ZMLUVA O KLINICKOM SKUSANI

uzatvorena podla § 269 ods. 2 a nasl. zakona
€& 5131991 Zb. Obchodny zakonnik
v platnom zneni (dalej len ,Obchodny
zakannik’) (dalej len ,Zmluva“)

Medzi

LEO Pharma, so sidlom Industriparken 55,
DK 2570 Ballerup, Dansko

ICO.: (CVR) 5675 95 14

DIC: DK 56759514

{dalej len “Zadavatel™)
A

Fakultna nemocnica Trnava

so sidlom: A. Zarnova 11, 917 02 Trnava
Slovenskz republika

ICO: 00610381

QI("):2021 191084

IC DPH: SK2021191084

zriadena Zriadovacou listinou MZ SR &.
1870/1991-A/IV-1 zo diia 14.6.1991 v zneni
neskorsich rozhodnuti

konajlca: JUDr. Vladislav Srojta, riaditel

(dalej len “Centrum”)
A

MUDr. Peter Kozub. PhD., MPH
datum narodenia:
Adresa bydliska:

(d'alej len “Hlavny skasajuci”)

(Centrum a Hlavny skusajlci spolu dalej len
“‘Zmluvni partneri”’, Zadavatel s Centrom
a Hlavnym skasajicim  spelu  dalej len
Lmluvné strany*)

CLINICAL TRIAL AGREEMENT

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

Between

LEQO Pharma with registered office in
Industriparken 55, DK 2570 Ballerup Denmark
Company reg no. (CVR) 5675 95 14

VAT No.: DK 56759514

{hereinafter referred to as the “Sponsor™)
AND

Fakultna nemocnica Trnava

with its registered seat at: A. Zarnova 11, 917
02 Trnava

Slovak republic

D No.: 00610381

Tax number: 2021191084

VAT No.: SK2021191084

established by the Establishment Charter of
the MoH of Slovak republic no. 1970/1991-
ANlV-1 dated 14.6.1991, as amended
Represented by: JUDr. Viadislav Srojta,
director

(hereinafter referred to as the “Center”)
AND

MUDr. Peter Kozub, PhD., MPH
date of birth: ’
Address:

(hereinafter referred to as the “Principal
Investigator”)

{the Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners”, the Sponsor with the
Centre and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Parties”)
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Preambula

VZHLIADOM K TOMU, ZE Zadévatel
poziadal Zmluvnych partnerov, aby vykonali
klinické skiuSanie so  skdsanym liekom
Delgocitinib {dalej len "Skasany liek") s
nazvom ,24-fyZzdfiové, randomizovang,
aktivne kontrolované, pre hodnotitela
zaslepené skasanie paralelnych skupin fazy
3 s dvoma ramenami, na porovnanie
Gcinnosti a bezpeénosti krému delgocitinib 20
mg/g krému dvakrat denne v porovnani s
uzivanim kapsul alitretinoinu raz denne u
dospelych  U¢astnikov  so  zavaznym
chronickym ekzémom ruk* s ¢islom LP0133-
1528 (dalej len "Klinické skisanie"), ktoré
je bliz8ie popisané v protokole & LP0133-
1528, ktory bude Zmluvnym partnerom
odovzdany Zadavatelom a kiory mdzZe byt
Zadavatelom jednosiranne  dopliiovany
{dalej len "Protokol").

VZHLUADOM K TOMU, ZE Zadavatel najal
na zaklade samostatnej zmluvy soloénost
Parexel International (IRL) Limited, zmluvnu
vyskumnd organizaciu, s hlavnym miestom
podnikania na adrese 70 Sir John
Rogerson’s Quay, Dublin 2, Ireland — irske
dartové &islo: IE  3249971HH, £islo
spolo¢nosti: 541507, vratane g
pridruZzenej/dcérskej spolocnosti Parexel
International Czech Republic s.r.0. (spologne
“CRC") konajoca ako nezavisly dodavatel,
aby poskytovala prisludné sluzby pre
Zadavatefa v ramci uvedeného Kiinického
skugania;

VZHI'ADOM K TOMU, ZE Zmiuvni parineri
disponuja  znalostami, sklsenostami a
zdrojmi potrebnymi na vykonanie Klinického
skGisania podia ich najlepSieho vedomia
maj  pristup k poZadovanemu pociu
subjektov skG3ania podla kritérii  pre
zaradenie alebo vyradenie tak, ako si
vymedzené v Protokole, a su ochotni
Klinické skisanie vykonat.

€l. 1 - Predmet Zmluvy

Preamble

WHEREAS, the Sponsor asked the
Contracting Partners to conduct a clinical trial
involving the study drug Delgocitinib
(hereinafter called the ‘“Investigational
medicinal product”) named “A 24-week,
randomised, assessor-blinded, active-
controlied, parallel-group, phase 3, 2-arm frial
to compare the efficacy and safety of
delgocitinib cream 20 mg/g twice-daily with
alitretinoin  capsules once-daily in adult
participants with severe chronic hand eczema”
with the number LP0133-1528 (hereinafter
referred to as the “Clinical Trial®) as described
in more detail in protocol no. : LP0133-1528
which will be provided to the Contracting
Fartners by the Sponsor and which may be
unilaterally updated by the Sponsor
{hereinafter referred to as the "Protocol™}.

WHEREAS, by separate agreement, Sponsor
has engaged Parexel International (IRL)
Limited, a contract research organization, with
a principal place of business at 70 Sir John
Rogerson’s Quay, Dublin 2, Ireland — Trish VAT
no. IE 3249871HH, Company Number:
541507, including iis affiliate/subsidiary
Parexel International Czech Republic s.r.o.
(collectively “CRG”)} acting as an independent
confractor, to perform certain services for
Sponsor for the Study;

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

Article 1 — Subject of the Agreement
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1.1 Predmetom tejte Zmluvy je vykonanie
Klinického skd3ania v Centre a
rozdelenie povinnosti suvisiacich s
Klinickym skiganim medzi Zadavatela a
Zmluvnych partnerov. Predmetom tejto
Zmluvy st zavazky Zmluvnych partnerov
tykajice sa vykonania Klinického
skGsania za podmienok dohodnutych v
tejto Zmluve a zavézok Zadavatela k
Uhrade odmeny za spravne vykonanie
Klinického skisania. Akékolvek odchylky
od Protokolu a dodatky k Protokolu,
vratane avS8ak nielen akéhckofvek
vySetrovania alebo skaSania
doplfiujacich klinickych ¢&i laboratérnych
parametrov, vyZaduju predchadzajuci
pisomny suhlas Zadavatela.

1.2 Klinické skd3anie liekov sa vykonava
podla § 29 aZz 44 zakona €. 362/2011 Z.
z. o liekoch a zdravotnickych
pomdckach a o zmene a doplneni
niektorych zakonov (dalej len “zakon o
liekoch™).

Cl. 2 - Povinnosti Zmluvnych partnerov

2.1 Zmluvni partneri sa zavazuju vykonat' a
zdokumentovat Klinické skuSanie
hospodarne a s naleZitou odbornou
starostlivostou v prisnom silade s (a)
Protokelom; a (b} podmienkami tejto

Zmluvy; a (¢} etickymi zasadami
Helsinskej dekilaracie; a (d)
Harmonizovanym trojstrannym

usmernenim ICH pre spravnu klinicka
prax vratane jeho naslednych zmien a
véeobecne akceptovanymi  normami
spravnej klinickej praxe; a (e) vietkymi
prisludnymi pravnymi predpismi; a (f)
vietkymi  prikazmi a  smernicami
prisluSnych organov verejnej moci a
spravy, zdravotnych poistovni a etickych
komisii, ak také existuji; (g) in&trukciou
Zadavatela nazvanej ,Prirucka pre
skuSajuceho® (Investigator's Brochure)
obsahujicej vSetky v sufasnej dobe
zname informacie o produkte / lieku
pouZitom v Klinickom skusani a jeho
vlastnostiach. Prirucku Zadavatel

1.1 The subject of the Agreement is the

performance of the Clinical Trial at the
Center and the division of Clinical Trial-
related obligations among the Sponsor and
the Contracting Partners. The subject of
the Agreement are covenanis of the
Contracting Partners to conduct the
Clinical Trial under the terms and
conditions agreed herein and the covenant
of the Sponsor to pay remuneration for a
duly conducted Clinical Trial. Any
deviations from the Protocol or
amendments of the Protocol, including
without limitation, any investigation or
evaluation of additional clinical or
laboratory parameters, require the prior
written approval of the Sponsor.

1.2 The Clinical Trial is performed pursuant to

Sections 29 o 44 of No. 362/2011 Coll., on
pharmaceuticals and medical devices and
on amendments to certain acts (hereinafter
the “Pharmaceuticals Act”).

Article 2 — Obligations of the Contracting

Partners

2.1 The Contracting Partners shall conduct and

document the Clinical Trial in a diligent and
efficient manner in strict compliance with
(a) the Protocol;, and (b) the terms and
conditions of this Agreement; and {c) the
ethical principles of the Declaration of
Helsinki; and (d) the [CH Harmonised
Tripartite Guideline for Good Clinical
Practice as amended from time to time as
well as generally accepted standards of
Good Clinical Practice; and (e} all
applicable legal regulations; and ({f) all
orders and directives of competent public
administration authorities, health insurance
companies and ethics committees, if any;
{g) an instruction issued by Sponsor
entitled “Investigator's Brochure®, which
contains all currently known information on
the product/medication used in the Clinical
Trial and on its properties. Sponsor will
provide the Principal Investigator with the
Brochure and shall periodically update the
Brochure as required by the status of the
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2.2 Klinické

odovzda Hlavnému skdsajlicemu a bude
ju aktualizovat' v periodicite vyZadujicej
stavom Klinickéhoe skusania alebo
stanovej pravaymi predpismi. Prirucka
bude pripojena k dokumentacii Klinického
skugania; {h) S0 viechecnymi
podmienkami Zadavatela (pokial ich
Zadavatel vydal a poskytol Centru) o
vykonavani  klinickych  skidani, s
vynimkou tych podmienok, kioré su
modifikované touto Zmluvou. Centrum sa
zavazuje poskyin(t primerané zdroje a
vybavenie na vykonavanie Klinického
skisania.

skisanie bude v Centre
vykonavané pod dohladom Hlavného
ski3ajlceho, ktory je zodpovedny za jeho
riadny prieheh. Hlavny skdSajici je
zodpovednym vediicim skupiny
skisajucich v pripade, Ze  Klinické
skudanie je v Cenire vykonavané viac

ako jednym skdsajucim (dalej len
"Skusajuci”). Hlavny skoOSajuci je
zodpovedny za  celkovil  pohodu

subjektov skugania zuéasthiujucich sa
Klinického  skuafania z  hladiska
poskytovania zdravotnickych siuZieb na
primeranej odbornej Grovni.

2.3 Hlavny skusajuci satasne mbze sluzit' pre

Zadavatela ako kontaktnd osoba v
Centre vo wvztahu ku Klinickému
skidaniu, pokial nie je niZiie v tejto
Zmluve stanoveng inak. Hlavny skusajdci
vykonava Klinické skuSanie v ramci
svojho pracovného pomeru k Centru.

2.4 Centrum sa zavdzuje umoznit a Hlavny

ski8ajlci sa zavazuje zabezpedit, aby
Skusajuci a ostatné osoby zahmuté do
vykonavania Klinického skdsania (dalej
len "Clenovia $tudijného timu") konali v
sllade s podmienkami tejto Zmiuvy.
Centrum sa prostrednictvom Hlavného
skiSajiceho zavazuje zabezpedit, Ze
pdvodni aj novi Clenovia $tudijného timu
st riadne preskoleni, kvalifikovani a
vzdelani, obzvlast, Ze sa =zGCastiujl
v3etkych Skoliacich stretnuti o Klinickom
skuSani, vratane Skoleni na spravnu

Clinical Trial or set out in the legal
regulations. The Brochure will be
appended to the Clinical Trial documenis;
(h) general terms and conditions of
Sponsor (provided that Sponsor has issued
them and submitted them to the Centre) on
the conduct of clinical studies, except for
the conditions modified by this Agreement.
The Center shall provide adequate
resources and facilities for the performance
of the Clinical Trial.

2.2 The Clinical Trial at the Center shall be

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

2.3The Principal Investigator may alsc serve

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

2.4 The Center shall allow and the Principal

Investigator shall ensure that the
Investigators and other persons involved
with the Clinical Trial (hereinafter referred
to as “Clinical Trial Team Members")
comply with the terms and conditions of this
Agreement. The Center shall ensure
through the Principal Investigator that
original and new Clinical Trial Team
Members are appropriately trained,
qualified and educated, in particular that
they participate in all training sessions
regarding the Clinical Trial, including any
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2.6 Kaide

klinicku prax vyZadovanych a
zabezpetovanych Zadavatelom
(Clenovia studijného timu véak nemusia
8kolenie na spravnu klinickl prax
absolvovat, ak sa preukazu certifikatom z
absolvovaneho 8kolenia spravnej
klinickej praxe nie starsim ako 3 roky odo
dia zadatia Klinického skdsania).
Zadavatel mé&  pravo  odmietnuf
konkrétnych Clenov $tudijného timu, ak
sa Zadavaiel domnieva, 7e nie su
prislusne vzdelani a / alebo kvalifikovani.
Clenovia $tudijného timu su zamestnanci
Centra. Clenovia Studijného timu a
Hiavny sk(Zajuci sa budd zigastiiovat
skolenl, ktoré v suvislosti s Klinickym
skisanim pre tieto oschy Zadavatel
zorganizuje a Centrum je povinné takito
ugast umoZnif. Zadavatel nahradi
primerané cestovné a ubytovacie naklady
stvisiace so vzdelavanim podla tohto
¢lanku, ak to bude potrebné, ale za Uéast
na tomto vzdelavani nenalezi G¢astnikom
ani nikomu inému Ziadna odmena.

2.5 Centrum sa zavazuje umoznit Hlavnému

skasajicemu, Skagajocim a Clenom
Studijného timu, zuéastiioval sa podla
potreby  stretnutia  ska3ajicich a
telekonferencii  uskuioChovanych v
priebehu Klinického skii$ania v rozsahu
poZadovanom Zadavatefom.

uzatvorenie subdodavatefskej
zmiuvy, kiorej predmet plnenia fretej
strany sa bude tykat kiorejkolvek z
povinnosti Centra na =zaklade tejto
Zmluvy si vyZzaduje predchadzajici
pisomny suhlas Zadavatela. Udelenie
takéhote sOhlasu je na wyluénom
rozhodnuti Zadavatela. V pripade
udelenia takéhoto suhlasu zo strany
Zadavatela Centrum:

2.6.1je povinné zabezpedit u subjektu, na

ktorého svoju povinnost prenasa,
dodrziavanie podmienok, (a) ktoré su
vzhladom k charakteru poZadovanej
sluzby relevantné a  podobné
podmienkam tejtc Zmluvy wvratane,

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

2.5The Center shall make it possible for the

Principal Investigator, Investigators and
Clinical Trial Team Members, as required,
to participate in Investigators’ meetings and
teleconferences held in the course of the
Clinical Trial to the extent requested hy the
Sponsor.

2.6 Any subcontracting of any of the Center's

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

2.6.1make sure that such subcontractors

observe 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
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aviak nielen, Ilehét na plnenie
povinnosti, (b) na zaklade ktorych tretia
strana postdpi vSetky prava k
vysledkom svojej &innosti / Klinického
skdasania na Centrum alebo Zadavatela
a {(c) podfa ktorych tretia strana umozni
Zadavatelovi alebo tretim stranam
Zmluvne opravnenym Zadavatelom a
prisludnym regulaénym uradom
vykonanie auditov a inspekcii u takejto
trete] strany, ¢o sOéasne neznamena
obmedzenie povinnosti Centra vo
vztahu k auditom a inSpekcie; a

2.6.2bude niest zodpovednost za riadne
pinenie vietkych povinnosti, ktoré budi
predmetom subdodavatelskych zmlGv.

2.7 Zmluvni partneri sa zavazujl vynalozit
véetko Usilie na zaradenie subjektov
sku8ania do Klinického skG3ania v sulade
s poZiadavkami na zaradovanie a
lehotami ustanovenymi v Protokole.
Sutasné lehoty wvztahujice sa k
vykonavaniu Klinického skusania su
nasledovné:

2.7.1 Predpokladany =zadiatok naboru
subjektov skisania je [vioZte datum] a
predpokladané ukonéenie fviozte
datum]. Nabor subjektov skl(Sania sa
vidy riadi aktualnymi podmienkami
Protokolu.

2.7.2 Hlavny skusajuci a Centrum suhlasia,
Ze Zadavatel mdze jednostranne
kedykolfvek zmenit poéet subjektov
skisania, ktorych Hlavny skigajlci do
Klinického skuiSania mbZe zaradif
a/alebo éasovy harmonogram naboru, a
to prostrednictvom vydania prislu$ného
pokynu ku Klinickému skd3aniu. Takyto
pokyn sa nebude vztahoval na uz
zaradenych subjektov skisania.

28 Hlavny skuajoci sa zavazuje do
Klinického ski$ania zaradif iba riadne
sposocbile subjekiy skuSania v sllade s
Protokolom a oznamit’' zaradenie subjektu
skugania do  Klinického skusania s
uvedenim &isla rozhodnutia o Klinickom

fulfilling obligations, (b) based on which
the third party shall assign all rights with
regard {0 the results of iis
performance/the Clinical Trial to the
Center or the Sponsor and (c) based on
which the third party shall allow the
Sponsor or third parties contracted by the
Sponsor and competent regulatory
authorities to perform audits and
inspections at such a third parly’ site,
whereas this shall not limit the Center's
obligations with respect to audits and
inspections; and

2.86.2be responsible for due performance of all

subcontracted duties.

2.7 The Contracting Partners agree to make

maximum efforts to enroll trial subjects in
the Clinical Trial in accordance with the
inclusion requirements and fimelines set
forth in the Protocol. The current timelines
for conducting the Clinical Trial are as
follows:

2.7.1 Recruitment of trial subjects is expected

to begin on [insert date] and to be
completed by [insert date]. Recruitment
of trial subjects is always governed by
current terms and conditions of the
Protocol.

2.7.2 The Principal Investigator and Center

agree that the Sponsor may unilaterally
change the number of trial subjects that
the Principal Investigator shall include in
the Clinical Trial andfor the recruitment
timeframe by issuing a relevant
instruction for the Clinical Trial. Such an
instruction shall not concern the already
included trial subjects.

2.8The Principal Investigator agrees to
include in the Clinical Trial only such trial
subjects that are duly suitable for the
Clinical Trial in compliance with the
Protocol and announce the inclusion of the
trial subject to the Clinical Trial specifying
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skiSani a datumu zaradenia subjektu
skusania do Klinickeho skl&ania
zdravotnej  poistovni  vykonavajlce
verejné zdravotné poistenie subjektu
skudania bezodkladne po zaradeni
subjekiu skdSania do Klinického
ski3ania v sllade s ustanovenim § 44
pism. o) zakona €. 362/2011 Z. z.
o liekoch a zdravotnickych pombckach
a o zmene a doplneni niektorych
zakonov v zneni neskorSich predpisov
(dalej len ,zakon o liekoch").

2.9 Zmluvni partneri sa zavézujl zabezpedit',

Ze Klinické skisanie bude vykonavané v
sufade s povolenim alebo suhlasom k
ohlaseniu vydanym Statnym Gstavom pre
kontrolu lieéiv a sudhlasmi prisludnych
etickych komisii. Zmluvni partneri sa
zavazuju poskytnat Zadavatelovi
suginnost pri  priprave dokumentov
“tykajacich sa Klinického ski3ania a
odovzdat Zadavatelovi alebo tretej strane
urtengj Zadavatelom  bezodkladne
v3etky vyhlasenia potrebné na povolenie
Klinického skusania regulaénymi organmi
a / alebo etickymi komisiami, vratane
avsak nielen (i) Vyhlasenie o finanénych
zaujmech, (i) CV a (ii) potvrdenie o
zodpovedajucom  vybaveni miesta
skusania. Zmluvni partneri sa zavazujl
zabezpetit, Ze poskytnuté dokumenty
tykajace sa Klinického ski$ania si Gplné
a spravne. Napriklad, Vyhlasenie o
finandnych =zaujmoch musi cobsahovat
vietky finanéné vztahy medzi Hlavnym
skigajiicim a ktorymkolvek Clenom
Studijného timu, aich finanéné zaujmy, na
jednej strane a Zadavatelom alebo
ktoroukolvek jeho pridruZzenou
spolotnostou, na strane druhej, vratane -
aviak nielen - odmeny alebo iného
finanéného prospechu prijatého kazdym z
nich od Zadavatefa alebo ktorejkolvek z
jeho  pridruzenych  spolotnosti za
konzultaéné &innosti alebo iné sluzhy
nepokryié touto Zmluvou. Vyhlasenia o
finanénych zaujmoch bud( predloZzené v
priebehu  Klinického skii$ania, pri jeho
zmene a jeden rok po skonceni
Klinického  skiSania. "Pridruzenou

the decision number of the Clinical Trial
and the date of inclusion of the trial subject
in the Clinical Trial to the health insurance
company conducting the Public Health
Insurance of trial subject immediately after
inclusion of the trial subject to Clinical Trial
in accordance with the provisions of
Section 44 letter o) of the Pharmaceuticals
Act no. 362/2011 Coll., as amended.

2.9 The Contracting Partnhers agree to ensure

that the Clinical Trial shall be conducted in
compliance with the approval or consent
with notification issued by the State
Institute for Drug Control and approvals of
the competent ethics committees. The
Confracting Partners agree to cooperate
with the Sponsor in preparing documents
concerning the Clinical Trial and to
immediately provide the Sponsor or a third
party specified by the Sponsor with all
declarations necessary for the approval of
the Clinical Trial by regulatory authcrities
and/or ethics committees, including
without limitation, if applicable, (i) Financial
Interest Declarations, (i) CVs and (iii)
confirmation of adequate trial site facilities.
The Contracting Partners shall ensure that
the provided Clinical Trial documents are
complete and correct. For example, the

Financial Interest Declarations shall
contain all financial relations between, and
financial interests of, the Principal

Investigator and any Clinical Trial Team
Member, on one hand, and the Sponsor or
any of the Sponsor’s affiliates, on the other
hand, including - but not limited to -
remuneration or other financial benefits
received by each of them from the Sponsor
or any of the Sponsor's affiliates for
consultations or other services not covered
in this Agreement. The Financial Interest
Declarations will be submitted in the
course of the Clinical Trial, upon a change
in the Clinical Trial and one year after
completion of the Clinical Trial. “Affiliate”
shall mean any legal entity or company,
which (@) is a controlled person pursuant to
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2.11 Zmiuvni

spoloénost'ou” je akakolvek pravnicka
osoba alebo spolotnost, ktora (a) je
ovladanou osobou v zmysle § 66a ods. 1
Obchodného zakonnika, {b) je
ovladajlicou osobou v zmysle § 66a ods.
2 Ohchodného zakonnika, (c) je osobou
ovladanou tou istou oviadajdcou osobou,
(d) je &lenom tej istej skupiny, alebo (e)
ktora priamo alebo nepriamo,
prostrednictvom jedného alebo viacerych
sprostredkovatefov, vykonava kontrolu, je
kontrolované alebo je pod spoloénou
kontrolou so Zmluvhou stranou.

210 Hlavny skaSajaci sa zavdzuje vietky

subjekty  ski3ania  zodpovedajicim
sposobom  informovat o  ciefoch,
metddach, predpokladanych prinosoch a
potencidlnych  rizikach Klinického
skusania a o okolnostiach, za ktorych by
ich osobné Udaje mohli byt spristupnené
Zadavatelovi, jeho Pridruzenym
spoloénostiam, prislusnym  organom,
tretim stranam, kioré poskytuji sluzby
Zadavatelovi a / alebo etickym komisiam.
Hlavny skdsajici sa zavazuje zabezpedit,
Ze subjekty skasania sa zG&astnia
Klinického ski3ania a2 potom, ¢o podpisu
informovany sGhlas subjektu sku$ania
poskytnuty Zadavatelom. Hiavny
skusajlci uchova origindl takého suhlasu
v zdravoinickej dokumentacii subjektu
skdsania. Ak subjekt skiSania svoj suhlas
v priebehu Klinického skigania odvola,
Zmluvni partneri nesmi vo vzfahu k
tomuto subjekiu vykonat Ziadne daldie
postupy v ramci Klinického skuSania
okrem pripadnych opatreni tykajlcich sa
dalSieho sledovania  predpisanych
Protokolom, s ktorymi subjekt skasania
sthlasil. Nasledna lietba subjektu, ktora
nesuvisi s Klinickym skii$anim, je
vyhradnou lekérsku zodpovednostou a
pravnou  zodpovednostou Zmluvnych
partnerov.

partneri sa zavazuju
zabezpelit, Ze subjeklom skdSania
zaradenym do Klinického skasaniasav
Centre nebudu podavat' iné
neregistrovane lieky, t.j. bez povolenia

2.10 The Principal

2.11

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, cantrols, is controlled by or
is under joint control with a Contracting
Party.

Investigator agrees to
appropriately inform all trial subjects of
the aims, methods, expected benefits and
potential risks of the Clinical Trial and the
circumstances under which their personal
data might be disclosed to the Sponsor,
its Affiliates, competent authorities, third
parties providing services for the Sponsor
andfor ethics committees. The Principal
Investigator agrees to ensure that the trial
subjects shall not participate in the
Clinical Trial until after they sign their
informed consent provided by the
Sponsor. The Principal Investigator shall
keep the original of such consent in the
trial subjects’ medical records. If such
consent is revoked in the course of the
Clinical Trial, no further Clinical Trial-
related procedures may be performed by
the Contracting Partners with regard to
the respective trial subject, except for any
Clinical Trial-related fellow-up monitering
laid down in the Protocol and consented
to by the frial subject. Subsequent
treatment of the trial subject, which is not
related to the Clinical Trial, lies in the sole
medical responsibility and legal liability of
the Contracting Parthers.

The Contracting Partners shall ensure
that the trial subjects included in the
Clinical Trial do not receive other
unregistered medicinal products, ie.
without permission, according to Section
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2.12 Ak potas

podfa § 46 zakona o liekoch a v zmysle
Vyhlagky Ministerstva zdravotnictva SR
€. B07/2005 Z. z., ktorou sa upravujl
podrabnosti o] povolovani
terapeutického  pouzZitia  hromadne
vyrabanych liekov, kioré nepodliehaju
registracii, a podrobnosti o ich uhrade
na zaklade verejného zdravotného
poistenia, ani sa nebudl ziéastiiovat
iného klinického skusania, pri ktorom by
subjekty  skugania  dostavali v
Slovenske] republike neregistrevany
liek v priebehu Klinického skiSania bez
predchadzajiiceho pisomnéhg siuhlasu
Zadavatela.

Klinickeho sku3ania v
Centre dbjde k podkodeniu zdravia
subjektu skdsania, Hlavny skisajoci sa
zavédzuje informovat o kaZdej takejto
udalosti Zadavalela (i) v pripade
zavazného neZiaduceho uginku afalebo
zavaZnej neziaducej udalosti afalebo v
pripadoch tehotensiva, ak také existujd,
najneskér do 24 hodin a (ii) v pripade
neZiaduceho (€inku alalebo neZiaducej
prihody bezodkladne v ramci lehdt
stanovenych v Protokole a inych
pekynoch danych Zadavatelom o hlaseni
udajov  tykajicich sa  bezpecénosti.
Sucastou takého hlasenia musi byt tieZ
posidenie  pritinnej  stvislosti. O
akomkolvek inom poskedeni zdravia
subjektu sklsania alebo akomkolvek
zavaznom poruseni Protokolu alebo
pokynov spravnej klinickej praxe, musi
Hlavny skiSajuci informovat Zadavatela
bez zbytotného odkladu. Zmiluvni partneri
bud( vzdy spolupracovat’ so Zadavatelom
pri jeho hlaseniach v8etkych zavaZnych
neziaducich udalosti a podozreni na
neZiaduce udinky produkiov alebo liekov
SUKL, FEtickej komisii, prislusnej
zdravotnej poistovni  vykonavaijlcu
verejné zdravotné poistenie subjektu
ski$ania, pripadne prislusnym organom
&lenskych Statov, na ktorych Uzemi sa
vykondva multicentrické klinické skusanie,
a v pripade ak to stanovujli pravne
predpisy alebo o to poziada Zadavatel,
poskytnd  prisluSnym  organom  aj

2.12

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
Clinical Trial without the prior written
consent of the Sponsor.,

If in the course of the Clinical Trial at the
Center trial subjects' health is harmed,
the Principal Investigator shall inform the
Sponsor of any such event (i) in case of
any serious adverse effect and/or serious
adverse events and/or, if applicable, in
case of pregnancy, within 24 hours at the
latest and (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 hy the
Sponsor. Such reporting must also
include an assessment of causality., Any
other harm to health of trial subjects or
any serious breach of the Protocol or
good clinical practice guidelines must be
reported by Principal Investigator to the
Sponsor without undue delay. The
Contracting Partners will always
cooperate with Sponsor in his reports of
all serious adverse events and adverse
effect suspected of products or
medicines to SUKL, the Ethics
Commitiee, the relevant health insurance
company performing public health
insurance of Study Subjects, or the
competent authorities of the Member
States in whose territory is performed the
multicentre clinical trial, and in case it is
stipulated by the legislation or required by
Sponsor, will provide to the relevant
authorities also requested information.
The Contracting Pariners are obliged to
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215  Zmluvni

pozadované informacie. Zmluvni partneri
st povinni poskytovat Zadavatefovi
sucinnost s plhenim povinnosti tykajicich
sa hlaseni neziaducich G€inkov.

2.13 Zmluvni partneri sa zavazuja bez

zbytoéného odkladu zodpovedat vietky
otazky Zadavatela alebo 0s6b
poverenych Zadavaiefom tykajlice sa
dokumentéacie neZiaducej udalosti. Toto
zahffia najmd  akiivne  nasledné
sledovanie a objasnenie prislugnych
nezrovnalosti v hlaseniach neziaducich
udalosti a udalosti tehotensiva. Na ucel
hlasenia neziaducich udalosti a udalosti
tehotenstva je Hlavny skiSajici povinny

pouzivaf formulare poskytnuté
Zadavatelom, ak také existuju.
214 Potas a po skonteni Klinického

skusania sa zavdzuji Zmluvni partneri
predlozit Zadavatelovi vietky dokumenty
prijaté od Statnych organov, etickych
komisii a/alebo prislu§nych regulaénych
organov  fykajice sa  akychkolvek
stthlasov alebo povoleni alebo prisludnej
komunikacie o bezpegnosti vo vztahu ku
Klinickému skuganiu do 24 hodin od ich
ohdrzania.

partneri sa zavdzuju
pouzivat Skusany lick vyluéne na Ggely
vykonavania Klinického ski3ania a iba
spOsobom $Specifikovanym v Protokole.
Zmluvni partneri si zodpovedni za riadne
prijimanie, pouzivanie, nakladanie,
skladovanie a vedenie dokladnej a presnhej
evidencie zaobchadzania so Skladanym
liekom v priebehu Klinickéhe skdsania v
stlade s poziadavkami spravnej kiinickej
praxe, spravne] lekarenske} praxe a
Protokolom. Naviac sa Zmluvni partneri
zavazuju vratit alebo zabezpedit riadnu
likvidaciu nepouzitého Skidaneho lieku,
ak si Zadavatel likvidaciu vyziadal (na
naklady Zadavaiela), a tito likvidaciu
riadne zdokumentovat. V  pripade
nacatého a nespotrebovaného
Skiiganého lieku, ktorého forma podania
je infuzia, zaistia Zmluvni parineri

cooperate with Sponsor with the

reporting of adverse effects.

213 The Contracting Partners agree to

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

2.14 During and after completion of the Clinical

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

2.15 The Contracting Pariners agree {o use the

Investigational medicinal product
exclusively for the purposes of conducting
the Clinical Trial and only as specified in
the Protocol. The Contracting Partners
are responsible for the proper receipt,
use, handling, siorage and keeping
detailed and accurate records of handling
of the Investigational medicinal product in
the course of the Clinical Trial pursuant to
the requirements of good clinical practice,
good pharmacy practice and Protocol.
The Contracting Partners agree to return
any unused Investigational medicinal
productor properly liquidate any unused
Investigational medicinal product,
provided that the Sponsor requested such
liguidation (at the expense of the
Sponsor), and properly document such
liquidation. The Contracting Partners
shall immediately liquidate any unfinished
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2.16 V pripade, Ze

2.17 Centrum sa

likvidaciu ihned po priprave & UGprave
Skiuganého lieku.

je to pre potreby
Klinického skisania poZadované zo
strany Zadavatela, Centrum sa tymto za
poplatok uvedeny v Prilohe ¢ 1 Zmluvy
zavazuje zabezpeéit uskladnenie,
pripravu, kontrolu a distribtciu
Skasaného lieku v stlade s ustanovenim
Protokolu, ako aj v sllade so vieobecne
zavaznymi pravnymi predpismi a v sGlade
so vietkymi ustanoveniami pokynov pre
klinické skusanie liekov Statneho Ustavu
pre kontrolu lie¢iv. Zmluvni partneri
nebudl vyZzadovat zaplatenie Sk(%aného
lieku aleboc akejkolvek sluzby hradenej
Zadavatefom podla tejto Zmiuvy od
subjektu skG3ania alebo od tretegj strany,
ako je napriklad zdravotna peoistovia.

zavazuje menovat
dostatoény potet zastupcov, ktori splfiaju

kvalifikaéné poZiadavky na  vykon
povolania farmaceuta alebo
farmaceutického laboranta v zmysle
zakona &. 578/2004 Z.Z, 0

poskytovatefoch zdravotneg] starostlivosti,
zdravotnickych pracovnikoch,
stavovskych organizaciach v
zdravotnictve a o zmene a doplneni
niektorych zakonov, v zneni neskorsich
predpisov a v zmysle nariadenia vlady SR
&. 206/2010 Z.z. o cdbornej spdsobilosti
ha vykon zdravoinickeho povolania,
spbsobe daldicho vzdelavania
zdravotnickych  pracovnikov, sustave
Specializacnych odborov a slstave
certifikovanych pracovnych éinnosti, v
zneni neskorSich  predpisov.  Tito
zastupcovia budt  zodpovedni za
nakladanie so SkdSanym liekom a za
vedenie  suUvisiacich zazpamov a
dokumentacie. lhned po vymenovani
tohto zastupcu alebo zastupcov, oznami
Hlavny skasajici Zadavatelovi pisomne
meno a priezvisko poverenych oséb spolu
s prisludnymi kontaktnymi informaciami.

or unused Investigational medicinal
product administered by  infusion
immediately after its preparation or
modification.

2.16 In case it is required by Sponsor, the

Center hereby agrees, for a fee listed in
the Exhibit 1 of this Agreement, to ensure
that the Investigational medicinal product
is stored, prepared, inspected and
disiributed 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 frial subject
or third party, such as a health insurance
company, for the Investigational
medicinal product or for any services paid
for by the Sponsor under this Agreement.

2.17 The Center agrees to appoint a sufficient

number of representatives who meet
qualification requirements for the
position of a pharmacist and pharmacist
laboratory assistance pursuant to Act no.
578/2004 Coll., on healthcare providers,
heaithcare workers, health
organizations, and amendments to
certain acts, as amended, and within the
Governmeni 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
acfivities, as amended. These
representatives shall be responsible for
handling the Investigational medicinal
product and for keeping related records
and documentation. Immediately after
the appointment of the representative(s),
Principal Investigator shall notify the
Sponser in writing about the first and last
name and contact details of such
appointees.
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2.18 Hlavny

2.20

skudajuci  sa  zavazuje
odoberat SkiSany liek v sillade s
Protckolom, a to v davkovani potrebnom
pre kazdu jednotlivi navstevu subjektu
skaSania.

2.19 Kedykeolvek o to Zadavatel poZiada,

zavézuju sa Zmiluvni partneri podat
hlasenie o postupe v Klinickom skusani v
Centre vratane Gdajov o zaradovani
subjektov skdsania.

Hlavny  skdsajluci je  povinny
zhromazdovat Udaje a vkladat ich do 5
pracovnych dni od ich vytvorenia do
elektronickych zaznamovych listov (dale
len "CRF") v silade s naleZitostami
stanovenymi v  Protokole. Hlavny
skadajuci sa zavdzuje pravidelne
odovzdavat Zadavatelovi CRF a vsetku
dokumentaciu vyZadovanu Protokolom,
aby ich Zadavate! mohol priamo alebo
prostrednictvom iného subjekiu priebeZzne

spracovavat. V pripade ome&kania
dihdom ako 10 pracovnych dni s
vkladanim udajov  je Zadavatel
opravneny, na zaklade pisomného
oznamenia doruéeného Hlavnému
skugajicemu,  zastavit  zarad'ovanie

subjektov skusania Hlavnym skd(sajicim
az do doby, kedy bude vkladanie udajov
aktualizované. Pokial bude mat toto za
nasledock omeskanie v zaradovani
subjektov skugania, Zadavatelovi
prinalezia prava stanovené v ¢l. 12.4 {ejio
Zmluvy. V lehote 5 pracovnych dni po
oSetreni posledného zo subjektov
skidania musi byt dokconéené vioZzenie
vietkych zostavajocich CRF, sivisiacej
dokumentacie a takisto nepouzité CRF v
listinnej podobe, ak také existuji, musia
byt odovzdané Zadavaielovi alebo na
poziadanie Zadavatela zniceng. Zmiuvni
partneri sa zavazuju poskytovat' sucéinnost
pri bezodkladnom objasfiovani
akychkelvek otazok tykajucich sa Odajov v
CRF a venovat sa tymto otdzkam a
zodpovedat ich najneskdr v lehote 5
{piatich) pracovnych dni. Zadavatel mbze
poZzadovat odpovede aj v kratSom
casovom Useku s ohfadom na klicové

2.18

219

2.20

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

The Contracting Partners agree to report
on the progress of the Clinical Triai at the
Center, including information about the
enrolment of trial subjects, upon the
Sponsor's request.

The Principal Investigator must collect
data and enter them within 5 working
days of their generation in the electronic
case report forms (hereinafter referred to
as "CRFs”) in accordance with the
requirements set forth in the Protocol.
The Principal Investigator agrees to
regularly forward CRFs and any
documentation required in the Protocol to
the Sponsor so that the Sponsor could
process them directly or through ancther
entity on a continucus basis. In case of a
delay with data enhtering for more than 10
working days, the Sponsor shall have the
right by giving written notice to the
Principal Investigator to stop the
recruitment of trial subjects by the
Principal Investigator until data entering
is up to date. If this results in a delay with
recruiting trial subjects, the Sponsor shall
have the rights set forth in Article 12.4 of
this Agreement. Within five working days
of the lasi trial subject’s treatment, all
outstanding CRFs must be entered and
related docurnentation as well as unused
paper CRFs, if applicable, must be
forwarded to the Sponsor or destroyed
upon the Sponsors request. The
Contracting Partners agree to assist in
promptly clarifying any questions
concerning CRF data and to address and
answer such guestions within five (5)
working days. The Sponsor may request
answers sooner than that due to key
Clinical Trial mifestones, such as a clean
database. Furthermore, the Contracting
Partners agree f{o reasonably assist in
preparing the overall Clinical Trial report
upon the Sponsor's request. Principal
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stadia  Klinického skuSania, ako napr.
cista databaza. Zmluvni partneri sa dalej
na Ziadost Zadavatela zavazuju
poskytoval  primerant  su€innost  pri
priprave celkovej spravy o  Klinickom
skusani. Hlavny skasajuci zabezpedi, ze
CRF nebudd pristupné nikomu inému ako
Clenom studijného timu a pristup k nim, ak
budd v elektronickej podobe, bude
chraneny pristupovym menom a heslom.

221 Hlavny skadajici je  povinny
zabezpecit, Ze vsetky CRF poskytnuté
Zadavatelovi sU pravdivo, presne a riadne
vyplnené a Ze s0 vernym odrazom
skuto€nych vysledkov Kiinického skidania.
Hlavny sklsajici sa tieZ zavazuje odovzdat
Zadavatelovi képie vietkych sprav, vratane
vietkych akiualizacii a zmien, kitoré si
vyZiadala eticka komisia.

2.22 Centrum sa zavdzuje uchovavat
vietku elektronickd aj in dokumentaciu,
vratane zdrojovej dokumentécie a zloZky
Hlavného sklsajiceho, Zoznamu
identifikatnych kédov subjektov skGdania
a zdravoine] dokumentacie subjekiov
skiifania vztahujicej sa ku Klinickému
skusaniu, ktoré s0 vyzadované na
zgklade ICH predpisov a ostatnych
prisludnych pravnych predpisov
upravujicich vykonavanie Kiinického
skusania, po dihdej z nasledujlicich dvoch
dob: 1) dvadsat’pat’ (25) rokov po skonéeni
alebo prerugeni  Klinického skuZania
alebo 2) akukolvek dlhsiu dobu pre
archivaciu  dokumentacie  stanovenu
prisludnymi pravnymi predpismi.
Dokumentacia o Klinickom skdsani musi
byt uchovavana na vhodnom mieste a
vhodnym spdscbom a Centrum je povinné
viest zaznamy o mieste, kde je
dokumentacia o Klinickom skusani
uchovavana, aby tato bola okamzite k
dispozicii na poZiadanie povereného
zastupcu Zadavatela, etickej komisie,
auditora alebo prisludnych &tatnych
organov. Centrum je povinné Zadavatela
informoval v pripade, Ze planuje
archivovat dokumentaciu o Klinickom
skisant v inych priestoroch ako su tie, ku

2.21

2.22

Investigatorshall ensure that CRFs shall
not be available to any persons other
than Clinical Trial Team Members and
that access to CRFs, if they are in
electronic form, shall be protected by
user name and password.

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

The Center shall keep all electronic and
other documents, including without
limitation, source documents and the
Principal Investigator's files, list of the
trial subjects identification numbers and
trial subjects health documentation
related to the Clinical Trial required by
ICH guidelines and applicable laws
regulating Clinical Trial performance for
the longer of the {wo following periods: 1)
twenty-five (25) years after the end or
suspension of the Clinical Trial or 2) any
longer documentation archiving period
laid down in applicable legal regulations.
Clinical Trial documentation must be kept
in a suitable location and manner, and
ithe Center must keep record of the
location where Clinical Trial
documentation is stored to ensure that it
is readily available upon the request of
the Sponsor's appointed representative,
the ethics committee, an auditor or
competent authorities. The Center must
notify the Sponsor in the event that the
Center plans to archive Clinical Trial
documentation outside of ifs own
premises to which the Center has
proprietary or other right of use.
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kiorym ma Centrum viastnicke alebo iné
uZivacie pravo.

2.23 Zmiuvni partneri sG si vedomi, Ze

Zadavatel alebo v jeho mene tretia strana
dokladne monitoruje vykonavanie
Klinického sklUsania a  pravidelne
navétevuje Centrum. Zmiuvni partneri sa
zavizuju primerane podporovat tieto
monitorovacie aktivity, vratane ale bez
obmedzenia, poskytnutim pristupu
poverenému zastupcovi Zadavatefa do
priestorov, v ktorych sa Klinické sk(Zanie
vykonava a k tdajom Klinického skasania
podla potreby a dalgj sa zavazuji
spolupracovat so Zadavatefom alebo
prisiusnou tretou stranou v tomto chlade.
Na Ziadost Zadavatela s0 Hlavny
skadajiuci a Clenovia 3tudijného timu
povinni sa zO&astnit' osobnej diskusie.

2.24 Zadavatel a statne organy, ako je napr.

Urad Spojenych Statov americkych pre
potraviny a lieky (dalej len “FDA”) maja
pravo vykonavat audit alebo kontrolu
Zaznamov Zmluvnych partnerov,
ktorychkofvek inych dokumentacii  a
priestorov  stvisiacich s vykonavanim
Klinického skisania, a to kedykolvek v
priebehu a / alebo po dobu 25 rokov po
skon¢eni  Klinického ski3ania a bez
akychkolvek narokov Zmluvnych
partnerov na zvlastne finanéné plnenie .
Takyto audit alebo kontrolu je Zadavatel
povinny primerane vopred ohlasit v
pripade, Ze je vykonavany Zadavatelom.,
Zmluvni partneri sU povinni poskytovat
Zadavatelovi, nim poverenym zastupcom
alebo  vietkym  Statnym  organom
sucinnost pri plneni ich Gloh v stlade s
Protokolom a podnikndt véetky primerané
kroky poZadované Zadavatelom alebo
gtatnymi organmi na Géely odstranenia
nedostatkov zistenych pocas auditu alebo
kontroly.

225 Zmluvni partneri sa zavizuju, Ze

pocas a po skon&eni Klinického sklsania
umoZnia a budd podporoval vietky
kontroly zodpovednych $tatnych organov

2.23

2.24

2.25

The Contracting Pariners understand
that the Sponsor or a third party on behalf
of the Sponsor closely monitors the
performance of the Clinical Trial and
regularly visits the Center. The
Contracting Partners agree to
appropriately support such monitoting
activities, including without limitation, by
providing the Sponsor's appoinied
representative with access to the facilities
where the Clinical Trial is taking place
and to the Clinical trial data as necessary
and further agree to cooperate with the
Sponsor or the relevant third party in this
regard. The Principal Investigator and
Clinical Trial Team Members must
participate in personal discussions upon
the request of the Sponsor.

The Sponsor  and government
authorities, such as for example the
United States of America Food and Drug
Administration (the “FDA") have the right
to audit or inspect the Contracting
Partners' records, any and all other
documentation and the facility relating to
the Clinical Trial at any time during the
Clinical Trial and/or for another 25 years
after completion of the Clinical Trial and
without the Contracting Partners’ right to
special payment. The Sponsor must
announce such audif or inspection
sufficiently in advance, provided that it is
carried out by the Sponsor. The
Contracting Partners must assist the
Sponsor, its designated representatives
or all government authorities in
performing their tasks pursuant to the
Protocol and take any and all reasonable
actions requesied by the Sponsor or
government authoriies to remedy
deficiencies noted during an audit or
inspection.

The Contracting Partners shall, during
and after the Clinical Trial, allow and
support any inspections of responsible
authorities without any right to special
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2.26  Zmluvni

bez akychkolvek narokov na osobithl
odmenu &i nahradu. Zmluvni partneri su
povinni informovat Zadavatela o kazdej
takejto kontrole &i zamere takito kontrolu
vykonat ihned potom, &0 sa o nich
dozvedia. Zmluvni partneri sa zavdzuju
umoznif, aby Zadavatel mohol byt
pritomny na kaZdej kontrole vykonavanej

Statnymi  organmi alebo podobnymi
in§titaciami. Pred wyjadrenim sa k
vysledkom takejto kontroly, ak nejaké
budida, s0 Zmluvni partneri povinni

odpoved posadit a prediskutovat so
Zadavatelom. Zmluyni partneri bez
zbytoéného odkladu poskythi
Zadavatelovi képie akychkolvek zisteni
alebo kontrol zodpovednych uUradov vo
vztahu ku Klinickému skusaniu.

partheri nesmi vedome
vyuzivat sluzby, bez ohladu na ich rozsah,
Ziadnej oscby, ktorym bolo poskytovanie
tychio sluzieb zakazané FDA alebo
ktorymkofvek inym prislugnym organom v
priebehu  vykonavania Klinického
skusania. Zmiuvni partneri dalej zavézne
vyhlasuja, Ze podfa ich vedomosti ani im
ani ich zamestnancom, spinomocnencom
alebo zastupcom, kitori sa z(&astfuju
vykonavania Klinického skusania, nebolo
zakdzané vykonavat cinnosti, kioré su
vykonavané v ramci Klinického sk(3ania,
zo strany FDA alebo iného organu, ani
podla ich najlepsieho vedomia v
sUCasnosti neprebieha Ziadne konanie
tykajlce sa takéhoto zakazu va vztahu k
tymto osobam, najmd na zaklade
nasledujucich pravaych predpisov: (i)
United States 21 USC § 335a a/alebo (ii)
Hlavy 21 Code of Federal Regulation §
312.70. Zmluvni partneri sa zavazuja v
priebehu Klinického skii$ania a po dobu 3
rokov po jeho ukonéeni ihned informovat
Zadavatela, ak sa dozvedia, Ze sa zatne
takéto konanie vo vztahu k Hlavnemu
skisajucemu, Centru gi jeho
zamestnancovi. Zmluvni partneri dalej
zaruéuja a zavazuji sa, Ze podfa ich
vedomostl nie st subjektom
predchadzajicich  ani  prebiehajlcich
vySetrovani, vyziev, upozorneni alebo

payment or reimbursemenf. The
Contracting Partners must inform the
Sponsor about any such inspection or the
intent to conduct such inspeciion as scon
as the Sponsor learns about it. The
Contracting Partners shall allow the
Sponsor to he present at any inspection
conducted by authorities or similar
institutions. Prior to respending to the
findings of any such inspection, if any, the
Contracting Partners must review and
discuss such response with the Sponsor.
The Contracting Partners shall promptly
provide the Sponsor with copies of any
findings or inspections of responsible
authorities in relation to the Clinical Trial.

2.26 The Contracting Partners may not

knowingly use the services, regardless of
their volume, of any person prohibited {o
provide such services by the FDA or any
other competent authority in the course of
the Clinical Trial. Furthermore, the
Coniracting Partners represent and
warrant that, as far as they know, neither
them nor their employees, agents or
representatives, who are involved in the
Clinical Trial, have been prohibited by the
FDA or any other competent authority to
perform the activities that are performed
during the Clinical Trial, nor that they are
currently, to the best of their knowledge,
the subject of proceedings concerning
such prohibition by the FDA or any other
authority, in particular on the basis of
following legislative acts (i) United States
21 U.S.C. Section 335a and (ii) Title 21
Code of Federal Regulation, Section
312.70. During the Clinical Trial and for a
period of 3 years after its completion, the
Contracting Partners agree to promptly
notify the Sponsor about any such
proceedings initiated against the Principal
Investigator, the Center or its employees.
Furthermore, the Contracting Pariners
represent and warrant that, as far as they
know, they are not the subject of any past
or current investigations, inguiries,
warnings or enforced decisions of public
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nepodliehaja vykonu rozhodnuti organov
$tatnej spravy vztahujucich sa ku
klinickym skuskam, kioré by neboli
oznamené Zadavatelovi. V pripade, Ze
nastane skutocnost podrla
predchadzajucej vety vo vzfahu ku
Klinickému skaganiu, Zmluvni partneri to
bez zbytoéného odkiadu oznamia
Zadavatelovi,

2.27 V pripade, Zze Hlavny skd3ajlci v
pricbehu Klinického skiSania ukongi
pracovnopravny vztah s Centrom,
Centrum je povinné o tejto skutoénosti
informovat Zadavatela bezodkladne
potom, ako sa o tom dozvie, a suasne
navrhnaf riadne kvalifikovani osobu ako
nového hlavného ski$ajicehe. Zadavate!
ma prave podaf namietku voéi novému
hlavnému sk($ajitcemu. Centrum sa
zavdzuje s vynaloZenim maximalneho
usilia pozadovat po novom hlavnom
skisajlicom, aby sa pisomne zaviazal k
dodrZiavaniu podmienck dohodnutych v
tejto Zmluve, formou uzatvorenia dodatku
k tejto Zmluve. Ak Centrum a Zadavatel
nie su schopni dohodnit sa na osobe
nového hlavného skasajuceho alebo ak
novy hlavny skisajuci nie je ochotny
zaviazat' sa k podmienkam stanovenym v
tejto Zmiuve, Zadavatef je opravneny
vypovedat tito Zmluvu v sulade s €l. 12.5
tejto Zmluvy. Centrum a Hlavny skusajuci
si povinni  bezodkladne pisomne
informovat Zadavatela o vSetkych
zmenach, ktoré maju vplyv na dostupnost
zdrojov a / alebo Clenov $tudijného timu
vykonavajicich Klinické skisanie.

2.28 Zmiuvni partneri sa zavazuji priamo
a bezodkladne informovat Zadavatela v
pripade, Ze subjekt skisania zugastiiujaci sa
Klinického skuania oznami &i vyjadri nazor,
?e doslo k poskodeniu jeho zdravia v
ddsledku Géasti na Klinickom sku3ani, a Ze
ma preto pravo na finanéné odskodnenie.

Zadavatel:

administration authorities that concern
the clinical triai and have not been
disclosed to the Sponsor. The
Coniracting Partners shall notify the
Sponsor about the fact described in the
previous sentence without undue delay.

2.27 In the event that the Principal Investigator

terminates his or her employment at the
Center, the Center shall inform the
Sponsor as soon as it learns about it and
shall propose a duly qualified person
acting as a new principal investigator. The
Sponsor shall have the right to object to
such replacement. The Center shall make
maximum efforts to require the new
principal investigator to agree in writing to
the ferms and conditions stipulated in this
Agreement by concluding an Amendment
to this Agreement. If the Center and the
Sponsor are unable to agree on the new
principal investigator or if the new
principal investigator is unwilling to agree
to the terms and condlitions sfipulated in
this Agreement, the Sponsor shall have
the right to terminate this Agreement in
accordance with Article 12.5. The Center
and the Principal Investigator must
immediately inform the Sponsor in writing
about any and all changes having an
impact on the availability of resources
and/or Clinical Trial Team Members
conducting the Clinical Trial.

2.28 The Contracting Partners agree to inform

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

Sponsor:
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LEQ Pharma Industriparken 55, DK 2750

Ballerup, Dansko
Att: Global Clinical Operations
Telephone : +45 44 94 58 88

e-mail : sac_gco@LEO-pharma.com

CRO:

PAREXEL International (IRL} Limited
One Kilmainham Sqguare

Inchicore Road

Kilmainham

Dubiin 8

irsko

LEQ Pharma Industriparken 55, DK 2750

Ballerup, Denmark

Att: Giobal Clinical Operations
Telephone : +45 44 94 58 88

e-mail : sac_gco@LEO-pharma.com

CRO:

PAREXEL International (IRL) Limited
Cne Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

2.29  Zmluvni partneri sa zavézuju umoznit | 2.29 The Contracting Partners agree to allow

2.30  Zmiuvni

2.31

vyskumnym organizaciam, ktoré
preukazu, ze majl uzatvoren( zmluvu so
Zadavatefom alebo s ktoroukolvek
z Pridruzenych spolo¢nosti, aby v mene
Zadavatela vykonavali ktorékolvek z prav
a povinnosti Zadavatela na zaklade
takejto Zmluvy, v pripade, Ze sa preukazu
poverenim &i plnomocenstvom, z kioreho
vyplyva ich opravnenie vykonavat prava a
povinnosti Zadavatela. Zmluvni partneri
sa zavdzujl spolupracovat s takymito
vyskumnymi organizaciami.

partneri  sa  zavazuju
poskytovat zdravotné sluzby subjektom,
kiorych a€ast v na Klinickom skdSani
neskongila, v pripade d&iastoéneho
uzatvorenia Klinického skiSania, a dalej
tiez subjektom zaradenym do nasledneho
sledovania po skongeni Klinického
skugania, v sGlade s etickymi pravidlami.

V pripade, Ze pri Klinickom skusdani
pouziva Centrum, Hlavny sku3ajlci alebo
Clenovia &tudijného timu pristrojové
vybavenie, Idoré vyzaduje servis,
kalibraciu alebo ina osobitnt starostlivost,
Centrum sa zavdzuje udrziavat také
pristrojové vybavenie spdscbilé riadnej
prevadzky, o om je povinné Zadavatelovi
na vyziadanie poskytnit zodpovedajucu
dokumentaciu.

¢l. 3 - Povinnosti Zadavatela

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

2.30 The Contracting Pariners undertake to

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

2.31 In the case that the Center, the Principal

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

Article 3 — Obligations of the Sponsor
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3.1 Kontakinymi osobami Zadavatela vo

vzfahu ku Klinickému skasaniu su:

LEO Pharma

Industriparken 55, DK 2750 Ballerup, Dansko
Do ruk: Global Clinical Operations

Telefon: +45 44 94 58 88

e-mailova adresa: sac_gco@LEO-
pharma.com
alebo  ktorékolvek  daldie  osocby
oznameng Hlavnému skusajicemu.

3.2 Zadavatel sa  zavazuje

Zmluvnym partnerom poskytnit bezplatne
v mnoZstve a ¢asovych intervaloch na
riadne vykonanie Klinického sk(3ania
Skdsany liek, nevyhnutné vzory CRF a
dalsie informacie a daldie lie¢ivo / placebo
vyzadované na vykonavanie Klinickeého
skG3ania, napr. [Vyberte podla potreby:
Priruéka sk(Sajiceho (posledna verzia
[vioZit &islo / datum]), Dokumentacia o
Hodnotenom lieku (posledna verzia [viozit
Cislo / datum]) a Sahrn Gdajov o pripravku
- SPC (posledna verzia [vlozit ¢islo /
daturn]).]

3.3 Skusany liek (ako aj daldie lieivo,
placebo, ak je vyZadované Protokclom)
bude dodavané na nasledujdcu adresu:

Nemocniéna lekarefi Fakultnej nemocnice
Trava, Andreja Zarnova 11
917 02 Trnava Slovenska republika

3.4 Skasany liek, nevyhnuiné vzory CRF a
daldie informacie vyZadované na
vykonavanie Klinického  skisania
poskytnuté Centru si a zostavajl
viastnictvom  Zadavatela. Zadavatel
prehlasuje, Ze s0 splnené vietky
podmienky stanovené prislugnymi
pravnymi predpismi na vyrobu (dovoz)
dodavaného Skusaného lieku a jeho
distriblciu do Centra.

3.2

3.3

3.1 The Sponsor's contact persons regarding
the Clinical Trial are:
LEQ Pharma

Industriparken 55, DK 2750 Ballerup,
Denmark

Aftn: Global Clinical Cperations
Telephone: +45 44 94 58 88
e-mail: sac_gco@LEQO-pharma.com

or any other person anncunced to the
Principal Investigator.

The Sponsor agrees to provide the
Contracting Partners with the
Investigational medicinal product,
necessary CRF t{emplates, other
information and other drugs/placebo
required for the performance of the
Clinical Trial free of charge and in the
guantity and frequency necessary for the
proper performance of the Clinical Trial,
for example [select as applicable: the
Investigator's Brochure (latest version
[insert number/date]), Investigational
medicinal product Documentation (latest
version [insert number/date]) and
Summary of Product Characteristics
(SPC {latest version [insert
number/datel).]

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

Nemocnitna lekéref Fakultnej nemocnice
Trnava, Andregja Zarmova 11
917 02 Trnava Slovak republic

3.4 The Investigaticnal medicinal product,

necessary CRF templaies and other
information required for the performance
of the Clinical Trial and provided to the
Center are and shall remain the
Sponsor's property. The Sponsor
declares that all conditions stipulated in
applicable laws regulating the production
(import) of the provided Investigational
medicinal product and the distribution of
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3.5  Zadavatel sa zavdzuje poskytovat
Hlavnému skiasajicemu prislusné nové
informéacie o bezpeénosti tykajlice sa
Skisaného lieku bez zbytocného odkladu.

36 Zadavatel sa zavadzuje poskyinut
Zmluvnym partnerom Vybavenie na udely
jeho vyhradného pouzitia v Klinickom
skasani, o ktorom Zmluvni partneri budd
viest pisomna evidenciu, rozsah a
podmienky poskytnutia si vymedzene v
prilche ¢ 1 Zmluvy. Zmluvni partneri
vybavenie po skonéeni Klinického
skl8ania vratia Zadavatefovi.

€l. 4 - Odmena

4.1 Zadavatel sa zavézuje zaplatit Centru
za riadne vykonané €innosti na zaklade
tejto Zmluvy, vratane prevodu prav
podfa €l 5 tejfto Zmluvy, odmenu vo
vyske, sposobom a za podmienok
uvedenych v tomto &lanku Zmluvy a v
prilche & 1 Zmluvy. Jedinym
prilemcom vSetkych odmien podla tejto
Zmluvy  bude Centrum. Odmeny
realizované v ramci  Klinického
skigania sa rozdefujd nasledovne:;
20% pre Centrum a 80% pre Hlavného
skusajiceho. Podmienky odmenovania
a platby Hlavnému skudajicemu su
stanovené v Zmluve uzatvorenej medzi
Hlavnym skugaijticim a Zadavatelom.
Hiavny skusajuci a Zadavatel/CRO
oznémi Centru uzavretie takejto
dehody.

42 Zmiuvni partneri nemajl narok na
Ziadnu in( cdmenu &i nahradu okrem
tych, ktoré su uvedené v tejto Zmluve
alebo v jej prilohe & 1 alebo inych
zmluvach uzatvorenych SO
Zadavatelom, ibaze ich vopred
pisomne schvali Zadavatef.

3.5

3.6

4.1

4.2

the Investigational medicinal product to
the Center have been met.

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

the Sponsor agrees to provide the
Contracting Partners with Equipment for
the purposes of its exclusive use in the
Clinical Trial, about which the Contracting
Partners shall keep a written inventory;
scope and conditions for providing the
Equipment are set forth in the Exhibit 1 of
this Agreement. The Contracting
Partners shall return the equipment once
the Clinical Trial is completed.

Article 4 — Remuneration

For the activities properly performed
based on this Agreement and for the
transfer of rights under Article 5 of this
Agreement, the Sponsor agrees to
provide the Center with remuneration in
the amount, by means and under the
terms stated below herein and in Exhibit
1 of this Agreement. The only Payee
according to this Agreement is the
Center. Remuneration paid within
Clinical Trial shall be split up applying
the ratio 20% for the Center and 80% for
Principal Investigator. Remuneration
conditions and payment to the Principal
Investigator are stipulated in the
Remuneration Agreement concluded
between the Principal Investigator and
the Sponsor. The Principal Investigator
and the Sponsor/CRO shall notify the
Center about such agreement.

The Contracting Partners are not entitled
fo any remuneration or reimbursement
other than that set forth in this Agreement
and its Exhibit 1 or other agreements
concluded with the Sponsor, unless
approved in advance by the Sponsor in
writing.
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4.3 Véetky odmeny a finanéné nahrady,

ktoré maji byt zaplatené Centru, su
splatné v lehote 45 dni odo diia, kedy
bude Zadavatefovi doruceny
zodpovedajlci dafiovy doklad (fakiura)
so vietkymi nalezZitostami podfa
prisludnych pravnych predpisov
upravujlcich daf z pridanej hodnoty.
Odmeny a finanéné nahrady podla tejto
Zmluvy a jej Prilohy €. 1 (s vynimkou
odmien a finanénych nahrad, u ktorych
je splatnost zvlast upravena v Prilohe ¢.
1 Zmluwy) budi Centru a Hlavnému
skisajucemu uhradené takio: Spatne za
bezprostredne wuplynulé a doteraz
nefakturované obdobie kazdého
kalendameho  3twrtroka  Klinického
skasania si Zmluvni partneri spoloéne
so Zadavatelom navzajom pisomne
alebo formou e-mailu odsthlasia
prehlad poétu, druhu a im odpovedajice
hodnoty jednotlivych ukonov
vykonanych  Hlavnym  ski3ajdcim
a/alebo inymi Clenmi 3tudijného timu,
ktoré maja byt podla tejto Zmluvy
Zadavatefom hradené (izv. navrh
faktiry), zaslany osobou poverenou
Zadavatelom. Tento prehlad musi byt
spracovany zviadt pre kazdy subjekt
Klinického skdSania a musi zahffiaf
polozkovité  vyuctovanie  vSetkych
navétev, vySetreni a daldich sluZieb
vykonanych v prisludnom kalendarnom
Stvrtroku. Na zaklade vzajomného
odsuthlasenia navrhu faktary wvystavi
Centrum fakturu na odmenu a pripadné
finantné nahrady, ktord  dorudi
Zadavatelovi. Zadavatel zaplati Centru
na zaklade riadne vystavenej a riadne
dorugenej faktary prislusnd odmenu a
pripadné  opravnene  fakturované
finanéné nahrady za obdobie, pre ktoré
bal predmetny navrh faktury podria tohto
élanku odsuhlaseny.

V pripade, Ze CRO nezasle Centru
vyisie uvedeny prehlad {navrh fakiury)
na odsdhlasenie v lehote 30 dni odo dfia
ukontenia kalendarneho  Stvrfroka,

4.3

Any remuneration and reimbursement for
the Center must be paid within 45 days of
the day the Sponsor receives a relevant
tax document (invoice), which meets all
reguirements stipulated in applicable
laws regulating value-add tax.

Any remuneration and reimbursement
based on this Agreement and Exhibit 1
{except for remuneration and
reimbursement, the due date of which is
specified separately in Exhibit 1 to the
Agreement) shall be paid to the Center
and the Principal Investigator in the
following manner. retroactively for the
past and not yet invoiced period of each
calendar quarter of the Clinical Trial, the
Contracting Partners and the Sponsor
shall approve in writing or by e-mail an
overview of the number, type and value of
individual  activilies, which  were
performed by the Principal Investigator
and/or other Clinical Trial Team Members
and which are to be paid by the Sponsor
based on this Agreement (i.e. draft
invoice), sent by a persen authorized by
the Sponsor. Every overview must be
prepared separately for each trial subject
and must include an itemized list of all
visits, examinations and other services
provided in the relevant calendar quarter.
Based on the mutuaily approved draft
invoice, the Center shall issue an invoice
for remuneration and potential
reimbursement and shall send it fo the
Sponsor. Based on the duly issued and
delivered invoice, the Sponsor shall pay
the Center the relevant remuneration and
potenitial justified financial reimbursement
far the period for which the draft invoice
has been approved pursuant to this
ariicle.

In the case that the CRO does not send
the Center the aforesaid overview (draft
invoice) for approvat within 30 days of the
end of the calendar quarter, the Center
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4.4

zasle Centrum CRO pisomnu vyzvu a
ak Zadavatel nezasle uvedeny prehlad
{navrh faktury) ani v lehote 30 dni od
doruéenia takejto vyzvy, je Centrum
opravnené vystavit faktaru a Zadavatel
je povinny uhraditt Centru odmenu a
finanéné nahrady za vSetky fakturované
tkony vykonané v obdobi kalendarneho
Stvrtroka Hlavnym skisajicim afalebo
inymi Clenmi Studijného timu.

V pripade, Ze Zmluvni partneri zistia, Ze
st v prehfade (navrhu faktary)
nedostatky, tielc oznamia bez
zbytotného odkladu Zadavatefovi alebo
CRO, ktori su povinni ich odstranit. Ak
ma Zadavatel zato, Ze v prehlade
(navrhu faktdry) Ziadne nedostatky nie
s, oznami to prostrednictvom CRO
Centru. Zmluvni partneri a Zadavatefl sd
nasledne povinni si navzajom poskytnut
sicinnost nevyhnuind na odstranenie
pripadnych rozporov. Neposkytnutie
st¢innosti sa povazuje za nepodstatné
porusenie Zmluvy.

Ak neodstrani Zadavaiel nedostatky v
prehlade (navrhu faktary) ani v lehote
45 dni odo dfia dorudenia oznamenia
podla predchadzajliceho odseku, alebo
v tej istej iehote neoznami Centru, Zze v
prehlade (navrhu faktary) Ziadne
nedostatky nevidi, plati, 2e rozhodny
pre vystavenie faktury je prehfad (navrh
fakitry) v zneni pripomienck Centra, na
zaklade ktorého je Centrum opravnené
vystavit fakiliru a Zadavatel je povinny
odmenu a finanéné nahrady za
fakturované vykony vykonané v obdobi
kalendarneho  S$twrfroka  Hlavnym
skigajicim a/alebo inymi  Clenmi
$tudijného timu centru uhradit.

Zadavatel ma pravo zadrzat az 10% z
prisludnej sumy odmeny za obdobie
kalendarneho $tvrfroka (dalej len
"zadrzné). Zadavatel sa zavazuje
uhradit Centru zadrZzné potom, o budu
predioZzené vsetky prislusné CRF,
budid zodpovedané vsetky otazky s
ohladom na data obsiahnuté v tychto

4.4

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

Contracting partners must immediately
report any potential deficiencies in the
overview (draft invoice) to the Sponsor or
CRO, and the Sponsor or CRO must
remedy such deficiencies. In the case that
the Sponsor believes that the overview
(draft invoice) has no deficiencies, the
Sponsor — via CRO - shall announce it to
the Center. Contracting partners and the
Sponsor must then cooperate as
necessary o rectify such discrepancies.
Failure to cooperate shall be considered
a minor breach of this Agreement.

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

The Sponsor has the right to retain up to
10% of the remuneration for the
calendar quarter, (hereinafter referred to
as the “Retainer”). The Sponsor agrees
to pay the Center the Retainer after all
relevant CRFs were submitted, all
questions concerning CRF data were
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CRF a budd odstranené vsetky
nespravnosti a nedostatky v tdajoch v
databéaze.

4.5 Pokial tato Zmluva neustanovi inak,
véetky sumy uvedené v tejto Zmluve a
v ich prilohach su uvedené bez DPH.
Ak niektoré platby za sluZby podliehaju
DPH, Zadavatel =zaplati prislugna
sumu DPH vo vy3ke podlia pravnych
predpisov ucinnych ku dnu
uskutotnenia zdanitelného plnenia na
zaklade prisluéného dafnového
dokladu (faktdry), ktora bude splhat
véetky nalezitosti predpisané
prislusnymi  pravnymi  predpismi.
Plnenie poskytnuté podrla tejto Zmluvy
predstavuje prijem z wvykonavania
biomedicinskeho vyskumu, ktory nie je
predmetom dane z prijmu vyberangj
zrazkou, ale je zdafovany samotnym
Centrom.

46 Zmiuvni partneri st si vedomi, Ze
Zadavatel mdze zverejnit na centralne|
webovej stranke koncernu platby a iné
plnenia tykajdce sa vyskumu a vyvoja,
ti. (1) plathy vykonané zo strany
Zadavatela na zaklade tejto Zmiuvy a
(2) vsetky wydavky na ubytovanie,
sQvisiace vydavky na obéerstvenie a na
dopravu Zmluvnych partnerov, ktoré
Zadavatel uhradi na zaklade tejio
Zmluvy a (3) vietky kongresové
registratné  poplatky, Uéastnicke
poplatky alebo obdobné poplatky, ktoré
Zadavatel uhradi na zaklade tejto
Zmluvy, a to anonymnym spdsobom, {j.
na agregovanej Urovni. Tieto informacie
mézu byt tiez publikované ako suéast
tejto Zmluvy v registri zmldv na zaklade
ustanovenia §5a a § 5b zakona &.
211/2000 Z.z., o slobodnom pristupe k
informaciam a o zmene a doplheni
niektorych zakonov v zneni zakona €.
B46/2010 Z.z., vzneni neskorsich
predpisov. Bez ohfadu na wvy3die
uvedené moéZe Zadavatel zverejnit
prevod akejkolvek hodnoty poskytnutej
v ramci tejto Zmluvy.

45

456

answered and all incorrect or incomplete
data in the database were reciified.

Unless otherwise stated in this
Agreement, no amounts specified in this
Agreement and its Appendices include
VAT. In the case that any payment for
services is subject to VAT, the Sponsor
shall pay the relevant VAT amount
stipulated in legal regulations effective
as of the date of taxable supply based on
the relevant tax document {invoice) that
shall meet the requirements laid down in
applicable legal regulations.
Remuneration provided based on this
Agreement is considered an income
from biomedical research, which is not
faxable for Income tax levied by
withholding, but is taxed directly by the
Center.

The Contracting Partners understand that
the Sponsor may disclose on the central
website any payment and any transfer of
value relating fo research and
development, i.e. (1} payments made by
Sponsor under this Agreement and (2)
any cost of accommodation,
refreshments and travel of the
Contracting Partners, which Sponsor
covers under this Agreement and (3) any
congress registration or participation fees
or similar fees, which Sponsor covers
under this Agreement, all this in an
anonymized way, i.e. on aggregated
level. This information may also be
disclosed as a part of this Agreement in
the Agreements Register pursuant to
section 5a and section 5b of Act No.
211/2000 Coll., on free access to
information and on amendments to
certain acts, as amended by Act No.
546/2010 Coll. Notwithstanding the
aforementioned, the Sponscr may also
disclose any transfer of value under this
Agreement.
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4.7 Vietky pehazné plnenia

5.1

subjektu
ski8ania su vyplacané Hlavnym
skudajicim v sulade s ioutc Zmluvou
a Protokolom a predovietkym
Formutarom informovaného suhlasu,
ako je blizéie vymedzené v Prilohe &. 1
tejto Zmiuvy.

Cl. 5 - Prava k vysledkom

Zadavatelovi patria vyhradné prava ku
vSetkym vysledkom, ddajom zisteniam,
objavom, vynalezom a $pecifikaciam,
bez ohladu na to &i su spdsobilé byt
predmetom patentovej ochrany alebo
nie, ktoré wvznikli, boli wvytvorené,
odvodené, vyprodukované, objavené,
vymyslené alebo inak urobené
Centrom, Hlavnym skusajicim afalebo
Clenmi $tudijného timu v sdvislosti s
vykonavanim Klinického skOsania (dalej
len “Vysledky”). Zmiuvni partneri tymto
vopred  postupujit  vSetky  svoje
majetkové prava k Vysledkom na
Zadéavatela a Zadavatel tieto postipené
prava prilima. Cdmena za tento prevod
je uz zahrnuta v odmene Zmluvnych
partnerov podla &l 4 tejto Zmiluvy.
Zmluvni  partneri  neziskavajd k
Vysledkom plnenim tejto Zmluvy Ziadne
prava.

5.2 Vietky zdravotnicke dokumentacie a

povodna zdrojova dokumentacia zostanu
majetkom Centra; avsak, Zadavatel je
opravneny ich pouZzit v stlade s plathou
legislativou SR, touto Zmluvou a ;na
zéklade sthlasu, ktory udelia subjekty
skasania.  Spristupnenie  Vysledkov
akémukolvek subjektu, vratane CRO i
etickej komisie alebo regulaéného organu
nebude povazované za udelenie
vlasinickeho prava k tymto informaciam
tychto subjektov.

5.3 V rozsahu, v akom prava duSevného

vlastnictva k Vysledkom nie suO
prevoditeiné, udeluja tymto Zmluvni
partneri Zadavatelovi vyhradnu,

neodvolateln v mieste a Case

47

5.1

52

53

Payments/compensations o trial
subjects shall be made by Principal
Investigator in compliance with this
Agreement and the Protocol and in
particular the Informed Consent Form, as
specified in detail in Exhibit 1 to this
Agreement.

Article 5 — Rights to Results

The Sponsor shall own the exclusive
rights to all results, data, findings,
discoveries, inventions and
specifications, whether patentable or not,
that were originated, conceived, derived,
produced, discovered, invented or
otherwise made by the Center, the
Principal investigator and/or Clinical Trial
Team Members in connection with
conducting the Clinical Trial (hereinafter
referred to as “Results”). The Contracting
Partners hereby assign all of their
proprietary rights to Results to the
Sponsor in advance and the Sponsor
accepts such assigned rights. The royalty
fee for this assignment is already included
in the remuneration of the Contracting
Partners under Article 4 of this
Agreement. The Contracting Partners
shall not acquire any rights to Resulis by
performing this Agreement.

All medical records and original source
documents shall remain the property of
the Center; however, the Sponsor shall
be permitted to use them in accordance
with  applicable legislation, this
Agreement and based on the consent of
trial subjects. Disclosure of Results to any
subject, including a contracted CRO,
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 Resulis are legally not assignable, the
Sponsor is hereby granted by the
Contracting Pariners an exclusive,
worldwide, sub-licensable, time-unlimited
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5.4

55

neobmedzent licenciu s pravom
udefovat sublicencie, a to na vietky
spOsoby pouéitia tychto Vysledkov.
QOdmena za tito licenciu je uz zahrnuta
v odmene Zmluvnych partnerov podla
¢l. 4 tejto Zmluvy. Centrum sa zavazuje
vyvinat maximalne usilie na to, aby
skutoéni  vlastnici  tychto  prav
dusevného vlasthictva, tj.. zamestnanci
Centra a / alebo zainteresované tretie
strany, umoznili Centru udelit vyisie
uvedenu licenciu Zadavatelovi.

Pre odstranenie pochybnosti plati, Ze
vynalezy, ktoré s vylep3eniami, alebo
novym pouzitim & novymi liekovymi
formami Skusanéhoe lieku s vyluénym
vlastnictvom Zadavatela.

Zmluvni partneri sa zavazujt
zabezpedit, Ze vietky Vysledky (dalej
len “Vynalezy"), dosiahnuté
zamestnancami Centra alebo inymi
stranami zahmutymi Zmluvnymi
partnermi do vykcnavania Klinického
skuSania, budd bezodkladne oznamené
Zadavatelovi.

5.6 Zadavatel alebo ktorakolvek s nim

5.7

PridruZzena spoloénost s( opravneni
podat  priblasku  patentu  pre tieto
Vynalezy vo svojom mene alebo v mene
uréenej tretej strany, na vlastné naklady,
s uvedenim mena vynalezca (-ov) v
prindadke patentu. Zmluvni partneri sa
zavazujl podpisat a zabezpefif, aby
zamestnanci Centra a dalSie subjekty
zahrnuté  Zmluvnymi  partnermi  do
vykonavania  Klinického  skG8ania
podpisali vietky listiny a poskytli také
svedectva, aké Zadavatel uzna za
poirebné na U¢el podania prihlagky
paientu a ziskania patentu s cielom
ochranit opravnené zaujmy Zadavatela
tykajice sa duSevného vlastnictva,
ktoré vznikn( v suvislosti s Klinickym
skasanim.

Zadavatel a jeho Pridruzené spoloénosti
médzu uzivat, rozmnozovat a prevadzat
anonymizované radiologické !

54

55

5.6

5.7

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

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

The Contracting Pariners agree to ensure
that all Results (hereinafiter the
‘inventions”) made by employees of the
Center or other pariies included in the
Clinical Trial by the Contracting Partners
shall be reported to the Sponsor without
undue delay.

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

The Sponser and its Affiliates may utilize,
reproduce and transform anonymized
radiological/diagnostic images made in
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5.8

diagnostické snimky zhotovené v
priebehu Klinického skidania v rozsahu
uvedenom v informovancm suhlase na
vietky UcCely, vedecké alalebo
komeréné, v akejkolvek podobe a
akymkolvek spdsobom, elektronickym
alebo mechanickym, vratane
vyhotovovania fotokopii, elektronickych
zéaznamov (napr. na CD-ROM), mikro-
koépii, alebo prostrednictvom systémov
uchovavania a obnovovania Udajov,
vratane databank a internetu. Na tento
ugel udefuja  Zmluvni  partneri
Zadavatelovi  vyhradni, miestom
necbmedzent a neodvolateina licenciu,
vratane prava udelif sublicencie
Pridruzenym spolognostiam
Zadavatela, na uZivanie vy3Sie
uvedenych snimok. Odmena za tuto
licenciu je uz zahrnutda v odmene
Zmluvnych parinerov podfa &l. 4 tejto
Zmluvy. Ak nie s(0 Centrum alebo
Hlavny skisajlci vlastnikmi prav k tymto
snimkam, Centrum a/alebo Hlavny
skiSajlci vynaloZia vietko usilie, aby
zabezpecili, aby skutofny wviastnik
tychto prav, tzn. zamestnanci Centra
afalebo tretie osoby zahrmuté do
vykonavania  Klinického  ska&ania,
umoznili Zmluvnym strandm udelif
vyssie uvedenu licenciu Zadavatefovi.
Zmluvni partneri potvrdzujd, Zze vietky
takéto snimky budd =ziskané so
sGhlasom subjektu, ktory Centru
odovzdd Zadavatel a Ze nebudul
obsahovat Ziadne informacie,
prostrednictvom ktorych by mohol byt
identifikovany konkrétny subjekt
skdSania.

Zadavatel udeluje Zmluvnym partnerom
nevyhradn( licenciu k Vysledkom
vytvorenym v Centre na interné
nekomeréné vyskumné a vzdelavacie
Uéely pri  dodrzani  podmienok
zachovania ddvernosti a podmienck pre
publikovanie, ktoré s obsiahnuté v tejto
Zmluve. Tato licencia neopraviuje k
udelovaniu akychkolvek sublicencit.

€1. 6 - Zachovavanie dévernosti

5.8

the course of the Clinical Trial, in
compliance with the provisions of the
informed consent and to the extent
specified in the informed consent, for any
scientific and/or commercial purposes, in
any form and by any means, electronic or
mechanical, including making
photocopies, electronic recordings (e.g.
on CD-ROM), micro-copies, or by any
data storage and retrieval systems,
including data banks and the Internet. The
Contracting Partners hereby grant to the
Sponsor an exclusive, worldwide and
irrevocable license, with the right to grant
a sublicense to the Sponsor's Affiliates,
for the use of aforementioned images.
The royaity fee for this license is already
included in the remuneration of the
Contracting Partners under Article 4 of
this Agreement. In the case that the
Center or the Principal Investigator is not
the owner of these rights {o such images,
the Center and/or the Principal
Investigator will make best efforts fo
ensure that the actual owner of these
rights, i.e. employees of the Center and/or
third parties involved in the Clinical Trial,
would allow the Coniracting Partners to
grant the aforementioned license to the
Sponsor. The Contracting Partners
confirm that all such images shall be
obfained with trial subjects’ consent that
shall be submitted to the Center by the
Sponsor and that the images shall not
contain any information, through which
the relevant frial subject couid be
identified.

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

Article 6 — Confidentiality

264441_LP0133-1528 SLOVAKIA CSA_INST_PI_site4202_Kozub

25



6.1

6.2

Zmluvni partneri sa zavazuji
zaobchadzal so vietkymi informaciami
oznafenymi ako "Déverné” a prijatymi
od Zadavatela alebo v jehc mene alebo
od Pridruzenych spolognosti
Zadavatela v suvislosti s Klinickym
skasanim, Skasany liekom, Proickolom
alebo touto Zmiuvou a s Vysledkami
(dalej len ,Doéverné informacie") prisne
doverne. Zmluvné strany sa zaroven
dohodli, Ze si Zmiuvni partneri povinni
zaobchadzat ako s dévernymi aj s tymi
informaciami, ktoré sice ako ,Dovernég”
nie s0 oznatené, ale mdZzu byt
povaZované za Doverné informacie, ato
na zaklade ich povahy alebo
podmienok, kioré sa vztahovali k ich
poskytnutiu alebo  spristupneniu,
vratane vietkych GOdajov tykajdcich sa
Klinického skisania, udajov pre
vnutorntl  potrebu, alebo informacii
vytvorenych na zaklade  Klinického
skiiSania, a to napriklad vratane
Protokolu, sdboru informacii pre
Hlavného skisajuceho &i predbeznych
vysledkov Klinického skugania. Zmluvni
partneri smuG  pouZivat Déverné
informacie iba na Géely plnenia tejto
Zmluvy a zavazujd sa nespristupnit
takéto Doverné informacie Ziadnej tretej
strane mimo  strdn  poverenych
Zadavatelom bez predchadzajuceho
pisomného stihlasu Zadavatefa.
Zmluvni partneri sa zavazuju umoznif
pristup k doévernym informaciam len
osobam, ktoré sa s Dbvernymi
informaciami maju potrebu zoznamovat'
na ucel poskytovania sluzieb na zaklade
tejto Zmluvy, a aj to len viedy, ak tieio
osoby boli  Zmluvnymi  parthermi
preukazatelne zaviazané k
reSpektovaniu podmienok aspofi tak
prisnych, ako st podmienky podla tohto
¢lanku. 6.

Zmluvni  partneri s opravneni
publikovat Vysledky v sulade s &l 7
Zmluvy,

6.1

6.2

The Contraciing Partners agree to ireat
as strictly confidential all information
marked as “Confidential” and received
from or on behalf of the Sponsor or any of
its Affiliates in relation to the Clinical Trial,
the Investigational medicinal product, the
Protocol or this Agreement as well as
Results (hereinafter referred to as
“Confidential Information”). The
Contracting Parties agree that the
Contracting Partners must also treai as
strictly confidential any information that is
not marked as “Confidential” but can be
considered Confidential Information
based on its nature or conditions under
which it was provided or disclosed,
including any data concerning the Clinical
Trial, informaticn for infernal use only or
information created based on the Clinical
Trial, for example including the Protocol,
the dataset for Principal investigator or
preliminary results of the Clinical Trial.
The Contracting Partners may use
Confidential Information only for the
purposes of performance of this
Agreement and agree not fo disclose
such Confidential Information to any third
party other than parties authorized by the
Sponsor without the Sponsor's prior
written consent. The Contracting Partners
agree to provide access to Confidential
Information only to persons that need to
know Confidential Information for the
purpose of providing services based on
this Agreement and only if such persons
were provably bound by the Contracting
Partners to observe conditions that are at
least as stringent as the conditions under
this Article 6.

The Contracting Partners have the right to
publish Resuits in accordance with Article
7 of this Agreement,
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6.3

6.4

6.5

6.6

Pojem Ddverné informacie, ako je
pouZivany v tejto Zmluve, sa nevziahuje
na Gdaje a informacie, pri ktorych mdzu
Zmluvni partneri preukézat, ze (i) nimi
Centrum alebo Hlavny skusajlci
disponovali bez povinnosti zachovavat
o nich miéanlivost v &ase, ked' im boli
spristupnené  Zadavatelem  alebo
jehoPridruzenymi spolo&nostami , alebo
menom niektorych z nich, (ii) sa alebo
sa stanu saéastou verejnych informacii
inak ako konanim alebo opomenutim
Centra alebo Hlavneého skigajdceho,
(iii} ich Centrum alebo Hlavny skagajlci
pravom nadobudii od tretej strany, ktora
nie je vodi Zadavatelovi alebo jeho
PridruZzenym spoloCnostiam viazana
vyslovnou alebo implicitnou
povinnostou micanlivosti, alebo (iv} boli
vytvorené nezavisle Centrom alebo
Hlavhym skidsajiocim bez odkazovania
sa na Doverne informécie alebo ich
pouzitie.

Navyse si Zmluvni parineri opravneni
spristupnit Ddverné informacie v takom
rozsahu, v akom je takéto zverejnenie
vyzadované zakonom alebo
vykonatefnym sidnym  rozhodnutim,
aviak za podmienky, Ze Zmluvni
partheri o tejto skutoBnosti v
primeranom ¢asovom predstihu
informuju Zadavatela a na jeho Ziadost
s nim budd spolupracovat v snahe
dosiahnut’ opatrenia na Uéely ochrany
alebo iného primeraného pravneho
prostriedky.  Zmluvni  partneti  sa
zavazuju wvyvinlt vetko primerane
asilie, aby zabezpedili ddverné
zaobchadzanie s ktoroukolvek =z
Dévernych  informacii, ktord bude
spristupnena.

Tieto povinnosti zachovavat mi¢anlivost
a zakaz pouzivania Ddvernych
informacii podfa tejto Zmluvy zostana v
platnosti aj po skonéeni tejto Zmiuwvy.

Zmluvni partneri sa zavézuju na Ziadost
Zadavatefa zlikvidovat a zmazaf

6.3

6.4

6.5

6.6

The term Confidential Information, as
used in this Agreement, does not apply to
data and information where the
Coentracting Partners can prove that such
data and information (i) were already in
possession of the Center or the Principal
Investigator without the confidentiality
obligation at the time of their disclosure to
them by or on behalf of the Sponsor or
any of its Affiliates, (ii) are or become a
part of public information by means other
than by an act or omissicn on the part of
the Center or the Principal Investigator,
(iii) were legally acquired by the Center or
the Principal Investigator from a third
party not bound to the Sponsor or its
Affiliates by an explicit or implied
confidentiality obligation or (iv) were
created independently by the Center or
the Principal Investigator  without
reference to Confidential Information or
its use.

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

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

The Contracting Partners agree to
liguidate and delete any Confidential
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Doverné informacie, ktorymi disponujl information in their possession or to
alebo ich vratit Zadavatelovi. return it to the Sponsor upon the request
of the Sponsor.

6.7 VEetky dohody existujice pred | 6.7 All pre-existing agreements regarding the

uzavretim tejto Zmluvy, kioré sa tykaju confidentiality obligation with regard to
povinnosti zachovavat miéanlivost vo the Clinical Trial shall be superseded by
vzfahu ku Klinickému skddaniu, sa this Agreement and only with regard to
nahradzaji touto Zmluveu a len pokial the Clinical Trial.

sa tykaja Klinickeho skugania.

6.8 Zadavatel sa zavazuje =zachovavat | 6.8 The Sponsor agrees not to disclose any

miéanlivost o skutoénostiach, ktoré fact that the Center designates as
Centrum oznati ako skutonosti confidential.
doverné.

€l. 7 - Publikovanie, tlacové spravy a | Article 7 — Publication, Press Releases and
verejné oznamenia Public Announcements

7.1 Zadavatel uznava zaujem Zmiuvnych | 7.1 The Sponsor acknowledges the interest

partnerov na nekomerénom vedeckom of the Contracting Partners in the non-
publikovani Vysledkov, bez ohladu na commercial scientific publication of
fo, ¢i vysledok Klinického ska3ania je Results, regardless of whether the
pozitivny alebo negativny. S ohladom outcome of the Clinical Trial is positive or
na opravnené zaujmy Zadavatela sa negative. Considering the Sponsor's
Zmluvni partneri zavdzujl dodrZiavat reasonable interests, the Contracting
nasledujuce povinnosti a podmienky na Partners agree to comply with the
publikovanie: following publication obligations and
terms:

7.1.1Zmluvni  partneri sa  zavazuju |7.1.1 The Contracting Partners agree t{o

poskytovat Zadavatelovi vetky navrhy provide the Sponsor with all proposed
na publikovanie alebo Gstne prezentacie publications or oral presentations relating
tykajuce sa Klinického ski3ania alebo to the Clinical Trial or the Investigational
Skosaného lieku alebo Vysledkov (dalej medicinal product or Results (hereinafter
len "Publikacie") najmenej Sestdesiat referred to as the “Publication”) at least
(60) dni pred zamy&lanym predloZenim sixty (60) days prior fo the intended
alebo prezentaciou Publikacie, aby ich submission or presentation of the
Zadavatel mohol skontrolovat, Publication in order to allow the Sponsor
to review it.

7.1.2Pokial Zadavate! necznami Zmluvnym |7.1.2 If the Sponsor does not nofify the

partnerom v ramci lehoty 45 dni odo Contracting Partners within 45 days of the
dia, ked mu bola doruéena zamyglana Sponsor's  receipt of the intended
Publikacia, Zmluvni partneri sa Publication, the Contracting Partners
zavdzuju  pripomenat Zadavatelovi agree to remind the Sponsor of the
predpokladany  datum  Publikéicie. intended date of the Publication. The
Zmluvni partneri nie sd opravneni Contracting Pariners are not allowed fo
publikovaf Publikacie bez vyslovného publish Publications without the explicit
sthlasu Zadavatela. consent of the Sponsor.

264441 _1P0133-1528_SLOVAKIA_CSA_INST_PI_site4202_Kozub
28



7.1.4 Zadavatel

7.1.5Ak mozno

7.1.3 Zmluvné strany berl na vedomie a

suhlasia, Ze v pripade multicentrickych
stadii sa Viysledky Klinického skasania
publikuju iba prostrednictvom
koordinacie so Zadavatefom na Ucel
kombinovania vysledkov zo v3etkych

centier zuéastnenych Klinického
skG$ania. Zmluvni  partneri  si
opravneni publikovat Vysledky za

podmienky, ze celkové vysledky neboli
publikované do 18 mesiacov od

dokonéenia alebo predéasného
ukon¢enia  Klinického ski$ania vo
vietkych  centrach  a zozbierania

vSetkych dat zo vEetkych centier (podla
definicie uzamknutia databazy
klinického sk(8ania), a stuéasne za
podmienky postupovania v sulade s
podmienkami stanovenymi v tomio
élanku.

a Zmluvni partneri sa
zavézuju prediskutovat v8etky rozdiely
v nazoroch na zamyslany obsah
Publikacie s cieflom najst rieSenie
uspokojivé pre Zadavatela a pre
Zmluvnych partnerov. Zadavatel je
opravneny navrhn(t akékofvek zmeny
Publikacie, kioré oddvodnene povaZuje
za potrebné na vedecké Géely. Zmluvni
partneri sa zavazujl, Ze implementacia
takychto odporG€anych zmien nebude
bezddvodne odmietnuta.

oCakavat, ze takato
Publikdcia by mohla mat neziaduci
uéinok na zachovanie ddvernosti
ktorejkolvek z Dévernych informacit
Zadavatela, Zmluvni partneri sa
zavizuja zabranit takejto Publikacii,
ibaze by predmetna Ddverna informacia
nemohla byt vymazana z Publikacie bez
ujmy vedeckej spravnosti Publikacie.

7.1.6Ak by Publikacia z pohladu Zadavatela

meohla mat neziaduci U¢inok na
schopnost ziskaf patentovi ochranu
pre kiorykolvek Vynalez, Zadavatel ma
pravo poZadovat odklad Publikédcie na

7.1.4 The Sponsor

7.1.3The Contracting Parties acknowledge

and agree that, in case of mulii-center
studies, Results of the Clinical Trial are
published only through coordination with
the Sponsor in order fo combine the
results of all centers participating in the
Clinical Trial. The Contracting Pariners
may publish Results on the condition that
overall resuits were not published within
18 months of the completion or
termination of the Clinical Trial at all
centers and all data have been received
from all centers (defined as database lock
of the Clinical Trial), subject to the
compliance with the terms set forth in this
Article.

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

7.1.5 If such Publication is expected to have an

adverse effect on the confidentiality of any
of the Sponsor's Confidential information,
the Contracting Parthers shall prevent
such Publication, uniess the Confidential
information can be deleted from the
Publication without detriment to the
scientific correctness of the Publication.

7.1.6 If the Publication may - in the Sponsor's

view - have an adverse effect on the
ability to obtain patent protection for any
Invention, the Sponsor may request a
delay of the Publication for a reasonable
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primerani dobu na Ucel pripravy a
podania Ziadanej patentovej prihlagky
Zadavatelom alebo v jeho mene, aviak
tato doba nesmie presiahnut Sest (6)
mesiacov od datumu, kedy bola
Zadavatefovi Publikacia doruéena na
kontrolu.  Zadavatel ma  pravo
poZzadovat daléi odklad Publikacie, ak
patentova prihlaska bola podana a ak
prihladka s pravom prednosti je nedplna
a v ramci jedného (1) roka od podania
prinlagky s pravom prednosti musi byt
do  Ziadosti doplneny  predmet
patentovej prihlasky. V tomto pripade
ma Zadavatel pravo poZzadovat odklad
akejkolvek Publikacie aZ do doplnenia
prihladky s pravom prednosti. Zadavatefl
nebude zakazovat Publikaciu v pripade,
ked informacia, ktora je spOsobila byt
predmetom patentovej ochrany, bola z
planovanej Publikacie odstranena.

7.1.7Zmluvni partneri sa zav&zujl zahrnuf do

7.2

7.3

7.4

kazdej Publikacie ustanovenia
informujlce, Zze vytvorenie (dajov bolo
podporené Zadavatefom a sOCasne sa
Zmluvni partneri zavazuju informovat o
svojej miere  angazovanosti  na
Klinickom skusani i na prospechu, ktory
im z Klinického skadania  plynul.
Autorsivo a uznanie za vedecké
publikovanie by mali byi v sulade s
jednotnymi poziadavkami na rukopisy
vydanymi Medzinarodnym vyborom
redaktorov lekarskych &asopisov -
ICMJE (Uniform Requirements for
Manuscripts).

Zmluvni partneri sa zavazuju zaviazal
rovnakymi povinnostami a
poziadavkami na publikovanie, ktoré sa
stanovené v &l. 7.1 Zmluvy tie? vietkych
Clenov $tudijného timu.

Povinnosti stanovené v él, 7.1 zostanl v
platnosti dalsich patnast (15) rokov po
predéasnom ukonfeni alebo po
ukonéeni tejto Zmluvy.

Zadavatel je opravneny zverejnit
vysledky Klinického  sku3ania

period of time in order to enable the
preparation and filing of any desired
patent application by, or on behalf of, the
Sponsaor; such period, however, may not
to exceed six {6) months from the day the
Sponsor received the intended
Publication for review. The Sponsor may
request a further delay of the Publication
in the case that the patent application has
been filed and the priority application is
incomplete, and the subject-matter must
be added io the application during the
priority year. In such case, the Sponsor
has the right to requesi a posiponement
of any Publication until completion of the
priarity application. The Sponsor shall not
prohibit the Publication if the patentable
information was removed from the
planned Publication.

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

7.2 The Contracting Partners agree 1o
impose the same obligations and
requirements for publications as set forth
in Article 7.1 of this Agreement on all
Clinical Trial 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 The Sponsor may publish Results of the
Clinical Trial in any manner it deems
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7.5

7.6

8.1

spdsobom, ktory uzna za vhodny, a to
ako po celi dobu trvania tejto Zmluvy,
tak aj po jej ukonéeni, dalej je Zadavatel
opravneny umiestnit informacie o
Klinickom skisani a o Vysledkoch na
internet, napr. na stranky
www.ClinicalTrials.gov (zverejnenie
registra) a na stranky pre zverejnenie
vysledkov, na firemné  stranky
Zadavatela (zverejnenie regisira a
vysiedkov) a v kiorgjkolvek databdze
a/alebo v registri v sdilade s pravnymi
predpismi a s prisludnymi normami vo
vztahu k rozsahu, forme a obsahu.

Zmiluvni partneri sa zavazujl
nepublikovat Ziadne tlatové spravy
alebo iné verejné oznamenia o
Klinickom skusani, Vysledkoch
Klinického skigania a/alebo Skidsanom
lieku bez predchadzajliceho pisomného
suhlasu Zadavatela, s wvynimkou
opravnene uveregjnenych a verejne
dostupnych informacii.

Nazov Zadavatela nesmie byt
pouzivany v Ziadnom reklamnom alebo
inom materiali Zmluvnych partnerov bez
predchadzajiceho pisomneho
schvalenia Zadavatelom.

Cl. 8 - Zodpovednost' a
odskodnenie

Zmluvni  partneri  sa  zavazujl
Zadavatelovi nahradit $kodu (vratane
Skody nemajetkovej a smrti subjektu

skugania) wvzniknutej =z dévodu (i)
nedbanlivéhe  alebo  dmyselného
protipravneho konania alebo

opomenutia a / alebo (i) porudenia
ktorejkolvek z povinnosti prijaiych na

zaklade tejto Zmiuvy ako aj (i)
porusenia pravnych predpisov
ktorymkolvek Z nich., alebo

ktorymkolvek zo zamestnancov Centra
alebo Zmluvnych partnerov, ktori budu
participovat na plneni tejto Zmluvy.
Narok na nahradu 3kody nevznika,
pripadne vznika len v pomernej vyike,
ak skoda na zdravi (vratane smrti) bola

7.5

7.6

8.1

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

The Contracting Partners agree not to
publish any press release or any other
public announcements about the Clinical
Trial, Results of the Clinical Trial and/or
the Investigational medicinal product
without the Sponsor's prior written
consent, except for justifiably disclosed
and publicly available information.

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

Article 8 — Liability and Indemnity

The Contracting Partners agree to
indemnify the Sponsor for any damage
(including non-pecuniary damage and
death of frial subject) incurred as a result
of (i) a negligent or willful llegal act or
omission and/or (i) a breach of any
obligations  assumed under this
Agreement as well as (jii) breach of legal
regulations by either of them. or any
employee of the Center or contractors
used for the purposes of fulfilment of this
Agreement. Claim for damages does not
arise, or arises only in a proportional
amount, if health-related harm (including
death) occurred due to the fault or
contributory fault of the trial subject or
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8.2.1

spdsobena zavinenim Ci
spoluzavinenim subjekiu skusania &i
jeho zakonného zastupcu, &o a z

nedbanlivosti.

8.2 Zadavatel je Zmluvnym parinerom

(Centrum alebo Hlavny skisajlaci dalej
oznatovani len "Odskodnovana
strana") povinny nahradit $kodu
(vratane ujmy nemajetkovej) v rozsahu,
v akom je voci nim na prislusnom sade
subjektom skdsania alebo inymi, na to
podfa platnych pravnych predpisov
opravnenymi osobami, aspesne
uplatneny najm@ narok na nahradu
Skody na zdravi {vratane smrti)
vzniknutej z  ddvodu uzivania
Skisaneho lieku alebo akéhokoivek
vykonu alebo postupu vykonaného na
subjekte sk(3ania podla poZiadaviek
Protokolu, ktorému by  subjekty
skdZania inak neholi vystavené, keby sa
nezucastnili na Klinickom skdsani, na
prisludnom side a to za podmienky, Ze
tato skoda:

nevznikia z dévodu, Ze
Odskodnovana strana nekonala v stlade
(2) s podmienkami tejto Zmluvy; a/alebo
{(b) Protokolom; af/alebo (c) vietkymi

prislusnymi  prdvnymi predpismi a
pravidlami upravujucimi vykonhavanie
Klinického skisania; afalebo (d)
bezpe&nostnymi opatreniami a

pisomnymi pokynmi Zadavatela alebo
jeho PridruZenych spolo¢nosti; a/alebo

8.2.2 nevznikla z dévodu nedbanlivostného

alebo amyselného protipravneho
konania alebo opomenutia
Odskodiiovanej strany; afalebo

823 nie je plne hradena z poistenia

dohodnutého v sulade s pravnymi
predpismi v prospech OdS$kodfiovang
strany.

8.3 Dalej plati, Ze ak vznikne taka koda iba

sGasti z  dbvodov na strane
Odskodnovanej strany uvedenych v &L
8.2.1, alebo 8.2.2, (dskodiiovanej

8.2

his/her legal representative, also due o
negligence.

The Sponsor must indemnify the
Contracting Partners (hereinafter the
Center and the Principal Investigator
collectively referred to as the
“iIndemnified Party”) for damage
{(including non-pecuniary damage) to the
extent to which a trial subject or any other
under law entitled person successfully
claims namely damage to health
(including death) as a result of using the
Investigational medicinal product or any
clinical intervention or procedure required
by the Protocol, to which they would not
be otherwise subjected to if they were not
participating in the Clinical trial, in a
competent court of justice, provided that
such damage:

8.2.1did not arise from the failure of the

Indemnified Party to comply with (a) the
terms of this Agreement; and/or (b) the
Protocol, and/or (¢} all applicable laws
and regulations governing the
performance of the Clinical Trial, and/or
(d) safety measures and written
instructions of the Sponsor or its Affiliates;
and/or

8.2.2does not arise from a negligent or wiliful

illegal act or omission of the Indemnified
Party; and/or

8.2.3 is not fully covered by insurance taken

8.3

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

In the case that such damage incurs only
in part due to reasons on the part of the
Indemnified Party as specified in Article
8.2.1 or 8.2.2, the Indemnified Party shall
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8.4

8.4.1

strane vznika narok na nahradu Skody
voli Zadavatelovi v rozsahu, v akom
vznikla $kodu mimo dévodov
uvedenych v €l. 8.2.1 afalebo 8.2.2.

Pravo Zmluvnych partnerov na nahradu
Skody podla &l 8.2 dalej nevznikne a
Zadavatel! nebude maf povinnost
nahradu Skody poskytnut, s vynimkou
ods. 8.4.3, len v rozsahu, v ktorom bude
mat poruSenie niekfore] z nizdie
uvedenych povinnosti zo strany
Zmiuvnych partnerov negativny vplyv
na moznost UspedSne sa branit proti
uplatnenému naroku na nahradu skody:

Zmluvni partneti sa zavazuju pisomne
informovat Zadavatela o© kazdom
naroku afalebo Zalobe v maximalnom
moznom  rozsahu, podfa tychto
ustanoveni o nahrade %kody, a to do
patnastich (15) dni odo dna, ked sa o
nich dozvedia, a sufasne sa zavazuju
umoznif Zadavatelovi, aby schvaloval
véetky Ukony a obranu proti takto
uplatnenému naroku alebo Zalobe
vratane rozhodovania o urovnani
sporu; a

8.4.2 Zmluvni partneri sl povinni

spolupracoval so Zadavatefom a jeho
pravnymi zastupcami a poistovatelmi
pri obrane proti takému naroku alebo
Zalohe, a zabezpedit' takito spolupracu
to strany svojich zamestnancov; a

8.4.3 Zmiuvni partneri nesmu uznat ani

8.5

uspokojif  Ziadny takyto narok mimo
alebo v ramci stdneho konania bez
predchadzajticeho pisomného sahlasu
Zadavatela.

Zadavatel je Od&kodhovanej strane
povinny nahradif 3kodu na zdravi
{vratane smrii), ktora vznikla subjektu
skugania vyhradne v dosledku uZivania
Skasaneho lieku pouzitého v ramci
Klinického skuifania a to =za
predpokladu, Ze narok nevzniko! v
ddsledku poru3enia povinnosti
Zmluvnych partnerov.

be entiiled to indemnification from the
Sponsor fo the extent to which the
reasons indicated in Atticle 8.2.1 andfor
8.2.2 did not contribute to the damage.

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

8.4.1 The Contracting Partners agree to notify
the Sponsor in writing and as much as
possible about a claim and/or lawsuit
according to these provisions on
indemnification within fifteen (15) days of
tearning about such a claim or lawsuit and
to allow the Sponsor to approve all acts
and defense against such a claim or
lawsuit, including the right to decide on its
settlement; and

8.4.2 The Contracting Partners must cooperate
and require its employees io cooperate,
with the Sponsor and ifs aftorneys and
insurers in the defense of such a claim or
lawsuit; and

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

8.5 The Sponsar is obliged to indemnify the
Indemnified Party for health damage
(including death) to trial subject as a result
of using the Investigational medicinal
product and used in Clinical Trial provided
that such claim was not due {o a breach
of the Contracting Partners’ obligations.
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€l. 9 — Poistenie

9.1 Zadavatel zodpoveda za zabezpeenie

poistenia na uéel Klinického skusania v
stlade s prisludnymi pravnymi predpismi.
Na tento gel Zadavatel prehlasuje, ze
zabezpetil poistenie zodpovednosti
Zadavatela a Centra za Skodu {vratane
nemajetkovej Skody, okrem nemajetkovej
Skody spdsobenej porudenim prav na
ochranu osobnosti & mena, urazkou na

cti, ohovaranim, Sikanovanim,
obtaZovanim, nerovnakym
zaobchadzanim & inymi  spdsobmi

diskriminacie), prostrednictvom ktorého
je zabezpedené aj odskodnenie v pripade
smrti subjekiu skasania alebo v pripade
Skody vzniknutej na zdravi subjektu
skilfania v doésledku vykonavania
Klinického skusania v sullade s § 43
pism. h) bod 3 =zakona o liekoch.
Zadavatel dalej prehlasuje, Ze zabezpedil
poistenie zodpovednosti Centra za
Skodu, ktord mdze byt spdsobena
subjektu skusania v sulade s § 43 pism.
h) bod 4. zakona o liekoch. Pre vyliéenie
pochybnosti  Zadavatel a Zmluvni
partneri vyhlasuju, Ze poistenie podla
tohto odseku nenahradza poistenie
vztahujlce sa k aktivitam, ktoré nestvisia
s Klinickym skd3anim, napr. beZne
poskytovanie zdravotnych sluZieb.

Cl. 10 - Ochrana a spristupnenie
osobnych udajov

10.1 Zmluvni partneri sa si vedomi, Ze

Zadavatel  alebo  tretia  oscoba
Zadavatelom poverena budia vkiadat
Vysledky Klinického skiania a vietky
spravy suvisiace s Klinickym skisanim,

zaznamy o 3koleniach v mieste
realizacie Kiinického sktsania a
vystupy 2z  akychkofvek  auditov

vykonanych Zadavatelom alebo v jeho
mene podla pravidiel spravnej klinickej
praxe alebo indpekcii do internych
elektronickych databaz Zadavatela a /

Article 9 — Insurance

9.1 The Sponsor shall be responsible for

taking out insurance for the purposes of
the Clinical Trial in compliance with
applicable legal regulations. For these
purposes, the Sponsor represents and
warrants that it took out insurance of
liability of the Sponsor and the Institution
for damage(including the non-pecuniary
damage, with the exception of non-
pecuniary damage caused by violation of
personality or name protection rights, by
defamation, slander, bullying,
harassment, unequal treatment or by any
other way of discrimination), including
indemnification in case of death of a trial
subject or damage fo health to a trial
subject due to the Clinical Trial
performance pursuant to Section 43,
leiter h) point 3 of Pharmaceuticals Act.
The Sponsor further represents and
warrants that it took out insurance of
liability of the Centre for damage that may
be caused to the trial subject pursuant to
Section 43 letter h) point 4 of
Pharmaceuticals Act. In order to eliminate
any doubts, the Sponsor and the
Contracting Partners represent and
warrant that this insurance does not
replace insurance covering activities
which are not related to the Clinical Trial,
e.g. a regular provision of medical
sServices.

Article 10 — Personal Data Protection and

Disclosure

10.1 The Contracting Partners understand that

the Sponsor or a third party authorized by
the Sponsor shall enter Results of the
Clinical Trial, all reports related to the
Clinical Trial, site-training records and
outcomes of all audits performed by, or on
behalf of, the Sponsor into internal
electronic databases of the Sponsor
and/or third parties authorized by the
Sponsor in compliance with good clinical
practice rules or inspections. As part of
such data management, the personal

264441 _LP0133-1528_SLOVAKIA_CSA_INST_PI_site4202_Kozub

34



10.2

alebo tretich osdb  poverenych
Zadavatelom. V ramci tejto spravy
Gdajov mézu byt v sdlade s
poziadavkami pravidiel spravnej
klinickej praxe a prislusnych pravnych
predpisov na tseku ochrany osobnych
udajov uchovavané, spracované a
pouzité Zadavaielom, jeho
Pridruzenymi spoloénostami a
poverenymi fretimi stranami osobné
udaje Hlavného sku&ajuceho, ako su
meno, priezvisko a adresa, finantné
zaujmy podfa Vyhlasenia o finanénych
zéaujmoch, a dalej tie? osobné ddaje
inych zamestnancov Centra, Clenov
$tudijného timu a ich zaangazovanie v
Klinickom skuasani a vystupy auditov
vykonanych Zadavatefom podla
pravidiel spravnej klinickej praxe alebo
indpekcii (dalej len ,Udaje”) a pravnych
predpisov vztfahujucich sa k ochrane
oscbnych udajov. Zadavatel bude
poskytovat tieto Udaje externym
verejnym databazam, ako je napr.
clinicaltrials.gov a v nevyhnutnom
rozsahu na zaklade prisludnych
pravnych predpisov tieZ organom
verejnej moci. Udaje budu
spracovavané pre plnenie pravnych
povinnosti Zadavatefa a pre
manaZment klinickych skusok. Udaje
budd spracovavané po dobu neuréitd,
najdihsie viak do naplnenia Géelu.

Zmluvni  partneri  sa  zavazuju
zabezpetit, Ze do vykonavania
Klinického skiiSania nebuda

zaangazované Ziadne fyzické osoby,
kym tieto osoby neudelia suhlas
s Oéastou na Klinickom skisani, pricom
taky suahlas ma byt ulozeny Centrom
a Hlavhym skdgajucim v stiade
s pravnymi predpismi.

10.3 Zmluvni partneri a Zadavaiel sa

zavazuju konat v sulade s prislu§nymi
pravnymi predpismi na Gseku ochrany
osobnych dajov, najmd s Nariadenim
Eurépskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane

10.2

data of the Principal Investigator, such as
first and last name, address and financial
inferests according to the Financial
Interests Declaration, as well as the
personal data of other employees of the
Center, Clinical Trial Team Members and
their involvement in the Clinical Trial and
ouicomes of audits performed by the
Sponsor in compliance with goed clinical
practice rules or inspections (hereinafter
referred to as “Data”) and personal data
protection laws may be stored, processed
and used by the Sponsaor, its Affiliates and
authorized third parties in compliance
with good clinical practice rules and
applicable personal data protection laws.
The Sponsor shall provide Data to
external public databases, such as
clinicaitrials.gov, as well as, to the extent
necessary under applicable law, to
government authorities. Data shall be
processed for the purposes of compliance
with the Sponsor's legal obligations and
for the management of clinical trials. Data
shall be processed for an indefinite period
of time, however, no longer than until the
purpose, for which they are processed, is
fulfilled.

The Contracting Partners agree not to
enroil any natural persons in the Clinical
Trial until such persons grant their
consent to participate in the Clinical Trial
and such consents shall be stored by the
Center and Investigator in accordance
with applicable laws and regulations.

10.3 The Contracting Pariners and the

Sponsor agree to adhere to applicable
personal data protection laws, especially
Regulation (EU)} 2016/672 of the
European Parliament and of the Council
of 27 April 2016 on the protection of
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fyzickych osob pri spracovani oschnych
tdajov a volnom pohybe tychto Gdajov
a o zrudeni smernice 95/46/ES
(véeobecné nariadenie o ochrane
osobnych Gdajov), dalej so zakonom &.
18/2018 Z. z. o ochrane osobnych
Udajov a o zmene a doplneni niektorych
zakonov v plathom zneni (dalej len
.Zakon o ochrane udajov'} a v sulade s
prislusnymi pokynmi Statneho Gstavu
pre kontrolu lie€iv, najméa pokynom MP
131/2018, ak sa uplatni.

10.4 Na ucely tejto Zmiuvy Zmluvné strany
uznavaju, Ze Zadavatel a Centrum
konaju ako samostatni a nezavisli
prevadzkovatelia (ako je tenio pojem
definovany v zakone o ochrane udajov)
vo vzfahu k akymkolvek osobnym
Udajom, kioré spractvaji v suvislosti s
Klinickym sku$anim, a 2Ze akékolvek
fretia strana konajica v mene
Zadavatela kona ako sprostredkovatel.
Centrum a Hlavny skusajici:

(a) maju dodrziavat svoje povinnosti
podia zakona o ochrane udajov v
suvislosti s touto Zmiuvou;

{b) bezodkladne poskytnut
ZADAVATELOVI takG  primeranG
spolupracu, informacie a pomoc, ako
sa fo vyzaduje z &asu na cas, aby
umoznili ZADAVATELOVI splnit svoje
povinnosti podla zakona o ochrane
udajov; a

{c) nebude vedome pinit’ svoje povinnosti
padla tejto Zmluvy takym spdsobom,
ktory by spasobil, ze ZADAVATEL alebo
nim poverena osoba porusi ktoriikofvek
zo svojich povinnosti podla zékona o
ochrane udajov.

10.5 Centrum a/alebo Hlavny skasajuci bez
toho, aby obmedzovali aplikovatelnost
¢l. 10.4, tohto élanku tymto vyhlasuju a
zaruéuju, Ze vyuZiju jeden alebo viac
zakonnych zakladov podfa zékena o
ochrane udajov, kioré legitimizuja, a
sptnia poziadavku upozornif subjekty

10.4

(a)

(b)

(c)

10.5

natural persons with regard to the
processing of personal data and on the
free movement of such data, and
repealing Directive 95/46/EC (General
Data Protection Regulation), the Act. No.
18/2018 Coll. on Protection of Personal
Data and on Amendmenis fo Certain
Laws, as amended and relevant
guidelines of the State Institute for Drugs
Control, in particular guideline MP
131/2018, if applicable.

For the purposes of this Agreement, it is
acknowledged by the parties that the
Sponsor and the Center act as separate
and independent controllers {as such
{erm is defined in Data Protection Law) in
relation to any personal data they
process in connection with the Study, and
that any third party acting on behalf of the
Sponsor acts as a processor. The Center
and Investigator shall:

comply with its obligations under Data
Protection Law in relation to this
Agreement;

promptly provide SPONSOR with such
reasonable cooperation, information and
assistance as required from time to time
to enable SPONSOR to comply with its
obligations under Data Protection Law;
and

not knowingly perform its cbligations
under this Agreement in such a way as to
cause SPONSOR or its designee to
breach any of its obligations under Data
Protection Law.

Without limiting the generality of Section
10.4, Center and/or investigator hereby
represent and warrant that they shall
utilize one or more lawful bases under
Data Protection Law legitimizing, and
comply with the requirement to notify
Subjects, Investigator's and Study
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11.2Prdva a povinnosti

skdSania, Hlavného skuSajuceho a
Clenov $tudijného timu o spracovani
osobnych Gdajov, a to tak, Ze osobné
udaje tychto subjektov skiidania, Clenov

studijného timu a Hlavného
skusajiceho mozu byt spracované (a
prenesené) ZADAVATELOM, nim

poverenou oscbou alebo akoukolvek z
ich  pridruZenych  spoloénosti  a
regulaénymi organmi v kazdom pripade
v krajine alebo mimo krajiny, z ktorej
takéto Udaje pochadzaju.

Centrum aHlavny  skasajlci
bezodkladne pisomne informuju
ZADAVATELA a nim poverenii osobu
(najneskdr viak do 72 hodin) po tom,
ako sa dozvedia o akomkolvek porueni
bazpe¢nosti Gdajov v slvislosti s
Klinickym skuSanim.

10.7 Ak ZADAVATEL alebo nim poverena

oscba poZiada ¢ dodrZiavanie platnych
pravnych predpisov a spraclvanie
akychkolvek osobnych (dajov, Centrum
a Hlavny skuZajici budd v dobrej viere
spolupracovat so ZADAVATELOM
alebo nim poverenou osobou na rieseni
akéhokolvek problému tykajliceho sa
spraclvania osobnych adajov.

Cl. 11 - Trvanie Zmluvy

11.1 Tato Zmiluva nadobdda Uéinnost didlom

nasledujicim po dni jej zverejnenia v
centralnom registri zmlav ha
www.crz.gov.sk, a skonéi diiom kedy (a)
bude dokonéena celkova sprava o
Klinickom skasani, alebo (b) bude
vykonana posledna platba
Zadévatelom, priCom rozhodujica je ta
z tychto skutoCnosti, ktora nastane
neskdr.

Zadavatela a
Zmluvnych partnerov stanovené v tejto
Zmluve, kicré vzhladom na svoju
povahu maji pretrvat aj po skon&eni
tejto Zmluvy (vratane prav s ohladom na
viastnictvo, Vynalezy, zachovavanie
micanlivosti, publikacie, protikorupénych

10.6

Personnel of the Personal Data
Processing so that such Subjects’, Study
Personnel's and Investigator's Personal
Data can be Processed by (including
fransferred to) SPONSOR its designee or
any of its Affiliates and regulatory
authorities in each case within or outside
the country where such data originates.

Center and Investigator shail notify
SPONSOR and its designee immediately
in writing (but in no event later than 72
hours) after becoming aware of any Data
Security Breach related to the Study.

10.7 If requested by SPONSOR or its designee

to comply with any Applicable Law and to
Process any Personal Data, Center and
Investigator will work with SPONSCR or
its designee in good faith to address any
issue relating to the Processing of
Personal Data.

Article 11 — Term of the Agreement

11.1This Agreement shall come into force on

the day following the day of its publication
in the central register of contracts on
www.crz.gov.sk and shall end on the day
(a) the overall Clinical Trial report is
completed or (b) the Sponsor makes its
last payment, whichever occurs later.

11.2 The rights and obligations of the Sponsor

and the Contracting Partners that are set
forth in this Agreement and by nature are
to survive this Agreement (including,
without limitation, rights with respect to
ownership, Inventions, confidentiality,
publication, anti-bribery, liability and
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12.1

ustanoveni, zodpovednosti a
odskodnenie), zostavaju v platnosti aj po
skondeni{ tejto Zmiuvy.

€l. 12 - Ukonéenie

Bez ohladu na akékolvek iné pravo
ukongit tite Zmiuvu, ktoré mdéze byt
stanovené v tejto Zmluve alebo vyplyva
zo vieobecne zavéznych pravnych
predpisov, Zadavatel ma pravo ukonéit
tate Zmluvu kedykolvek aj bez uvedenia
dévodu na zaklade pisomne] vypovede
s tridsafdiiovou (30) vypovednou
dobou. Vypovedna doba zaéne plynat
prvym dnom mesiaca nasledujicom po
mesiaci, v kforom bola pisomna
vypoved dorutena ostatnym Zmluvnym
stranam. lhned po doruceni pisomnej
vypovede tejto Zmiuvy druhej Zmluvnej
strane na zaklade kioréhokolvek
ustanovenia tejto Zmluvy, sa Centrum a
Hlavny ska8ajici zavazuju (i) zastavit
nabor a zaradovanie subjektov
skisania do Klinického skusania, (ii)
zastavif vykonavanie vietkych
postupov, u uZ zahrnutych jedincov
skusania, a to v mierg, v akej to dovoluje
lekarske hladisko, a (iii) zdrzat sa v
maximalne] moznej miere vytvarania
daldich nakladov a vydavkov. V
pripade, Ze Centrum alebo Zadavatel
oznami, e vypovedna doba v dizke
tridsiatich (30) dni je nedostatoéne diha
doba na wyhodnotenie rizik pre
zaradené subjekiy skU3ania, ktorym sa
podava Skasany liek, budd Zmluvné
strany spolupracovaf na tom, aby bola
bezpetne ukontena lietba tychto
subjektov skusania tymto SkOSanym
liekom v priebehu vzajomne dohodnutej
doby, ale v Ziadnom pripade nebude
zavazok Zadavatela dodavat Skusany
lick podla tejto Zmluvy trvat dihsie ako
primerant dobu.

12.2 Zmluvni partneri a Zadavatel, kazdy z

nich, maji pravo ukendit' tito Zmluvu s
okamzitym G(&inkom formou pisomnej
vypovede dorudenej druhej Zmluvnej
strane v pripade, Ze vykonavanie

indemnification) shall remain in effect
even after this Agreement is terminated.

Article 12 — Termination

12.1 Notwithstanding any other termination
right set forth in this Agreement or in the
applicable generally binding legal
regulations, the Sponsor reserves the
right to terminate this Agreement at any
time without cause based on thirty-day
written notice. The notice period begins
on the first day of the month following the
month in which the written notice was
delivered to the other Contracting parties.
Immediately upon receipt of the written
notice by other Contracting party based
on any provision of this Agreement, the
Center and the Principal Investigator
agree to (i) cease recruiting and enrolling
trial subjects in the Clinical Trial, (ii} cease
all procedures to the extent medically
permissible on trial subjects already
enrolled in the Clinical Trial and {iii) refrain
as much as possible from incurring
additional costs and expenses. In the
case that the Center or the Sponsor
announces that the thirty-day notice does
not provide enough time to evaluate risks
for enrolled trial subjects who receive the
Investigational medicinal product, the
Contracting Parties shall cooperate so
that the treatment of the trial subjects with
the Investigational medicinal product
would be safely terminated during a
mutually agreed period of time; however,
the Sponsor shall not be required to
provide the Investigational medicinal
product based on this Agreement for an
unreasonable period of time.

12.2 The Contracting Partners and the
Sponsor each have the right to terminate
this Agreement with immediate effect by
giving written notice to the other parly in

the case that the Clinical Trial at the
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Kiinického skiiSania v Centre musi byt
ukonéené z lekarskych aleba etickych
dévodov. Uginky takejto vypovede
nastani diom jej doru€enia poslednej
zo Zmluvnych stran. Ukon&enie Zmluvy

Zmiuvnymi partnermi podla
predchadzajice] vety je Hlavny
skilSajuci povinny vopred

prekonzultovat so Zadavatefom. lhned
po doruceni pisomnej vypovede tejto
Zmluvy druhej Zmluvnej strane na
zdklade ktoréhokolvek ustanovenia
tejto Zmluvy, sa Centrum a Hlavny
sku$ajuci zavazuju (i} zastavit nabor a
zaradovanie subjektov skiO3ania do
Klinického skuSania, (i} zastavit
vykonavanie vietkych postupov, u uz
zahrnutych subjektov skiiania, a to v
miere, v akej to dovoluje lekarske
hfadisko, a (jii} zdrZat sa v maximalnej
moznej miere vylvarania dalsich
nakladov a vydavkov. Zmiuvné strany
budl spolupracovat na tom, aby bola
bezpetne ukontena lietba subjektov
skudania Skdsanym liekom v priebehu
vzdjomne dohodnutej doby, ale v
Ziadnom pripade nebude zavdzok
Zadavatela dodavat Skasany liek podla
tejto Zmiluvy trvat’ dihsie ako primeranu
dobu. Bez ohfadu na predchadzajlice
ustanovenie, v pripade kritickych alebo
délezitych zisteni v rdmci auditu alebo
in8pekcie tykajucich sa spravnegj
klinickej praxe, dohladu nad liekmi
alebo regulaénych zaleZitosti, praxe
alebo postupu, ktoré maji nepriaznivy
vplyv na prava, bezpefnost, alebo
celkovll pohodu subjektov skiSania
alebo kioré mbzu  predstavovat
potencialne riziko pre verejné zdravie
alebo ktoré mézu maf za nasledok
neprijatelnost ddajov z  Klinického
skugania alebo ktoré predstavuju vazne
porusenie prislusnych pravnych
predpisov a pravidiel, ma Zadavatel
pravo (podla svojej vofby) s okamzitym
uginkom do€asne zastavit nabor
subjektov  skisania, kym nebudq
predmetné zistenia Uplne posideng
alebc s okamZitym G&inkom pisomne
vypovedat tito Zmluvu.

Center needs to be terminated due to
medical or ethical reasons. Such
termination becomes effective on the
date of its receipt by the last of the
Contracting parties. The Principal
Investigator must consult termination of
this Agreement by the Contracting
Fartners under the previous sentence
with the Sponsor beforehand.
Immediately upon receipt of the written
notice by other Contracting party based
on any provision of this Agreement, the
Center and the Principal Investigator
agree to (i) cease recruiting and enrolling
trial subjects in the Clinical Trial, ({ii}
cease all procedures to the extent
medically permissible on trial subjects
already enrolled in the Clinical Trial and
{ii} refrain as much as possible from
incurring additional costs and expenses.
The Contracting Parties shall cooperate
so that the treatment of the trial subjects
with the investigational medicinal product
would be safely terminated during a
mutually agreed period of time; however,
the Sponsor shall not be reguired to
provide the investigational medicinal
product based on this Agreement for an
unreasonable period of time. Without
prejudice to the foregeing, in the event of
critical or important findings from an audit
or inspection related to good clinical
practice, pharmacovigilance or regulatory
matters, practice or procedure that have
a negative impact on the rights, safety or
well-being of frial subjects or that may
pose a potential risk to public health or
that may render Clinical Trial data
inadmissible or that seriously violate
applicable legal regulation and rules, the
Sponsor reserves the right (at its own
discretion) to temporarily stop the
recruitment of firial subjects with
immediate effect until the relevant
findings are fully assessed or to terminate
by written notice this Agreement with
immediate effect.
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2.3V pripade, Zze ktorékolvek z povoleni

alebo  sidhiasov  potrebnych na
vykonavanie Klinického skisania je (i)
s pravoplatne zamietnuté alebo (ii)
pravoplatne rudené, skonéi tate Zmiuva
automaticky diiom dorucenia
ozndmenia {rozhodnutia) o takomto
pravoplatnom zamietnuti alebo

12.3 in the case that any authorization or

consent necessary for the performance of
the Clinical Trial is (i) finally rejected or (i)
withdrawn, this Agreement shall be
automatically terminated on the day of
receipt of notification (decision) of such
final rejection or withdrawal.

pravoplatnom zrugeni.

12.4 Ak sa Zadéavatel primerane domnieva,
ze Zmiluvni partneri nebudd schopni
zacat nabor alebo phnit' svoje povinnosti
tykajlice sa naboru v ramci dohodnutej
lehoty, ma Zadavatel pravo na zaklade
oznamenia doruéeného Zmluvnym
partnerom (a) s okamzitym (cinkom
znizit pocet subjekiov ski&ania, kiori sa
maju zaradit do Klinického sku$ania;
alebo (b) predizit dobu naboru; alebo (c)
ukonéit tato Zmluvu vypovedou. Podla
pismena c) mdZe Zadavatel pisomne
vypovedat Zmluvu s okamzitym
icinkom, avsak len ak vopred pisomne
upozornil Zmluvnych partnerov na ich
omeskania s naborom  subjekiov
skiSania a poZiadal ich o napravu v
dodatoénej primeranegj lehote, ktor im
na tento Géel stanovuje, a Zmluvni
partneri ani v takej dodatotnej lehote
napravu neurobia. Zmluvni  partheri
musia byt o moinosti Zadavatela
vypovedat tdto Zmluvu s okamzitym
tginkom v pripade, ak Zmluvni paitneri
nezjednajl napravu ani v dodatotne
stanovene] lehote, nalezite pisomne
pouceni.

12.4 In the case that the Sponsor reasonably
believes that the Coniracting Pariners
shall be unable to start recruitment or to
fulfil their recruitment obligations by the
agreed deadline, the Sponsor shall have
the right, by sending written notice to the
Confraciing Partners, to (a) decrease with
immediate effect the number of trial
subjects to be recruited; or (b) extend the
recruitment deadline; or (c) terminate this
Agreement. According to (c), the Sponsor
may terminate this Agreement by written
notice with immediate effect, provided
that the Sponsor informed the Contracting
Pariners about their delay with recruiting
trial subjects in writing beforehand and
asked them to remedy this delay within an
additional reasonable time-limit and the
Contracting Partners failed to remedy this
delay within such additional reasonable
time-limit. The Contracting parties must
be duly informed in writing about 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.

125V pripade, Ze Zadavatel neschvali
nového Hlavného skisajiceho podfa €l
227 alebo sa tento novy Hlavny
skiSajuci pisomne nezaviaze K
povinnostiam podla tejto Zmluvy,
Zadavate! je opravneny tito Zmiluvu
ukonéit vypovedou ku dfiu doruéenia
vypovede Centru. V pripade, Ze Hlavny
skusajuci a Zadavatel maju zaujem
pokracovat v spolupréci pri vykonavani
Klinického skisania v inom

12.5 In the case that the Sponsor does not
approve a new Principal Investigator
pursuant to Articie 2.27 or a new Principal
Investigator does not accept in writing the
obligations under this Agreement, the
Sponsor may terminate this Agreement
as of the day of delivery of the termination
notice to the Center. In the case that the
Principal Investigator and the Sponsor
wish to continue to cooperate with regard
to the Clinical Trial in another medical
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zdraveotnickom zariadeni, Centrum sa facility, the Center agrees to cooperate

zavézuje poskytnat saéinnost  pri with transfeiring relevant data,
prevedeni relevantnych adajov, information and materials that are not
informacii a materialu, ktoré nie s owned by the Center to such a medical
vlastnictvom Centra, v prospech nového facility.

centra.

12.6 V pripade, Ze pofas auditu alebo | 12.6 In the case that an audit or inspection

in&pekcie regulaénych organov bude of supervising authorities discovers a
zistené poruSenie ustanoveni tejto breach of this Agreement or the Protocol
Zmluvy alebo Protokolu zo strany on the part of the Center or the Principal
Centra alebo Hlavného skulsajluceho Investigator (or failure by any Clinical Trial
(alebo nedodrZzanie ustanoveni tejto Team Members to observe the provisions
Zmluvy zo strany ktoréhokofvek iného of this Agreement), the Sponsor shal! have
Clena studijného timu), ma Zadavatel the right to terminate this Agreement by
pravo tato Zmluvu pisomne vypovedat written notice with immediate effect, and
s okamzitou Uginnostou, pricom Gginky such termination becomes effective on the
takejto vypovede nastanu diom jej date of iis delivery to the last of the
dorucenia posledne] zo Zmluvnych Contracting Parties.

stran.

12.7 Zadavatel je povinny uhradit vsetky | 12.7 The Sponsor must pay all cutstanding

dizné Ciastky za riadne poskytnhuté amounts for the services properly
sluzby Zmluvnymi partnermi na zaklade provided by the Contracting Partners
tejfto Zmluvy a naklady, ktoré im based on this Agreement and all
odovodnene vznikli, ku diiu doruenia reasonably incurred costs, as of the day
vypovede alebo v pripade ukon&enia of receipt of the notice or, in the case that
tejto Zmluvy podla €&l 121 k this Agreement is ferminated pursuant to
poslednému diu vypovedne] lehoty Article 12.1, as of the last day of the
alebo v pripade ukongenia tejto Zmluvy termination period or, in the case that this
podia ¢&. 12.3 ku dfiu dorugenia Agreement is terminated pursuant to
pravoplatného zamietnutia. Ak Centrum Article 12.3, as of the day of receipt of the
preukazatelne obdrzalo wvy$Siu sumu final rejection. In the case that the Center
odmeny a nakladov, na kioré mu podia provably received higher payments than
skutotne wykonanych ¢&innosti vznikol the payments due according to the work
narok v sulade s touto Zmluvou, actually performed based on this
Centrum sa prislusny rozdiel zavazuje Agreement, the Center shall refund the
zaplatit spat Zadavatelovi bez balance to the Sponsor without undue
zbytoéného odkladu. delay.

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

zavazuju vratit Zadavatelovi vsetok Contracting Partners shall return to the
nespotrebovany material a predmety, Sponsor all unused materials and items
kioré im boli poskytnuté v suvislosti s provided to the Contracting Partners in
Klinickym skdG$anim, a to najneskér do relation to the Clinical Trial within thirty
tridsiatich  (30) pracovnych dni od (30) working days of the day of
datumu ukoncenia Zmiluvy. termination of this Agreement.

Cl. 13 - Rdézne ustanovenia Article 13 — Miscellaneous
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13.1Uzatvorenie

tejto  Zmluvy nie je
podmienené Ziadnym existujucim alebo
budicim obchodnym vzfahom medzi
Zmiuvnymi partnermi a Zadavatefom ani
Ziadnym obchodnym rozhodnutim, ktoré
Zmiluvni partneri urcbili alebo urobia vogi

Zadavatelovi alebo vyrobkom
obchodovanym Zadavatefom,
13.2 Na vyligenie pochybnosti Zmluvné

strany vyhlasuju, ze vo v3etkych
pripadoch ked tato Zmluva odkazuje na
CRO, kona tato Zmluvna vyskumna
organizacia vyluéne pod svojim menom
a ako zastupca Zadavatela a nie je
Zmluvnou stranou tejto Zmluvy.

13.3 Zmluvni partneri sa zavazuju plnit svoje

povinnosti  podla tejto  Zmluwy
spOsobom, kiory hude v silade s
prislugnymi pravnymi predpismi
zameranymi profti korupcii a

podplacaniu. Zmluvni partneri zavazne
vyhlasuji, Ze v suvislosti s Klinickym
skusanim neposkytli ani neposkytnu
ziadnu platbu ani prospech, priamo
alebo nepriamo, Jradne] oscbe,
zakaznikom, obchodnym partnerom,
odbornikom v zdravotnictve ani Ziadnej
inegj osobe na Gel Ziskania
nedovoleneho prospechu alebo nekalej
obchodnej vyhody, nebudd ovplyviiovat
rozhodovanie v stikromnej ani verejnej
sfére, predpisovanie, ani nebudu nikoho
podnecovatl k poruSovaniu profesijnych
povinnosti alebo pravidiel. Zmluvni
partneri sa =zavdzujl bezodkladne
pisomne oznamit Zadavatefovi kaZdé
podozrenie ¢i zistené porusenie vyssie
uvedenych zasad v suvislosti s
obchodnou &innosfou Zadavatefa a
budl v tychto pripadoch spolupracovat
so Zadavatelom pri preSetreni takej
zaleZitosti.

13.4  Zmluvné strany vyhlasuji, Ze nemajl

v stéasnosti uzatvorent Ziadnu zmluvu
ani zavazok, ktorych plnenie by
negativne ovplyvnilo plnenie povinnosti
voti Zadavatefovi na zdklade tejto
Zmluvy a suéasne sa zavazujl po celd

13.1

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

13.2 To eliminate any doubts, the Contracting

Parties represent and warrant that
CROreferred to in this Agreement act in
its name and as a representative of the
Spensor and are not a contracting party
to this Agreement.

13.3 The Contracting Partners agree to

perform their obligations under this
Agreement in compliance with applicable
anti-bribery and anti-corruption laws. The
Contracting Pariners represent and
warrant that in connection with the
Clinical Trial they did neot provide and
shall not provide any payment or benefit,
directly or indirectly, to government
officials, customers, business partners,
healthcare professicnals or any other
persens 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 1o
immediately report to the Sponsor in
writing any suspecied or detected
violation of the above principles in
connection with the Sponsor's business
activity and, in such cases, shall
cooperate with the Sponsor in reviewing
the matter.

13.4 The Contracting Partners represent and

warrant that they are not presently under
any agreement or obligation that would
negatively affect the performance of their
obligations with respect o the Sponsor
based on this Agreement and agree not

264441 |1 P0133-1528_SLOVAKIA_CSA_INST_PI_site4202_Kozub

42



dobu priebehu  Klinického skidania to enter into any such agreement or

Ziadnu takdto zmluvu neuzavriet' ani accept any such obligation in the course
Ziadny takyto zavazok neprijat. Hilavny of the Clinical Trial. The Principal
skiajuci ruéi za to, Ze fiadny z Clenov Investigator warrants that no Clinical Trial
Studijného timu nema v suéasnej dobe Team Member is presently under any
uzatvorenl Ziadnu takito zmluvu, a such agreement and agrees to ensure
zavazuje sa zabezpeéit, ze zZiadny z that no Clinical Trial Team Member shall
Clenov $tudijného timu takito zmluvu enter into any such agreement.
neuzavrie.

13,5 Tato Zmluva obsahuje Oplné | 13.5 This Agreement represents an entire

dojednanie o predmete Zmluvy a agreement about the subject-matter
vetkych nalezitostiach, ktoré Zmluvné hereof and all matters that the Contracting
strany mali a cheeli v Zmluve dojednat, Parties were and wished to negotiate
a kioré povaZuju za dblezité. Sucasne herein and consider important. The
Zmluvné strany vyhlasuju, Ze si Contracting Parties represent and
vzdjomne oznamili vetky informacie, warrant that they provided to each other
ktoré povazujl za dblezité a podstatné all information they consider important
na uzatvorenie tejto Zmiuvy. and substantial for entering inioc this
Agreement.

13.6 Zmluvné  strany prejavili vélu | 13.6 The Contracting Parties do not wish to
neuplatiovat akékoivek prava a have any of their rights and obligations
povinnosti Zmluvnych stran vyvodené z implied from current or future practice
doterajfe] alebo budlcej praxe established between them or from usages
zavedenej medzi nimi alebo zvykiosti observed in general or in the industry
udrziavanych vseobecne i v odvetvi related the subject-matter of this
tykajucom sa predmetu plnenia tejto Agreement, unless expliciily agreed in the
Zmluvy, pokial tato Zmluva Agreement.

neustanovuje inak.

13.7 Kazda zo Zmluvnych strén kona ako | 13.7 Each Contracting Party shall act as an

nezavisly subjekt a na Ziadne Géely nie independent entity and shall not be
ie v postaveni partnera, construed for any purposes as a partner,
sprostredkovatela, zamesthanca ani agent, employee or representative to the
zastupcu druhej Zmluvnej strany (okrem other Contracting Party {(except for the
postavenia Hlavného  skdsajlceho position of Principal Investigator towards
k Centru). the Center).

13.8 Zadavatel ma pravo postupit tato | 13.8 The Sponsor shall have the right to assign
Zmluvu uplne alebo s€asti na this Agreement, in whole or in part, to any
kicrukolvek zo svojich Pridruzenych of its Affiliates. Save for the foregoing,
spoloénosti. Okrem vy$§ie uvedeného neither Party may assign its rights or
nie je Ziadna zo Zmluvnych stran obligations under this Agreement, in
opravnena postlpit svoje prava a / whole or in part, to a third party without
alebo povinnosti Oplne ani scasti na the prior written consent of the other
tretiu stranu bez predchadzajlceho Parties. This Agreement is binding for all
pisomného stlhiasu ostatnych Parties as well as their legal successors
Zmluvnych stran. Tato Zmluva zavazuje and parties to which the rights and
Zmluvné strany, ako aj ich pravnych obligations of the Contracting Parties

nastupcov a osoby, na kioré budu prava
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13.9 Neplatnost

a zavazky Zmluvnych stran v sGlade s
tymto €lankom postipené.

alebo nevymahatelnost
konkrétneho ustanovenia tejto Zmluvy
nema vplyv na platnost ostatnych
ustanoveni. Zmluvné strany sa zavazuju
nahradit neplatné a nevymahatelné
ustanovenie platnym a vymahaielnym
ustanovenim, podla poetreby, ktorym
bude ¢o mozno najblizdie dosiahnuty
umysel, kiory strany mali v £&ase
uzavretia tejto Zmluvy.

13.10Jednostranné vzdanie sa prava alebo

tichy stihlas alebo neldspesné dovolania
sa porudenia ktorehokolvek
ustanovenia tejto Zmluvy Zmluvnou
stranou nezaklada iednostranné
vzdanie sa prava v slvislosti s
akymkolvek naslednym  porusenim
ktoréhokolvek ustanovenia tejto
Zmluvy.

13.11Pokial nie je v tejto Zmluve dohodnuté

inak, povaZuje sa za kontaktni osobu
Centra PharmDr. Veronika Mitagova,
MBA. Ukon urobeny vodi Hlavnému
skidajicemu sa povaiuje za riadne
urobeny aj voti Clenom Studijného
timu.

13.12 Zmluvné strany sa doheodli, Ze tato

Zmluva mbze byt s dalej uvedenou
vynimkou menena iba pisomne
prostrednictvom vzostupne
oCislovanych dodatkov podpisanych
vietkymi Zmluvnymi stranami. Zmluvné
strany nemusia uzavriet dodatok k tejto
Zmluve v pripade tzv. nepodstatnych
zmien Protokolu. Nepodstatnou zmenou
Protokolu sa pritom rozumie taka zmena
Protokolu, ktord nemeni rozsah i
spdsob vykonavania uUkonov {najma
vysetrenie) vykonavanych Zmiuvnymi
partnermi v ramci Klinickeho skusania a
nema teda akykolvek wvplyv na vySku
odmeny za vykonavanie Klinického
skd8ania &i inej ceny uvedenej v tejto
Zmluve. Nepodstatné zmeny Protokolu

13.10A unilateral

13.11Unless

shall be assighed in compliance with this
Article.

13.9 The invalidity or unenforceability of a

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

waiver of a righi or
acquiescence or failure to claim a breach
of any provision of this Agreement by
either Contracting Party shall not
establish a unilateral waiver of such right
with respect to any subsequent breach of
any provision of this Agreement.

otherwise agreed in this
Agreement, the Center's contact person
shall be PharmDr. Veronika Mitasova,
MBA. All actions taken with respect to
Principal Investigator shall be deemed as
actions taken respect to the Clinical Trial
Team Members as well.

13.12 The Contracting Parties have agreed that

this Agreement may be changed,
excluding the exception mentioned
below, only through written consecutively
numbered amendments signed by all
Contracting Parties. The Contracting
Parties are not obliged io execute an
amendment to this Agreement in case of
so-called minor changes in the Protacol.
A minor change in the Protocol means a
change in the Protocol that does not
change the scope or manner of
procedures (in particular examination)
performed by the Contracting Partners as
part of the Clinical Trial and has no impact
on remuneration for performing the
Clinical Trial or on any other prices
specified in this Agreement. Minor
changes in the Profocol shall come into
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s 0¢inné dhom ich doruéenia

Zmluvnym partnerom.

13.13Tato Zmluva je vytvorena a riadi sa
slovenskym pravom. Zmluvné strany sa
v sllade s ustanovenim § 262 ods. 1 a
2 Obchodného zakonnika wyslovne
dohodli, Ze ich zavazkovy wvztah
upraveny touto Zmluvou sa bude riadit’
Obchodnym  zakonnikom.  Zmluvné
strany sa dalej dohedli, Ze vsetky spory
vzhiknuté z tejto Zmluvy budu riesené
vecne a miestne prisludnymi sudmi
Slovenskej republiky.

13.14Tato Zmluva je vyhotovena v
slovenskom a v anglickom jazyku,
pricom Zmluvné strany povazujl obe
jazykove verzie za rovhocenne, avsak
pre pripad wykladovych nezrovnalosti
medzi jednotlivymi verziami sa Zmiuvné
strany dchodli, Ze prednost ma
slovenska verzia Zmluvy. Tato Zmluva a
vietky jej prilohy predstavuji uaplnid
dohodu Zmluvnych stran o predmete
tejto Zmiuvy.

Cl. 14 - Prilohy

Nasledujuce prilochy tvoria neoddelitefnu
suéast tejto Zmluvy, pokial nie je v tejto
Zmluve stanovené inak:

Prilcha €. 1: Harmonogram platieb a rozpotet
Priloha &. 2: Definicie
Priloha &. 3. Sabldona pre faktaru

effect on the day of their delivery to the
Contracting partners

13.13This Agreement is construed and
governed by the Slovak law, The
Contracting parties, in accordance with
the provision of Section 262 para. 1 and 2
of Commercial Code, expressly agree
that their contractual relationship
regulaied by this Agreement shall be
gaverned 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.

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

Article 14 — Appendices

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

Exhibit 1: Payment Schedule and Budget
Exhibit 2: Definitions

Exhibit 3: Invoice format template
(recommended)
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Povereny zastupca Zadavatela / Sponsor Authorized Representative: Parexel
International {(IRL) Limited:

Miesto / Place :_/BM gAE__—

=y

Datum/Date ___

—

Meno a priezvisko / First and last name:
Funkcia / Position:

Centrum / Center

Miesto/ Place T 2 BV

Datum / Date

Meno a priezvisko / First and la na L Viadislav Srojta
Pracovna pozicia/Pc  on lite  director

Hlavny skusajuci / Principal Investigator

Miesto / Place | RNAUA-

Datum / Date

Meno a priezvisko / Firstand last name: MU _er Kozub PhD.

264441 LP0133-1528_SLOVAKIA_CSA_INST_PI_site4202_Kozub
46


petra.porubcan


petra.porubcan


petra.porubcan


petra.porubcan



Priloha €. 1 — Harmonogram platieb a

rozpotet Exhibit 1 — Payment Schedule and Budget
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Priloha 2 - Definicie

»Pridruzena spoloénost™ vo vzfahu ku
ktorejkolvek zo stran tejto Zmluvy znamena
akukofvek spolocnost, partnerstvo alebo iny
subjekt, ktory priamo alebo nepriamo ovlada
fito stranu, je fou ovlddany alebo je
spoloéne s fou oviadany. Na uUcely fejto
definicie vyraz kontrola” znamena skutotné
vlastnictvo viac ako pétdesiatich (50) percent
emitovanych akcii s hlasovacim pravom
alebo zakonnu pravomoc usmerfiovat alebo
vykonavaf usmerfovanie vSeobecného
riadenia spolo&nosti, partnerstva alebo ineho
predmetného subjektu a vyraz ,kontrolované®
sa vyklada adekvatne tomuto.

Vyraz ,platné pravne predpisy“ znamena
akekolvek medzinarodné, narodné,
federaine, &tatne, provinéné, federativne
alebo miestne vladne pravne predpisy,

zakon, pravidlo, poziadavku, zakonnik,
nariadenie alebo vyhlasku, kioré sa vztahuju
na kiorikolvek stranu alebo Klinické

skasanie, sluzby alebo tito Zmluvu, ako gj
stiCasné usmernenia fykajice sa spravnej
klinickej praxe Medzinarodnej konferencie o
harmonizacii technickych pozZiadaviek na
registraciu farmaceutickych pripravkov na
humanne pouzitie (International Conference
on Harmonization of Technical Requirements
for Registration of Pharmaceuticals for
Human Use), téma E6: Pokyny pre spravnu
klinickll prax a prislusné verzie vyhlasenia
Svetove] [ekarske] asociacie z Helsink, a
pripadne pravidla tykajuce sa spravnej
vyrobnej praxe a spravnej laboratérnej praxe
a pravidla tykajuoce sa zhromazdovania a
spracovania osobnych Udajov a
zhromazdovania a skladovania vzoriek
fudského tkaniva a vykonavania testov DNA.

.Dokoncéeny Géastnik” je akykolvek subjekt
skOsania, ktory dokonéil predpisany lieéebny
postup pre Utastnika v Klinickom skusani v
stlade s Protokolom.

.Doverné informacie” sa vztfahujl na vietky
informacie patriace ZADAVATELOVI, CRO
afalebo ich pridruzenym spoloénostiam
vratane, ale neobmedzujic sa na informacie,
ktoré ZADAVATEL, nim poverena osoba

Exhibit 2 — Definitions

“Affiliate” means in relation to either party to
this Agreement, any company, partnership or
other entity which directly or indirectly controls,
is controlled by, or is under commaon control
with such party. For purposes of this definition,
“control” means the beneficial ownership of
more than fifty (50) per cent of the issued
voting shares or the legal power to direct or
cause the direction of the general management
of the company, partnership or other entity in
question, and “controlled” shall be construed
accordingly.

“Applicable Law” means any international,
national, federal, state, provincial,
commoenwealth, or local government law,
statute, rule, requirement, code, regulation, or
ordinance that applies to any party or to a
Study, the Services, or this Agreement, as well
as the current good clinical practices
guidelines of the International Conference on
Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human
Use Topic E6: Guidelines on Good Clinical
Praciice, and applicable version(s) of the
World Medical Association Declaration of
Helsinki, and, where applicable, rules
governing good manufacturing practice and
good laboeratory practice, and rules governing
the collection and processing of Personal Data
and the collection and storage of human tissue
samples and the performance of DNA testing.

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

“Confidential Information” refers to any and
all Information belonging to SPONSOR, its
designee and/or their respective Affiliates
including, but not limited to, Information that
SPONSOR, its designee andfor their
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a/alebo ich prislusné pridruzené speloénosti
povazujl za obchodné tajomstvo afalebo
ktorych zverejnenie by mohlo  poskodif
pravne, obchodné alebo ine zaujmy
spolo¢nosti ZADAVATELA, nim poverengj
osoby alalebo ich prisludnych pridruZzenych
spolotnosti a ktoré sa (i) poskytnuté,
zverejnene alebo prediozené centru alebo
skudajucemu lekarovi, alebo (ii) ktoré inak
ziska Centrum a Hlavny skdZajuci.

»Porusenie bezpecnosti Gdajov" znamena:
(a) stratu alebo zneuZitie (akymikolvek

spdsobmi) osobnych udajov; (b)
netmyselné, neopravnené alalebo
nezakonné spracovanie, poskytnutie,

pristup, zmenu, Kkorupciu, prenos alebo
predaj alebo prenajom, zniéenie alebo
pouzitie oscbnych udajov; alebo (c)
akykolvek iny &in alebo opomenutie, ktoré
ohrozuje bezpeénost, ddvernost alebo
integritu csobnych Gdajov.

»eCRF/ICRF“ (elektronicke formulare sprav o
pripadoch alebo formuldre sprav o
pripadoch) su papierové alebo elekironické
dotazniky, ktoré Centrum a Hlavny sku3ajuci
osobithe pouZivaju v stlade s Protokolom na
hlasenie udajov o subjektoch skasania.

.Plne spolupracovat™ znamena pomahat
pri dosahovani stanoveného ciela alebo
ucelu.

winformacie” sa vztahuju na vietky ustne,
pisomné (vratane vSetkych ostatnych
hmotnych foriem) a dalSie informécie,
materidl a majetok akejkolvek povahy, &i uz
sU alebo nie s chranené pravami dugevného
vlastnictva alebo akymikolvek Ziadostami o
takéto prava, vratane, ale neobmedzujic sa
na udaje, informacie o Udajoch, Udaje a
spravy o Klinickom sku$ani a sku3anom
produkte, (elekironické) formulare CRF (&i uz
vypinené alebo nie}, zaverefné spravy,
vietky ostatné klinickeé Gdaje, vyrobné Udaje,
Protokol, Prirucka pre skasajicich lekérov,
laboratérne zaznamy, informacie obsiahnuté
v predioZeniach regulaénym organom,
neuverejnené Udaje a spravy, akékolvek
dalsie dokumenty Klinického ska3ania,
technické informacie, nalezy, vzorky,
predbezné vysledky a vysledky, prava

respective Affiliates consider to bhe trade
secrefs and / ar the release of which could
prejudice legal, commercial or other interests
of SPONSOR, its designee andfor their
respective Affiliates and which are (i) provided,
disciosed or submitted to Center or
Investigator or (i} which are otherwise
obtained by Center and Principal Investigator.

“Data Security Breach” means: (a) the loss
or misuse {by any means) of Personal Data; (b)
the inadvertent, unauthorized, and/or unlawful
Processing, disclosure, access, alteration,
corruption, transfer, or sale or rental,
destruction, or use of Personal Data; or (¢) any
other act or omission that compromises the
security, confidentiality, or integrity of Personal
Data.

“eCRFs/CRFs” (Electronic Case Report
Forms or Case Report Forms) are paper or
electronic questionnaires specifically used by
Center and Principal Investigator pursuant to
the Protocol for trial Subject data reporting.

‘Fully Cooperate” means to assist in
completing a specified end or purpose.

“Information” refers to any and all oral,
written (including all other tangible forms) and
other information, material and assets of any
nature, whether or not protected by Intellectual
Property Rights or any applications for such
rights, such as, but not limited to, data, data
information, data and Reports on the Study
and the Study Drug, (e)CRFs (whether
completed or not), final Reports, all other
clinical data, manufacturing data, the Protocol,
the Investigator Brochure, laboratory records,
information contained in submissions o
regulatory authorities, unpublished data and
Reports, any and all other Study
documentation, technical information, findings,
samples, interim results and results,
Intellectual Property Rights and any other
information and assets potentially subject to
any kind of intellectual property rights, whether
protectable or not, and any existing or future
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dusevného viastnictva a akékolvek daldie
informacie a majetok, kioré potencidlne
podliehajit  akymkolvek druhom  prav
dusevného vlastnictva, éi sO chranené alebo
nie, a akékolvek existujice alebo budlce
prava v nich uvedené; lekarske subory
subjektov skiidania a dokumenty ufahCujice
identifikaciu subjektov skdsania zaradenych
do Klinického skusania.

»Prava dusevného vlastnictva“ sa
vzlahuji na existujice afalebo buduce
patenty, patentové prihlagky, ochranné
znamky, obchodné nazvy, servisné znacky,
nazvy domén, autcrské prava, moralne
prava, prava v databazach a na databazy
(vratane prav na zabranenie extrakcie alebo
opdtovného pouzitia/opatovného vyuZitia
informacii z databazy), prava na dizajn,
topografické prava, know-how, obchodné
tajomstva a vsetky prava alebo formy
ochrany podobnej povahy, s rovhocennym
alebo podobnym uéinkom ako ktorékolvek z
prav, kioré méze existovat kdekolvek na
svete, &i uzZ je alebo nie je zaregistrované, a
zahfia Ziadosti o registraciu ktoréhokolvek z
nich; dalej prava na pouzivanie, prdva na
ZuZitkovanie, prava na vyuZivanie a licencie,
¢i uz bez poplatku alebo inak.

»SkOsany produkt” znamena ski3any(-€)
produkt(-y) ZADAVATELA, vratane
skuSaného lieku afalebo  sku3aného
zariadenia a placebo, porovnaci liek /
zariadenie alebo akykolvek iny kontrolny
material ako je definovany v Protokole.

~Skasajuci lekar” je jednotlivec
uvedeny pod gislom (3) v Uvodnej asti tejto
Zmluvy a je to osoba zodpovedna za
vykonanie Klinického skasania v Centre. Ak
je Klinické skiSanie vykonavane timom
jednotlivecov v Centre, skuZajaci lekar je
zodpovednym veddcim projektu a mdze byt
oznaéeny za Hlavného skiiajlceho.

JFormular Ziiadosti skisajiuceho lekara®
(IRF) je formular obsahujici informacie, kioré
finanéné oddelenie spoloénosti PAREXEL
poZaduje od prijemcu platby preditym, ako
bude méct spracovat platby pre uvedengho
prijemcu.

rights therein; trial Subjects’ medical files and
documents facilitating identification of the
Study Subjects engaging in the Clinical trial.

“Intellectual Property Rights” refers to
existing and / or future patents, patent
applications, trade marks, trade names,
service marks, domain names, copyrights,
moral rights, rights in and to databases
{(including rights to prevent the extraciion or
reutilization/reutilisation of information from a
database), design rights, topography rights,
know-how, trade secrets and all rights or forms
of protection of a similar nature or having
equivalent or the similar effect to any of them
which may subsist anywhere in the world,
whether or not any of them are registered and
including applications for registration of any of
them; furthermore rights of use, rights of
exploitation, rights of utilization and licenses,
whether royalty-free or otherwise.

“Investigational  Product” refers 1o
SPONSOR's investigational product(s)
including the Study Drug and f or
investigational device and 1o placebo,
comparator drug / device or any other control
material as defined in the Protocol.

“Principal Investigator” is the individual
named in item {3) in the introduction to this
Agreement, and is the person responsible for
the conduct of the Study at Center. If a Study
is conducted by a team of individuals at an
Center, Investigator is the responsible leader
of the team and may be called the principal
investigator.

“Investigator Request Form” (IRF) shall
mean the form containing the information that
PAREXEL Finance Department requires from
the payee prior to being able to process
payments for said payee.
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JJPoistenie zodpovednosti® je poistenie,
ktoré poskytuje pokrytie zodpovednosti za
naroky  vznesené  subjektom alebo
jednotlivcom v dbsledku Zavinenia,
nedbanlivosti, zanedbania povinnosti alebo
akéhokolvek iného nevhodnéhe konania,
ktoréhe sa dopustili Centrum, Hlavny
skugajuci alebo Clenovia Studijného timu pri
poskytovani profesionélnych sluzieb v ramci
Klinickeho sktiania.

»Osobné dadaje’ sU akékoivek informacie
tykajlce sa identifikovanegj alebo
identifikovatelnej fyzickej osoby (,dotknuta
osoba®). Identifikovatelna osoba je osoba,
ktordh moZno priamo alebo nepriamo
identifikovat, najma na zaklade identifikatora,
ako je meno, udaje o polohe, identifikacného
tisla alebo jedného alebo viacerych
identifikatorov, ktoré su S$pecifické pre
fyzickd, fyziologickl, dusevnu, ekonomickq,
kultirnu alebo socidlnu identitu takejto
osoby.

.~Spracovanie” znamena kazda operaciu
alebo stbor operacii, ktoré sa vykonavajl s
osobnymi Udajmi automatizovanymi alebo
inymi prostriedkami, ako je zhromazd'ovanie,
Zaznamenavanie, usporaduvanie,
uchovavanie, prepraclvanie alebo zmena,
triedenie, vyhladavanie, prehliadanie,
vyuzivanie, spristupfiovanie prenosom,
Sirenie alebo poskytovanie inym spdsobom,
spajanie, kombinovanie, blokovanie,
vymazavanie alebo zni¢enie Gdajov.

wSpravy“ su véetky spravy, kioré pozaduje
prisludny regulaény vybor na ukongenie
Klinického skusania.

LZdroje” sa vztahuju na v8etky prostriedky a
vybavenie, ktoré sa pouzivaju na vykonanie
Klinického sklsania.

»Sluzby® znamenaju sluzby, ktoré ma
poskytovat Centrum, Hlavny skdsajlci
afalebo Clenovia $tfudijného timu v stlade s
podmienkami tejtoc Zmluvy.

JKlinické skasanie® znamena vedecky
vyskum, ako je definovany v Profokole.

“Liability Insurance” is insurance that
provides coverage against liahilities for claims
made by an entity or individual as a result of
fault, negligence, malpractice or any other
inappropriate action committed by Center,
Principal Investigater and/or Study team
members in their provision of professional
services for the Study.

“Personal Data” means any information
relating to an identified or identifiable natural
person; an identifiable person is one who can
be identified, directly or indirectly, in particular
by reference to an ideniification number or to
one or more factors specific to his physical,
physiological, mental, economic, cultural or
social identity.

“Process” means any operation or set of
operations which is performed upon Personal
Data, whether or not by automatic means, such
as collecticn, recording, organization, storage,
adaptation or alteration, retrieval, consuliation,
use, disclosure by transmission, dissemination
or otherwise making available, alignment or
combination, blocking, erasure or destruction.

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

“Resources” refers to any facilities and
equipment that are utilized for the conduct of
the Study.

“Services” means the services o be provided
by the Center, Principal Investigator and/or the
Study team members under the terms of this
Agreement.

“Study” means the scientific research as
defined in the Protocol.
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LPokyny pre klinické skusanie” znamenaju
akykolvek pisomny dokument iny ako
Protokol, ktory vydava ZADAVATEL alebo
CRO a kiory sa Specificky tyka a odkazuje na
Klinické sku3anie a kiory poskytuje daldie
informacie afalebo pokyny o tom, ako maju
Centrum a Hlavny skiSajuci vykonavat
Klinické skusanie. Pokyny pre Klinické
skisanie méze ZADAVATEL alebo CRO
odovzdat Centru a/alebo  Hlavnému
skusajucemu osobnym doruenim, faxom, e-
mailom, doporuéencu postou, osvedéenou
postou alebo kuriérom.

,Pracovnici klinického skiusania“ si vetci
zamestnanci  Centra  alebo  afalebo
dodavatelia zapojeni Centrom  alebo
Hlavnym ska3ajucim, kiori sa podielaju na
vykonavani Klinického skisania vratane
spoluskdsajucich, koordinatorov Klinického
skiSania a vsetkych dalsich dodavatelov,
zastupcov a zamestnancov indtitticie alebo
skdsajuceho lekara, ktori pomahaja Centru a
Hlavnému skdasajucemu  pri Klinickom
skugani.

.Vysledky klinického skasania“ su v3etky
informacie a akékolvek daldie materialy
avysiedky priamo  alebo  nepriamo
vznikajuce zo alebo v sivislosti s Klinickym
sktidanim, bez ohfadu na to, ¢i je Klinické
skisanie zamerané na prinos relevaninych
vysledkov Klinického ski8ania alebo & sO
tieto v stvislosti s Klinickym  skiGSanim
podruzné.

,Spoluskisajici” je kazdy jednotlivy Clen
gtudijného timu, ktorého Hlavny skusajuci
v Centre urcil a kontroloval pri vykonavani
kritickych postupov suvisiacich s Klinickym
sk(Sanim afalebo pri prijimani dolezitych
rozhodnuti tykajucich sa Klinick&ho sku$ania
(napr. spolupracovnici, rezidenti, vyskumni
pracovnici).

~UEastnik je osoba, ktora sa zugastfiuje na
Klinickom skigani a je identifikovana v
podpisanom formulari informovaného
sthlasu.

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

“Study Personnel” means any employees of
Center or Investigator, and/or contractors
engaged by Center or Investigator, who are
involved in performing the Study, including
Sub-Investigator(s), Study coordinator(s), and
any other contractors, agents and employees
of Center or Investigator who assist Center and
Investigator with the Study.

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

“Sub-lnvestigator” is any individual member
of the Study team designated and supervised
by the Investigator at Center to perform critical
trial-related procedures andfor to make
important  trial-related  decisions (e.g.,
associates, residents, research fellows).

“Subject” is a person paricipating in the
Study and identified in the signed informed
consent form.
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Priloha 3 / Exhibit 3

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

Issued fo; LEO Pharma, Industriparken 55, DK 2570 Ballerup
VAT Number: DK 56759514

c¢/o PAREXEL International {IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Invoice No:

Date:

Protocol Number: LP0133-1528
Project Number: 264441
Site Number: 4202

Services in relation to the carrying out of a clinical frial in the period
from [insert date] to [insert date].

“Reverse Charge”

[Insert exchange rate if invoice is issued in a different currency to
contract currency]

Total due

<<insert
currency>>
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