partneri zévizne vyhlasuji, Ze v
stvislosti s Klinickym skiSanim neposkytli ani
neposkytil Ziadnu platbu ani prospech, priamo
alebo nepriamo, tradnej osobe, zikaznikom,
obchodnym  partnerom,  odbomikom v
zdravotnictve ani Ziadnej inej osobe na cel
ziskania nedovoleného prospechu alebo nekalej
obchodnej  vyhody, nebudii ovplyviiovat
rozhodovanie v sfkromnej ani verejnej sfére,
predpisovanie, ani nebuda nikoho podnecovat’ k
porufovaniu profesijnych povinnosti alebo
pravidiel. Zmluvni partaed sa  zavdad
bezodkladne pisomne oznamit’ Medpace kaZdé
podozrenie &i zistené poruenie vysiie uvedenych
zdsad v stvislosti s obchodnou <&innost'ou
spolocnosti Medpace a/alebo Zadavatela a budi

s

13.1

13.2

13.3

Contracting Partners in relation to the Study
within thirty (30) working days of the day of
termination of this Agreement, unless instructed
otherwise by Medpace.

Article 13 — Miscellaneous

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

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

The Contracting Parties agree to perform their
obligations under this Agreement in compliance
with applicable anti-bribery and anti-corruption
laws. The Contracting Partners represent and
warrant that in connection with the Study they
did not provide and shall not provide any
payment or benefit, directly or indirectly, to
government officials, customers, business
partners, healthcare professionals or any other
persons in order to secure an improper benefit or
unfair business advantage, shall not influence
private or official decision-making, shall not
influence prescribing and shall not instigate
anyone to breach professional duties or rules.
The Contracting Partners agree to immediately
report to Medpace in writing any suspected or
detected violation of the above principles in
connection with Medpace and/or the Sponsor’s
business activity and, in such cases, shall
cooperate with Medpace and/or the Sponsor in

ovat— o
spolodnost'ou Medpace a/alebo Zadavatel'om pri
predetreni takej zaleZitosti.

Ze nemaju v
sifasnosti  uzatvorent  Ziadnu zmluve  ani
zaviazok, ktorych plnenie by negativne
ovplyvnilo plnenie povinnosti vo&i Medpace
a/alebo Zadavatelovi na zaklade tejto Zmluvy a
stfasne sa zavizuji po celd dobu priebehu
Klinického skifania Zadnu takdto zmluva
neuzavriet’ ani Ziadny takyto zavizok neprijat’.
Hlavny sk(sajici lekar ruéi za to, Ze Ziadny z

134

Teviewing thematter

The Contracting Pariners represent and warrant
that they are not presently under any agreement
or obligation that would negatively affect the
performance of their obligations with respect to
Medpace and/or the Sponsor based on this
Agreement and agree not to enter into any such
agreement or accept any such obligation in the
course of the Study. The Principal Investigator
warrants that no Study Team Member is
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Clenov studijného timu nemé v sidasnej dobe
uzatvorent Ziadnu takito Zmluvu, a zavizuje sa
zabezpetit, e Ziadny z Clenov $tudijného timu
takato zmluvu neuzavrie.

13.5 Tato Zmluva obsahuje 1Uplné dojednanie o

predmete Zmluvy a vietkych naleZitostiach,
ktoré Zmluvné strany mali a checeli v Zmluve
dojednat’, a ktoré povaXuji za déleZité. Stuéasne
Zmluvné strany vyhlasnji, Ze si vzajomne
oznamili vietky informdcie, ktoré povaZujl za
dolezité a podstatné na uzatvorenie tejto
Zmluvy.

13.6 Zmluvné strany prejavili v6lu neuplatiiovat

akékol'vek prava a povinnosti Zmluvnych strén
vyvodené z doterajSej alebo budicej praxe
zavedenej] medzi nimi alebo zvyklosti
udrziavanych vieobecne &i v odvetvi tykajiicom
sa predmetu plnenia tejto Zmluvy, pokial tato
Zmlava neustanovuje inak.

subjekt a na Ziadne ucely nie je v postaveni
partnera, sprostredkovatela, zamestnanca ani
zastupcu druhej Zmluvnej strany (okrem vztahu
Indtiticia a Hlavny skiiSajtici lekdr). Spoloénost’
Medpace ani Zadavatel’ neponesi zodpovednost’
za akékol'vek zamestnanecké vihody, déchodky,
odmeny pracovnikov, zriZky z platu alebo
zamestnanecké dane tykajice sa InStiticie,
Hlavného skiajiceho lekéra alebo Clenov
Studijného timu.

13.8 Medpace ma pravo postipit’ tito Zmluvu tplne

alebo scasti. Okrem vy§Sie uvedeného nie je
Ziadna zo Zmluvnych strdn opravnend postipit’
svoje prava a/alebo povinnosti Giplne ani s¢asti na
tretiu stramu bez predchadzajiceho pisomného
sihlasu  ostatngych Zmluvnych stran. Tato
Zmluva zavizuje Zmluvné strany, ako aj ich
pravonych nastupcov a osoby, na ktoré buda
préva a zavizky Zmluvnych strdn v sulade s

13.5

13.6

13.8

presently under any such agreement and agrees
to ensure that no Study Team Member shall
enter into any such agreement.

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

The Contracting Partics do not wish to have any
of their rights and obligations implied from
current or future practice established between
them or from usages observed in general or in the
industry related the subject-matter of this
Agreement, wunless explicitly agreed in the
Agreement,

13.7Kazda zo Zmluvnych strin kona ako nezévisly 13.7 Each Contracting Party shall act as an

independent entity and shall not be construed for
ally purposes as a partner, agent, employee or
representative to the other Contracting Party
(except for the relationship between the Institution
and the Principal Investigator). Neither Medpace
nor Sponsor shall be responsible for any
eimployee  benefits, pensions, workers’
compensation, withholding or employment-
related taxes relating to Institution, Investigator
or Study Personnel,

Medpace shall have the right to assign this
Agreement, in whole or in part. Save for the
foregoing, neither Party may assign its rights or
obligations under this Agreement, in whole or in
part, to a third party without the prior written
consent of the other Parties. This Agreement is
binding for all Parties as well as their legal
successors and parties to which the rights and
obligations of the Contracting Parties shall be

13.10

TYIMTo CIANKom postupene.

13.9 Neplatnost’ alebo nevymahatel'nost’ konkrétneho

ustanovenia tejto Zmluvy nemd vplyv na
platnost’ ostatnych ustanoveni. Zmluvné strany
sa zavizuji nahradit’ neplatné a nevymahatelné
ustanovenie  platnym a  vymdhatelnym
ustanovenim, podla potreby, ktorym bude éo
mozno mnajblizSie dosiahnuty Gmysel, ktory
strany mali v Case uzavretia tejto Zmluvy.

Jednostranné vzdanie sa prava alebo tichy
stihlas alebo netispeiné dovolania sa poruSenia

Clinical Study Agreement | Version 1
MicuRx Pharmaceuticals, Inc. | Protocol No, MRXC-302

13.9

13.10

assigned m compliance with this Article.

The invalidity or unenforceability of a particular
provision of this Agreement shall not prejudice
the validity of the remaining provisions. The
Contracting Parties agree to replace the invalid
or unenforceable provision with a valid or
enforceable provision that shall correspond as
much as possible 1o the intent of the Parties at the
time they entered into this Agreement.

A unilateral waiver of a right or
acquiescence or failure to claim a breach of any
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ktoréhokol'vek wustanovenia tejto Zmluvy
Zmluvnou stranou nezakladd jednostranne
vzdanie sa prava v siovislostt s akymkolPvek
naslednym porugenim ktoréhokol'vek
ustanovenia tejto Zmluvy.

13.11  Pokial nie je v tejto Zmluve dohodnuté inak,

vietky oznimenia musia byt adresované niZiie
uvedenym kontaktnym osobam

PRE INSTITUCIU:

PharmDr. Veronika Mitafovi, MBA
Fakultna nemocnica Tmava
Andreja Zarnova 11,917 75 Trnava,
Slovenska Republika

PRE Hlavného skaSajuceho lekara:
MUDz Y

13.11

provision of this Agreement by either
Contracting Party shall not establish a unilateral
waiver of such right with respect to any
subsequent breach of any provision of this
Agrecment.

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

IF TO INSTITUTION:

PharmDr, Veronika Mitafova, MBA
Fakultna nemocnica Trnava
Andreja Zamova 11, 917 75 Trnava,
Slovak Republic

IF TO Principal Investigator:
MUDr, Yan Mykyta

VEetky opatrenia prijaté voci InStiticii sa povaZzuja
za prijaté aj voci Hlavnému sktsajicemu lekarovi,
resp. Clenom Studijného timu.

All actions taken with respect to the Institution shall
be deemed as actions taken respect to the Principal
Investigator or Study Team Members as well.

13,12 Vietky oznamenia vyZadované alebo 13.12  Any notice required or permitted under this

dovolené podla tejto Zmluvy musia byt v
pisomnej forme a budil povaZované za vykonané
alebo dorucené tri (3) dni po odoslani, ak budi
odoslané doporudene alebo registrovanou postou
a to bud so zaplatenym spitnym postovnym
alebo dorudenkou, pripadne jeden (1) defi po
odoslani, ak budd odoslané expresnou
kuriérskou sluZbou, &i faxom/elektronickym
prenosom. InStitiicia a Hlavny skuSajaci lekar
budi tieZ pisommne informoval spolocnost’
Medpace (e-mailova spriava je iba na dely tejto
¢asti povaZovana za pisommi formu} o vietkych
zmenich mena prijemcu platby, adresy prijemecu
platby, DIC, firemnej adresy alebo nazvu
spoloCnosti Instithcie a Hlavného sktajiccho
lekara. Vietky tieto oznidmenia musia pochadzat’
od predstavitela InStithicie a/alebo Hlavného

o At vy at 35 ¥
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vidiie pravomoci ako predstavitel InStiticie
a/alebo Hlavny skiajoci lekér, ktory v mene
Indtiticie thto zmluvu podpisuje. Vietky
ozndmenia musia byt adresované kontaktnym
osobam uvedenym vySie. Zmluvni partneri
suhlasia s tym, Ze elektronicka komunikacia a
elektronické podpisy maji rovnaki platnost’ ako
vlastnorugné podpisy na dokumentoch v tladenej
podobe s vynimkou tejto Zmluvy a jej dodatkov.
Zmluvny partneri beri na vedomie a stihlasia s
tym, Ze elektronickd komunikicia je prijatelnym
spbsobom, kiorym mdze spolotnost Medpace

Agreement shall be in writing and shall be
deemed made and given three (3) days after
sending, if mailed by registered or certified mail,
postage prepaid, return receipt requested, or one
(1) day after sending, if sent by express courier
service or facsimile/electronic transmission. In
addition, the Institution and Principal
Investigator will communicate to Medpace in
writing (email is considered a writing for the
purposes of this section), any changes (o the
Institution’s and  Principal Investigator’s
respective payee name, payee address, tax
identification number, corporate address, or
corporate name, as applicable. Any such
notification shall originate from the Institution’s
official and/or Principal Investigator, as
applicable, having the same or greater authority

Frove o Ll Loy Iy
s,

Investigator, as applicable, who signs this
Agreement on behalf of the Institution. All
notices must be addressed to the contact set forth
above Contracting Partners consent to electronic
communication and electronic signatures being
equal to signatures inked on paper with the
exception of this Agreement and any
amendments thereto. Contracting partners
acknowledge amd agree that electronic
communication is an accepiable method of
communicating information from Medpace
and/or Sponsor to Contracting partners, or from
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afalebo Zadavatel' komunikovat’ so Zmluvnymi
partnermi alebo iné dodavatel'ské spolognosti
zazmluvnené spoloénoston Medpace alebo
Zadavatel'om, ktoré poskytuji  elektronické
materidly uréené pre toto Klinické skiSanie
Indtitheii, bez toho, aby bolo potrebné o
rovnakom obsahu informovat’ v tlatenej podobe.
V3etky ozndmenia a nasledny elektronicky
podpis, ktoré sa odoslali alebo podpisali v
minulosti, v silasnosti, alebo odosli alebo
podpisu v budicnosti, budd mat rovnakt
platnost’ a G¢innost’ ako dokumenty vlastnoruéne
podpisané v tlacenej podobe. Elcktronicky
podpis okrem iného zahftia, podpis strojopisom,
alebo poZiadavku kliknutia mySou na ikonu
alebo tlacidlo ,.Sthlasim®. Vietky oznamenia
poskytnuté spolonostou Medpace a/alebo
Zaddvatelom  Zmluvnym  partnerom. V
elektronicke] podobe sa poskytnl jednym z
nasledujicich spdsobov: (1) prostrednictvom e-
mailovej spravy so Ziadost'ou o stiahnutie saboru
vo formate PDF alebo DOC, ktory obsahuje
oznamente, alebo (2) v pripade licenénej zmhuvy
budii  poskytnuté  bezprostredne  pred
priblasovacou obrazovkou aplikdcie ClinTrak.
Zmluvni partneri maji  moZnost  ziskat
elektronickt komunikaciu v tlaenej podobe tak,
Ze si ju vytlagi, pripadne poZiada spolodnost’
Medpace o zaslanie tlafenej podoby postou a to
za predpokladu, Ze k takejto poZiadavke dojde v
primerang] dobe po prvom  odoslani
elektronicke)  komunikicie  spolo&nostou
Medpace alebo dodavatel'skou spolo&nostou.

13.13  Zmluvné strany sa dohodli, e tito Zmluva

mdZe byt s d’alej uvedenou vynimkou menena
iba pisomne prostrednictvom  vzostupne
o¢islovanych dodatkov podpisanych vietkymi
Zmluvnymi stranami. Zmluvné strany nemusia
uzavriet’ dodatok k tejto Zmluve v pripade tzv.
nepodstatnych zmien Protokolu, Nepodstatnou
zmenou Protokolu sa pritom rozumie taka
zmena Protokolu, ktord nemeni rozsah &i spdsob
vykondvania (konov (najmd  vy3etrenie)

Klinického skiifania a nemé teda akykol'vek
vplyv na vy¥ku odmeny za vykondvanie
Klinického skifania &i inej ceny uvedenej v tejto
Zmluve. Nepodstatné zmeny Protokolu st
uéinné ditom ich doruéenia Ingtitheii.

13.14  Tato Zmluva je vytvorend a riadi sa

slovenskym pravom. Zmluvné strany sa v sulade
s ustanovenim § 262 ods. 1 2 2 Obchodného
zakonnfku vyslovne dohodli, Ze ich zavizkovy

other vendor companies contracted by Medpace
or Sponsor that are providing
electronic materials specific for the Study to
Institution, without having to communicate the
same subject matter on paper. Therefore, any
communication and subsequent electronic
signature that has been sent or signed in the past,
present, or future between the Parties will hold
the same force and effect as a document signed
and inked on paper. Electronic signature includes
without limitation, a typed signature, or the click
of a mouse on an “I agree” icon or button. All
communications that Medpace and/or Sponsor
provide to Contracting partners in electronic
form will be provided either: (1) via e-mail by
requesting it download a PDF or DOC file
containing the communication; or (2) in the case
of the License Agreement, will be provided
immediately prior to the log-in screen for
ClinTrak. Contracting partners can obtain a
paper copy of an clectronic communication by
printing it itself or by requesting that Medpace
mail a paper copy, provided that such request is
made within a reasonable time after Medpace or
a vendor company first provided the electronic
communication,

13.13  The Contracting Parties have agreed that this

Agreement may be changed, excluding the
exception mentioned below, only through
written consecutively numbered amendments
signed by all Contracting Parties. The
Contracting Parties are not obliged to execute an
amendment to this Agreement in case of so-
called minor changes in the Protocol. A minor
change in the Protocol means a change in the
Protocol that does not change the scope or manner

In particiiar  examination
performed by the Contracting Partners as part
of the Study and has no impact on remuneration
for performing the Study or on any other prices
specified in this Agreement. Minor changes in
the Protocol shall come into effect on the day
of their delivery to the Institution.

13.14  This Agreement is construed and governed

by the Slovak law, The Contracting parties, in
accordance with the provision of Section 262
para. 1 and 2 of Commercial Code, expressly
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vzt'ah upraveny touto Zmluvou sa bude riadit’
Obchodnym zikonnikom. Zmluvné strany sa
d’alej dohodli, Ze vietky spory vzniknuté z tejto
Zmluvy budil riefené vecne a miestne
prislunymi sGdmi Slovenskej republiky.

13.15  Tato Zmiuva je vyhotovena v slovenskom a

v anglickom jazyku, priom Zmluvné strany
povazuji obe jazykové verzie za rovnocenne,
aviak pre pripad vykladovych nezrovnalosti
medzi jednotlivymi verziami sa Zmluvné strany
dohodli, Ze prednost md slovenska wverzia
Zmluvy. Tato Zmluva a vietky jej prilohy
predstavujil uplod dohodu Zmluvnych stran o
predmete tejto Zmluvy,

13.16 Tato Zmluva a vietky jej daliie dodatky

budi vyhotovené wv3 (troch) rovnopisoch
akazdd Zmluvnd strana dostanc 1 (jeden)
rovnopis

13.17 Ziadna strana nebude zodpovedni za

ziadne omeskania alebo zlyhania pri vykone
zaviizkov podla tejto Zmluvy z doévoedu
okolnosti mimo primeranej kontroly Zmluvnej
strany, ktorych désledkom bude omeskanic
alebo zabrdnia vo vykone Kktoréhokolvek
zaviizku podla tejto Zmluvy, vratane a bez
obmedzenia, poZiar, zaplava, vojna,
teroristicky &in, verejnd katastrofa, epidémia,
pandémia (vratane COVID-19), Strajk alebo
pracovnopravny spor, omeskanie prepravcov,
neschopnost’ ziskat materialy, vypadok energie
alebo prirodnych zdrojov, konania, prikazy
alebo obmedzenia vIddy (vratane prikazu
karantény alebo docasného Utodiska), vladne
ustanovenie, pravidlo alebo nariadenie alebo
akikolvek inid mimoriadna udalost’ (jednotlivo
»VyS§ia moc™), avSak za predpokladu, Ze
Zmluvnd  strana, kiord  si uplatiuje
ospravedliiujici dovod za omefkanic alebo
zlyhanie pri vykone: (a) bude okamZite

ospravedlnenda z takého vykonu iba do rozsahu
takéhoto omegkania alebo zlyhania, (¢) v
dobrej viere vynaloZi usilie na obnovenie
vykonu podl'a tejto Zmluvy a urobi primerane
vietko pre to, aby odstranila priinu takéhoto
omeskania alebo zlyhania a zmiernila ich
dopady a (d) bude pokradovat’ vo vykone podla
tejto Zmluvy v primeranom c&ase hned ako
bude pri¢ina omeskania alebo zlyhania
odstrinend. V pripade, Ze bude akékolvek
omeskanie alebo zlyhanie pri vykone pripisané
Vy&dej moci, bude &as na vykon ovplyvneny

agree that their contractual relationship
regulated by this Agreement shall be governed
by the Commercial Code. The Contracting
Parties have further agreed that any dispute
arising from this Agreement shall be decided by
materially and locally competent courts of the
Slovak Republic.

13.15  This Agreement has been drawn up in the

Slovak and English language, and the
Contracting Partics consider both language
versions to be equal; however, in case of any
mterpretation  discrepancy  between  the
individual versions, the Slovak version shall
prevail as agreed by the Contracting Parties.
This Agreement and all of its Appendices
Tepresent an entire agreement of the Contracting
Parties with respect to the subject-matter of this
Agreement.

13.16 This Agreement, and any subsequent

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

13.17 No Party shall be liable for any delay or

failure of performance of any obligation
hereunder by reason of any event or
circumstance, beyond the reasonable control of
a Party, that delays or prevents the performance
of any obligation under this Agreement,
including, without limitation, fire, flood, war,
terrorist act, public disaster, epidemic,
pandemic (including COVID-19), strike or
labor dispute, delays of carriers, inability to
obtain materials, failure of power or natural
sources to supply, acts, injunctions or restraints
of government (including quarantine or shelter
in place orders), governmental enactment, rule
or regulation or any other act of God (each a
“Force Majeure”); provided, however, that a
Party asserting any excuse for delay or failure
of performance shall: (a) immediately notify
the other Party; (b) be excused from such
performance only to the extent of such delay or
failure; {c) undertake good-faith efforts to

of such delay or failure and mitigate its effect;
and (d) continue performance hereunder with
the utmost dispatch as soon as the cause for
such delay or failure is removed. In the event
any delay or failure of performance is
attributable to Force Majeure, the time for
performance affected by Force Majeure shall
be extended for a period equal to the time lost
by reason of such delay or failure; provided,
however, that, if such delay or failure is not
attributable to Force Majeure and continues for
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Vy#ou mocou predizeny na rovnaké Sasové
cbdobie ako obdobic stratené z dévodu
omeSkania alebo zlyhania, avSak za
predpokladu, Ze ak takéto omefkanie alebo
zlyhanie nie je pripisané Vy3&ej moci a trva
viac ako devitdesiat (90} dni, potom druha
Zmluvnd strana méZe, podla vlastného
uvazenia, ukondit’ tito Zmluvu.

Cl. 14 — Prilohy

Nasledujice prilohy tvoria neoddelitelnfi saast
tejto Zmluvy, pokial’ nie je v tejto Zmluve stanovené
inak:

Priloha A: Finanéné podmienky

NA DOKAZ TOHO Zmluvné strany podpisuji tito
Zmluvu v zastipeni vhodnymi osobami, ktoré si k
tomu néleZite opravnené, a tto zmluva bude (¢inna
k datumu Géinnosti.

a period of ninety (90) days or more, then the
other Party may, at its option, terminate this
Agreement.

Article 14 — Appendices

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

Appendix A: Financial Terms

IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by proper persons thereunto
duly authorized and that this Agreement shall be
effective as of the Effective Date.

SIGNATURE PAGE FOLLOWS /
ASL DP A
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Za spolotnost’ Medpace Clinical Research, LLC
vo vlastnom mene a ako platobny zastupca
Zadavatel’a / For Medpace Clinical Research,
LLC, on its own behalf and as payment agent of

Miesto/Place: Praha

Datum/Drate:

Meno, priezvisko a funkcia / First, last name and
position:

Mer. Peira FiuraSkova, Regulatory Submissions
Manager

Podpis/Signature:

InStitiicia / Institution

Miesto/Place:  J@ AU

Datum/Date;

Meno, priezvisko a funkcia / First, la%name and
position:

Podpis/Signature:

Hlavny skii$ajici lekar / Princi - _gato
Miesto/Place: I vae v
Datum/Date:

Meno, priezvisko a funkeia / First, last name and
position:
MITDr_Yan Mvkyta

Podpis/Signature;——
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THE ADVANTAGE OF FOCUS

SCHEDULE A

MICURX PHARMACEUTICALS, INC.
PROTOCOL ID: MRXC-302
~ MUDR. YAN MYKYTA
SIE: 2501
SCHEDULE A VERSION: VERSION 1

COUNIRY: SLOVAKIA

PACE

PRILOHA A

MICURX PHARMACEUTICALS, INC.
CiSLO PROTOKOLU: MRXC-302

MUDR. YAN MYKYTA

PRACOWVISKO: 2501
VERZIA PRILOHY A: VERZIA 1

KRAJINA: SLOVENSKO
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