ZMLUVA O KLINICKOM SKUSANI

CLINICAL TRIAL AGREEMENT

uzalvorena podla § 269 ods. 2 anasl, zakona ¢&.
513/1991 Zb. Obchodny zékonnik v platnom
. zneni (dalej len .obchodny zakonnik™) (dalej len
| Zmluva“)

| MEDZI

concluded pursuant to Section 269 (2) of Act no.
513/1991 of Coll.,, the Commercial Code, as
amended (hereinalter referred to as the
"Cammercial Code") (hereinafler referred to as the
"Agreement”)

BETWEEN

ALK-Abellé A/S

so sidlom: Boge Allé 6-8 DK-2970 Horsholm,
Dansko

ICO.: 63717916

DIC: 63717916

rapisana v obchodnom
danskymi aradmi
(ALK-Abelldé AJS dalejlen “Zadavatel")

registri  vedenom

e N AL S

A

Parexel International (IRL) Limited,
70 Sir John Rogerson's Quay
Dublin 2
irsko
(Registraéné ¢. spoloénosti: 541507)
(cfalejlen "CRO")

ALK-Abellé A/S
Registered office:
Horsholm, Denmark
ID No.: 63717916
VAT No.: 63717916
Registered with the Commercial Register kept by
the Danish Business Authority

(ALK-Abelld A/S hereinafter referred to as the
"Sponsor”)

Boge Allé 6-8 DK-2970

AND

Parexel International (IRL) Limited,
70 Sir John Rogerson's Quay

Dublin 2

Ireland

(Company number 541507)
(hereinafter referred to as the "CRO")

AND

Univerzitna nemocnica Martin

Prispevkova organizacia

Kollarova 2

036 59 Martin, Slovakia

1ICO: 00365327

DIC: 2020598019

IC DPH: SK2020598019,

Zashipena Radou riaditelov:

MUDr. Dusan Krkoska, PhD, MBA, generalny
riaditel,

Doc. MUDr. Dalibor Murgas, PhD, medicinsky
riaditel,

Ing. Stanislav Skonva, ekonomicky riaditel,

najmenej dvaja clenovia Statutarmeho organu
| spolocne

| (dalejlen “Centrum”)

pricom v mene organizacie su opravneni konal'

Univerzitna nemocnica Martin

subsidized organisation

Kollarova 2

036 59 Marlin, Slovakia

ICO: 00365327

DIC: 2020598019

IC DPH: SK2020598019

Represented by Board of Directors:

MUDr. Dusan Krko3ka, PhD, MBA, Managing
Director,

Doc. MUDr. Dalibor Murgas, PhD, Medical Directlor,
Ing. Stanislav Skonmia, Finance Director,

whereas, lo act on behalf of the organisation, as a
minimum two members of the the Board need o act
joinlly

(hereinafter refemred to as the "Center”)

A

AND

L
i

MUDr. Jan Mikler, PhD.

MUDr. Jan Mikler, PhD.

i (dalejlen "Hlavny skidsajiici”)

(hereinafter refemed 1o as The

Investigator”)

“Principal
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(Centum a Hiavny skadajud spolu dalej len | (tlhe Center and the Princpal Investigator
“Zmluvni partneri”, Zadavatel, CRO s Cenlrom | hereinafter collectively referred to as the
a Hlavnym skusajiicim spolu dalej len ,Zmluvné | "Contracting Partners”, the Sponsor, the CRO,
strany") the Cenler and the Principal Investigator
hereinafter colleclively referred to as the
"Contracting Parties")
Preambula Preamble

VZHLADOM K TOMU, ZE Zadavatel[/CRO

| poziadal Zmluvnych parlnerov, aby vykonali

Klinické skasanie so skasany liekom SQ-tree-
StiT-tablet  (sublingvalne imunoterapeutické
tablety so stromovym pelom SQ) (dalej len
"Skusany liek") s nazvom  Ucinnost a
bezpecnost  sublingvalnej imunoterapie
podavanej vo forme tabliet stromového pelu
SQ detom a dospievajucim (vo veku 5 az 17
rokov) so stredne zavaznou az zavainou
alergickou rinitidou a/alebo konjunktivitidou
vyvolanou pefom z brezy a stromov patriacich
do homolégnej skupiny brezy", EudraCT ¢&:
22020-004372-17 (dalej len "Klinické skidsanie"),
klora je blizSie popisana v prolokole ¢&. TT-06,
klory bude Zmluvnym parinerom odovzdany
Zadavalelom alebo CRO a klory moze byt

| Zadavatelom jednostranne dopliiovany (dalej len
| "Protokol”).

WHEREAS, the Sponsor/CRO asked Ihe
Contracting Partners to conduct a dinical tial
involving the sludy drug SQ tree SLIT-tablet
(hereinafter called the “Investigational medicinal
product’) named “Efficacy and safety of the SQ
tree sublingual immunotherapy tablet in
children and adolescents (5 through 17 years of
age) with moderate to severe allergic rhinitis
and/or conjunctivitis induced by pollen from
birch and trees belonging to the birch
homologous group” with the EudraCT No: 22020-
004372-17 (hereinaller referred to as the “Clinical
Trial") as described in more detail in prolocol no.
TT-06 which will be provided lo the Contracting
Partners by the Sponsor or CRO and which may be
unilaterally updated by the Sponsor (hereinafter
referred lo as the "Protocol”),

' VZHLADOM K TOMU, ZE Zmluvni parineri

disponuji znalostami, skisenostami a zdrojmi
polrebnymi na vykonanie Klinického skugania
podia ich najlepsieho vedomia maju pristup k
poZzadovanému poctu subjeklov skO&ania podlia
kritérii pre zaradenie alebo vyradenie lak, ako su
vymedzené v Protokole, a st ochomi Klinické
skasanie vykonal.

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

Cl. 1 - Predmet Zmluvy

Article 1 - Subject of the Agreement

; 1.1 Predmetom

tejto  Zmluvy je vykonanie
Klinického skisania v Centre a rozdelenie
povinnosti suvisiacich s Klinickym skiganim
medzi  Zadavatela/CRO a  Zmluvnych
partnerov. Predmetom tejto Zmluvy si
zavazky Zmluvnych partnerov lykajuce sa
vykonania Klinického skasania za
podmienok dohodnutych v lejlo Zmluve a
zavazok CRO menom Zadavatela k thrade
odmeny za spravne vykonanie Klinického
skidania. Akékolvek odchylky od Protokolu a
dodalky k Prolokolu, vratane avdak nielen
akehokolvek vysetrovania alebo skigania
dopliwujucich _ klinickych & laboratomych

1.1 The subject of the Agreement is the
performance of the Clinical Trial al the Cenler
and the division of Clinical Trial-relaled
obligations among the Sponso/CRO and the
Contracting Partners. The subject of the
Agreement are covenants of the Contracling
Partners to conduct the Clinical Trial under the
terms and conditions agreed herein and lhe
covenant of the CRO on behalf of 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 paramelers,
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parametrov, vyZzaduji predchadzajici
pisomny suhlas Zadavatela. V pripade
akéhokolvek rozporu medzi touto Zmluvou a
Protokolom ma v zélezitostiach tykajicich sa
mediciny, vedy a priebeh klinického sk3ania
prednost Protokol. V ostatnych pripadoch
budu mat' prednost’ podmienky tejto Zmluvy.

1.2 Klinickeé skusanie liekov sa vykonava podia §

29 az 44 zakona ¢. 362/2011 Z. z. 0
lickoch a zdravotnickych poméckach a o
zmene a doplneni niektorych zakonov (dalej
len “zakon o liekoch”),

require the prior written approval of the
Sponsor. In case of any inconsistency between
this Agreement and the Protocol, the Protocol
shall take precedence on matters of medicine,
science and conduct of the Clinical Trial;
otherwise the terms of this Agreement shall
prevail.

1.2 The Clinical Trial is performed pursuant to

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

Cl. 2 - Povinnosti Zmluvnych partnerov

Article 2 - Obligations of the Contracting
Partners

2.1 Zmluvni partneri sa zavazuji vykonal a

zdokumentovat’ Klinické skusanie
hospodame a s nalezitou odbornou
starostlivostou v prisnom sulade s (a)
Protokolom; a (b) podmienkami tejto Zmluvy;
a (c) etickymi zasadami Helsinskej deklaracie;
a (d) Harmonizovanym trojstrannym
usmemenim ICH pre spravnu klinicka prax
vratane jeho naslednych zmien a vieobecne
akceptovanymi normami spravnej klinickej
praxe; a (e) vSetkymi prisludnymi pravnymi
predpismi; a (f) vSetkymi prikazmi a
smemicami prislusnych organov verejnej
moci a spravy, zdravotnych poistovni a
elickych komisii, ak také existuja; (g)
inStrukciou Zadavatela nazvanej ,Prirucka
pre skusajuceho” (Investligator's Brochure)
obsahujicej vietky v sicasnej dobe zname
informacie o produkte / lieku pouzitom v Stadii
a jeho vlastnostiach. Prirucku Zadavatel
odovzdal Hlavnému skasajucemu a bude ju
aktualizovat' v periodicite vyZadujicej stavom
Studie alebo stanovej pravnymi predpismi.
Prirucka bude pripojena k dokumentadii
Studie; (h) so v8eobecnymi podmienkami
Zadavatela (pokial ich Zadavatel vydal a
poskytol Centru) o vykonavani klinickych
skusani, s vynimkou tych podmienok, ktoré st
modifikované touto Zmluvou. Centrum sa
zavazuje poskymmul primerané zdroje a
vybavenie na vykonavanie Klinického
skusania.

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 ICH
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to time
as well as generally accepted standards of
Good Clinical Practice; and (e) all applicable
legal regulations; and (f) all orders and
directives of competent public administration
authorities, health insurance companies and
ethics committees, if any; (g) an instruction
issued by Sponsor entiled “Investigator's
Brochure”, which contains all currently known
information on the productmedication used in
the Clinical Trial and on its properties. Sponsor
provided the Principal Invesligator with the
Brochure and shall periodically update the
Brochure as required by the stalus of the
Clinical Trial or set outin the legal regulations.
The Brochure will be appended to the Clinical
Trial documents; (h) general terms and
conditions of Sponsor (provided that Sponsor
has issued them and submitted them to the
Center) 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 Klinickeé skusanie bude v Centre vykonavané

pod dohladom Hlavného ski$ajiceho, ktory
je zamestnancom Centra aklory bude
zodpovedny za jeho riadny priebeh. Hlavny
skusajuci je zodpovednym vedicim skupiny
skusajucich v pripade, ze Klinické skusanie
je v Centre vykonavané viac ako jednym
skusajucim (dalej len ,Skusajuci"). Hlavny
skusajuci je zodpovedny za celkovi pohodu

2.2 The Clinical Trial at the Center shall be

conducted under the supervision of the
Principal Investigator who is an employee of the
Center and 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
invesligators  (hereinafter _referred to as
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subjektov  skl$ania  zucastiujucich  sa
Klinického skusania z hladiska poskytovania
zdravotickych  sluzieb na primeranej
odbornej turovni.

“Investigators”). The Principal Investigator is
responsible for the well-being of the frial
subjects participating in the Clinical Trial in
terms of professional medical services
provided.

2.3 Hlavny skusajuc sucasne méze slazit pre

Zadavatela ako kontakina osoba v Centre vo
vztahu ku Klinickému skasaniu, pokial nie je
nizsie v tejto Zmluve stanovené inak. Hlavny
skusajuci vykonava Klinické skusanie v ramci
svojho pracovného pomeru k Centru.

2.3 The Principal Invesligator may also serve as the

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

2.4 Centrum sa zavazuje umoznit a Hlavny

skusajuci sa zavazuje zabezpecit, aby
Skasajuci a ostamé osoby zahmuté do
vykonavania Klinického skasania (dalej len
“Clenovia $tudijného timu") konali v sulade
s podmienkami tejto Zmluvy. Centrum sa
prostrednictvom  Hlavného  skusajiceho
zavazuje zabezpecit, Zze pbvodni aj novi
Clenovia $tudijného  timu st riadne
preskoleni, kvalifikovani a vzdelani, obzvlast,
Ze sa zucastiuju vietkych skoliacich stretnuti
o Klinickom skusani, vratane Skoleni na
spravnu  klinicki  prax vyzadovanych a
zabezpecCovanych Zadavatelom (Clenovia
Studijného timu v&ak nemusia $kolenie na
spravnu Klinicki prax absolvovat, ak sa
preukazu certifkatom 2z absolvovaného
skolenia spravnej klinickej praxe nie star§im
ako 3 roky odo dia zacatia Klinického
skasania). Zadavatel ma pravo odmietnut
konkrétmych Clenov $tudijného timu, ak sa
Zadavatel domnieva, Ze nie su prislusne
vzdelani a / alebo kvalifikovani. Clenovia
Studijného timu st zamestand Cenfra.
Clenovia $tudijného timu a Hlavny skusajud
sa budd zucastioval Skoleni, ktoré v
suvislosti s Klinickym skdasanim pre tieto
osoby Zadavatel zorganizuje a Centrum je
povinné takato acéast umoznit. Zadavatel
nahradi primerané cestovné a ubytovacie
naklady suvisiace so vzdelavanim podla tohto
¢lanku, ak to bude potrebné, ale za ucéast na
tomto vzdelavani nenalezi ucastnikom ani
nikomu inému Ziadna odmena.

2.4 The Center shall allow and the Principal

Investigator shall ensure that the Investigators
and other persons involved with the Clinical
Trial (hereinafter referred to as “Clinical Trial
Team Members”) comply with the terms and
conditions of this Agreement. The Center shall
ensure through the Principal Investigator that
original and new Clinical Trial Team Members
are appropriately trained, qualified and
educated, in particular that they participate in all
training sessions regarding the Clinical Trial,
including any good clinical practice ftraining
required and organized by the Sponsor (Clinical
Trial Team Members, who have a good clinical
practice certificate thatis 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 trainings 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 travel and accommodation costs, if
applicable related to the frainings under this
article, but no remuneration shall be provided to
participants or any other persons for attending
such trainings.

2.5 Cenfrum sa zavazuje umoznit' Hlavnému

skisajucemu,  Skisajicm a  Clenom
Studijného timu, zucastnovat sa podla
potreby stremutia skusajucich a
telekonferencii uskutociovanych v priebehu
Klinického skuSania v rozsahu poZzadovanom
Zadavatelom alebo CRO.

2.5 The Center shall make it possible for the

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

2.6 KaZdé uzatvorenie subdodavatelskej zmluvy,

ktorej predmet plnenia tretej strany sa bude

2.6 Any subcontracting of any of the Center's

obligations under this Agreement to a third party
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tykat' ktorejkolvek z povinnosti Centra na
zaklade tejto  Zmluvy si vyZaduje
predchadzajici pisomny sihlas Zadavatela
alebo CRO. Udelenie takéhoto suhlasu je na
vyluénom rozhodnuti Zadavatela. V pripade
udelenia takéhoto swhlasu zo strany
Zadavatela Centrum:

requires the prior written consent of the
Sponsor or CRO. Granting of such consent
shall be within the Sponsor’'s sole discretion. In
the case that such Sponsors consent is
granted, the Center shall;

2.6.1je povinné zabezpedit u subjekiu, na
ktorého  svoju  povinnost  prenasa,
dodrZiavanie podmienok, (a) ktoré si
vzhladom k charakteru pozadovanej sluzby
relevaniné a podobné podmienkam tejto
Zmluvy vratane, avsak nielen, lehdt na
plnenie povinnosti, (b) na zaklade ktorych
tretia strana postipi vsetky prava k
vysledkom svojej ¢&innosti / Stidie na
Centrum alebo Zadavatela a (c) podla
ktorych tretia strana umozni CRO alebo
Zadavalelovi alebo tretim stranam Zmluvne
opravnenym Zadavatelom alebo CRO a
prislusnym regulaénym Gradom vykonanie
auditov a inSpekcii u takejto tretej strany, éo
sucasne neznamena obmedzenie
povinnosti Centra vo vztahu k auditom a
inSpekcie; a

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

2.6.2 bude niest zodpovednost za riadne plnenie
vSetkych povinnosti, ktoré budi predmetom
subdodavatelskych zmlyv.

2.6.2be responsible for due performance of all
subcontracted duties.

2.7 Zmluvni partneri sa zavazuju vynalozit vietko
usilie na zaradenie priblizne 10 subjektov
sktSania do Klinického skagania v sulade s
pozZiadavkami na zaradovanie a lehotami
ustanovenymi v Protokole. Sicasné leholy
vztahujice sa k vykonavaniu Klinického
skusania st nasledovné:

2.7 The Contracting Partners agree to make
maximum efforts to enroll approximately 10 trial
subjects in the Clinical Tral in accordance with
the inclusion requirements and timelines set
forth in the Protocol. The current timelines for
conducting the Clinical Trial are as follows:

2.7.1 Predpokladany zaciatok naboru subjektov
skudania je 25. august 2021 a
predpokladané ukoncenie 31. oktober 2022.
Nabor subjektov ska$ania sa vidy radi
aktualnymi podmienkami Protokolu.

2.7.1 Recruitment of trial subjects is expected to
begin on 25th August 2021 and to be
completed by 31*'  October 2022,
Recruitment of ftrial subjects is always
govemed by current terms and conditions of
the Protocol.

2.7.2 Hlavny skidajud a Centrum suhlasia, Ze
Zadavatel méZe jednostranne kedykolvek
zmenit' pocet subjektov skusania, ktorych
Hlavny skasajici do Stidie méze zaradit
a/alebo ¢asovy harmonogram naboru, a to
prostrednictvom vydania prislusného pokynu
ku Klinickému skdsaniu . Takylo pokyn sa
nebude vztahovat na uZz zaradenych
subjektov skasania.

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
and/or the recruitment imeframe by issuing
a relevant instruction for the Clinical Trial,
Such an instruction shall not concern the
already included trial subjects.

2.8 Hlavny skusajici sa zavazuje do Klinického
sku$ania zaradit iba riadne sposobilé
subjekly skisania v stlade s Protokolom a

2.8 The Principal Investigator agrees to include in
the Clinical Trial only such trial subjects that are
duly suitable for the Clinical Trial in compliance
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oznamit' zaradenie subjektu ski8ania do
Klinického ska8ania s uvedenim cisla
rozhodnutia o  Klinickom skasani a datumu
zaradenia subjektu skasania do Klinického
skuSania zdravotnej poistovni vykonavajucej
verejné  zdravoné  poistenie  subjektu
skusania bezodkladne po zaradeni subjektu
skusania do Klinického skiania v sulade s
ustanovenim § 44 pism. o) zakona o liekoch.

with the Protocol and announce the inclusion of
the ftrial subject to the Clinical Trial specifying
the decision number of the Clinical Trial and the
date of indusion of the frial 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.

2.9 Zmluvni partneri sa zavazuju zabezpedit, ze

Klinické skusanie bude vykonavané v sulade
s povolenim alebo suhlasom k ohlaseniu
vydanym Statnym tstavom pre kontrolu lieciv
a suhlasmi prislusnych etickych komisii.
Zmluvni partheri sa zavazuji poskytnat
Zadavatelovi a CRO sucinnost' pri priprave
dokumentov  tykajucich sa  Klinického
ski$ania a odovzdal CRO  alebo
Zadavatelovi alebo tretej strane uréenej CRO
alebo Zadavatelom bezodkladne vsSetky
vyhlasenia potrebné na povolenie Klinického
skasania regulaénymi organmi a / alebo
etickymi komisiami, vratane avsak nielen (i)
Vyhlasenie o finanénych zaujmoch, (i) CV a
(iii) potvrdenie o zodpovedajicom vybaveni
miesta skusania. Zmluvni partneri sa
zavazuji  zabezpecit, Ze  poskymuté
dokumenty tykajice sa Klinického ski(sania
st uplné a spravne. Napriklad, Vyhlasenie o
finanénych zaujmoch musi obsahovat vsetky
financné vztahy medzi Hlavnym skusajicim a
ktorymkolvek Clenom $tudijného timu, a ich
finanéné zaujmy, na jednej strane a
Zadavatelom alebo ktoroukolvek
spolo¢nostou prepojenou so Zadavatelom,
na strane druhej, vratane - av8ak nielen -
odmeny alebo iného finanéného prospechu
prijatého kazdym z nich od Zadavatela alebo
ktorejkolvek zo spolocnosti prepojenych so
Zadavatelom za konzultacné éinnosti alebo
iné sluzby nepokryté touto Zmluvou.
Potvrdenia o finanénych zaujmoch by mali byt
predioZzené v priebehu Klinického skasania,
pri_jeho zmene a jeden rok po skonceni
Klinického skusania. "Prepojenou osobou"
je akakolvek pravnicka osoba alebo
spolocnost, ktora (a) je ovladanou osobou v
zmysle § 66a ods. 1 Obchodného zakonnika,
(b} je ovladajucou osobou v zmysle § 66aods.
2 Obchodného zakonnika, (c) je osobou
ovladanou tou istou ovladajucou osobou, (d)
je ¢lenom tej istej skupiny, alebo (e) ktora
priamo alebo nepriamo, prostrednictvom
jedného alebo viacerych sprostredkovatelov ,
vykonava kontrolu, je kontrolovana alebo je
pod spolocnou kontrolou so Zmluvnou
stranou.

2.9

The Contracting Partners agree lo ensure that
the Clinical Trial shall be conducted in
compliance with the approval or consent with
nolification issued by the State Institute for
Drug Conlrol and approvals of the competent
ethics committees. The Confracting Partners
agree to cooperate with the Sponsor and CRO
in preparing documents conceming the Clinical
Trial and to immediately provide the CRO or
Sponsor or a third party specified by the CRO
or Sponsor with all dedarations necessary for
the approval of the Clinical Trial by regulatory
authorities and/or ethics committees, including
without limitation, if applicable, (i) Financial
Interest Declarations, (i) CVs and (i)
confirmation of adequate trial site facilities. The
Confracting 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 Invesligator and any Clinical Trial
Team Member, on one hand, and the Sponsor
or any of the Sponsor's affiliates, on the other
hand, induding - 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 olher services not covered in this
Agreement. The Financial Interest
Declarations should be submitted in the course
of the Clinical Trial, upon a change in the
Clinical Trial and one year after completion of
the Clinical Trial. “Affiliate” shall mean any
legal enlity or company, which (a) is a
controlled person pursuant to Section 66a
para. 1 of Commercial Code, (b)is a controlling
person pursuant to Section 66a, para. 2 of
Commercial Code, (c)is a person controlled by
the same controlling person, (d) is a member of
the same group, or (e) which directly or
indirectly, through one or more intermediaries,
controls, is controlled by or is under joint control
with a Contracting Party.
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2.10

Hlavny skasajici sa zavazuje vsetky
subjekty skisania zodpovedajticim spésobom
informovat’ 0 cieloch, metodach,
predpokladanych prinosoch a potencialnych
rizikach Klinického skasania a o okolnostiach,
za ktorych by ich osobné adaje mohli byt
spristlupnené Zadavatelovi, jeho Prepojenym
osobam, prislusnym organom, tretim stranam,
ktoré poskytju sluzby Zadavatelovi a / alebo
etickym komisiam. Hlavny skasajici sa
zavazuje zabezpecdit, Ze subjekty skusania sa
zacastia Klinického skusania aZ potom, éo
podpiu  informovany  sahlas  subjektu
skaSania poskymuty Zadavatelom. Hiavny
skusajuc uchova origindl takého suhlasu v
zdravotnickej dokumentacii subjektu
skusania. Ak subjekt skasania svoj sthlas v
priebehu Klinického skusania odvola,
Zmluvni partneri nesmu vo vztahu k tomuto
subjektu vykonat' Ziadne dalSie postupy v
ramci Klinického ski$ania okrem pripadnych
opatreni tykajlicich sa dalSieho sledovania
predpisanych Protokolom, s ktorymi subjekt
skugania suhlasil. Nasledna liecba subjektu,
ktora nestvisi s  Klinickym skasanim, je

vyhradnou lekarsku zodpovednostou a
pravnou zodpovednostou Zmluvnych
partnerov.

2.10

The Principal Invesligator agrees to
appropriately inform all trial subjects of the
aims, methods, expected benefits and

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

2.11 Zmluvni partneri sa zavazuji zabezpedit, Ze

subjektom  ska8ania  zaradenym  do
Klinického skisania sa v Cenlre nebudu
podavat iné neregistrované lieky podia § 46
zakona o liekoch a v zmysle Vyhlasky
Ministerstva zdravotictva SR &. 507/2005
Z.z., ktorou sa upravuji podrobnosti o
povolovani terapeutického pouzilia
hromadne  vyrabanych liekov, ktoré
nepodliehaju registracii, a podrobnosti o ich
uhrade na zaklade verejného zdravotného
poistenia, ani sa nebudl zucastiovat' iného
klinického ski8ania, pri ktorom by subjekty
skuSania dostavali v Slovenskej republike
neregistrovany liek v priebehu Klinického
skusania bez predchadzajuceho pisomného
suhlasu Zadavatela.

2.1

The Contracting Parlners shall ensure that
the trial subjects included in the Clinical Trial
do not receive other unregistered medicinal
products according to Section 46 of
Pharmmaceuticals Act and within the meaning
of Decree of Ministry of Health of the SR no.
507/2005 Coll.,, regulating details on
authorization of the therapeutic use of mass-
produced medicines which are not subject to
registration and details of their payment on
the basis of public health insurance, nor shall
they participate in any other clinical trial in
which the trial subjects would use medicinal
products not registered in the Slovak
Republic in the course of the Clinical Trial
without the prior written consent of the
Sponsor.

2.12

Ak po¢as Klinického skasania v Centre
ddjde k poskodeniu zdravia subjektu skiiania,
Zmiuvni partneri sa zavazuju informovat o
kazdej takejto udalosti Zadavalela (i) v pripade
zavazneho neZiaduceho ucinku afalebo
zavazne] neZiaducej udalosti asalebo v
pripadoch tehotenstva, ak také existuju,
najneskér do 24 hodin a (i) v pripade
neZiaduceho G¢inku a/alebo nezZiaducej
prihody  bezodkladne v ramci lehét
stanovenych v Protokole a inych pokynoch

2.12

If in the course of the Clinical Trial at the
Center ftrial subjects' health is harmed, the
Contracting Pariners shall inform the Sponsor
of any such event (i) in case of any serious
adverse effect and/or serious adverse events
and/or, if applicable, in case of pregnancy,
within 24 hours at the latest and (i) in case of
any adverse effect and/or adverse event
immediately within the timelines specified in
the Protocol and other instructions on safety-
related data reporting provided by the
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danych Zadavatelom o hlaseni udajov
tykajicich sa bezpecnosti. Sucastou takého
hlasenia musi byt tiez posudenie priGinnej
suvislosti. O akomkolvek inom poskodeni
zdravia subjektu skisania alebo akomkolvek
zavaznom poruSeni (ako je definované nizsie)
Protokolu alebo pokynov spravnej klinickej
praxe, musia Zmluvni partner informovat
Zadavatela bez zbytoéného odkladu, v
kazdom pripade v$ak nie neskor ako
dvadsatstyri (24) hodin po tom, ako sa
dozvedia o moZnom zavainom poruseni.
JZavainé porusenie* je definované ako
poruSenie, ktoré moézZe do znacnej miery
ovplyvnit bezpeénost a prava subjeklu alebo
spolahlivost’ a robustnost’ tdajov
generovanych v Klinickom skusani).. Zmluvni
partneri budd vzdy spolupracovat so
Zadavatefom pri jeho hlaseniach vSetkych
zavaznych neZiaducich udalosti a podozreni
na neziaduce acinky produktov alebo liekov
SUKL, Etickej komisii, prislusnej zdravomej
poistovni vykonavajucu verejné zdravomné
poistenie  subjektu  skugania, pripadne
prislusnym organom c¢lenskych Statov, na
ktorych uzemi sa vykonava multicentrické
klinické skusanie, a v pripade ak to stanovuju
pravne predpisy alebo o to poziada Zadavalel,
poskytna prislugénym organom aj poZadované
informacie. Zmluvni partneri su  povinni
poskytovat Zadavatelovi stcinnost' s plnenim
povinnosti tykajucich sa hlaseni neziaducich
ucinkov.

Sponsor. Such reporting must also include an
assessment of causality. Any other harm to
health of trial subjects or any serious breach
(as defined below) of the Protocol or good
clinical practice guidelines must be reported
to the Sponsor without undue delay, and in no
event later than twenty-four (24) hours after
becoming aware of a potential serious
breach. A ‘serious breach’ is defined as a
breach likely to affect lo a significant degree
the safety and rights of a subject or the
reliability and robusthess of the data
generated in the Clinical Trial). The
Contracting Partners will always cooperate
with Sponsor in his reports of all serious
adverse evenls and adverse effect suspected
of products or medicines to SUKL, the Ethics
Committee, the relevant health insurance
company performing public health insurance
of Study Subjects, or the competent
authorities of the Member States in whose
territory is performed the multicentre clinical
trial, and in case it is stipulated by the

legislation or required by Sponsor, will
provide to the relevant authorities also
requested information. The Contracting

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

213 Zmluvni parineri sa zavazuji bez | 213 The Contracting Partners agree to
zbytoéného odkladu zodpovedat vsetky immediately answer any questions of the
otazky Zadavatefa alebo osdéb poverenych Sponsor or persons authorized by lhe
Zadavatelom tykajuce sa dokumentacie Sponsor regarding adverse event
neZiaducej udalosti. Tolo zahfma najma documentation. This incdudes - but is not
aktivne nasledné sledovanie a objasnenie limited to - active follow-up monitoring and
prislusnych  nezrovnalosti v  hlaseniach clarification of relevant inconsistencies in
neziaducich udalosti a udalosti tehotenstva. adverse eventand pregnancy reports. For the
Na uacel hlasenia neZiaducich udalosti a purposes of adverse event and pregnancy
udalosti tehotenstva si Zmluvni parineri reporting, the Contracting Parners must use
povinni  pouzivat formulare poskymhuté the forms provided by the Sponsor, if
Zadavatelom, ak také existuju. applicable.

2.14  Pocas a po skonceni Klinického skasania | 2.14 During and after completion of the Clinical
sa zavazuju Zmluvni parteri predloZit Trial, the Contracting Partners shall submit to

Zadavatefovi vSetky dokumenty prijaté od
Statnych organov, etickych komisii af/alebo
prislusnych regulaénych organov lykajlice sa
akychkolvek suhlasov alebo povoleni alebo
prislusnej komunikdcie o bezpecnosti vo
vztahu ku Klinickému skusaniu do 24 hodin
od ich obdrzania.

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

2.15

Zmluvni partneri sa zavazuju pouzivat
Skusany liek a akékolvek dalSie vyrobky alebo

2.15

The Contracting Partners agree to use the
Investigational medicinal product and any
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materialy poskytnuté Zmluvnym partnerom na
ucely Klinického skasania (sthrnne ,Skugobny
material") vyluéne na Gcely vykonavania
Klinického skisania a iba spdsobom
Specifikovanym v Protokole. Zmluvni partneri
st zodpovedni za riadne prijimanie,
pouzivanie, nakladanie, skladovanie a
vedenie dokladnej a presnej evidencie
zaobchadzania so SkuSobnym materialom v
priebehu Klinického skusania v suilade s
poziadavkami  spravnej klinickej praxe,
spravnej lekarenskej praxe a Protokolom.
Naviac sa Zmluvni partneri zavazuju vratt
alebo zabezpecit’ riadnu likvidaciu
nepouzittho SkaSobného materialu, ak si
Zadavatel likvidaciu vyZiadal (na naklady
Zadavatela), a tato likvidaciu riadne
zdokumentovat. V pripade nacatého a
nespotrebovaného  Skusobného materialu,
ktorého forma podania je infuzia, zaistia
Zmluvni partneri likvidaciu ihned po priprave &
uprave.

other products or materials provided to the
Contracting Partners for the Clinical Trial
(collectively "Trial Supplies") exclusively for
the purposes of conducting the Clinical Trial
and only as specified in the Protocol. The
Contracling Partners are responsible for the
proper receipt, use, handling, storage and
keeping detailed and accurate records of
handling of the Trial Supplies in the course of
the Clinical Trial pursuant to the requirements
of good clinical practice, good pharmacy
practice and Protocol. The Conltracting
Partners agree to retum any unused Trial
Supplies orproperly liquidate any unused
Trial Supplies, provided that the Sponsor
requested such liquidation (at the expense of
the Sponsor), and properly document such
liquidation. The Contracting Partners shall
immediately liquidate any unfinished or
unused Trial Supplies administered by
infusion immediately after its preparation or
modification.

2.16 Centrum sa tymto zavazuje zabezpedit

uskladnenie, pripravu, kontrolu a distribliciu
SkuSobného  materiali v silade s
ustanovenim Protokolu, ako aj v sulade so
vSeobecne zavaznymi pravnymi predpismi a v
sulade so v8etkymi ustanoveniami pokynov
pre klinické skadanie liekov Statneho ustavu
pre kontrolu lieciv. Zmluvni partneri nebudu
vyZadoval zaplatenie Skusobného materialu
alebo akejkolvek sluzby hradenej
Zadavatelom podfa tejlo Zmluvy od subjektu
skasania alebo od tretej strany, ako je
napriklad zdravotna poistoviia.

2.16 The Center hereby agrees to ensure that the

Trial Supplies are stored, prepared, inspected
and distributed in compliance with the
Protocol, the applicable law and all provisions
of the instructions for the clinical trials of drugs
issued by the State Institute for Drug Control.
The Contracting Partners shall not charge any
trial subject or third party, such as a health
insurance company, for the Trial Supplies or
for any services paid for by the Sponsor under
this Agreement.

217

Centrum  sa zavazuje  menovat
dostatoény pocet zastupcov, ktori spliaji
kvalifikacné poZiadavky na vykon povolania
farmaceuta alebo farmaceutického laboranta v

zmysle zakona ¢. 578/2004 Z.z, o
poskytovateloch  zdravotnej starostivosti,
zdravotnickych pracovnikoch, stavovskych

organizaciach v zdravotnictve a o zmene a
doplneni niektorych zakonov, v zneni
neskorsich predpisov a v zmysle nariadenia
vlady €. 296/2010 Z.z. o odbornej spdsobilosti
na vykon zdravotnickeho povolania, spdsobe
dalsieho vzdelavania zdravotnickych
pracovnikov, slistave $pecializacnych odborov
a sustave certifikovanych pracovnych &nnosti,
v zneni neskorSich  predpisov. Tito
zastupcovia budd zodpovedni za nakladanie
so Skasobnym materialom a za vedenie
suvisiacich zaznamov a dokumentacie. lhned
po vymenovani tohto zastupcu alebo
zastupcov, oznami Centrum Zadavatelovi

217

The Center agrees to appoint a sufficient
number of representatives who meet
qualification requirements for the position of
a phamacist and pharmacist laboratory
assistance pursuant to Act no. 578/2004
Coll,, on healthcare providers, healthcare
workers, health organizations, and
amendments to certain acts, as amended,
and within the Govemment 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
aclivities, as amended. These
representatives shall be responsible for
handling the Tral Supplies and for keeping
related records and documentation.
Immediately after the appointment of the
representative(s), the Center shall notify the
Sponsor in writing about the first and last
name and contact details of such appointees.
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pisomne meno a priezvisko poverenych osob
spolu s prislusnymi kontaktnymi informaciami.

2.18  Hlavny skasajici sa zavazuje odoberat
Skusany liek v silade s Protokolom, a to v
davkovani potrebnom pre kaZzda jednotlivi
navstevu subjektu skisania.

2.18

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.

2.19 Kedykolvek o to Zadavatel alebo CRO
poZiada, zavazuju sa Zmluvni partneri podat’
hlasenie o postupe v Klinickom skusani v
Centre vratane tdajov o zaradovani subjektov
skusania.

2.19

The Contracting Partners agree to report on
the progress of the Clinical Trial at the Cenler,
including information about the enrolment of
tial subjects, upon the Sponsor's or CRO's
request.

2.20 Hiavny skasajici je povinny zhromazdovat
udaje avkladat'ich do 5 pracovnych dni odich
vylvorenia do elektronickych zaznamovych
listov (dalej len “CRF") v sllade s
naleZitostami stanovenymi v Protokole.
Hlavny skiSajuc sa zavazuje pravidelne
odovzdavat Zadavatelovi CRF a vsetku
dokumentaciu vyZadovani Protokolom, aby
ich  Zadavatel mohol priamo  alebo
prostrednictvom iného subjektu priebezne
spracovavat. V pripade omeskania dlh§om
ako 10 pracovnych dni s vkladanim Gdajov je
Zadavatel opravneny, na zaklade pisomného
oznamenia doruéeného Hiavnému
skusajlucemu, zastavit' zaradovanie subjektov
skadania Hlavnym skasajucim az do doby,
kedy bude vkladanie (dajov aktualizované.
Pokial bude mat toto za nasledok omeskanie
v zaradovani subjektov skusania,
Zadavatelovi prinaleZia prava stanovené v d.
12.4 tejto Zmluvy. V lehote 5 pracovnych dni
po oselreni posledného zo subjektov skiusania
musi byt dokoncené vloZenie vSetkych
zostavajlcich CRF, stivisiacej dokumentacie a
takisto nepouzité CRF v listinnej podobe, ak
také existuju, musia byt odovzdané
Zadavatelovi alebo na poZiadanie Zadavatela
zniCené. Zmluvni partneri sa zavazuju
poskytovat sucinnost pri  bezodkladnom
objasiiovani akychkolvek otédzok tykajucich sa
ldajov v CRF a venovat' sa tymto otazkam a
zodpovedat' ich najneskoér v lehote 5 (piatich)
pracovnych dni. Zadavatel mdze poZadovat
odpovede aj v kratSom c¢asovom lseku s
ohfadom na klicové Stadia  Klinického
skasania, ako napr. cista databaza. Zmluvni
partneri sa dalej na Ziadost Zadavatela
zavazuju poskytovat' primerant sacinnost' pri
priprave celkovej spravy o Klinickom skasani.
Centrum zabezpeci, Ze CRF nebudu pristupné
nikomu inému ako Clenom $tudijného timu a
Hlavnému skadajicemu a pristup k nim, ak
budi v elektronickej podobe, bude chraneny
pristupovym menom a heslom,

2.20

The Principal Investigator must collect data
and enter them within 5 working days of their
generation in the electronic case report
forms (hereinafter referred to as “CRFs") in
accordance with the requirements set forth in
the Protocol. The Principal Investigator
agrees to regularly forward CRFs and any
documentation required in the Protocol to the
Sponsor so that the Sponsor could process
them directly or through another entity on a
continuous basis. In case of a delay with data
entering for more than 10 working days, the
Sponsor shall have the right by giving written
nolice to the Principal Investigator to stop the
recruitment of trial subjects by the Principal
Investigator until data entering is up to date.
If this results in a delay with recruiting trial
subjects, the Sponsor shall have the rights
set forth in Article 12.4 of this Agreement.
Within five working days of the last trial
subjects treatment, all outstanding CRFs
must be entered and related documentation
as well as unused paper CRFs, if applicable,
must be forwarded to the Sponsor or
destroyed upon the Sponsor's request. The
Contracting Partners agree to assist in
promptly clarifying any questions concerning
CRF data and to address and answer such
questions within five (5) working days. The
Sponsor may request answers sooner than
that due to key Clinical Trial milestones, such
as a clean database. Furthermore, the
Contracting Partners agree to reasonably
assist in preparing the overall Clinical Trial
report upon the Sponsor's request. The
Center shall ensure that CRFs shall not be
available to any persons other than Clinical
Trial Team Members and the Principal
Investigator and that access to CRFs, if they
are in electronic form, shall be protected by
user name and password.
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2.21  Hiavny skusajud je povinny zabezpecit, | 2.21 The Principal Investigator shall ensure that all
ze vietky CRF poskytnuté Zadavatelovi su CRFs submitted to the Sponsor are true,
pravdivo, presne a riadne vyplnené a Ze su complete, correct and accurate and reflect
vemym odrazom skutoénych vysledkov the actual results of the Clinical Trial. The
Klinického skagania. Hlavny skasajlc sa liez Principal Investigator also agrees to provide
zavazuje odovzdal Zadavatelovi kopie the Sponsor with copies of all reports,
velkych sprav, vratane vietkych aktualizacii including all updates and changes, that were
a zmien, kloré si vyZiadala elicka komisia. requested by the ethics committee. Source
Zdrojové (daje musia byt priraditelné, data must be attributable, legible,
citatelné, siiGasné, origindlne, presné a uplné. contemporaneous, original, accurate and
Zmeny zdrojovych Gadajov  musia byt complete. Changes to source data must be
vysledovatelné, nesmd robit  pévodny traceable, must not obscure the original entry
zaznam nezrozumitelnym a v pripade potreby and must be explained if necessary (e.g. via
musia byt vysvetlené (napr. prostrednictvom an audit trail). The Contracting Partners shall
kontrolného zaznamu). Zmluvni partneri implement procedures to ensure the integrity
zavedu postupy na zabezpecenie integrity of the trial-related duties and functions
povinnosti a funkcii stvisiacich so ski$anima performed and any data generated under the
akychkolvek (dajov generovanych v ramci Clinical Trial.

Klinického skusania.

2.22  Centrum sa zavazuje uchovaval' vietku | 2.22 The Center shall keep all electronic and other
elektronickl a ini dokumentaciu, vratane documents, induding without limitation,
zdrojovej dokumentacie a zloZky source documents and the Invesligator's
Skusajluceho, zoznamu identifikaénych kédov files, list of the ftrial subjects identification
subjektov skusania a zdravolnej numbers and ftrial subjects  health
dokumentacie subjektov skasania vztahujicej documentation related to the Clinical Trial
sa ku Klinickému skisaniu, ktoré  si required by ICH guidelines and applicable
vyZadované na zaklade |ICH predpisov a laws regulating Clinical Trial performance for
ostainych prislusnych pravnych predpisov the longer of the two following periods: 1)
upravujucich  vykonavanie Klinického twenty-five (25) years after the end or
skusania, po dih&ej z nasledujucich dvoch déb: suspension of the Clinical Trial or 2) any
1) dvadsat’ pat (25) rokov po skonéeni alebo longer documentation archiving period laid
preruSeni  Klinického sklsania alebo 2) down in applicable legal regulations. Clinical
akukolvek dlhsiu dobu pre archivaciu Trial documentation must be kept in a
dokumentacie stanovenu prislusnymi suitable location and manner, and the Center
pravnymi  predpismi, Dokumentacia o must keep record of the location where
Klinickom skisani musi byt uchovavana na Clinical Trial documentation is stored to
vhodnom mieste a vhodnym spOsobom a ensure that it is readily available upon the
Centrum je povinné viest' zaznamy o mieste, request of the Sponsor's appointed
kde je dokumentacia o Klinickom skasani representative, the ethics commitlee, an
uchovavana, aby tato bola okamzZite k auditor or competent authorities. The Center
dispozicii na poZiadanie povereného zastupcu must notify the Sponsor in the event that the
Zadavalela, etickej komisie, auditora alebo Center plans to archive Clinical Tral
prislusnych $tatnych organov. Centrum je documentation outside of its own premises to
povinné Zadavatela informovat' v pripade, 7e which the Center has proprietary or other
planuje archivovat dokumentaciu o Klinickom right of use.
skusani v inych priestoroch ako su tie, ku
ktorym ma Centrum vlastnicke alebo iné
uZivacie pravo.

2.23 Zmluvni partneri s si vedomi, ze CRO, | 223 The Contracting Partners understand that

Zadavatel alebo v jeho mene Iretia strana
dékladne monitoruje vykonavanie Klinického
skusania a pravidelne navstevuje Centrum.
Zmluvni partneri sa zavazuju primerane
podporovat  tieto monitorovace aklivity,
vratane ale bez obmedzenia, poskytnutim
priameho pristupu  (vid definicia nizsie)

CRO, the Sponsor or a third party on behalf
of the Sponsor closely monitors the
performance of the Clinical Trial and regularly
visits the Center. The Contracting Partners
agree to appropriately support such
monitoring  activities, including without
limitation, by providing the CRO's or
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poverenemu  zastupcovi CRO  alebo
Zadavatela do priestorov a k tdajom podia
potreby a dalej sa zavazuju spolupracovat
s CRO, Zadavatelom alebo prislugnou tretou
stranou v tomto ohlade. ,Priamy pristup®
znamena povolenie na preskiimanie, analyzu,
overenie a reprodukciu vietkych zaznamov a
sprav. Na Ziadost Zadavatela si Hlavny
skasajici a Clenovia $tudijného timu povinni
sa zucastnit osobnej diskusie.

Sponsor's appointed representative with
Direct Access (as defined below) to the
fadliies and data as necessary and further
agree to cooperate with the CRO, Sponsor or
the relevant third party in this regard. ‘Direct
Access' shall mean permission to examine,
analyse, verify and reproduce any records
and reports. The Principal Investigator and
Clinical Trial Team Members must participate
in personal discussions upon the request of
the Sponsor.

2.24 CRO, Zadavatel a Stame organy, ako je

napr. Urad Spojenych Statov americkych pre
potraviny a lieky (dalej len "FDA") maju pravo
vykonavat' audit alebo kontrolu zéaznamov
Zmluvnych partnerov, ktorychkolvek inych
dokumentacii a priestorov slvisiacich s
vykonavanim  Klinického skda8ania, a to
kedykolvek v priebehu a / alebo po dobu 25
rokov po skonceni Klinického ski$ania a bez
akychkolvek narokov Zmluvnych partnerov na
zvlastne finan¢né pinenie . Takyto audit alebo
kontrolu je CRO alebo Zadavatel povinny
primerane vopred ohlasit v pripade, Ze je
vykonavany CRO alebo Zadavatelom.
Zmluvni partneri st povinni poskylovat' CRO,
Zadavatelovi, nim poverenym zastupcom
alebo vietkym statnym organom sacinnost pri
plneni ich uloh v silade s Protokolom a

2.24

The CRO, 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 Contracling 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 CRO
or Sponsor must announce such audit or
inspection sufficiently in advance, provided
that it is carried out by the CRO or Sponsor.
The Contracting Partners must assist the
CRO, the Sponsor, its designated
representatives or all govemment authorities
in performing their tasks pursuant to the

podniknat vietky primerané kroky Protocol and take any and all reasonable

pozadované Zadavatelom alebo Statnymi aclions requested by the Sponsor or

organmi na ucely odstranenia nedostatkov government authorities to remedy

zistenych pocas auditu alebo kontroly. deficiencies noted during an audit or
inspection.

2.25

Zmluvni partneri sa zavazuja, Ze pocas a
po skonéeni Klinického skisania umoznia a
buda podporovat vietky kontroly
zodpovednych Stathych  organov bez
akychkolvek narokov na osobitni odmenu &i
nahradu. Zmluvni partneri  su  povinni
informoval Zadavatela o kazdej takejto
kontrole ¢i zamere takito kontrolu vykonat
ihned potom, ¢o sa o nich dozvedia. Zmluvni
partneri sa zavazuju umoznit, aby Zadavatel
mohol byt pritomny na kaZdej kontrole
vykonavanej stalnymi  organmi  alebo
podobnymi institiciami. Pred vyjadrenim sa k
vysledkom takejto kontroly , ak nejaké budu,
st Zmluvni parteri povinni odpoved posudit a
prediskutovat so Zadavatelom. Zmluvni
partneri bez zbyto¢ného odkladu poskymt
Zadavatelovi kdpie akychkolvek zisteni alebo
kontrol zodpovednych dradov vo vztahu ku
Klinickému skasaniu.

o
)
o

The Contracting Partners shall, during and
after the Clinical Trial, allow and support any
inspections of responsible authorities without
any right to special payment or
reimbursement. The Contracting Partners
must inform the Sponsor about any such
inspection or the intent to conduct such
inspection as soon as the Sponsor learns
about it. The Contracting Partners shall allow
the Sponsor lo be present at any inspection
conducted by authorities or similar institutions.
Prior to responding to the findings of any such
inspection, if any, the Contracting Partners
must review and discuss such response with
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

Zmluvni partneri nesmu vedome vyuzivat
sluzby, bez ohladu na ich rozsah, Ziadnej
osoby, ktorym bolo poskytovanie tychto

2.26

The Contracting Partners may not knowingly
use the services, regardless of their volume,
of any person prohibited to provide such
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sluZieb zakazané FDA alebo ktorymkolvek
inym  prisluSnym organom v priebehu
vykonavania Klinického sku$ania. Zmluvni
partneri dalej zavazne vyhlasuju, ze podia ich
vedomosti oni ani ich zamestnanci,
splnomocnenci alebo zastupcovia, ktori sa
zOicashiuji vykonavania Klinického ska$ania,
nie st zapojeni do Ziadneho regulaéného
sporu alebo vySetrovania, ani im nebolo zo
strany FDA alebo iného organu zabranené,
neboli vyliuceni, diskvalifikovani, obmedzeni
anebolo im zakazané vykonavat d¢innost,
ktoré su vykonavané v ramci Klinického
skusania, a Ze Ziadne udaje vylvorené
ktoroukolvek z tychto osbb v
predchadzajiicom klinickom skasani neboli
odmietnuté z dévodu obav v suvislosti s ich
presnostou alebo bona fide povahou , ani
podla ich najlepSieho vedomia v sucasnosti
neprebieha Ziadne konanie tykajuce sa
takéhoto zabranenia, vylucenia,
diskvalifikacie, obmedzenia alebo zakazu vo
vztahu k tymto osobam, najma na zaklade
nasledujlcich pravnych predpisov: (i) United
States 21 USC § 335a a/alebo (ii) Hlavy 21
Code of Federal Regulation § 312.70. Zmluvni
partneri sa zavazuju v priebehu Klinického
skugania a po dobu 3 rokov po jeho ukondéeni
ihned informovat Zadavatela, ak sa dozvedia,
ze sa zatne lakéto konanie vo vztahu k

Hlavnému skusajucemu, Centru & jeho
zamestnancovi.  Zmluvni  partneri  dalej
zaru¢ujii a zavazuji sa, Ze podla ich

vedomosti nie st subjektom predchadzajucich

ani  prebiehajicich  vySetrovani, vyziev,
upozomeni alebo nepodliehajid  vykonu
rozhodnuti organov Stamnej spravy

vztahujicich sa ku klinickym skiskam, ktoré
by neboli oznamené Zadavateflovi. V pripade,
Ze nastane skutoénost podla predchadzajucej
vely vo vztahu ku Klinickému skasaniu,
Zmluvni partneri to bez zbyto¢ného odkladu
oznamia Zadavatelovi. Zmluvni partneri beni
na vedomie, Zze konania tykajlice sa takéhoto
zabranenia, vylicenia, diskvalifikacie,
obmedzenia alebo zakazu mbzu mat za
nasledok okamzité ukoncéenie tejto Zmluvy.

services by the FDA or any other competent
authority in the course of the Clinical Trial.
Furthermore, the Contracting Partners
represent and warrant that, as far as they
know, neither them nor their employees,
agents or representatives, who are involved in
the Clinical Trial, are involved in any
regulatory liigation or investigation or have
been debarred, excluded, disqualified,
restricted or prohibited by the FDA or any
other competent authority to perform the
activities that are performed during the
Clinical Trial, and that no data produced by
any such person in any previous clinical trial
have been rejected because of concem as to
its accuracy or bona fide nature, nor that they
are cumrenlly, to the best of their knowledge,
the subject of proceedings conceming such
debarment, exclusion, disqualification,
restriction or 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 (i) Tile 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 Invesligator, the Center or its
employees. Furthermore, the Contracting
Partners represent and warrant that, as far as
they know, they are not the subject of any past
or current investigations, inquiries, wamings
or enforced decisions of public administration
authorities that concem the clinical trial and
have not been disclosed to the Sponsor. The
Confracting Partners shall notify the Sponsor
about the fact described in the previous
sentence  without undue delay. The
Confracting Partners understand that the

proceedings conceming such debament,
exclusion, disqualification, resftriction or
prohibition may result in the immediate

termination of this Agreement.

2.27

V pripade, Ze Hlavny skuSajud v priebehu
Klinického sku$ania ukon¢i pracovnopravny
vztah s Centrom, Centrum je povinné o tejto
skutocnosti informovat’ Zadavalela
bezodkladne potom, ako sa o tom dozvie, a
suicasne navrhnut riadne kvalifikovan( osobu
ako nového hlavného skusajiceho. Zadavatel
ma pravo podat namietku vod novému
Hlavnému skugajicemu. Centrum sa zavazuje
s vynalozenim maximalneho usilia pozadovat
po novom hlavnom sku$ajuicom, aby sa

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 terms and conditions stipulated
in_this Agreement. If the Center and the
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pisomne zaviazal k dodrZiavaniu podmienok
dohodnutych v tejto Zmluve. Ak Centrum a
Zadavatel nie su schopni dohodnat sa na
osobe nového hlavného skusajliceho alebo ak
novy hlavny skisajuci nie je ochotny zaviazal
sa k podmienkam stanovenym v tejto Zmluve,
Zadavatel je opravneny vypovedal tilo
Zmluvu v sulade s d. 12.5 tejlo Zmluvy.
Centrum a Hlavny skaajaci st povinni
bezodkladne pisomne informovat Zadavatela
o vSelkych zmenach, ktoré maji vplyv na
dostupnost zdrojov a / alebo lenov
Studijného timu vykonavajucich Klinické
skuSanie.

Sponsor are unable to agree on the new
principal investigator or if the new principal
investigator is unwilling to agree lo the terms
and conditions stipulated in this Agreement,
the Sponsor shall have the right to terminate
this Agreement in accordance with Article
125. The Center and the Principal
Invesligator 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  Zmluvni partneri sa zavazuju priamo a
bezodkladne informovat Zadavatela v
pripade, Ze subjekt skusania zucastiujic sa
Klinického skusania oznami &i vyjadri nazor,
Ze doSlo k poskodeniu jeho zdravia v dosledku
ucasti na Klinickom skasani , a Ze ma preto
pravo na finan¢né od$kodnenie .

2.28

The Contracting Partners agree to inform the
Sponsor direclly and immediately in the case
that a frial 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 entited to financial
compensation.

229  Zmluvni partneri sa zavazuju umoznit
vyskumnym  organizaciam, ktoré  maju
uzatvorent zmluvu so Zadavatefom alebo
ktorejkolvek z Prepojenych osob, aby v mene
Zadavatela vykonavali ktorékolvek z prav a
povinnosti Zadavatela na zaklade takejto
Zmluvy, v pripade, Ze sa preukazu poverenim
¢i plnomocenstvom, z ktorého vyplyva ich
opravnenie vykonavat prava a povinnosti
Zadavatela. Zmluvni partneri sa zavazuji
spolupracovat s takymito  vyskumnymi
organizaciami.

2.29

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

230  Zmluvni partneri sa zavazuju poskytovat
zdravotné sluzby subjektom, ktorych ucast v
na Klinickom skusani neskondila, v pripade
Ciastocného uzatvorenia Klinického skasania,
a dalej tiez subjektom zaradenym do
nasledného  sledovania po  skonceni
Klinického skuSania, v sllade s elickymi
pravidlami.

2.30

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

231 V pripade, Zze pri Klinickom skusani
pouziva Centrum, Hlavny skuasajuci alebo
Clenovia  $tudijného  timu  pristrojové
vybavenie, ktoré vyZaduje servis, kalibraciu
alebo ini osobitnt starostlivost, Centrum sa
zavazuje udrziaval také pristrojové vybavenie
sposobile riadnej prevadzky, o éom je povinné
Zadavatelovi na vyZiadanie poskymnut
zodpovedajicu dokumentaciu.

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 lhereof to
the Sponsor upon the request of the Sponsor.
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Cl. 3 - Povinnosti Zadavatela

Article 3 — Obligations of the Sponsor

| 3.1Kontaktnymi osobami Zadavatela vo vztahu
ku Klinickému skasaniu si:

3.1 The Sponsor's contact persons regarding the

Clinical Trial is:

" David Hal Mollerup. Senior Director, Global

. Clinical Development
|
b

David Hal Mollerup, Senior Direclor, Global
Clinical Development

‘alebo  klorékolvek dalsie osoby oznamené
Hiavnému skasajicemu.

Kontaktnymi osobami CRO vo vztahu ku
Klinickému skudaniu sui;

| Obecné dotazy:
| Parexel International (IRL) Limited
| One Kilmainham Square
| Inchicore Road, Kilmainham,
: Dublin 8, Ireland
K rukam: vedici projektu ($tiidie 248605 ALK-
Abello)

Klinické otazky a monitoring Studie:

Martina Hupkova

Senior CRA

Parexel International Czech republic s.r.o.
Futurama Business Park

Sokolovska 651/136a

186 00 Praha

Czech Republic

V otazkach Zmluvy a rozpoctu pak:

Jakub Laecl

Site Conlract Leader

Parexel Intemational Czech Republic
Futurama Business Park

Sokolovska 651/136A

CZ 186 00 Praha 8

| alebo ktorékolvek daldie osoby oznamené
Hlavnému skusajucemu.

or any other person announced to the Principal
Invesligator.

The CRO's contact persons regarding the
Clinical Trial are:

General matters:

Parexel International (IRL) Limited

One Kilmainham Square

Inchicore Road, Kilmainham,

Dublin 8, Ireland

Altn: Project Lead (248605 ALK-Abello Study)

Clinical and Study monitoring related matters:

Martina Hupkova

Senior CRA

Parexel International Czech republic s.r.o.
Futurama Business Park

Sokolovska 651/136a

186 00 Praha

Czech Republic

Contract and budget related matters:

Jakub Lacl

Site Conlract Leader

Parexel Intemational Czech Republic
Futurama Business Park

Sokolovska 651/136A

CZ 186 00 Preha 8

or any other person announced to the Principal
Investigalor.

| 3.27adavatel alebo CRO sa zavazuje Zmluvnym
| parterom poskytnit bezplate v mnoZstve a
| casovych intervaloch na riadne vykonanie
| Klinického skiidania Skasany liek, nevyhnumné
vzory CRF a daldie informacie a daldie liedivo
/ placebo vyZadované na vykonavanie
Klinického  skasania, napr.  Prirucka
skusajuceho (posledna verzia), Dokumentada
0 Hodnotenom lieku (posledna verzia) a, pre

—_—
|

3.2 The Sponsor or CRO agrees to provide the
Contracting Partners with the Investigational
medicinal  producl, necessary CRF
templates, other information and other
drugs/placebo required for the performance
of the Clinical Trial free of charge and in the
quantity and frequency necessary for the
proper performance of the Clinical Tral, for
example the Invesligator's Brochure (latest
version), Investigational medicinal product
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~ zachrannu

medikaciju, Sohrmn  udajov o
pripravku - SPC (posledna verzia).

Documentation  (latest version) and for
rescue medication the Summary of Product
Characteristics (SPC (latest version).

3.3 Skusobny materidl bude dodany na | 3.3 The Tral Supplies shall be delivered to the
nasledujicu adresu: following address:
Nemocnicna lekaren Univerzitnej Nemocnicna lekaren Univerzitnej
nemochice Martin, Kollarova 2, 036 59 nemocnice Martin (Institutional
Martin, Slovensko Phamacy), Kollarova 2, 036 59 Martin,
Slovakia
3.4 Skasobny malerial, nevyhnutné vzory CRF a | 3.4 The Trial Supplies, necessary CRF templates
dalsie informacie vyzadované na vykonavanie and other information required for the
Klinickeho sku$ania poskythuté Centru si a performance of the Clinical Trial and provided
zoslavaju viasihictvom Zadavalefa. Zadavalel to the Center are and shall remain the
prehlasuje, Ze st spinené vietky podmienky Sponsor's property. The Sponsor declares
stanovené prislusnymi pravnymi predpismi na that all conditions stipulated in applicable
vyrobu (dovoz) dodavaného Skusaného lieku laws requlating the production (import) of the
a jeho distribuciu do Centra, provided Invesligational medicinal product
and the distribution of the Investigational
| medicinal product lo the Center have been
‘ met.
| 3.5 Zadavatel sa zavazuje poskytovat' Hlavnému | 3.5 The Sponsor agrees to provide the Princpal

skusajucemu prisludné nové informacie o
bezpecnosli tykajice sa Skusaneho lieku bez
zbytoéného odkladu.

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

| S

3.6 Zadavalel sa zavazuje poskymuat Zmluvnym

parinerom nasledujice vybavenie (dalejlen
Vybavenie"):

+ teplomer pre uskladnenie medikacie

pri  15-25°C, vratane Kalibraéniho
certifikatu

+ cenfrifuga

na ucely jeho vyhradného pouzilia v Klinickom

skusani, o ktorom Zmluvni partneri budu viest’

pisomnt  evidendu.  Zmluvni  partneri
vybavenie po skonéeni Klinického skugania
vraia  Zadavalelovi.  Zmluvni  partneri

zabezpedia, aby sa vybavenie udrzZiavalo a
kontrolovalo v sulade s pokynmi CRO alebo
Zadavatela, usmerneniami GCP, plamymi
zakonmi a predpismi a spésobom uvedenym v
Protokole.  Zadavatel  nenesie  Ziadnu
zodpovednost’ za $kody akéhokolvek druhu,
vralane zranenia osob alebo $kod na majetku,
kloré  vznikni v dbsledku  pouzivania
vybavenia, s vynimkou pripadov, ked boli tieto
Skody spdsobené nedbanlivostou alebo
umyselnym zneuZzitim zo strany Zadavatela.

3.6 The Sponsor agrees to provide the Contracling

Partners with lhe following Equipment
("Equipment”)
thermometer for storage condition

recording of 15-25°C + calibration
certificate

centrifuge

for the purposes of ils exclusive use in the
Clinical Trial, about which the Conlracling
Partners shall keep a written invenlory. The
Confracting Parihers shall retum the
equipment once lhe Clinical Trial is
completed. The Contracting Partners shall
ensure thal the equipment is maintained and
controlled in accordance with the CRO's or
Sponsor's instructions, GCP guidelines, any
applicable laws and regulations, and in the
manner oullined in the Protocol. The Sponsor
shall not have any liability for damages of any
sort, induding personal injury or property
damage, resulting from the use of the
equipment except to the exlent that such
damages were caused by the negligence or
willful misconduct of the Sponsor.
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Cl. 4 - Odmena

Article 4 — Remuneration

41

Zadavatel sa prostrednictvom CRO
zavazuje zaplatit Zmluvnym partnerom za
riadne vykonané cinnosti na zaklade tejto
Zmluvy vratane prevodu prav podfa &. 5
tejto Zmluvy odmenu vo vyske, spdsobom
a za podmienok dohodnutych Zmluvnymi
stranami dalej v tomto €lanku Zmluvy a v
priiche €. 1, pricom Zmluvné strany
vyhlasuju, Ze predpokladana vyska
odmeny je € 148,66 za ukonceny
standardny subjekt hodnotenia a€
156,90 za ukonceny subjekt v kohorte 1
(ktory je zaroven alergicky na pel trav) .
Jedinym prijemcom vsetkych odmien podra
tejto Zmluvy bude Centrum, kloré sa
zavazuje vyplatit' prislusna cast odmeny
Hlavnému  skasajicemu a  Clenom
Studijného timu v silade so svojimi
intemymi predpismi. Zmluvni partner ben
na vedomie a suhlasia s tym, Ze
kompenzacia a podpora, ktorii poskyluje
Zadavatel/CRO Centru podfa tejto Zmluvy,
predstavuje spravodlivi trhovi hodnotu pre
Klinické skusanie vykonavané Centrom.
Zadavatel prehlasuje, Ze neuzavrel so
zamesthancami Cenftra Ziadnu dohodu,
ktorej predmetom by bolo poskytutie
plnenia v suvislosti s Klinickym skaganim,

41

For the activities properly performed based
on this Agreement and for the transfer of
rights under Article 5 of this Agreement, the
Sponsor through the CRO agrees to provide
the Contracting Partners with remuneration
in the amount, by means and under the
terms agreed by the Contracling parties
below herein and in Appendix 1, whereas the
Parties hereto represent that the anticipated
remuneration amount is € 148,66 per
completed standard subject and € 156,90
per completed Cohort 1 subject (who is
also allergic to grass pollen). The Center
shall be the only recipient of all payments
hereunder and agrees to pay a relevant part
of the remuneration to the Principal
Investigator and Clinical Trial Team
Members pursuant to its internal rules. The
Contracting Partners acknowledge and
agree that the compensation and support
provided by the Sponsor/CRO to the Center
pursuant to this Agreement represents the
fair market value for the Clinical Trial
conducted by the Center. The Sponsor
represents and wamrants that it did not
conclude any agreement about the
performance of the Clinical Trial with any
employee of the Center.

4.2

Zmluvni partneri nemaji narok na Ziadnu
intiodmenu & nahradu okrem tych, ktoré su
uvedené v tejto Zmluve alebo v prilohe é. 1
alebo inych zmluvach uzatvorenych so
Zadavatefom, ibaZe ich vopred pisomne
schvéli Zadavalel.

4.2

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

43

VSetky odmeny a finanéné nahrady, ktoré
maju byt zaplatené Centru, s splamé v
lehote 60 dni odo dia, kedy bude CRO
doruceny zodpovedajuci danovy doklad
(faktira) so vdetkymi naleZitostami podla
prislusnych pravnych predpisov
upravujucich dan z pridanej hodnoty, ato v
prospech bankoveho uctu Centra uvedeny
v Priloha 1.

Faktury musia byt zasielané CRO s
uvedenim detailov uvedenych v Prilohe 1.
Odmeny a finanéné nahrady podia tejto
Zmluvy a prilohy €. 1 (s vynimkou odmien a
finanénych nahrad, u ktorych je splamost
zvIast upravena v prilohe €. 1 Zmluvy) budt
Centru a Hlavnému skasajicemu uhradené
laklo: Spalne za bezprostredne uplynulé a
doleraz nefakturované obdobie vizdy za
kazdého kalendarneho stvrtrocie Klinické
Stidie si Zmluvni partneri spolocne so

Any remuneration and reimbursement for the
Center must be paid within 60 days of the day
the CRO receives a relevant tax document
(invoice),
stipulated in applicable laws regulating value-
add tax, to the bank account of the Center as
listed in the Appendix 1.

which meets all requirements

Invoices mustbe addressed to the CRO, must
include the details and must be sent to the
address set forth inlo the Appendix 1. Any
remuneration and reimbursement based on
this Agreement and Appendix 1 (except for
remuneration and reimbursement, the due
date of which is specified separately in
Appendix 1 to the Agreement) shall be paid
to the Center and the Principal Investigator in
the following manner:
past and not yet invoiced period of each

retroactively for the
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Zadavatefom alebo CRO navzajom
pisomne alebo formou e-mailu odsuthlasia
prehfad poctu, druhu a im odpovedajice
hodnoty jednotlivych tkonov vykonanych
Hlavnym skdsajicim a / alebo inymi Clenmi
Studijného timu, ktoré maiju byt podfa tejto
Zmluvy CRO hradené (tzv. navrh faktiry),
zaslany osobou poverenou Zadavatelom.
Tento prehlad musi byt spracovany zvlast
pre kazdy subjekt Klinického skusania a
musi zahfMat poloZkovité vyudtovanie
vietkych navétev, vySelreni a daldich
sluzieb  vykonanych v  prislunom
kalendamom stvrtrogéiu. Na zaklade
vzajomného odsuhlasenia navrhu fakiiry
vystavi Centrum faktiru na odmenu a
pripadné finanéné nahrady, ktoni doruéi
CRO. CRO zaplati Centru na zaklade riadne
vystavenej a riadne dorucenej faktiry
prislusni odmenu a pripadné opravnene
fakturované finanéné nahrady za obdobie,
pre ktoré bol predmetny navrh faktury podfa
tohto danku odsthlaseny.

V pripade, ze CRO nezasle Centru vyssie
uvedeny prehfad (navrh faktiry) na
odsthlasenie v lehote 30 dni odo dia
ukoncenia kalendameho $tvrtroéia, zasle
Centtum CRO pisomnu vyzvu a ak CRO
nezasle uvedeny prehlad (navrh faktary) ani
v lehote 30 dni od dorucenia takejto vyzvy,
je Centrum opravnené vystavit faktiru a
CRO je povinné uhradit Centru odmenu a
finanéné nahrady za vSelky fakturované
ukony vykonané v obdobi kalendarneho
stvrtrocia Hlavnym skaSajucim  a‘alebo
inymi Clenmi $tudijného timu.

V pripade, Ze Centrum zisti, e s v
prehlade (navrhu faktiry) nedostatky, tieto
oznami bez zbytoéného odkladu CRO, ktory
je povinny ich odstranit. Ak ma CRO zato,
ze v prehlade (navrhu faktiry) Ziadne
nedostatky nie su, oznami toto Centru.
Centrum a CRO sU nasledne povinni si
navzajom poskymut sucinnost’ nevyhnutni
na odstranenie pripadnych rozporov.
Neposkythutie sicinnosti sa povaZuje za
nepodstaté porusenie Zmluvy.

Ak neodstrani CRO nedostatky v prehlade
(navrhu faktary) ani v lehote 45 dni odo dia
doruéenia oznamenia podla
predchadzajiceho odseku, alebo v tej istej
lehote neoznami Centru, Ze v prehlade
(navrhu faktiry) Ziadne nedostatky nevidi,
plati, Ze rozhodny pre vystavenie faktiry je
prehlad (navrh fakliry) v zneni pripomienok

calendar quarter, of the Clinical Trial, the
Contracting Parthers and the Sponsor or CRO
shall approve in writing or by e-mail an
overview of the number, type and value of
individual activities, which were performed by
the Principal Investigator and/or other Clinical
Trial Team Members and which are to be paid
by the CRO based on this Agreement (i.e.
draftinvoice), sent by a person authorized by
the Sponsor. Every overview must be
prepared separately for each trial subject and
must include an itemized list of all visits,
examinations and other services provided in
the relevant calendar quarter. Based on the
mulually approved draft invoice, the Center
shall issue an invoice for remuneration and
potential reimbursement and shall send it to
the CRO. Based on the duly issued and
delivered invoice, the CRO shall pay lhe
Center the relevant remuneraton and
potential justified financial reimbursement for
the period for which the draftinvoice has been
approved pursuant to this article.

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

The Center must immediately report any
potential deficiencies in the overview (draft
invoice) to the CRO, and the CRO must
remedy such deficiencies. In the case that the
CRO believes that the overview (draftinvoice)
has no deficiencies, the CRO shall announce
itto the Center. The Center and the CRO must
then cooperate as necessary to reclify such
discrepancies. Failure to cooperate shall be
considered a minor breach of this Agreement,

In the case that the CRO fails to remedy
deficiencies in the overview (draft invoice), or
fails to inform the Center that the CRO
believes that lhe 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
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Centra, na zaklade ktorého je Centrum
opravnené vystavit faktiru a CRO je
povinny odmenu a finanéné nahrady za
fakturované vykony vykonané v obdobi
kalendameho Stvrtrociu Hlavnym
skugajucim a / alebo inymi Clenmi
Studijného timu centru uhradit.

the Center shall issue an invoice and the CRO
shall have to pay the remuneration and
financial reimbursement for invoiced aclivities
performed during the calendar quarter by the
Principal Investigator and/or other Clinical
Trial Team Members.

4.4

CRO ma pravo zadrzat'az 10% z prislusnej
sumy odmeny za obdobie kalendarneho
stvrtrocia (dalej len "zadrzné). CRO sa
zavazuje uhradit Centru zadrzné potom, ¢o
budi predlozené vsetky prislusné CRF,
budi zodpovedané vsetky otazky s
ohladom na data obsiahnuté v tychto CRF
a budu odstranené vietky nespravnosti a
nedostatky v udajoch v databaze.

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

4.5

Pokial tato Zmluva neustanovi inak, vietky
sumy uvedené v tejto Zmluve a v ich
prilchach s uvedené bez DPH. Ak
niektoré platby za sluzby podliehaju DPH,
CRO zaplati prislusnt sumu DPH vo vyske
podrla pravnych predpisov ucinnych ku diu
uskutoénenia zdanitelného plnenia na
zaklade prisludného danového dokladu
(faktiry), ktora bude spliat vsetky
nalezitosti predpisané prislusnymi
pravnymi  predpismi. Centrum nesie
zodpovednost za uhradenie vsetkych
ostalnych dani v slvislosti s platbami na
zaklade tejto Zmluvy.

4.5 Unless otherwise stated in this Agreement,
no amounts spedified in this Agreement and
its Appendices include VAT. In the case that
any payment for services is subject to VAT,
the CRO shall pay the relevant VAT amount
stipulated in legal regulations effective as of
the date of taxable supply based on the
relevant tax document (invoice) that shall
meet the requirements laid down in
applicable legal regulations. The Center
shall be responsible for paying any other tax
with respectto the payments made based on
this Agreement.

Zmluvni  partneri st si vedomi, Ze
Zadavatel moZe zverejnit na webovej
stranke Zadavatela alebo akejkolvek
PridruZzenej spoloénosti Zadavatela alebo
na akejkolvek inej centralnej platforme
poskymutej  akymkolvek  regulaénym
organom platby a iné plnenia tykajlice sa
vyskumu a vyvoja, . (1) platby vykonané
zo sftrany Zadavatela na zaklade tejto
Zmluvy  a (2) vSetky vydavky na
ubytovanie, slvisiace vydavky na
obcerstvenie a na dopravu Zmluvnych
parinerov, ktoré Zadavatel uhradi na
zéklade tejto Zmluvy a (3) vselky
kongresove registracné poplatky,
Ucastnicke poplatky alebo obdobné
poplatky, ktoré Zadavatel uhradi na
zaklade tejto Zmluvy, a to anonymnym
spésobom, 1j. na agregovanej urovni,
pokial z platnych pravnych predpisov
alebo usmemeni v danom odvetvi
nevyplyva nieco iné. Tieto informacie
mozu byt tieZ publikované ako sucast tejto
Zmluvy v registi zmliv na zaklade
ustanovenia §5a a § 5b zakona ¢&.

4.6 The Contracting Partners understand that the
Sponsor may disclose on websites of the
Sponsor or any Affiliate of the Sponsor or any
other cenlral platform provided by any
regulatory authority any payment and any
transfer of value relating to 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 Pariners, which
Sponsor covers under this Agreement and (3)
any congress regisftration or participation fees
or similar fees, which Sponsor covers under
this Agreement, all this in an anonymized way,
i.e. on aggregated level unless otherwise
follows from applicable law or industry
guidelines. This information may also be
disclosed as a part of this Agreement in the
Agreements Register pursuant to section 5a
and section 5b of Act No. 211/2000 Coll., on
free  access to information and on
amendments to certain acts, as amended by
Act No. 546/2010 Coll. (Freedom of
Information Act). The Contracting Parties
have agreed that disclosure of this Agreement
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211/2000 Z.z., o slobodnom pristupe k
informaciam a o zmene a doplneni
niektorych zakonov v zneni zakona ¢.
546/2010 Z.z. (zakon o slobode
informécii). Zmluvné strany sa dohodli, Ze
akékolvek zverejnenie tejto Zmluvy zo
strany Indtiticie bude prevedené v silade
s clankom 11.1 tejto Zmluvy..

by the Institution shall be in accordance with
Article 11.1 hereof.

4.7 Vsetky pefiazné pinenia subjektu skusania | 4.7 Payments to trial subjects shall be made by
st vyplacané Centrom v silade s touto the Center in compliance with this
Zmluvou, formularom Informovaného Agreement, the Informed Consent Form
suhlasu schvaleného prislusnou etickou approved by the respeclive Ethics Committee
komisiou a Protokolom. and the Protocol.

Cl. 5 - Prava k vysledkom Article 5 — Rights to Results

5.1 Zadavatelovi patria vyhradné prava ku | 5.1 The Sponsor shall own the exclusive rights to
vietkym vysledkom, Gdajom  zisteniam, all results, data, findings, discoveries,
objavom, vynalezom, konceptom, inventions, concepts, methods, know-how
metodam, know-how a Specifikaciam, and specifications, including any intellectual
vratane akychkolvek prav na duSevné property rights thereto, whether patentable or
vlasthictvo k nim, bez ohladu na to ¢i su not, that were originated, conceived, derived,
sposobilé byt predmetom patentovej produced, discovered, invented or otherwise
ochrany alebo nie, ktoré vznikli, boli made by the Center, the Principal Investigator
vytvorené, odvodené, vyprodukované, and/or Clinical Trial Team Members in
objavené, vymyslené alebo inak urobené connection with conducting the Clinical Trial
Centrom, Hlavnym skas$ajucim afalebo (hereinafter referred to as “Results"). The
Clenmi Studijného timu v savislosti s Contracting Partners hereby assign all of their
vykonavanim Stadie (dalej len “Vysledky"). proprietary rights to Results to the Sponsor in
Zmluvni partneri tymto vopred postupujl advance and the Sponsor accepts such
vietky svoje majetkové prava k Vysledkom assigned rights. The royalty fee for this
na Zadavatela a Zadavatel tieto poshipené assignment is already induded in the
prava prijima. Odmena za tento prevod je uz remuneration of the Contracting Parlners
zahrnuta v odmene Zmluvnych partnerov under Article 4 of this Agreement. The
podfa ¢l. 4 tejto Zmluvy. Zmluvné partneri Contracting Partners shall not acquire any
neziskavaju k Vysledkom plnenim tejto rights to Results by performing this
Zmluvy Ziadne prava. Agreement.

5.2 Vsetky zdravotnicke  dokumentacie a | 5.2 All medical records and original source
povodna zdrojova dokumentacia zostant documents shall remain the property of the
majetkkom Centra; av8ak, Zadavatel je Center; however, the Sponsor shall be
opravneny ich pouZit v silade s toulo permitted to use them in accordance with this
Zmluvou a ;na zaklade suthlasu, ktory udelia Agreement and based on the consent of trial
subjekty skaSania. Spristupnenie Vysledkov subjects. Disclosure of Resulls to any subject,
akémukolvek subjektu, vratane Zmluvnej including a contracted research organization,
vyskumnej organizacie & etickej komisie ethics committee or regulatory authority, shall
alebo regulacného organu nebude not be deemed as granting the ownership of
povazované za udelenie vlastnickeho prava k such information to these entities.
tymto informaciam tychto subjektov.

9.3 V rozsahu, v akom prava dusevného | 5.3 To the extent intellectual property rights to

vlastictva k Vysledkom nie st prevoditelné,
udeluju tymto Zmluvni partneri Zadavatelovi
vyhradnu, neodvolateln(i v mieste a case
neobmedzenu licenciu s pravom udelovat
sublicencie, a to na vietky spésoby pouZzitia
tychto Vysledkov. Odmena za tato licenciu
je uz zahrnutda v odmene Zmluvnych
partinerov podfa él. 4 tejto Zmluvy, Centrum

Results are legally not assignable, the
Sponsor is hereby granted by the Contracting
Partners an exclusive, worldwide, sub-
licensable, fime-unlimited and irrevocable
license for unlimited use of these Resulls.
The royalty fee for this license is already
included in the remuneration of the
Conlracting Partners under Arlicle 4 of this
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sa zavazuje vyviniut maximalne usilie na to,
aby skuto¢ni vlastnici tychto prav
dusevného vlastictva, tj.. zamestnanci
Centra a / alebo zainteresované tretie
strany, umoZznili Centru udelit vy$sie
uvedenu licenciu Zadavatelovi.

Agreement. The Center shall make maximum
efforts so that the actual owners of the
intellectual property rights, i.e. employees of
the Center and/or involved third parties,
would allow the Center to grant the
aforementioned license to the Sponsor,

Pre odstranenie pochybnosti plati, ze
vynalezy, ktloré su vylep$eniami, novou
indikaciou alebo novym pouZitim ¢i novymi
lieckovymi formami  Skasaného lieku sd
vyluénym vlastnictvom Zadavatela.

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

5.5 Zmluvni parlneri sa zavazuju zabezpedit, 7e

vetky Vysledky (dalej len “Vynalezy"),
dosiahnuté zamestnancami Centra alebo
inymi  stranami  zahrnutymi  Zmluvnymi
parmemmi do vykonavania Klinického
skusania, budl bezodkladne oznamené
Zadavatelovi.

The Contracting Partners agree to ensure that
all Results (hereinafter the “Inventions”)
made by employees of the Center or other
parties included in the Clinical Trial by the
Contracting Partners shall be reported to the
Sponsor without undue delay.

w
‘G‘-‘

Zadavatel alebo ktorakolvek s nim
Prepojena osoba sa opravneni podat
prihlasku patentu pre tieto Vynalezy vo
svojom mene alebo v mene urcenej Iretej
strany, na viastné naklady, s uvedenim
mena vynalezca (-ov) v prihlagke patentu.
Zmluvni partneri sa zavazuju podpisat a
zabezpecit, aby zamesmand Centra a
dalSie  subjekty zahrnuté  Zmluvnymi
parmemmi  do vykonavania Klinického
skudania podpisali véelky listiny a poskytli
také svedectva, aké Zadavatel uzna za
potrebné na tcel podania prihlasky patentu
a ziskania patentu s cdelom ochranil
opravnené zaujmy Zadavatela tykajlce sa
dusevného vlastictva, ktoré vznikni v
suvislosti s Klinickym skaganim.

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

5.7 Zadavatel a jeho Prepojené osoby mézu

uzivat, rozmnozoval a prevadzat
anonymizované radiologické / diagnoslické
snimky zhotovené v priebehu Klinického
skuSania v rozsahu uvedenom v
informovanom suhlase na vSetky ucely,
vedecké alalebo komercné, v akejkolvek
podobe a  akymkolvek  spdsobom,
elektronickym alebo mechanickym, vratane
vyhotovovania fotokoépii, elektronickych
zaznamov (napr. na CD-ROM), mikro-
kopii, alebo prostrednictvom systémov
uchovavania a obnovovania udajov,
vratane databank a intemetu. Na tento tcel
udefujd  Zmluvni partneri Zadavatelovi
vyhradn, miestom neobmedzeni a
neodvolatelnu licenciu, vratane prava
udelit’ sublicencie Prepojenym osobam
Zadavatela, na uzivanie vy§sie uvedenych

5.3.Th&h & Smpwworanchniis o ANBliafGEatesagh dliwewe

refhoxinight toafild a iedes foapplicadioon fonizedh
radivlegiahsliagdeslits awageammadeundertitbe
conzmmfohe dlisigallethithincc patliamed withs)
theoprovsiperssof thithinlfeimed rdon@gmaanddadn
thetlex te pdpecifiapyitichidn foriftesl cQuendciorg
anf antieeTtfmgeeellorsicprame tolhlaparpogpbsy das|
anpf bhenCeandr by dathenematiss ivlectveniin tre
meghimcmiallriah du ding Corskaalin gHitdobepisign
eleaiirdo@ureeatdings (@ve sadBDeRKM) yrHerthe
cofiipensor lleemy etessanader flidgratyiertaht
sysippksaticiudind fdaGHbanksgpa g ditenhiemeler
Thio Guotextting Reethectublenetopentan tnie rtbets
Sperisiog fram thexglindoat Triakorldwide  and
imevocable license, with the right to grant a
sublicense to the Sponsor's Affiliates, for the
use of aforementioned images. The royalty fee
for this license is already induded in the
remuneration of the Conlracting Partners under
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snimok. Odmena za tato licenciu je uz
zahmuta v odmene Zmluvnych partnerov
podla &. 4 tejto Zmluvy. Ak nie st Centrum
alebo Hlavny skasajuci vlastnikmi prav k
tymto snimkam, Centrum a/alebo Hlavny
skisajuci sa zavazuju zabezpecit, aby
skutoény vlastnik tychto prav, tzn.
zamesmand Centra a/alebo Iretie osoby

zahmuté do vykonavania Klinického
skusania, umoznili Zmluvnym stranam
udelit vyssie uvedenu licenciu

Zadavatelovi. Zmluvni partneri potvrdzuiju,
ze vsetky takéto snimky budd ziskané so
stthlasom subjektu, ktory Centru odovzda
Zadavatel a Ze nebud( obsahoval' Ziadne
informacie, prostrednictvom ktorych by
mohol byt identifikovany konkréiny subjekt
skusania.

Article 4 of this Agreement. In the case that the
Center or the Principal Invesligator is not the
owner of these rights to such images, the
Center and/or the Principal Investigator agree
to ensure that the actual owner of these rights,
i.e. employees of the Center and/or third parties
involved in the Clinical Trial, would allow the
Contracting Partners lo grant  the
aforementioned license to the Sponsor. The
Contracting Partners confim that all such
images shall be obtained with trial subjects’
consent that shall be submitted to the Center by
the Sponsor and that the images shall not
contain any information, through which the
relevant trial subject could be identified.

5.8 Zadavatel je  opravneny uchovavat, | 5.8 The Sponsor is entiled to store, handle and
manipulovat’ a spracovavat akékolvek ludské process any human samples from the tral
vzorky od subjektov ski$ania v silade s subjects in accordance with the Protocol and
Protokolom a informovanym suhlasom the trial subject's informed consent,
subjektu skuasania.

5.9 Zadavatel udeluje Zmluvnym parlnerom | 59 The Sponsor provides the Contracting
nevyhradnu licenciu k  Vysledkom Partners with a non-exclusive license to
vytvorenym v Centre nainterné nekomeréné Results created at the Center for intemal non-
vyskumné a vzdelavacie uéely pri dodrzani commercial research and educational
podmienok zachovania dobvernosti a purposes, subject to confidentiality and
podmienok pre publikovanie, ktoré sl publication terms specified in this Agreement.
obsiahnuté v tejto Zmluve. Tato licencia Such license does not allow for granting any
neopraviiuje k udelovaniu akychkolvek sub-licenses.
sublicencii.

Cl. 6 - Zachovavanie dovemosti Article 6 — Confidentiality
6.1 Zmluvni partineri sa zavazuju zaobchadzat | 6.1 The Contracting Partners agree to treat as

so vSetkymi informaciami oznaéenymi ako
"Doverné" a prijatymi od CRO, Zadavatela
alebo v jeho mene alebo od Prepojenych
os6b Zadavatela v suvislosli s Klinickym
skasanim , Skasany liekom, Protokolom
alebo touto Zmluvou a s Vysledkami (dalej
len ,Doverné informacie") prisne déveme.
Zmluvné strany sa zarovei dohodli, Ze s
Zmluvni partneri povinni zaobchadzat ako s
dévernymi aj s tymi informaciami, ktoré sice
ako ,Déverné" nie su oznacené, ale mozu
byt'povazované za Doverné informacie, a to
na zaklade ich povahy alebo podmienok,
ktoré sa vztahovali k ich poskyinutiu alebo
spristupneniu, vratane vSetkych (dajov
tykajucich sa Klinického skuasania, udajov
pre vnutomu potrebu, alebo informacii
vytvorenych na zaklade Klinického
skugania, a to napriklad vratane Protokolu,
suboru informacii pre skasajuceho  Gi
predbeznych vysledkov Studie. Zmluvni

slricly confidential all information marked as
“Confidential” and received from or on behalf
of the CRO, the Sponsor or any of its Affiliates
in relation to the Clinical Tral, the
Investigational medicinal  product, the
Protocol or this Agreement as well as Results
(hereinafter referred to as “Confidential
Information”). The Contracling Parties agree
that the Contracting Partners must also treat
as strictly confidential any information that is
not marked as “Confidential” but can be
considered Confidential Information based on
its nature or conditions under which it was
provided or disclosed, incduding any data
conceming the Clinical Trial, information for
internal use only or information created based
on the Clinical Trial, for example including the
Protocol, the dataset for the investigator or
preliminary results of the Clinical Trial. The
Contracling Partners may use Confidential
Information only for the pumposes of
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parineri smu pouzival' Dévemé informacie
iba na ticely plnenia tejto Zmluvy a zavazuiju
sa nespristupnit takélo D dverné informacie
Ziadnej tretej strane mimo stran poverenych
Zadavatelom bez predchadzajiuceho
pisomného suhlasu Zadavatela. Zmluvni
partneri sa zavazuji umoznit pristup k
dévernyminforméaciam len osobam, ktoré sa
s Dévemymi informaciami maji potrebu
zoznamovat' na ucel poskytovania sluZieb
na zaklade tejto Zmluvy, a aj to len vtedy, ak
tieto osoby boli Zmluvnymi parthermi
preukazatelne zaviazané k respektovaniu
podmienok aspoil tak prisnych, ako s
podmienky podla tohto ¢lanku. 6.

performance of this Agreement and agree not
to disclose such Confidential Information to
any third party other than parties authorized
by the Sponsor without the Sponsor's prior
written consent. The Contracling Partners
agree to provide access to Confidential
Information only to persons that need to know
Confidential Information for the purpose of
providing services based on this Agreement
and only if such persons were provably bound
by the Contracting Partners to observe
conditions that are at least as stringent as the
conditions under this Article 6.

6.2 Povinnost’ na zachovavanie dovernosti sa | 6.2 The confidentiality obligation shall not apply
nevztahuje na Vysledky, ktoré boli for Results, which have been published in
zverejnené v stlade s ¢l. 7. accordance with Article 7.

6.3 Pojem Doévemé informacie, ako je | 6.3 The term Confidential Information, as used in
pouzivany v tejto Zmluve, sa nevztahuje na this Agreement, does not apply to data and
udaje a informéacie, pri klorych mézu information where the Contracting Partners
Zmluvni partneri preukazat, Ze (i) nimi can prove that such data and information (i)
Centrum alebo Hlavny skasajid disponovali were already in possession of the Center or
bez povinnosti zachovavat o nich the Principal Investigator without the
mi¢anlivost' v ¢ase, ked im boli spristupnené confidentiality obligation at the time of their
CRO, Zadavatelom alebo jeho Prepojenymi disclosure to them by or on behalf of the CRO,
osobami , alebo menom niektorych z nich, the Sponsor or any of its Affiliates, (i) are or
(i) su alebo sa slanu sucastou verejnych become a part of public information by means
informacii  inak ako konanim alebo other than by an act or omission on the part of
opomenutim Centra alebo Hlavného tlhe Center or the Principal Investigator, (iii)
skudajlceho, (iii) ich Centrum alebo Hlavny were legally acquired by the Center or the
skusajuci pravom nadobudli od tretej strany, Principal Invesligator from a third party not
ktora nie je vo&i CRO, Zadavatelovi alebo bound to the CRO, the Sponsor or its Affiliates
jeho  Prepojenym  osobam  viazana by an explicit or implied confidentiality
vyslovnou alebo implicimou povinnostou obligation or (iv) were created independently
micanlivosli, alebo (iv) boli vytvorené by the Center or the Principal Investigator
nezavisle Centrom alebo  Hlavnym without reference to Confidential Information
sku§ajicim bez odkazovania sa na Dévemé orits use.
informacie alebo ich pouZitie.

6.4 NavySe su Zmluvni partneri opravneni | 6.4 Furthermore, the Contracting Partners may

spristupnit Dovemé informacie v takom
rozsahu, v akom je takéto zverejnenie
vyzadované zakonom alebo vykonatelnym
sudnym rozhodnutim, av§ak za podmienky,
Zze Zmluvni parineri o tejto skutoénosti v
primeranom ¢asovom predstihu informuji
Zadavatela a na jeho Ziadost s nim budu
spolupracovat’ v snahe dosiahnut opatrenia
na ucely ochrany alebo iného primeraného
pravneho prostriedku. Zmluvni partneri sa
zavazuju vyvinat vsetko primerané usilie,
aby zabezpecili dovemé zaobchadzanie s
ktoroukolvek z Dévemych informacii, ktora
bude spristupnena.

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 nolice and shall cooperate with the
Sponsor to seek a protective order or any
other appropriate remedy upon the request of
the Sponsor. The Contracting Partners agree
to make maximum reasonable efforts to

ensure confidential treatment of any
Confidential Information that shall be
disclosed.
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6.5

Tieto povinnosli zachovavat' mi¢anlivost' a
zakaz pouzZivania Doévernych informacii
podfa tejto Zmluvy zostanu v platnosti aj po
skoncéeni tejto Zmluvy.

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

6.6

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

6.6 The Contracting Partners agree to liquidate
and delete any Confidential Information in
their possession or to return it to the Sponsor
upon the request of the Sponsaor.

6.7

VSetky dohody existujice pred uzavretim
tejto Zmluvy, ktoré sa tykaju povinnosti
zachovavat micanlivost vo vztahu ku
Klinickému skaganiu , sa nahradzaju touto
Zmluvou a len pokial sa tykaju Klinického
skusania.

6.7 All pre-existing agreements regarding the
confidentiality obligation with regard to the
Clinical Trial shall be superseded by this
Agreement and only with regard to the Clinical
Trial.

6.8

Zadavatel sa zavazuje zachovaval
micanlivost o  skutocnostiach, ktoré
Centrum oznaci ako skuto¢nosti déverné.

6.8 The Sponsor agrees not to disclose any fact
that the Center designates as confidential.

Cl. 7 - Publikovanie, tlacové spravy a
verejné oznamenia

Article 7 — Publication, Press Releases and
Public Announcements

7.1

Zadavatel uzndva zaujem Zmluvnych
parinerov na nekomerénom vedeckom
publikovani Vysledkov, bez ohladu na to, &
vysledok Klinického skugania je pozitivny
alebo negativny. S ohfadom na opravnené
zaujmy Zadavatela sa Zmluvni partneri
zavazuju dodrZiavat nasledujiice povinnost
a podmienky na publikovanie:

7.1 The Sponsor acknowledges the interest of the
Contracting Partiners in the non-commercial
scientific publication of Results, regardless of
whether the oulcome of the Clinical Trial is
positve or negative. Considering the
Sponsor's  reasonable  interests, the
Contracting Partners agree to comply with the
following publication obligations and terms:

7.1.1 Zmluvni partneri sa zavazuju poskytovat

Zadavatelovi vietky navrhy na publikovanie
alebo ustne prezenlacie tykajice sa
Klinického ska$ania alebo Skisaného lieku
alebo Vysledkov (dalej len "Publikacie")
najmenej Sestdesiat (60) dni pred
zamyslanym predloZzenim alebo
prezentaciou Publikacie, aby ich Zadavatel
mohol skontrolovat,

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

7.1.2Pokial Zadavatel neoznami Zmluvnym

parlnerom v ramd lehoty 45 dni odo dna,
ked mu bola doruéena zamyslana
Publikacia, Zmluvni partneri sa zavazuju
pripomenut Zadavatelovi predpokladany
datum Publikacie. Zmluvni partneri nie st
opravneni  publikovatl Publikacie bez
vyslovného sahlasu Zadavatela.

7.1.2 Ifthe Sponsor does not nolify the Contracling
Partners within 45 days of the Sponsor's
receipt of the intended Publicalion, the
Contracting Parlners agree to remind the
Sponsor of the intended date of the
Publication. The Contracting Partners are not
allowed to publish Publications without the
explicit consent of the Sponsor.

7.1.3 Zmluvné strany beri na vedomie a

suhlasia, Ze v pripade multicentrickych
stadii sa Vysledky Klinického skasania
publikuji iba prostrednictvom koordinacie
so Zadavatelom na ucel kombinovania
vysledkov Z0 vietkych centier

7.1.3 The Contracting Parlies acknowledge and
agree that, in case of multi-center studies,
Results of the Clinical Trial are published only
through coordination with the Sponsorin order
to combine the results of all centers
participating in __the Clinical Trial. The
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ziéastnenych Klinického skusania.
Zmiluvni partneri st opravneni publikovat
Vysledky ich Centra za podmienky, Ze
celkove vysledky neboli publikované do 18
mesiacov od dokoncenia Klinického
skisania, a sucasne za podmienky
postupovania v silade s podmienkami
stanovenymi v tomto ¢lanku,

Contracting Partners may publish Results of
their Centers on the condition that overall
results were notpublished within 18 months of
the completion of the Clinical Trial, subject to
the compliance with the terms set forth in this
Article.

7.1.4 Zadavatel a Zmluvni partneri sa zavazuju

prediskutovat’ vietky rozdiely v nazoroch na
zamy$lany obsah Publikacie s ciefom néjst
riesenie uspokojivé pre Zadavatela aj pre
Zmluvnych  partherov. Zadavatel je
opravneny navrhnat akékolvek zmeny
Publikacie, ktoré odévodnene povaZuje za
polrebné na vedecké ucely. Zmluvni
parineri sa zavazuji, Ze implementacia
takychto odpori¢anych zmien nebude
bezdévodne odmietnuta.

The Sponsor and the Contracting Partners
agree to discuss any difference of opinion with

regard to the intended content of the
Publication in order to find a solution
salisfactory for the Sponsor and the

Contracting Partners. The Sponsor may
recommend any changes in the Publication,
which the Sponsor reasonably deems
necessary for scientific purposes. The
Contracting Partners agree that the
implementation of such recommended
changes shall not be unreasonably refused.

7.1.5 Ak moZzno o¢akavat, Ze takato Publikacia by

mohla mat neZiadud Gé¢inok na zachovanie
dovernosti  ktorejkolvek z Dévemych
informacii Zadavatela, Zmluvni partneri sa
zavazuju zabranit' takejto Publikacii, ibaze
by predmema Doverna informacia nemohla
byt vymazana z Publikdcie bez ujmy
vedeckej spravnosli Publikacie.

If such Publication is expected to have an
adverse effect on the confidentiality of any of
the Sponsor's Confidential Information, the

Contracting Partners shall prevent such
Publication, unless the Confidential
Information can be deleted from the

Publication without detriment to the scientific
comrectness of the Publication.

7.1.6 Ak by Publikacia z pohladu Zadavatela

mohla mat' neZiaduci G¢inok na schopnost’
ziskal' patentovi ochranu pre ktorykolvek
Vyndlez, Zadavatel ma pravo poZadovat
odklad Publikacie na primerani dobu na
ucel pripravy a podania Ziadanej patentovej
prihlasky Zadavatelom alebo v jeho mene,
avsak tato doba nesmie presiahnut Sest (6)
mesiacov  od datumu, kedy bola
Zadavatelovi Publikdcia doruéena na
kontrolu. Zadavatel ma pravo poZadovat
dalsi odklad Publikacie, ak patentova
prihlaska bola podana a ak prihlagka s
pravom prednosti je neuplna a v ramci 1
roka od podania prihlasky s pravom
prednosti musi byt do Ziadosti doplneny
predmet patentovej prihlasky. V tomto
pripade ma Zadavatel pravo poZadovat
odklad akejkolvek Publikacie az do
doplnenia prihlasky s pravom prednost.
Zadavatel nebude zakazovat Publikaciu v
pripade, ked informacia, ktora je spdsobila
byt predmetom patentovej ochrany, bola z
planovanej Publikacie odstranena.

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

7.1.7 Zmluvni partneri sa zavazuju zahrnat' do

kazdej Publikacie ustanovenia informujtice,
ze vytvorenie  udajov bolo podporené

The Contracting Partners agree to indude in
every Publication information that the creation
of data was supported by the Sponsor as well
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Zadavatelom a stiGasne sa Zmluvni partneri
zavazuju informovat o svojej miere
angazovanosli na Klinickom ska$ani i a
prospechu, ktory im z Klinického skisania
plynul. Autorstvo a uznanie za vedecké
publikovanie by mali byt v silade s
jednotnymi  poZiadavkami na rukopisy
vydanymi Medzinarodnym vyborom
redaktorov lekarskych cCasopisov - ICMJE
(Uniform Requirements for Manuscripts).

as information about their involvement in the
Clinical Trial and their benefitls 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

Zmluvni parlneri sa zavazuji zaviazat
rovnakymi povinnostami a poziadavkami na
publikovanie, ktoré sa stanovené v . 7.1
tiez vielkych Clenov $tudijného timu.

7.2 The Conlracting Partners agree toimpose the
same obligations and requirements for
publications as set forth in Article 7.1 on all
Clinical Trial Team Members.

7.3

Povinnosti stanovené v ¢l. 7.1 zostanu v
plathosti dalSich patnast (15) rokov po
predéasnom ukonceni alebo po ukonéeni
tejto Zmluvy.

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

7.4

Zadavatel je opravneny zverejnit' vysledky
Klinického ska&ania spdsobom, ktory uzna
za vhodny, a to ako po celi dobu trvania
tejto Zmluvy, tak aj po jej ukonceni, dalej je
Zadavatel opravneny umiestit informacdie o
Klinickom skasani a o Vysledkoch na
internet (vratane, av8ak nielen, mena
Hlavného skuSajuceho a mien a adries
centier skuSania), napr. na stranky
wwiw.ClinicalTrials.qov (zverejnenie
registra) a na slranky pre zverejnenie
vysledkov, na firemné stranky Zadavatela
(zverejnenie registra a vysledkov) a v
ktorejkolvek databaze ajalebo v registri v
stlade s pravnymi predpismi a s
prisluSnymi normami vo vztahu k rozsahu,
forme a obsahu.

7.4 The Sponsor may publish Results of the
Clinical Trial in any manner it deems
appropriate, both during, and following
termination of this Agreement; the Sponsor
may also post information about the Clinical
Trial and Results on the Intemet (including,
but not limited to the name of the Principal
Investigator and the names and addresses of
the study centers), e.g. on
www .ClinicalTrials.gov (register posting) and
on websites for results posting, on the
Sponsor's company website (register and
results posting) and in any other database
and/orregislry required by laws in accordance
with applicable standards regarding scope,
form and content.

7.5

Zmluvni partneri sa zavazuju nepublikovat
Ziadne Hacové spravy alebo iné verejné
oznamenia o Klinickom skusani,
Vysledkoch Klinického skasania af/alebo
SkuSanom lieku bez predchadzajuceho
pisomného stihlasu Zadéavatela, s vynimkou
opravnene uverejnenych a  verejne
dostupnych informacii.

7.5 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.

7.6

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

7.6 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.

Cl. 8 - Zodpovednost a odskodnenie

Article 8 — Liability and Indemnity

8.1

Zmluvni partneri sa zavazuji Zadavatelovi
nahradit ujmu (vratane ujmy nemajetkovej a
smrti_subjektu ski$ania) vzniknutej z

8.1 The Contracting Partners agree to indemnify
the Sponsor for any damage (including non-
pecuniary damage and death of trial subject)
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dévodu (i) nedbanlivého alebo umyselného
protipravneho konania alebo opomenutia a
/ alebo (ii) porusenia ktorejkolvek z
povinnostli prijatych na zéklade tejto Zmluvy,
Protokolu alebo akychkolvek pisomnych

pokynov CRO alebo Zadavatela, ako aj (iii)
porusenia pravnych predpisov
ktorymkolvek z nich, alebo ktorymkolvek zo
zamestnancov Cenftra alebo Zmluvnych
partnerov, Ktori budu participovat na pineni
tejto Zmluvy. Narok na nahradu $kody
nevznika, pripadne vznika len v pomemej
vyske, ak ujma na zdravi (vratane smrt)
bola spOsobena zavinenim Ci
spoluzavinenim subjektu skasania &i jeho
zakonného zastupcu, ¢o aj z nedbanlivosti.

incurred as a result of (i) a negligent or willful
illegal act or omission and/or (ii) a breach of
any
Agreement,
instructions ofthe CRO or Sponsor, as well as
(iii) breach of legal regulations, by either of
them or any employee of the Center or
contractors used for the purposes of fulfilment
of this Agreement. Claim for damages does
not arise, or arises only in a proportional
amount, if health-related harm (including
death)
contributory fault of the trial subject or his/her
legal representalive, also due to negligence.

under this
or any wrtlen

obligations  assumed
the Protocol

occured due to the fault or

8.2 Zadavatel je Zmluvnym  partnerom | 8.2 The Sponsor mustindemnify the Contracting
(Centrum alebo Hlavny skasajuci dalej Partners (hereinafter the Center and the
oznacovani len ,Odskodnovana strana") Principal Investigator collectively referred to
povinny nahradit ujmu  (vratane ujmy as the ‘“Indemnified Party") for damage
nemajetkovej) v rozsahu, v akom je vocinim (including non-pecuniary damage) to the
na prisluSnom sude subjektom skisania extent a trial subject or any other under law
alebo inymi, na to podla platnych pravnych enlited person successfully claims damage to
predpisov oprévnenymi osobami, uspes$ne health (induding death) as aresult of (i) using
uplaneny najma narok na nahradu ujmy na the Investigational medicinal product when
zdravi (vratane smrti) vzniknutej z dévodu (i) used in sftrict accordance with the Protocol,
uZivania Skaganého lieku v prisnom sulade applicable law and Sponsor's or CRO's study
s Protokolom, platnymi pravnymi predpismi instructions, or (ii) any clinical intervention or
a pokynmi Zadavatela alebo CRO, alebo (ii) procedure required by the Protocol, provided
akehokolvek klinického vykonu alebo that such damage:
postupu vykonaného na subjekte skasania
podla poZiadaviek Protokolu; za
predpokladu, Ze tato ujma:
8.2.1 nevznikla z dévodu, Ze Odgkodiovana | 8.2.1 did notarise from the failure of the Indemnified
strana nekonala v stlade (a) s podmienkami Party to comply with (a) the terms of this
tejlo Zmluvy; a/alebo (b) Protokolom; a/alebo Agreement; and/or (b) the Protocol, and/or (c)
(c) v8etkymi prislugnymi pravnymi predpismi all applicable laws and regulations governing
a pravidlami upravujicimi  vykonavanie the performance of the Clinical Trial, and/or
Klinického skusania; a/alebo () (d) safety measures and written instructions of
bezpecnostnymi opatreniami a pisomnymi the CRO, the Sponsor or its Affiliates; and/or
pokynmi CRO, Zadavatela alebo jeho
Prepojenych oséb; a/alebo
8.2.2 nevznikla z dbévodu nedbanlivostného | 8.2.2 does not arise from a negligent or willful illegal
alebo Gmyselného protipravneho konania act or omission of the Indemnified Party;
alebo opomenutia Od8kodriovanej strany; and/or
afalebo
823 nie je plne hradena z poistenia | 8.2.3 s not fully covered by insurance taken out
dohodnutého v sulade s pravnymi in compliance with applicable laws for the
predpismi v prospech OdSkodnovanej benefit of the Indemnified Party;
strany.

8.24 nebola zavinena ani spoluzavinena | 8.2.4 isnotdue to the fault or contributory fault of
subjektom  skuSania  alebo  jeho the frial subject or histher legal
zakonnym zastupcom. representative.
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8.3

Dalej plati, e ak vznikne taka ujma iba
sCasli z dévodov na strane Od3kodiovanej
strany uvedenych v ¢l. 8.2.1 alebo 8.2.2,
alebo na strane subjektu skusania alebo
jeho pravneho zastupcu, ako je uvedené v
¢lanku 8.2 .4., Odskodiovanej strane vznika
narok na nahradu ujmy voéi Zadavatelovi v
rozsahu, v akom vznikla $kodu mimo
dovodov uvedenych v &l. 8.2.1, 8.2.2.
ajalebo 8.2.4.

8.3 In the case that such damage incurs only in
part due to reasons on the part of the
Indemnified Parly as specified in Article 8.2.1
or 8.2.2 or on the part of the trial subject or
his/her legal representalive as specified in
Article 8.2.4, the Indemnified Party shall be
entitled to indemnification from the Sponsor to
the extent to which the reasons indicated in
Arlicle 8.2.1, 8.2.2 andfor 8.2.4 did not
contribute to the damage.

8.4

Pravo Zmluvnych partnerov na nahradu
ujmy podla ¢l. 8.2 dalej nevznikne a
Zadavatel nebude mat povinnost nahradu
ujmy poskymut, len v rozsahu, v ktorom
bude mat porusenie niektorej z nizsie
uvedenych povinnosti zo strany Zmluvnych
partherov negativny vplyv na mozZnost
uspesne sa branit proti uplathenému naroku
na nahradu ujmy:

8.4 The Contracting Partners shall not be entitled
to indemnification under Article 8.2 and the
Sponsor shall not provide indemnification, , if
the Contracting Partners breach any of the
following obligations and such breach has a
negative impact on the possibility of
successlul defense against the lodged claim:

8.4.1

Zmluvni partneri sa zavazuju bezodkladne
pisomne informovat Zadavatela o kazdom
naroku a/alebo Zalobe v maximalnom
moznom rozsahu, podla tychto ustanoveni
o nahrade ujmy, a lo v kazdom pripade do
piatich (5) dni odo diia, ked sa o nich
dozvedia, a sucasne sa zavazuja umoznit
Zadavatelovi, aby schvaloval vietky tikony
a obranu proti takto uplatnenému naroku
alebo Zalobe vratane rozhodovania o
urovnani sporu; a

8.4.1 The Contracting Partners agree to promptly
notify the Sponsor in writing and as much as
possible about a claim andfor lawsuit
according to these  provisions  on
indemnification and in any event within five (5)
days of leaming 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

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

8.4.2 The Contracting Partners must cooperate and
require its employees to cooperate, with the
Sponsor and its attorneys and insurers in the
defense of such a daim or lawsuit; and

8.43

Zmluvni partneri nesma uznat' ani uspokojit
Ziadny takyto narok mimo alebo v ramci
sudneho konania bez predchadzajiceho
pisomného sihlasu Zadavatela.

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

Cl. 9 — Poistenie

Article 9 - Insurance

9.1

Zadavatel zodpovedéd za zabezpedenie
poistenia na ucel Klinického skusania v
stlade s prislusnymi pravnymi predpismi.
Na tento acel Zadavatel prehlasuje, Ze
zabezpedil poistenie zodpovednosti
Zadavatela a Centra za $kodu (vratane
nemajetkovej ujmy, okrem nemajetkovej
ujmy sposobenej porusenim prav na
ochranu osobnosti ¢i mena, urazkou na cti,
ohovaranim, Sikanovanim, obtaZovanim,
nerovnakym zaobchadzanim & inymi
spbésobmi_diskriminacie), prostrednictvom

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 lhese purposes, the Sponsor represents
and warrants that it took out insurance of
liability of the Sponsor and the Cenler 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
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ktorého je zabezpecené aj odskodnenie v
pripade smrti subjektu skG$ania alebo v
pripade ujmy vzniknutej na zdravi subjektu
skuSania v dosledku  vykonavania
Klinickeho skiagania v silade s § 43 pism.
h) bod 3 zakona o liekoch. Zadavatel dalej
prehlasuje, Ze zabezpedl poistenie
zodpovednosti Centra za $kodu, ktora moze
byt spésobena subjektu skusania v stlade s
§ 43 pism. h) bod 4. zakona o liekoch. Pre
vylicenie pochybnosti Zadavatel a Zmluvni
partneri vyhlasuji, Ze poistenie podfa tohto
odseku nenahradza poistenie vztahujice sa
k aklivitam, ktoré nestvisia s Klinickym
skusanim Stadiou, napr. bezné
poskylovanie zdravotnych sluzieb.

liability in case of death of a trial subject or
damage to health to a trial subject due to the
Clinical Trial performance pursuant to Section
43, letter h) point 3 of Pharmaceuticals Act. The
Sponsor further represents and warrants that it
took out insurance of liability of the Center for
damage that may be caused to the trial subject
pursuant to Seclion 43 letter h) point 4 of
Pharmaceuticals Act. In order to eliminate any
doubts, the Sponsor and the Contracting
Pariners represent and warrant that this
insurance does not replace insurance covering
aclivities which are not related to the Clinical
Trial, e.g. a regular provision of medical
services.

9.2 Centum vyhlasuje a zaruduje, Ze ma | 9.2 The Center represents and warrants that it has
uzatvorené dostatocné poistenie taken out sufficient liability insurance for
zodpovednosli za Skody spésobené v ramci damages caused as part of its medical
poskytovania jeho zdravotnickych sluzieb a services, and that such insurance covers the
Ze toto poistenie sa vztahuje na Centrum a Center and its employees (including the
jeho zamestnancov (vratane Hlavného Principal Investigator). The Center undertakes
skusajuceho). Centrum sa zavazuje to maintain such insurance policy throughout
udrZiavat' takéto poistenie po celi dobu the term of this Agreement and for three (3)
platnosti tejto Zmluvy a ti (3) roky po years after the termination of this Agreement
skonceni platnosti tejto Zmluvy, a na and shall upon request of the Sponsor provide
pozZiadanie Zadavatela predloZi any updated insurance certificate.
aklualizované osvedcenie o poisteni,

Cl. 10 - Ochrana a spristupnenie Article 10 — Personal Data Protection and
osobnych udajov Disclosure

10.1  Zmluvni partneri st si vedomi, Ze Zadavatel (101 The Con tracting Partners understand that the

alebo tretia osoba Zadavatelom poverena
buda vkladat Vysledky Klinického skusania
a vSetky spravy stvisiace s Klinickym
skuSanim, zaznamy o $koleniach v mieste
realizacie Klinického skusania a vystupy z
akychkolvek auditov vykonanych
Zadavatelom alebo v jeho mene podla
pravidiel spravnej klinickej praxe alebo
inSpekcii  do intemych  elektronickych
databaz Zadavatela a / alebo tretich os6b
poverenych Zadavatelom. V ramci tejto
spravy udajov  modZzu byt v sllade s
poziadavkami pravidiel spravnej klinickej
praxe a prisludnych pravnych predpisov na
tseku ochrany osobnych tdajov
uchovavané, spracované a  pouZité
Zadavatelom, jeho Prepojenymi osobami a
poverenymi tretimi stranami osobné Udaje
Hlavného skaSajiceho, ako si meno,
priezvisko a adresa, finanéné zaujmy podla
Potvrdenia o finanénych zaujmoch, a dalej
tiez osobné udaje inych zamestancov
Centra, Clenov Studijného timu a ich
zaangazovanie v  Klinickom skusani a
vystupy auditov vykonanych Zadavatelom

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 intemal electronic databases of
the Sponsor and/or third parties authorized by
the Sponsor in compliance with good clinical
practice rules or inspections. As part of such
data management, the personal data of the
Principal Investigator, such as first and last
name, address and finandal interests
according to the Financial Interests
Declaration, as well as the personal data of
other employees of the Center, Clinical Trial
Team Members and their involvement in the
Clinical Trial and outcomes of audits
performed by the Sponsor in compliance with
good clinical practice rules or inspections
(hereinafter referred to as "Data”) and
personal data protection laws may be stored,
processed and used by the Sponsor, its
Affiliates and authorized third parties in
compliance with good dinical practice rules

and applicable personal data protection laws.
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podla pravidiel spravnej klinickej praxe
alebo inspekcii (dalej len ,Udaje') a
pravnych predpisov vztahujicich sa k
ochrane osobnych udajov. Zadavatel bude
poskytovat' tieto Udaje externym verejnym
databazam, ako je napr. clinicaltrials.gov a v
nevyhnutnom  rozsahu na  zaklade
prislusnych  pravnych predpisov liez
organom verejnej modi.

The Sponsor shall provide Data to external
public databases, such as dinicallrials.gov, as
well as, to the extent necessary under
applicable law, lo govemment authorities.

10.2

Zmluvni partneri sa zavazuju zabezpedit, ze
do vykonavania Klinického ska$ania nebudu
zaangazovane Ziadne fyzické osoby, kym
tieto osoby neudelia sthlas so spracovanim
svojich osobnych udajov v rozsahu ako
bude uvedené v informovanom suhlase.

10.2 The Contracting Partners agree not to enroll
any nalural persons in the Clinical Trial until
such persons grant their consent to the
processing of their personal data as further
setoutin the informed consent.

10.3

Zmluvni partneri sa zavazuju bezodkladne
pisomne informovat  Zadavatela o
akomkolvek  poru$eni ustanoveni o
bezpecnosti osobnych (dajovyv kaZzdom
pripade v$ak najnesk6r do 48 hodin od
zistenia takéhoto porusenia.

10.3 The Contracling Partners agree to inform the
Sponsor in writing about any breach of
personal data protection provisions without
undue delay; however, no later than 48 hours
following their awareness of such breach.

10.4

10.5

Zmluvni partneri a Zadavatel sa zavazuji
konat' v sulade s prisluSnymi pravnymi
predpismi na useku ochrany osobnych
udajov, najma s Nariadenim Europskeho
paramentu a Rady (EU) 2016/679 z 27.
aprila 2016 o ochrane fyzickych oséb pri
spracovani osobnych Udajov a volnom
pohybe tychto Gdajov a o zruseni smemice
95/46/ES (v§eobecné nariadenie o ochrane
osobnych udajov, GDPR), so zakonom &,
18/2018 Z.z. o ochrane osobnych udajov a o
zmene a doplneni niektorych zakonov v
platnom zneni a v sulade s prislusnymi
pokynmi Statneho astavu pre kontrolu liediv,
najméa pokynom MP 131/2018, ak sa uplatni
(suhrmne ako ,Predpisy na ochranu adajov").

Zmluvni partneri a Zadavatel sa zavazuiju, ze
budi v dobrej viere spolupracovat pri rieseni
akychkofvek  otazok  tykajlicich sa
spracovania osobnych udajov a pri
zabezpec€ovani stladu s pravnymi predpismi
o ochrane ddajov. Dalej budi platit
podmienky tykajice sa ochrany U(dajov
uvedené v Prilohe 2.

10.4 The Contracting Partners and the Sponsor
agree to adhere to applicable personal data
protection laws, especially Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 on the protection
of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation or GDPR), the Act. No. 18/2018
Coll. on Protection of Personal Data and on
Amendments to Certain Laws, as amended
and relevant guidelines of the State Institute for
Drugs Control, in particular guideline MP
131/2018, if applicable (collectively “Data
Protection Laws").

10.5The Contracting Partners and the Sponsor
undertake to cooperale in good faith to
address any issue relating to the processing of
personal data and to ensure compliance under
Data Protection Laws. In addition, the terms
and conditions regarding data protection set
outin Appendix 2 will apply.

CL 11 - Trvanie Zmluvy

Article 11 — Term of the Agreement

11.1Tato Zmluva nadobuda platost diiom jej

podpisania vietkymi zmluvnymi stranami  a
ucinnost dom nasledujicim po dni jej
zverejnenia v zmysle § 47a ods. 1 zakona ¢&.

11.1 This Agreement shall come into force on the
day following the day of its publication,
pursuant to Article 47(a)(1) of Act. No.
4071964 Coll, Civil Code, as amended, in the
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40/1964 Zb. Obciansky zakonnik v zneni
neskorSich predpisov v centralnom registri
zmliv na www.crz.gov.sk, nakolko ide
o povinne zverejiiovani zmluvu v zmysle §
5a ods. 1 zakona ¢. 211/2000 Z. =z
o slobodnom pristupe k informaciam v zneni
neskorsich predpisov a skonéi diiom kedy
(a) bude dokoncena celkova sprava o
Klinickom skusani, alebo (b) bude vykonana
posledna platha Zadavatelom, priGom
rozhodujica je ta z tychto skutoénosti, ktora
nastane neskor.

central register of confracts on
www.crz.gov.sk, since this Agreement falls
under the scope of a mandatory disclosed
contract pursuant to Article 5(a)(1) of Act No.
211/2000 Coll., Freedom of Information Act,
as amended, 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 Prava a povinnosti Zadavatela a Zmluvnych | 11.2 The rights and obligations of the Sponsor and
partnerov stanovené v tejto Zmluve, ktoré the Contracling Partners that are set forth in
vzhladom na svoju povahu maju pretrval’ aj this Agreement and by nature are to survive
po skonceni tejto Zmluvy (vratane prav s this Agreement (including, without limitation,
ohladom na vlastnictvo, Vynalezy, rights with respect to ownership, Inventions,
zachovavanie  mléanlivosti,  publikacie, confidentiality,  publication,  anti-bribery,
protikorupénych ustanoveni, zodpovednosti liability and indemnification) shall remain in
a odSkodnenie), zostavaju v plamosti aj po effect even after this Agreement is terminated.
skonéeni tejto Zmluvy.

Cl. 12 - Ukongéenie Article 12 — Termination
12.1 Bez ohladu na akékolvek iné pravo ukondit [12.1 Notwithstanding any other termination right

tato Zmluvu, ktoré moéze byt stanovené v
tejto Zmluve alebo vyplyva zo vSeobecne
zavaznych pravnych predpisov, Zadavatel
a CRO, na zaklade schvélenia Zadavatela,
ma pravo ukongit' tito Zmluvu kedykolvek aj
bez uvedenia dbévodu na zaklade pisomnej
vypovede s tridsatdinovou (30) vypovednou
doba. Vypovedna doba zac¢ne plynit prvym
dilom mesiaca nasledujicom po mesiaci, v
ktorom bola pisomna vypoved doruc¢ena
ostalnym zmluvnym stranam. lhned po
doruceni pisomnej vypovede tejto Zmluvy
druhej zmluvnej strane na zaklade
ktoréhokolvek ustanovenia tejto Zmluvy, sa
Centrum a Hlavny sku$ajlici zavazuju (i)
zastavit nabor a zaradovanie subjektov
skusania do  Klinického sku8ania, (ii)
zastavit’ vykonavanie vsetkych postupov, u
uz zahmulych jedincov skusania, a to v
miere, v akej to dovoluje lekarske hladisko,
a (iii) zdrzat' sa v maximalnej moznej miere
vytvarania dalSich nakladov a vydavkov. V
pripade, Ze Centrum alebo Zadavatel
oznami, Ze vypovedna doba v dlZke
tridsiatich (30) dni je nedostatoéne dlha
doba na vyhodnotenie rizik pre zaradené
subjekty skusania, ktorym sa podava
Skasany liek, buda Zmluvné strany
spolupracovat’ na tom, aby bola bezpec¢ne
ukonéena liecba tychto subjeklov skisania

tymto Skasanym liekom v priebehu
vzajomne dohodnutej doby, ale v Ziadnom
pripade nebude zavazok Zadavatela

set forth in this Agreement or in the applicable
generally binding legal regulations, the
Sponsor and CRO, upon Sponsor's approval,
reserve the right to terminate this Agreement
atany time without cause based on thirty (30)
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 Confracting parties.
Immediately upon receipt of the written notice
by other Contracting party based on any
provision of this Agreement, the Center and
the Principal Invesligator agree to (i) cease
recruiing and enrolling trial subjects in the
Clinical Trial, (ii} cease all procedures lo 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 (30) days notice does not provide
enough time to evaluate risks for enrolled trial
subjects who receive the Investigational
medicinal product, the Contracling 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.

248605 TT-06 5VK 204 Mikler INSTITUTION 20210802 1.0

Page 31 of 56




dodavat’ Skusany liek podla lejto Zmluvy
trvat dih$ie ako primeranu dobu,

12.2

Zmluvni partneri a Zadavatel, kaZdy z nich,
maju  pravo ukonéit ftto Zmluvu s
okamZitym Gcinkom formou  pisomnej
vypovede dorucenej druhej Zmluvnej strane
v pripade, Ze vykonavanie Klinického
skusania v Centre musi byt ukoncené z
lekarskych alebo etickych dévodov alebo z
dovodu zavazného porusenia tejto Zmluvy
druhou Zmluvnou stranou za predpokladu,
Zze poruSenie nebolo napravené do
Strnastich dni  od prijatia pisomného
oznamenia o takomto poruseni. Uginky
takejlo vypovede nastani diom jej
dorucenia poslednej zo Zmluvnych stran.
Ukoncenie Zmluvy Zmluvnymi partnermi
podla predchadzajicej vely je Hlavny
skusajuci povinny vopred prekonzultovat
s CRO alebo Zadavatelom. Ihned po
doruceni pisomnej vypovede lejto Zmluvy
druhej zmluvnej strane na zaklade
ktoréhokolvek ustanovenia lejto Zmluvy, sa
Centrum a Hlavny skusajlici zavazuju (i)
zastavit' nabor a zaradovanie subjektov
skusania do  Klinického skasania, (ii)
zastavit' vykonavanie vSetkych postupov, u
uZz zahmutych subjektov skusania, a to v
miere, v akej to dovoluje lekarske hladisko,
a (iii) zdrzat' sa v maximalnej moznej miere
vylvarania dalSich nakladov a vydavkov.
Zmluvné strany budu spolupracovat na tom,
aby bola bezpeéne ukoncena liecha
subjektov skOSania Skasanym liekom v
priebehu vzajomne dohodnutej doby, ale v
Ziadnom  pripade nebude  zavazok
Zadavatela dodavat' Skasany liek podla
tejto Zmluvy trvat' dihsie ako primerani
dobu. Bez ohladu na predchadzajuce
ustanovenie, v pripade kritickych alebo
doélezitych zisteni v ramci auditu alebo
inSpekcie tykajucich sa spravnej klinickej
praxe, dohlfadu nad liekmi alebo
regulaénych  zaleZitosti, praxe alebo
postupu, ktoré maju nepriaznivy vplyv na
prava, bezpeénost, alebo celkovi pohodu
subjektov skusania alebo ktoré mozu
predstavovat potenciélne riziko pre verejné
zdravie alebo ktoré mézu mat za nasledok
neprijatelnost tdajov z Klinického skisania
alebo ktoré predstavuju vazne porudenie
prislusnych pravnych predpisov a pravidiel,
ma Zadavatel pravo (podla svojej volby) s
okamzitym ucinkom doc¢asne zastavit nabor
subjektov skusania, kym nebudu predmeté
zistenia uplne postdené alebo s okamZitym
ucinkom pisomne vypovedat' tito Zmluvu.

12.2 The Contracling 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 Center needs to
be terminated due to medical or ethical
reasons or due to the other Party's material
breach of this Agreement, provided that the
breach has notbeen remedied within fourteen
days of receipt of pror written nolice
specifying such breach. Such termination
becomes effeclive on the date of its receipt by
the last of the Contracting parties. The
Principal Investigator  must  consult
termination of this Agreement by the
Contracting Partners under the previous
sentence  with the Sponsor or CRO
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 subjecls
in the Clinical Trial, (ii) cease all procedures
to the extent medically permissible on trial
subjects already enrolled in the Clinical Trial
and (iii) refrain as much as possible from
incurring additional costs and expenses. The
Contracting Parlies shall cooperate so that
the reatment of the trial subjects with the
invesligational medicinal product would be
safely terminated during a mutually agreed
period of time; however, the Sponsor shall not
be required to provide the investigational
medicinal product based on this Agreement
for an unreasonable period of time. Without
prejudice to the foregoing, in the event of
criical or important findings from an audit or
inspection related to good clinical practice,
phamacovigilance or regulatory matters,
practice or procedure that have a negative
impact on the rights, safety or well-being of
trial subjects or that may pose a potential risk
to public health or that may render Clinical
Trial data inadmissible or that seriously
violate applicable legal regulation and rules,
the Sponsor reserves the right (at its own
discretion) to temporarily stop the recruitment
of trial subjects with immediate effect until the
relevant findings are fully assessed or to
terminate by written notice this Agreement
with immediate effect.
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12.3

V pripade, Ze ktorékolvek z povoleni alebo
suhlasov potrebnych na vykonavanie
Klinického skusania je (i) s pravoplame
zamiemuté alebo (ii) pravoplaime rusené,
skon¢i tato Zmluva automaticky diiom
doru¢enia oznamenia (rozhodnutia) o
takomto pravoplatnom zamiemuti alebo
pravoplatnom zru$eni.

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

12.4

Ak sa Zadavatel primerane domnieva, Ze
Zmluvni partneri nebud schopni zacat
nabor alebo plnit svoje povinnosti tykajlice
sa naboru v ramci dohodnutej lehoty, ma
Zadavatel/CRO pravo na  zaklade
oznamenia doruceného Zmluvnym
partnerom (a) s okamzitym ucinkom znizit
pocet subjektov ska$ania, ktori sa maji
zaradit do Klinického skugania; alebo (b)
predlZit dobu naboru; alebo (c) ukondit lito
Zmluvu vypovedou. Podla pismena c) mbze
Zadavatel alebo CRO pisomne vypovedat’
Zmluvu s okamZitym ac¢inkom, avéak len ak
vopred pisomne upozornil Zmluvnych
partnerov na ich omes$kania s naborom
subjektov skisania a poziadal ich o napravu
v dodatoénej primeranej lehote, ktori im na
tento ucel stanovuje, a Zmluvni partneri ani
v takej dodatocnej lehote napravu neurobia.
Zmluvni partneri musia byt o moZnosti
Zadavatela/CRO vypovedat tuto Zmluvu s
okamzitym ucinkom v pripade, ak Zmluvni
partneri nezjednaju napravu ani v
dodatoéne stanovenej lehote, nalezite
pisomne pouceni.

12.4 In the case that the Sponsor reasonably
believes that the Contracting Partners shall be
unable to start recruitment or to fulfil their
recruitment obligations by the agreed
deadline, the Sponsor/fCRO shall have the
right, by sending written nolice to the
Contracting Partners, to (a) decrease with
immediate effect the number of frial subjects
to be recruited; or (b) extend the recruitment
deadline; or (c) terminate this Agreement.
According to (c), the Sponsor or CRO may
terminate this Agreement by written notice
with immediate effect, provided that the
Sponsor or CRO informed the Contracting
Partners about their delay with recruiting trial
subjects in writing beforehand and asked
them to remedy this delay within an additional
reasonable time-limit and the Contracting
Partners failed to remedy this delay within
such additional reasonable time-limit. The
Conftracting parties must be duly informed in
writing about the Sponsor's/CRO's possibility
to terminate this Agreement with immediate
effectif the Contracling Parties do not remedy
the situation even within an additional period
of ime.

12.5

V pripade, Ze Zadavatel neschvali nového
Hlavného skusajiceho podla ¢&l. 2.27 alebo
sa tento novy Hlavny skusajici pisomne
nezaviaze k povinnostiam podla tejto
Zmluvy, Zadavatel je opravneny Htito
Zmluvu  ukonéit vypovedou ku diu
doru¢enia vypovede Centru. V pripade, Ze
Hlavny skasajuci a Zadavatel maju zaujem
pokracovat v spoluprac pri vykonavani
Klinického skasania v inom zdravomickom
zanadeni, Centrum sa zavazuje poskymuat
sucinnost pri  prevedeni relevantnych
udajov, informacii a materialu, ktoré nie su
vlastnictvom Centra, v prospech nového
centra.

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

12.6

V pripade, Ze poc¢as auditu alebo inSpekcie
regulaénych organov bude zistené porusenie
ustanoveni tejto Zmluvy alebo Protokolu zo
strany Centra alebo Hiavného skasajiceho
(alebo nedodrZanie ustanoveni tejto Zmluvy
zo slrany ktoréhokolvek iného Clena
Studijného timu), ma Zadavatel alebo CRO,

12.6 In the case that an audit or inspection of
supervising authorities discovers a breach of
this Agreement or the Protocol on the part of
the Center or the Principal Investigator (or
failure by any Clinical Trial Team Members to
observe the provisions of this Agreement), the
Sponsor or CRO, upon Sponsor's approval,
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na zaklade schvélenia Zadavatela, pravo
tito Zmluvu pisomne vypovedat' s ockamzitou
ucinnostou, pricom acinky takejto vypovede
nastantu diom jej dorucenia poslednej zo
Zmluvnych stran.

shall have the right to terminate this
Agreement by written nolice with immediate
effect, and such termination becomes
effective on the date of its delivery to the last
of the Contracting Parties.

12.7 CRO je povinné uhradit vietky dizné ciastky | 12.7 The CRO must pay all outstanding amounts
za riadne poskytnuté sluzby Zmluvnymi for the services properly provided by the
partnermi na zaklade tejto Zmluvy a Contracting Partners based on this
naklady, ktoré im oddvodnene vznikli, ku Agreement and all reasonably incurred costs,
diiu dorucenia vypovede alebo v pripade as of the day of receipt of the notice or, in the
ukoncenia tejto Zmluvy podla ¢l. 12.1 k case that this Agreement is terminated
poslednému diu vypovednej lehoty alebo v pursuant to Article 12.1, as of the last day of
pripade ukoncenia tejto Zmluvy podla d. the termination period or, in the case that this
123 ku diiu dorucenia pravoplatného Agreement is terminated pursuant to Article
zamietutia. Ak Centrum preukazatelne 12.3, as of the day of receipt of the final
obdrZalo vy$8iu sumu odmeny a nakladov, rejection. In the case that the Center provably
na ktoré mu podla skuto¢ne vykonanych received higher payments than the payments
¢innosti vznikol narok v silade s touto due according to the work actually performed
Zmluvou, Centrum sa prislusny rozdiel based on this Agreement, the Center shall
zavazuje zaplatit spat CRO bez zbytoéného refund the balance to the CRO without undue
odkladu. delay.

12.8 Pri skon¢eni Zmluvy sa Zmluvni partneri | 12.8 Upon termination of this Agreement, the
zavazuju  vratit  Zadavatelovi vSetok Contracting Partners shall retum to the
nespotrebovany material a predmety, ktoré Sponsor all unused materials and items
im boli poskythuté v suavislosti s Klinickym provided to the Contracting Partners in
skusanim a dorugia vietkky Doévemé relation to the Clinical Trial and deliver all
informacie a Vysledky, a to najneskér do Confidential Information and Results within
tridsiatich (30) pracovnych dni od datumu thirty (30) working days of the day of
ukoncenia Zmluvy. termination of this Agreement.

Cl. 13 - Roézne ustanovenia Article 13 — Miscellaneous

13.1 Uzalvorenie tejto Zmluvy nie je podmienené | 13.1The conclusion of this Agreement is not
Ziadnym  existujuicim  alebo  budicim contingent on any exisling or future business
obchodnym vztahom medzi Zmluvnymi relationship between the Sponsor and the
parmemmi a Zadavatelom ani Ziadnym Contracting Partners or on any business
obchodnym rozhodnutim, ktoré Zmluvni dedision that the Contracting Partners made or
partneri  urobili alebo urobia  vodi shall make with respect to the Sponsor or the
Zadavatelovi alebo vyrobkom products sold by the Sponsor. Nothing
obchodovanym Zadavatelom. Ni¢ uvedené contained in this Agreement shall be
v tejto Zmluve sanebude v Ziadnom pripade construed in any manner as an obligation or
vykladat' ako povinnost alebo presviedéanie inducement for the Contracting Parties to
Zmluvnych stran, aby akejkolvek osobe recommend thatany person or entity purchase
alebo subjektu odponicali, aby si zakupili the Sponsor's products or those of any entity
produkly Zadavatela alebo  produkty affiliated with the Sponsor.
ktoréhokolvek  subjektu  pridruZzeného
k Zadavatelovi.

13.2 Na vylicenie pochybnosti Zmluvné strany | 13.2 To eliminate any doubts, the Confracting

vyhlasuji, Zze vo v8etkych pripadoch ked
tato Zmluva odkazuje na  Zmluvnu
vyskumnu organizaciu, kona tato Zmluvna
vyskumna organizacia vyluéne pod svojim
menom a ako zastupca Zadavatela a nie je
Zmluvnou stranou tejto Zmluvy.

Parties represent and warrant that research
organizations referred to in this Agreement act
in its name and as a representative of the
Sponsor and are not a contracling party to this
Agreement.
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133

Zmluvni partneri sa zavazuju plnit svoje
povinnosti podla tejto Zmluvy spbdsobom,
ktory bude v stllade s prislusnymi pravnymi
predpismi zameranymi proti Kkorupcii a
podplacaniu a v sulade s prilohou ¢. 3.
Zmluvni partneri zavazne vyhlasuji, Zze v
suvislosti s Klinickym skasanim neposkyti
ani neposkytnl Ziadnu platbu ani prospech,
priamo alebo nepriamo, Gradnej osobe,
zakaznikom,  obchodnym  partnerom,
odbornikom v zdravomictve ani Ziadnej inej
osobe na (cel ziskania nedovoleného
prospechu alebo nekalej obchodnej vyhody,
nebudi  ovplyviiovat rozhodovanie v
stilkromnej ani verejnej sfére, predpisovanie,
ani  nebudid nikoho podnecovat k
porusovaniu profesijnych povinnosti alebo
pravidiel. Zmluvni partneri sa zavazuju
bezodkladne pisomne oznamit
Zadavatelovi kazdé podozrenie Gi zistené
porusenie vyS88ie uvedenych zasad v
suvislosti s  obchodnou cinnostou
Zadavatela a buda v tychto pripadoch
spolupracoval’  so  Zadavatelom  pri
presetreni takej zaleZilosti.

13.3

The Contracting Partners agree to perform
their obligations under this Agreement in
compliance with applicable anti-bribery and
anti-corruption laws and in compliance with
Appendix 3. The Contracting Partners
represent and warrant thatin connection with
the Clinical Trial they did not provide and shall
not provide any payment or benefit, directly or
indirectly, to government officials, customers,
business partners, healthcare professionals
or any other persons in order to secure an
improper benefit or unfair business
advantage, shall not influence private or
official decision-making, shall not influence
prescribing and shall not instigate anyone to
breach professional duties or rules. The
Contracting Partners agree to immediately
report to the Sponsor in writing any suspected
or detected violation of the above principles in
connection with the Sponsor's business
aclivity and, in such cases, shall cooperate
with the Sponsor in reviewing the matter.

13.4 Zmluvneé strany vyhlasuji, Ze nemaju v

stcasnosti uzatvoreni Ziadnu zmluvu ani
zavazok, ktorych plnenie by negativne
ovplyvnilo  plnenie  povinnosti  vodi
Zadavalelovi alebo CRO na zaklade tejlo
Zmluvy a sucasne sa zavazuiju po celi dobu
priebehu Klinického skasania Ziadnu takuto
zmluvu  neuzavrie ani  Ziadny takylo
zavazok neprijat. Hlavny skd$ajid ruci za
to, e Ziadny z Clenov &tudijného timu nema
v sucasnej dobe uzatvorent Ziadnu takito
Zmluvu, a zavazuje sa zabezpedcit, Ze
ziadny z Clenov S$tudijného timu takuto
zmluvu neuzavrie.

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 lheir obligations
with respect to the Sponsor or CRO based on
this Agreement and agree not to enter into
any such agreement or accept any such
obligation in the course of the Clinical Trial.
The Principal Investigator warrants that no
Clinical Trial Team Member is presently
under any such agreement and agrees to
ensure that no Clinical Trial Team Member
shall enter into any such agreement.

13.5 Tato Zmluva obsahuje Gplné dojednanie o

predmete Zmluvy a vSetkych naleZitostiach,
ktoré Zmluvné strany mali a chceli v Zmluve
dojednat, a ktoré povazuju za doblezité.
Sacasne Zmluvné strany vyhlasuja, Ze si
vzajomne oznamili vietky informacie, ktoré
povazuju za doéleZité a podstatné na
uzatvorenie tejto Zmiluvy.

13.5

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

13.6

Zmluvné strany prejavili volu neuplatiovat

akekolvek prava a povinnosti Zmluvnych
stran vyvodené z doterajSej alebo budlcej
praxe zavedenej medzi nimi alebo zvyklosti
udrziavanych vSeobecne & v odvetvi
tykajicom sa predmetu plnenia tejto
Zmluvy, pokial tato Zmluva neustanovuje
inak.

13.6

The Contracting Parties do not wish to have
any of their rights and obligations implied from
current or future praclice established between
them or from usages observed in general or in
the industry related the subject-matter of this
Agreement, unless explicily agreed in the
Agreement.
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13.7

Kazda zo Zmluvnych stran kona ako
nezavisly subjekt a na Ziadne tcely nie je v
postaveni partnera, sprostredkovatela,
zamestnanca ani zastupcu druhej Zmluvnej
strany.

13.7 Each Contracting Party shall act as an
independent entity and shall not be construed
for any purposes as a partner, agent,
employee or representative to the other
Contracting Party.

13.8

CRO méze tito Zmluvu postapit alebo inak
previest na Zadavatela bez sdhlasu
Zmluvnych partnerov. CRO bezodkladne
informuje Zmluvnych partnerov o kazdom
takomto prevode. Pripadny prevod zo strany
CRO na ktorikolvek  Pridruzenych
spolocnosti Zadavatela alebo na akukolvek
tretiu stranu podlieha predchadzajicemu
pisomnému odsuhlaseniu Centrom.
Zadavatel ma pravo postupit tito Zmluvu
uplne alebo séasti na ktortikolvek zo svojich
Prepojenych oséb alebo tretej strane, aviak
iba po predchadzajicom pisomnom
odsthlaseni Centrom. Ziadna zo Zmluvnych
stran nie je opravnena postupit svoje prava
a/ alebo povinnosti tplne ani sc¢asti na tretiu
stranu bez predchadzajiceho pisomného
suhlasu ostamych Zmluvnych stran. Tato
Zmluva zavazuje Zmluvné strany, ako aj ich
pravnych nastupcov a osoby, na ktoré budd
prava a zavazky Zmluvnych stran v salade s
tymto ¢lankom postipené.

13.8 CRO may assign or otherwise transfer this
Agreement to Sponsor without prior approval
of the Contracting partners. CRO shall
promptly inform the Contracting Partners of
any such transfer. Any assignment from CRO
to Sponsor’s respective Affiliates or to any
third party shall be only upon a prior written
approval of the Institution.The Sponsor shall
have the right to assign this Agreement, in
whole orin part, to any of its Affiliates or to any
third party, similarly upon a prior written
approval of the Institution. The Contracling
Partners may not assign its rights or
obligations under this Agreement, in whole or
in part, to a third party without the prior written
consent of the other Parties. This Agreement
is binding for all Parties as well as their legal
successors and parties to which the rights and
obligations of the Contracting Parties shall be
assigned in compliance with this Article.

13.9

Neplathost alebo nevymahatelnost
konkrétneho ustanovenia tejto Zmluvy nema
vplyv na platnost ostamych ustanoveni.
Zmluvné strany sa zavazuju nahradit
neplamé a nevymahatelné ustanovenie
plamym a wvymahatelnym ustanovenim,
podla potreby, ktorym bude ¢o moZno
najblizSie dosiahnuty amysel, klory strany
mali v ¢ase uzavretia tejto Zmluvy.

13.9 The invalidity or wunenforceability 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 lime they entered into this
Agreement.

13.10 Jednostranné vzdanie sa prava alebo tichy

sihlas alebo neuspesné dovolania sa
porusenia ktoréhokolvek ustanovenia tejto
Zmluvy  Zmluvnou stranou nezaklada
jednostranné vzdanie sa prava v suvislosti s
akymkolvek naslednym porusenim
ktoréhokolvek ustanovenia tejto Zmluvy.

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

13.11 Pokial nie je v tejto Zmluve dohodnuté

inak, povazuje sa za kontaktni osobu
Centra Hlavny skusajuci.

MUDr. Jan Mikler, PhD.
Klinika deti a dorastu

Univerzitna nemocnica Martin,
Kollarova 2, 036 59 Martin, Slovensko

13.11 Unless otherwise agreed in this
Agreement, the Center's contact person
shall be the Principal Investigator.

MUDr. Jan Mikler, PhD.
Klinika deti a dorastu

Univerzitna nemocnica Martin,
Kollarova 2, 036 59 Martin, Slovakia
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Tel: +42 1 I
Email: mikler@unm.sk

Ukon urobeny voci Centru sa povaZuje za
riadne urobeny a voéi  Hlavnému
skusajucemu, resp. Clenom Studijného
timu.

Tel: +421
Email: mikler@unm.sk

All aclions taken with respect to the Center
shall be deemed as actions taken respect to
the Principal Investigator or Clinical Trial
Team Members as well,

13.12 Ziadna zo zmluvnych stran nestrati Ziadne
prava podfa tejto Zmluvy, ani sa nedostane
do omeskania s plnenim svojich zavazkov z
dévodu neplnenia Zmluvnej strany, ktora sa
dostala do omegkania, ak bolo neplnenie
sposobené vojnou, terorizmom, S$lrajkom,
pozZiarom, zemelrasenim, povodiou,
vylukou, embargom, vladnymi aktmi alebo
vyhlaSkami alebo obmedzeniami, zlyhanim
dodavatelov alebo z akéhokolvek iného
doévodu, ked bolo neplnenie mimo
primeranej kontroly Zmluvnej strany, ktora
sa dostala do omeskania, anebolo
spOsobené nedbanlivostou alebo
protipravnym konanim alebo opomenutim
alebo porusenim povinnosti Strany, ktora sa
dostala do omeSkania, podfa tejto Zmluvy,
apokial Strana, ktora sa dostala do
omeskania, vyvinula véetko primerané usilie
na zabranenie alebo napravu vy88ej modi;
avSak za predpokladu, Ze Zmluvna strana
nebude v Ziadnom pripade pozZiadana, aby
urovnala akykolvek pracovny spor alebo
naruSenie. Zmluvna strana ovplyvnena
vy§Sou mocou bezodkladne po nastupe
udalosti vy$$ej moci pisomne oznami druhej
Zmluvnej strane zasah vy$Sej moci, datum,
kedy tato udalost nastala, jej
pravdepodobné alebo potencidlne trvanie a
vplyv vy3sej moci na schopnost tejto Strany
pinit ktorukolvek z jej povinnosti podla
Zmluvy a vyvinat vetko primerané usilie na
zmiemenie vplyvu vy8sej moci na plnenie
svojich povinnosti. Ak sa Zmluvna strana z
vysSie uvedeného dobvodu oneskori s
plnenim svojich zavazkov podla tejto
Zmluvy o viac ako tridsat (30) dni, potom je
druhda  Zmluvna  strana  opravnena
vypovedat' tito Zmluvu bez akejkolvek
povinnosti uhradil kompenzaciu alebho
pokutu.

13.12 Neither Party shall lose any rights hereunder
or be in default of its obligations on account of
failure of performance by the defaulting Party
if the failure is occasioned by war, terrorism,
strike, fire, earthquake, flood, lockout,
embargo, governmental acts or orders or
restrictions, failure of suppliers, or any other
reason where failure to perform is beyond the
reasonable control of the defaulting Party and
not caused by the negligence or wrongful acts
or omissions or breach of the defaulting
Party's obligations under this Agreement and
that the defaulting Party has exerted all
reasonable efforts to avoid or remedy such
force majeure; provided, however, that in no
event shall a Party be required to setlle any
labour dispute or disturbance. The Party
affected by force majeure shall promplly after
the start of the force majeure event noltify the
other Party in writing of the force majeure, the
date on which it started, its likely or potential
duration and the effect of the force majeure on
such Party's ability to perform any of ils
obligations under the Agreement, and use all
reasonable endeavors to mitigate the effect of
the force majeure on the perfoormance of its
obligations. If a Parly, due to such
abovementioned reason, is delayed in
performing its obligations hereunder for more
than thirty (30) days then the other Parly shall
be entiled to terminate this Agreement
without any compensation or penally
obligation,

13.13 Zmluvné strany sa dohodli, Ze tato Zmluva
moze byt s dalej uvedenou vynimkou
menena iba pisomne prostrednictvom
vzoslupne 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

13.13 The Contracting Parties have agreed that this
Agreement may be changed, exduding the
exceplion mentioned below, only through
wrilten consecutively numbered amendments
signed by all Confracting Parties. The
Contracling Parties are not obliged to execute
an amendment to this Agreement in case of
so-called minor changes in the Protocol. A
minor change in the Protocol means a change
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Protokolu, ktord nemeni rozsah ¢&i sposob
vykonavania (konov (najméa vysSetrenie)
vykonavanych Zmluvnymi partnermi v ramci
Klinického skisania a nema teda akykolvek
vplyv na vysku odmeny za vykonavanie
Klinického ski$ania ¢i inej ceny uvedenej v
tejlo Zmluve. Nepodstalné zmeny Protokolu
su ucinné diom ich dorucenia Centru,

in the Protocol that does not change the scope
or manner of procedures (in particular
examination) performed by the Contracling
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 Agreemenl. Minor changes in the
Protocol shall come into effect on the day of
their delivery to the Center.

13.14 Tato Zmluva je vytvorena a riadi sa
slovenskym pravom. Zmluvné strany sa v
sulade s ustanovenim § 262 ods. 1 a 2
Obchodného zakonniku vyslovne dohodli,
Ze ich zavazkovy vztah upraveny touto
Zmluvou sa bude riadit Obchodnym
zakonnikom. Zmluvné strany sa dalej
dohodli, Ze v3elky spory vzniknuté z lejto
Zmluvy budl riesené vecne a mieshe
prislusnymi sudmi Slovenskej republiky.

13.14 This Agreementis construed and governed by
the Slovak law, The Contracling parties, in
accordance with the provision of Seclion 262
para. 1 and 2 of Commercial Code, expressly
agree that their contractual relationship
regulated by this Agreement shall be
governed by the Commercial Code. The
Contracting Parties have further agreed that
any dispute arising from this Agreement shall
be decided by materially and locally
competent courts of the Slovak Republic.

13.15 Tato Zmluva je vyhotovena v slovenskom a
v anglickom jazyku, pricom Zmluvné strany
povazuji obe jazykové verzie za
rovnocenné, aviak pre pripad vykladovych
nezrovnalosti medzi jednotlivymi verziami
sa Zmluvné strany dohodli, Ze prednost ma
slovenska verzia Zmluvy. Tato Zmluva a
v8elky jej prilohy predstavuju uplni dohodu
Zmluvnych stran o predmete tejto Zmluvy.

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

Cl. 14 - Prilohy

Article 14 — Appendices

Nasledujuce prilohy tvoria neoddeliteln(i sicast
tejto Zmluvy, pokial nie je v tejto Zmluve
stanovene inak:

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

Priloha ¢. 1: Finanéné podmienky

Priloha ¢. 2: Stihlas so spracovanim

osobnych udajov

Priloha ¢. 3: Protikorupéné pravidia

Priloha ¢. 4: Podmienky poskytnutia vybavenia

Appendix 1 — Payment Schedule and Budget
Appendix 2 — Data Protection

Appendix 3 — Anti-Bribery Rules
Appendix 4 - Equipment list
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ALK-Abellé A/S - Zadavatel / Sponsor

Name, signalure, date / Meno, podpis, datum podpisu:

Parexel / CRO

Name. signalure, dale / Meno, podpis, datum podpisu:
LANO BN2i AW

SV RW G 4

\ t: ‘f}vl '.2- III ':'.-1 ’f

Univerzitna nemocnica Martin — Center / Centrum

MUDr. Dusan Krkoska, PhD., MBA
generdlny riaditel UNM

Name, signature, dale / Meno, podpis, datum podpisu:

Ing. Stanislav Skoriia

! ickyr naditaf LINDA
Name. signalure, dale / Meno, podpis, datum podpisu: Eronomicy nadict LM

31 AUG. 2021

MUDr. Jan Mikler, PhD. — Hlavny skasajici / Principal Investigator

31, AUG N

Signalure, date / Podpis, datum
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I[ Priloha 1 - Harmonogram platieb a rozpocet

Appendix 1 - Payment Schedule and Budget |

Podrobnosti o Prijemcovi plathy

1. Payee Details B

|

XD
|
|

| Protocol Number / Cislo Protokolu TT-06

| Site Number 7 Cislo centra

Site # 204 SVK

| | Payee Name / Menu prijemcu plathy

Univerzitna nemocnica Martin

| Payee Address / Adresa pfijemcu platby Kollarova 2 |
| Address Line 2/ 2. riadok adresy N/A |
_Address Line 3 / 3. riadok adresy N/A
Province/State/Country / Provnicia/$1at N/A
City / Meslo Martin ;
Postal Code / Podlové smérovacie Gislo 036 59
Country / Stat Slovakia

Payee Contacl / Konlakina osoba prijemcu platby

Ing. Magdalena

Payee Contact Phone Number / Tel. &islo kontakiné
|_osoby pfijemcu platby

+421 421 043-4203-601

Remittance E-mail Address / E-mailova adresa
kontakiné osoby prijemcu platby

General Finance conlract e-mail address if dilferent
from above / Obecna Emailova adresa finanéného
ulvaru, pokial sa li$i od e-mailové adresy vyigie

NIA :

NP

Not Applicable / neuZije sa

| | _TaxID (VAT)/Daiova identifikace (DPH)

SK2020598019

Bank Account Holder Name / Meno majitela
bankového uétu

Univerzitna nemocnica Martin |

Bank Account Number / Cislo uétu

IBAN (International Bank Account Number) / IBAN

Bank Name / Nazov banky Statna pokladnica |
' Bank Number / Ciselny kod banky 8180 1|
Bank Branch Number / Cislo bankové pobocky N/A B
|_Bank Identification Code / SWIFT kod SPSRSKBAXXX [ ]

Bank Type / Druh banky

retail bank

| Payment/transaction reference /
“variabilny symbol”

Sender to Recipient information /
[ zprava pro prijemncu platby

Number of the respective invoice / éislo faktury |

"TT-06" (i.e. protocol number) . |

Aby sa zabezpedila spravna platba, vyplite vaetky
|_vySsie uvedené polia.

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

V pripade, Ze v priebehu skusania déjde k zmene udajov
Prijemcu platby, zmluvné strany sa dohodl, ze nebud
| polrebné Ziadne zmeny a dopinenia tejto Zmluvy, za

| predpokladu, Ze Prijemca plathy pisomne oznami CRO
: alebo jeho zastupcovi revidované tdaje o prijemcovi platby

| na nasledujicu e-mailovi adresu:
I 'CRo
| neprebera zodpovednost za nespravne (daje o prijemcovi

| platby. ktore poskylne Prijemca platby alebo jeho zastupca.

In the event that payee details are modifiec during the
course of the study, the parties agree that no amendments
to this Agreement shall be required, provided thal Payee
provides wrilten nolification o CRO or its designee with
revised payee details lo the following e-mail address |

CRO |
cmceps no liabili lor incorrecl payee c!elails provided by |

the Payee or ils representative. i

[
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2. Zaradenie do Skusania

2. Enrolment

Cielom tohto skuSania je zhodnotit' pacientov v stlade s
Protokolom. Hlavny skaSajici v mene Cenlra vyvinie
maximalne Gsilie na zaradenie pacientov do Skasania, ako
sa zamy$la v tejto Zmluve. Po dokonceni zaradenia do
Skusania bude Centrum informované pisomne a
zaradovanie pacientov do ski$ania nebude pokracovat.

This study is designed to evaluate patients in accordance
with the Protocol. The Principal Investigator on behalfof the
Center will use best efforts to enrol patients as
contemplated under this Agreement. When enrolment is
complete for the study, the Center will be notified in writing
and will dis-continue enrolling patients.

3. Poplatky za pacienta

3. PerPatientFees:

Suma, ktora sa ma zaplatit Prijemcovi za dokonceny
subjekt, je uvedena v prilozenom dokumente Podrobny

rozpocet — poplatky za pacienta. Vsetky platby budi |

vykonané Stvriroéne a elektronicky a budu vychadzat z
dokoncenych navstev overenych a zadanych do EDC
subjektov (systém elektronického zberu tdajov).

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

4. Podmienené poplatky / Samostatne
fakturované polozky

4. Conditional Fees:

Platha dalSich podmienenych poplatkov alebo vydavkov,
ktoré nie s0 zahmuté v Poplatkoch za pacienta
(definovanych v ¢éasti 3), sa uskutocni podla sadzeb
uvedenych v priloZenom dokumente Podrobny rozpocet -
podmienené poplatky / Samostatne fakturovane
polozky:

Payment for other conditional fees or expenses that are not
induded in the Per Patient Fees (as defined in Section 3)
will be made according to the rates outlined in the attached
Detailed Budget — Conditional Fees:

NEUSPESNY SKRININGU: Neuspesny skrining bude
uhradeny v pomere 3:1, éo znamena, Ze 1 neuspesny
skrining bude wuhradeny po 3 randomizovanych
subjektoch). Jeden netspesny skrining sa bude uhradzat
za kazdé vykonané vySetreni/procediru podla sadzieb
uvedenych v prilozenom dokumente Podrobny rozpocee -
podmienené poplatky / Samostatne fakturované
poloZzky. Platby za neuspes$ny skriningu nad pomer 3:1
buda vyplatené podla uvazenia ZADAVATELA. Za
neuspeSny skrining sa povazuje subjekt, ktory podpise
formular informovaného suthlasu a dokonéi skrining, no
nevyhovie kritériam pre zaradenie/vyli¢enie zo ski$ania,
okrem nevyhovujucej laboratomej hodnoty IgE, a nebude
randomizovany do udrziavacej fazy. Platba Prijemcovi
bude vykonana po prijati prislusnej faktary.

SCREENING FAILURE: Screening failures will be paid in 3:1
ratio which means that 1 Screening Failure is payable after 3
randomized Subjects). The single screening failure will be
paid per procedure done, according to the rates outlined in
the attached Detailed Budget — Conditional Fees.
Payments for screening failures over 3:1 ratio will be at
SPONSOR's discretion. A screening failure is considered a
subject who signs the informed consent form and
completes screening but fails under indusion/exclusion
criteria except for failure to the IgE laboratory value and will
not be randomized to the maintenance phase. Payment to
Payee will be made upon receipt of the comresponding
invoice.

NEPLANOVANA NAVSTEVA: Neplanovand navsteva
vykonana v ramdi Klinického skusania, ktora presahuje bezny
$tandard starostlivosti o pacienta, a harmonogramu navstev,
sa bude uhradzat' za kazdé vykonané vySetreni/procedir
podla sadzieb uvedenych v prilozenom dokumente
Podrobny rozpocee - podmienené poplatky / Samostatne
fakturované polozky. Budu preplatené maximalne 2
neplanované navstevy na kaZdého pacienta, pokial tieto
navslevy nesuviseli s poZiadavkami tykajucimi sa COVID-19.
Platha sa zaéne spracovavat' po prijati faktiry s prislusnou
podpornou  dokumentaciou v stlade so suhlasom
ZADAVATEL A alebo nim poverenej osoby.

UNSCHEDULED VISIT: Unscheduled visit performed as part
of the Clinical Trial that are outside of the normal standard of
patient care and visit schedule will be paid per procedure
done, according to the rates oullined in the attached
Detailed Budget — Conditional Fees. Up to 2 unscheduled
visits unless related to COVID-19 requirements will be
reimbursed per patient. Processing of payment will begin
upon receipt of invoice with adequate supporting
documentation in accordance and approval of SPONSOR or
its designee.

NAHRADA CESTOVNYCH VYDAVKOV SUBJEKTU: V
sulade s informovanym suhlasom, schvalenym etickou

SUBJECT TRAVEL REIMBURSEMENT: In accordance
with the EC-approved Informed Consent Form the Study
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komisiou, budd subjektom hodnotenia za kazdi navstevu v
Studijnom centre vyplacané nasledujice nahrady (viz tiez
Podrobny rozpocet - podmienné poplatky):

« Po kazdej navsteve
rodic¢/subjekt kompenzaciu vo vyske [JJJEUR za
prvi navstevu allEUR za ostatné navstevy na
pokrytie vydavkov, ako je jedlo a parkovanie pocas
navstevy, kloré st nevyhnutné v ramci skugania

pracoviska  dostane

Tato sumu je tiez uvedena vo formulari informovaného
suhlasu, ktory bude predloZzeny subjektu skasania.
Nahrada bude vyplatena na zaklade prijatia faktiry a
prislusnej podpornej dokumentacie.

patients will be paid for every Study visit at the site as
follows (see also Detailed Budget — Conditional Fees):

+ After each site visit they complete, the
subject/his/fher parent will be compensated the
amount of lll EUR for Visit 1 and il Eur for
other visits to cover out-of-pocket expenses such
as meals and parking for visils that are required as
partof the trial

This amount is reflected in the informed consent form as it
will be provided to the trial subject. The reimbursement will
be paid against the receipt of the invoice and corresponding
support documentation.

5. Poplatky pracoviska

5. Site Fees:

POCIATOCNY POPLATOK: Jednorazova nevraina platba
uvedena v prilozenom dokumente Podrobny rozpocet -
poplatky pracoviska za ginnosti sivisiace so zahajenim
skusania (napr. pociatocné lekarenské poplatky, priprava
regulacnych dokumentov, priprava, sprava a predioZenie
protokolu a suvisiacich dokumentov IRB/EC ald.) sa
uskutocni po vykonani Zmluvy, schvaleni zo strany IRB/EC
ainiciaacnej navsteve pracoviska, na ziskanie platby musia
byt' dokonceni veltci kandidali. Tato platba sa povaZuje za
Uplna a konedni kompenzaciu za vsetky ¢innosli spojené
so zahajenim Skusania. Platba bude uhradena Prijemcovi
po prijati prislugnej faktary.

START-UP FEE: A one-time non-refundable payment as
oullined in the attached Detailed Budget — Site Fees for
start-up related activiies (e.g. initial phammacy fees,
preparation of regulatory documents, preparation,
administration and submission of protocol and related
documents to the IRB/EC, efc.) will be made upon
execution of the Agreement, IRB/EC approval, and site
initiation visit, all qualifiers must be completed in order to
receive payment. This paymentis considered full and final
compensation for all aclivities associated with Study
initiation. Payment to Payee will be made upon receipt of
the corresponding invoice.

ARCHIVACNE POPLATKY: Jednorazova platba vo vyske
uvedenej v prilozenom dokumente Podrobny rozpocet -
poplatky pracoviska sa uhradi na kond alebo pri
predcasnom ukonceni Klinického skasania po ukonéovacej
navsteve, aby sa pokryli naklady spojené s archivaciou
zaznamov Klinického skusania po dobu 25 rokov po
skonéeni alebo predcasnom ukonéeni Klinického skisania.
Platba bude uhradena na zaklade prijatia faktiry a
prisludnej podpornej dokumentacie.

ARCHIVING FEES: One-time payment at a rate oullined in
the attached Detailed Budget — Site Fees will be paid al
the end or at the premature termination of the Clinical Trial
after the close-out visit to cover the costs assodiated with
archiving of the Clinical Trial records for 25 years after the
end or the premature termination of the Clinical Trial. The
reimbursementwill be paid against the receipt of the invoice
and corresponding support documentation.

Prijemca platby prediozi faktiry za poskymhuté sluzby a
vydavky, ktoré vznikni podra c¢asti 5, pricom vsetky platby
sa uskutotnia do Styridsatpat' (45) dni odo dia prijatia
platnej faktiry v sdlade s touto Zmluvou. Vietky platby
buda vykonani elektronicky na vyssie uvedeny bankovy
ucet.

Payee shall submit invoices for services performed and
expenses incurred under Section 5, all payments will be
made within forty-five (45) days of receipt from the date of
receipt of valid invoice in accordance with this Agreement.
All payments will be made electronically to the bank
account stated above.

6. Pomemeé platby:

6. Pro-Rata Payments:

a. Platba za subjekty skusania, ktoré nedokondia
Klinické sku$anie, mézu byt Prijemcovi platby
vykonané na pomemom zaklade. Platba bude
zahfilat' iba tie Subjekty skasania, ktoré boli
zaradené pred predéasnym ukoncenim Klinického
ski$ania alebo pred daumom, kedy bolo
dorucené oznamenie o takom predéasnom
ukonéeni, podla toho, ¢o nastane neskor.

a. Payment for trial subjects who do not complete |
the Clinical Trial may be made to Payee on a pro
rata basis. Payment will include only those trial
subjects who were enrolled before the premature
termination of the Clinical Trial or the date that
notice is received of such premature termination,
whichever is later,
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[ b. Ak ZADAVATEL ukongi Klinické skusanie pred b. Should SPONSOR teminate the Clinical Trial
dokonéenim, budl uhradené pomemé vydavky a prior to completion, pro-rated expenses and fees
poplatky, ako je uvedené v cCasli 3, za kazdu shall be paid as set forth in Section 3 for each
navstevu Subjektu vykonant pred predcasnym Subject visit performed before the premature
ukonéenim Skasania alebo diiom, kedy bolo termination of the Study or the date notice is
doruéené oznamenie o takomto predéasnom received of such premature termination,
ukonéeni, podla toho, ¢o nastane neskér. whichever is later.

c. Ak Centru vzniknu dalSie nezrusitelné naklady v | c. If other non-cancelable costs are incurred by
silade s c¢astou 4 Zmluvy, musi byt CRO | Center in accordance with Seclion 4, of the
poskythuté pisomné oddvodnenie na kontrolu a Agreement, written justification must be provided
schvalenie a uhrada tychto nakladov podlieha to CRO for review and approval, and payment of
schvaleniu ZADAVATELOM. such costs is subject to SPONSOR's approval.

d. V kaidom pripade, ak Prijemca platby dostal d. In any instance where the Payee has been

nezasluzene financne prostriedky, tieto
prostriedky budi vratené CRO do Styridsatpat dni
od oznamenia.

received uneamed funds, such funds shall be
returned to CRO within forty-five days of
notification.

T Porusovatelia protokolu

7. Protocol Violators

Platby subjektom sku$ania, o ktorych sa predpoklada, Ze
porusili Protokol, mézu byt vyplatené do bodu, ked k
porugeniu doslo na zaklade rozhodnutia ZADAVATELA
afalebo CRO.

Payments for trial subjects who are deemed to have been
in violation of the Protocol may be paid up to the point that
the violation occurred at the discretion of SPONSOR and/or
CRO.

8. Faktury

8. Invoices

CRO prostrednictvom nim urcenej osoby poskyine
Prijemcovi platby informacie polrebné na stanovenie vysky
odmeny, ktora mu ma byt vyplatena.

Zdravotnicke zariadenie je opravnené vystavit vSetky
faktiry na zaklade podkladu od splnomocneného zastupcu,
odsthlaseného hlavnym skuSajucim. Za deii zdanitelneého
plnenia povaZujeme posledny defl poskyiutia sluzby,
ktorym sa pre ucely tejto zmluvy rozumie defi prevzatia
pisomne odsuhlasenej vysky ciastok v ramci tejto Stadie.
Splamost faktiry je 60 dni od prijatia faktiry v CRO.

Prijemca platby na zaklade tychto informacii vystavi svoju
faktiru. Zaslite originalne, spravne a detailné faktury vo
formate uvedenom v Dodatku A na tito adresu:

CRO through its designee shall provide Payee with the
information necessary to determine the amount of
remuneration due to Payee.

The Institution shall issue invoices based on the above
necessary information, as provided by the CRO’s designee
and reviewed and agreed by the Principal Investigator. The
date when the Institution receives such overview/set of
information necessary to determine the invoiced amount
shall also be the date of laxable supply of the service as
per this Agreement. The payments shall be due in 60 days
from CRO’s invoice receipt.

Payee shall issue their invoice based on this information.
Please send original, comrect and itemized invoices in the
format shown in Exhibit A to the following address:

Preferovane Preferred
Fakmi mozZete zasielal emailom na adresu: Invoices may be e-mailed to:

Parexel International (IRL) Limited

Parexel Intemational (IRL) Limited

One Kilmainham Square

One Kilmainham Square

Inchicore Road, Kilmainham

Inchicore Road, Kilmainham

Dublin 8

Dublin 8

Ireland

Ireland

C. skiiania Parexel: 248605

Parexel Study no.: 248605

Vetky faktiry musia obsahovat nasledujiuce informacie

All invoices must contain the following information:
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o Cislo Protokolu

+ Protocol Number

o Cislo faktiry

+ Invoice Number

¢ Datum faktiry

+ Invoice Date

* Miesto, datum a opis poskytovanych
sluzieb

+ Place, Date & Description of Services
Provided

«  Cislo Projektu

* Project Number

* Celkova splatna suma

+ Total amount payable

¢ Pouzity vwwmenny kurz (v relevanimom
pripade)

¢ Exchange rate used (where applicable)

+ Meno Skusajuceho

¢ Investigator Name

¢ Nazov pracoviska

¢  Site Number

¢ Narodnéidenlifikacné cislo poskylovatela
(NP1) Skasajuceho

* Investigator National Provider

Identification (NP 1) Number

¢ Meno a adresu prijemcu platieb

+ Payee Name and Address (per this
Agreement)

¢ Vy&sie uvedena adresa

¢ Address listed above

* Dadum dodania

» Date of Supply

Z faktiry a stvisiacej dokumentacie by pred predloZzenim
na uhradu mali byt odstranené identifikujice osobné tdaje
pacienta (napr. meno, datum narodenia, inicialy atd.).

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

9. Zaverecna platba

9. Final Payment

Bez ohladu na vy$sie uvedené sa posledna platba vyplati
po dokonéeni nasleduijticich &innosti:

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

+ Boli dokoncené vietky pozadované navstevy
subjektu v ramci skusania

+ all required trial subject visits have been
completed

¢ CRO dostalo vselky tdaje o subjekte skigania vo
forme vhodnej na analyzu

¢ CRO has received all trial subject data in a form
suitable for analysis

+ vSelky otazky za ucelom objasnenia tidajov boli
vyrieSené k spokojnosli CRO

+ all data darification queries have been resolved to
CROQO's salisfaclion

*  ZADAVATEL overil, &i je vyplnena vietka
pozadovana regulaéna dokumentécia

* SPONSOR has verified that all required regulatory
documentalion is complete

+ Centrum vratilo vietko pozadované vybavenie,
lieky a iny material

» Center has returned all required equipment, drugs
and other material

¢ bola vykonana zavereéna navsteva v ramci
skusania

¢ the Study close-out visit has been completed

Prijemca platby bude mat Sestdesiat (60) dni od prijatia
poslednej platby podla tejto Zmluvy na zistenie
nezrovnalosti a vyriesenie akychkolvek sporov v stvislosti
s plathou s CRO.

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

Vsetky faktiry vystavené pre platby v ramdi skidania, ktoré
st uvedené v tomto dokumente, musia byt predloZzené
CRO do Sestdesiatich (60) dni od zavere¢nej navstevy
Centra. Faktury prijaté po tomio ¢ase nebudi uhradené.

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

10. DAN

10. TAX

VSetky poplatky a vydavky v tomto Harmonograme st bez
DPH alebo platnej dane.

All fees and expenses in this Schedule are exclusive of VAT
or any applicable tax.
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2) Conditional Fees / Podmienené poplatky / Samostatne fakturované poloiky (lzv.
.Conditional Fees")

Conditional Procedure { Samostatne Budget €/ Giastka za
fakturované polozky vysetrenie
Record prior and concomitant medication 0.56
Phy sical examnination 2.498
Height, Weight 2.20
Vital signs 1.36
Lung function test 1.32
[nterpretation and Report; Lung function test 0.52
SPT 0.16
Assess AEs 0.72
Assess symptoms of eosinophilic oesophagtis 0.52
Blood draw - Blood sanple for specific [gE against

0.48
Betv 1
Blood draw - Blood sanples for safely laboratory 0.48
assesanents :
Collection of urine sanple - urine sanples for
safely laboratory assessments, Urine pregnancy 0.28

test, if applicable

Blood draw - Blood sanple for Immunologcal
assesgnents

Blood draw - Blood sanple for biobank, Bood
sanple for pharmacogenetics

Sample preparation for shippng 0.48
Pharmacy, Sinple - Dispense IMP, Dispense

0.48

0.48

asthma and rhinoconjunctivitis rescue medication .
Physaan: Pumonary Medidne - Per Hour - 1.48
Oropharyngeal examination '
Patient Resmbursement, Expenses, Pationt Travel 12000
and Stipend - SVI OMY

Patient Rambursement, Expenses, Patient Travel

and Stipand - ALL OTHER ONSITE VISITS 60.00

except for SV
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3) Site Fees / Poplatky pracoviska (tzv. ,Site Fees")

Site Costs Budget
Study Start-Up Fee/Site Set-Up Fee 2,000.00
Pharmacy: Set-Up Fee 250.00
Doaiment Storage, Archiving Total Cost 500.00
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Exhibit B to the Appendix 1/ Podpriloha B Prilohy 1
Invoice Template (recommended format) — Vzor faktiry {odporicany)

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

Issued to: Parexel International {(IRL) Limited
One Kilmainham Square
Inchicore Road
Kilmainham
Dublin 8
Ireland

Irish VAT Number: IE 3249971HH
Invoice No:

Date:

Protocol Number:
Project Number:
Site Number:

[Insert Currency]
Services in relation to the carrying out of a clinical trial 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

248605 TT-06 SVK 203 Zollerova 20210416 1.0
Page 48 of 56




Priloha 2 — ochrana osobnych udajov

Appendix 2 — Data Protection

Poziadavky uvedené v tejto Prilohe 2 dopinaji
ustanovenia o ochrane Udajov uvedené v
Clanku 10 Zmluvy

The requirements set out in this Appendix 2
are in addition to the data protection provisions
sel outin Article 10 of the Agreement.

1. Osobné udaje subjektov skusania

1. Personal data of trial subjects.

a S vyhradou dojednani
stanovenych vo formulan
stihlasu podpisanom kazdym
subjektom skuSania nebudd

osobné  udaje  subjektu
skisania Zvergjnené
Zadavatelovi alebho CRO,

pokial' to umoziuju prislusné
zakony o ochrane Udajov a je
to nevyhnutné na splnenie
poziadaviek Protokolu alebo v
vo vztahu k naroku alebo
konaniu zacatému subjektom

skiSania v suvislosti s
Klinickym skdasanim.
Akékolvek zvergjnenie

osobnych adajov tykajlcich
sa subjektov skusania musi
byt v stlade s plathymi
Zakonmi o ochrane Udajov.

a. Subject to arrangements set
outin the consent form signed
by each trial subject, personal
data of the tnal subject shall
not be disclosed to Sponsor
or CRO save where this is
permitted by applicable Data
Protection Laws and
necessary to satisfy the
requirements of the Protocol
or in relation to a claim or
proceeding brought by a trial
subject in connection with the
Clinical Tnal. Any disclosure
of personal data related to
trial subjects shall comply with
applicable Dala Protection
Laws.

b. Pokial ide o spracuvanie
osobnych udajov tykajucich
sa  subjektov  skuasania,
Centrum a Zadavatel
vystupuju - kazdy jednotlivo a
nezavisle od seba ako
nezavisli  prevadzkovatelia
osobnych udajov, a to s
ohladom na Groven
nezavislosti, odborné znalost
a zodpovednosti spojené s
Klinickym skusanim; a CRO
pdsobi ako sprostredkovatel

b. Inrespect of the processing of
personal data related to the
trial subjects, the Center and
Sponsor act -  each
individually and separately
from each other - as
independent controllers  of
personal data in their own
right, considering the level of
independence, professional
expertise and responsibilities
involved in the Clinical Trial;
and CRO acts as a data

udajov na zaklade processor subject to a
samostaing) dohody o] separate dala processing
spracovani Udajov medzi agreement between Sponsor
Zadavatelom a CRO. Pojmy and CRO. As used in this
Jprevadzkovatel a Agreement, 'controller' and
Jspracovatel”,  ktoré  sa ‘processor’ shall have the
pouzivajl v tejto Zmluve, meanings given to them in
maji  vyznam uvedeny Vv GDPR.
nariadeni GDPR.
2. Osobné Gdaje Hlavného skusajiceho 2. Personal Data of the Principal
pracovnika a c¢lenov timu klinického Investigator and the Clinical Trial

skusania.

Team Members.
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a. Pred a v priebehu Klinického

a. Pror to and during the course

skiSania moze Zadavatel of the Clinical Trial, the
zhromazdoval' a spracuval Sponsor may collect and
osobné Gdaje lykajlice sa process  Personal Data
Hlavného  skuSajuceho a relating to the Principal
élenov timu klinického Investigator and the Clinical
skusania v sulade so zakonmi Tnal Team Members in
o ochrane Udajov a ako je accordance with Data
dalej uvedené v informacnych Protection Laws and as
listoch uvedenych v prilohe 5 further set out in the
ao. information sheets included in
Appendix 5 and 6.
b. Hlavny skasajici podpise b. The Principal Investigator
Prilohu 5. Centrum sa shall sign Appendix 5. The
zavazuje dodrziavat Center agrees to comply with

povinnost informovat' ¢lenov
timu klinického skusania o
prijati ich osobnych udajov
Zadavatelom tak, Ze im
poskytne koépiu informadného
listu uvedeného v Prilohe 8 a
zabezpeci, aby bola kodpia
informacného listu
uvedeného v Prilohe 6
odovzdana Zadavatelovi do

patnastich  (15) dni od
vykonania tejto  Zmluvy.
Pokial ide o spracuvanie

osobnych udajov tykajticich
sa Hlavného skusajuceho a

the duty to inform the Clinical
Tral Team Members of
Sponsor's receipt of their
personal data by providing
them with a copy of the
information sheet set out in
Appendix 6 and ensuring a
copy of the signed Appendix 8
will be provided to Sponsor
within fifteen (15) days after
the  execution of lhis
Agreement. In respect of the
processing of personal data
related to Principal
Investigator and Clinical Trial

clenov limu klinického Team Members, the Center
skusania, Centrum a and Sponsor act - each
Zadavatel budu konat - kazdy individually and separately
samostatne a nezavisle od from each other - as
seba ako  nezavisli independent controllers  of
prevadzkovatelia  osobnych personal data in their own
udajov. rght.

3. Osobné udaje signatarov a 3. Personal Data of signatories and
administrativinych Zamesthancov administrative _employees of the
Centra (okrem Hlavného skusajiceho Center (other than the Principal
a Clenov_timu klinického skusania) a Investigator _and the Clinical Trial
CRO, Team Members) and the CRO.
Centrum a CRO informuju svojich The Center and CRO shall each

signatarov podpisujcich tato Zmluvu a svojich
administrativnych zamestnancov zapojenych
do tejto Zmluvy o tom, Ze ich osobné Udaje
budu zdielané so Zadavatelom, a vyzvu ich,
aby si preditali oznamenie o ochrane
osobnych udajov Zadavatela
(hitps /fwww alk net/terms-and-
condiions/privacy-notice), kde najdu dalsie
informacie o tom, ako Zadavatel spractiva
osobné udaje, a o konkrémych pravach
dotknutych osdh. Signatari a administrativni
zamestanci Centra a CRO budud informovani
o)

inform its signatories signing this Agreement
and ils administrative employees involved in
this Agreement that their personal data will be
shared with Sponsor and encourage them to
visit  the  Sponsor  Privacy  Nolice
(https /fwww alk_nel/terms-and-
conditions/privacy-notice) for more details on
how the Sponsor processes personal data and
the specific rights of data subjects. In
particular, the signatories and administrative
employees of the Center and CRO shall be
informed of the following:
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Osobné udaje potrebné na
riadenie a vykonavanie tejto
Zmluvy  bude  Zadavatel
spracuvat’ za Ucelom
podpisania a plnenia Zmluvy
a na zaklade potreby plnenia
Zmluvy.

The personal data necessary
in order to manage and
perform this Agreement will
be processed by Sponsor with
the pumpose of signing and
performing the Agreement
and based on the need to
perform the contract.

Takéto osobne tdaje samdzu
zdielal SO (i)
sprostredkovatelmi  Udajov
Zadavatela, ktorymi mozu byt
pridruzené  spoloénosti  a
dalsie spolocnosti patriace do
jeho skupiny spolo¢nosti, ako
a s  dodavatelmi a
poskytovatelmi sluzieb ako
tretimi stranami, s (i) inymi
prevadzkovatelmi Udajov,
ktori patria do jeho skupiny
spolo¢nosti, a (i) s inymi
tretimi  stranami s cielom
splnit’ akékolvek predvolanie
na sud, sudny prikaz alebo
iny pravny proces alebo
povinnost, vyhoviet Ziadost

etickych vyhorov,
zahraniénych narodnych
zdravotnickych organoy,
regulaénych organov,

ypozZiadavke vlad alebo
akejkolvek  inej  préavne
vymahatelnej poZiadavke. Vo
vietkych tychto pripadoch
moZzu mat' tretie strany sidlo v
krajinach mimo Eurdpskeho
hospodarskeho priestoru
(,EHP"), ktoré sa nemusia
povazovat Za krajiny
poskytujice pnimerant
uroven ochrany osobnych
Gdajov. V takych pripadoch sa
Zadavatel bude spoliehal’ na
prislusné zabezpecenia, ako
su napriklad zavazné
podnikové pravidld alebo
Standardné zmluvné dolozky,
alebo na potrebu plnit zmluvu
s Centrom a/alebo, CRO
alebo na potrebu
preukazania, uplatnenia
alebo  obrany  pravnych
narokov. Viac informécii v
tomto ohlade je mozné
vyZiadat si pisomne na
adrese uvedene] v zdhlavi
tejto Zmluvy.

Such personal data may be
shared with (1) Sponsor's data
processors, which can be
affiliates and other companies
belonging to its group of
companies, as well as third
party suppliers and service
providers, with (i1) other data
controllers that belong to its
group of companies and wilh
(iit) other third parties in order
to comply with any subpoena,
court order or other legal
process or obligation, to
comply with a request from
ethics committees, foreign
national health authorities,
regulators, governmental
request or any other legally
enforceable demand. In all
these cases, the third parties
may be located in countries
outside the European
Economic Area ("EEA") that
may not be considered as
providing an adequate level of
protection of personal data, in
these cases, the Sponsor will
rely on appropriate
safeguards such as binding
comporate rules or standard
contract clauses or on the
need to perform the contract
with the Center and/or CRO
or on the need of the
establishment, exercise or
defense of legal claims. More
information to this respect can
be requested by writing to the
addresses indicated in the
heading of this Agreement.
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c. Osobné udaje signatarov a

administrativhych
pracovnikov Centra a CRO sa
budd  uchovévat najviac
dvadsatpat (25) rokov po
ukonéeni Klinického
skusania, pricomtieto osoby
mozu pouzit’ adresu uvedenu
v zahlavi tejto Zmluvy, aby
kedykolvek uplatnili  svoje
prava na pristup, opravu,
vymazanie, obmedzenie
spracovania a namietky. Ak
signatan alebo administrativni
pracovnici Centra alebo CRO
poZaduju viac informacii o
spracovani svojich osobnych
Gdajov, mozu pisat na adresy
uvedené v zahlavi tejto
Zmluvy. Pracovnika
zodpovedného za ochranu
Udajov Zadavatela mozete
kontaktovat' zaslanim e-mailu
na adresu
dpo.alk@bechbruun.com. V
pripade, Ze signatari alebo
administrativni pracovnici
Centra alebo CRO buda mat
za lo, Ze v suvislosti s tymto
spracovanim boli porusené
predpisy o ochrane udajov,
budd moct podat’ staznost
Uradu na ochranu udajov:
zoznam uradov na ochranu
udajov. EU  ngjdete  tu:
htlps:/ec.europa.eu/justice/ar
ticle-29/structure/data-
protection-

authorities/index _en.htm

C.

The personal data of the
signatories and administrative
employees of the Center and
CRO will be stored for a
maximum period of twenty-
five (25) years after the
Clinical Trial is finished, and
they may write to the address
indicated in the heading of
this Agreement in order to
exercise his/her nghts of
access, rectification, erasure,
resticion of processing and
objection at any time. If the
signatories or administrative
employees of the Center or
CRO require more
information on the processing
of their personal data, they
may write to the addresses
indicated in the heading of
this Agreement. The Data
Protection Officer of the
Sponsor can be contacted by
sending an email o
dpo.alk@bechbruun.com. In
case the signatones or
administrative employees of
the Center or CRO consider
that data protection
regulations  have  been
breached in the context of this
processing activity, they will
be able to make a complaint
within a Data Protection
Authonty; a list on EU's data
protection authorities can he
found herein:
hitps://ec. europa eu/justice/ar
ticle-29/structure/dala-
protecthon-

aulhorities/index en him
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Priloha 3 — Protikorup¢né pravidla Appendix 3 — Anti-Bribery Rules

a. Zmluvni partneri musia vzdy a.
konat cesne a dodrziavat
najvyssie etické Standardy

The Contracling Partners
must at all times act with
integnty and honesty and
comply with the highest
ethical standards.

b.  Zmluvni partneri zaruéuju, Ze b.
oni, ani Ziadni ¢lenovia timu
klinického skisania nie sU
Uradnikmi, agentmi alebo
zastupcami akejkolvek vlady,
politickej strany alebo
medzinarodne] organizacie,
kde mézu byt v autoritnych
poziciach a mohli by
neopravnene pomoct CRO
alebo Zadavatelovi ziskat
obchodnu vyhodu.

The Contracting Partners
warrant that neither they, nor
any Clinical Tnal Team
Members are officials, agents,
or representatives of any
govemment or political party
or intemational organization
where they may be in
positions of authonty to be
able to improperly help the
CRO or the Sponsor obtain a
business advantage.

c.  Zmluvni partnen dalej c.
zarucuju, Ze oni ani Ziadni
¢lenovia  timu  Klinického
skusania sa nebudt podielat
nav Ziadnej ¢innosti, ktora je
zakdzana (i) Zakonom o
zahraniénych korupénych
praktikach USA z roku 1977,
plalhym v danom c¢ase, (i)
Protikorupénym zakonom
Spojeného kralovstva z roku
2010, ktory je ucinny v danom
¢ase, a (iii) akychkolvek inych
prislusnych protikorupénych
pravnych predpisov (dalej
spoloéne len  Protikorupéné
zakony").

The Contracting Partners
further warrant that neither
they nor any Clinical Trial
Team Members shall engage
in any activity that is
prohibited by (i) United States
Foreign Corrupt Practices Act
of 1977, as in effect at any
given time, (ii) the UK Bribery
Act 2010, as in effect at any
given time, and (iil) any other
applicable anti-corruption
legislation (collectively "Anti-
Corruption Laws").

d. Bez obmedzenia vysSie d.
uvedeného nesma  Zmluvni
partneri uskutoénovat, davat
ani pontikat platby, dary alebo
iné vyhody Ziadnej osobe na

Without limiting the foregoing,
the Contracting Partners must
not make, give, or offer any
payment, gift or other benefit
or advantage to any person

ucely: for the purposes of:

i. zabezpecenia I. securing any
akejkolvek improper advantage;
neopravnenej vyhody; or
alebo

il. nabadania prijemcu
alebo inej osoby, aby
urobila alebo
opomenula akykolvek
Ukon, ktory je v
rozpore s jeho
povinnostami alebo
zodpovednostou
(alebo za ucelom

i inducing the recipient
or another person to
do or omit to do any
actin violation of
their duties or
responsibilities (or for
the purposes of
rewarding such
conduct).
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poskytnuba odmeny za
takéto konanie).

e. Toto obmedzenie plati vZdy a e. This restriction applies at all
vo vSetkych kontextoch. Aby times and in all contexts. For
sa predislo akymkolvek the avoidance of any doubt, it
pochybnostiam, vztahuje sa applies both to dealings with
na jednania s verenymi "public  officials" and o
¢initelmi”, ako aj na rokovania dealings with employees and
SO zamestnancami a agents of commercial
zastupcami ohchodnych enterprises.
spolo¢nosti.

f. Napnek tomu je potrebné pn f. Nevertheless, particular care
jednaniach s vergjnymi must be exercised with
¢initelmi postupovat osobitne dealings with public officials.
opatrne. Zmluvni  partnen The Contracting Partners
nesmu uskutoénovat, davat must not make, give or offer
ani ponukat Ziadne plathy, any payment, gift or other
dary alebo iné vyhody y na benefit or advantage for the
ucely ovplyvnovania Ziadnych purposes of influencing any
ukonov  alebo rozhodnuti act or decision of a public
verejného  dinitel'a (ani official (or inducing such
podnecovania lakéhoto official to use their influence
cinitela, aby vyuZil svoj vplyv with another person, enlity or
na inud osobu, subjekt alebo govemment instrumentality or
vladne nastroje alebo to affect or influence any act
ovplyvnovat akykolvek Ukon or decision of such other
alebo rozhodnutie takejto ingj person, entity or government
osoby, subjekiu alebo instrumentality).
vladneho nastroja).

g. Pojem  Verefny éinitel” g. The term "Public Official
zahima kazdd osobu, ktord includes any person acting on
kond v mene ktoréhokolvek behalf of any government
vladneho organu, agentury department, agency or
alebo nastroja alebo iného instrumentality or any state-
Stameho  alebo statom owned or controlled
riadeného podniku. Patria enterprise. By way of
sem napriklad zdravotnicki example, this includes health
pracovnici  zamestnani v care professionals employed
Stanej nemocnici alebo na by a state- or local
klinke alebo v nemocnhici municipality-run  hospital or
alebo na klinike riadeng clinic, and representatives of
miestnou samosprvoua public international
zastupcovia verejnych organizations.
medzinarodnych organizacii.

h. Zmluvni  partnen  nesmu h. The Contracting Partners

uskutocnovat, davat ani
pontkat Ziadne platby, dary
alebo iné wyhody Ziadnej
osobe, pokial vedia alebo
maju podozrenie, Ze vSetky
alebo ¢as takychto penazi,
darovalebo  vyhod  budu
priamo  alebo  nepriamo
pouZité, vrozpore s bodmi (D)
alebo (E) vysSie.

must not make, give or offer
any paymenlt, gift or other
benefit or advantage to any
person whilst knowing or
suspecting that all or a portion
of such money, gift, benefit or
advantage will be used,
whether directly or indirectly,
in breach of (D) or (E) above.
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Zmluvni partnen musia viest
knihy, zaznamy a Ucty, ktore
primerane podrobne, presne
a spravodlivo  odrazaju
transakcie a disponovanie s
majetkom Zmluvnych
partnerov v stlade s platnymi
pravnymi predpismi.

The Contracting Partners
shall make and keep books,
records, and accounts, which,

in reasonable detall,
accurately and fairly reflect
the fransactions and

dispositions of the assets of
the Confracting Partners, in
accordance with applicable
law.

Zmluvni partneri zavedu svoje
vlasiné zasady a postupy na
zabezpedenie suladu s touto
Prilohou 3.

The Contracting Partners
shall have in place its own
policies and procedures to
ensure compliance with this
Appendix 3.

Zmluvni partneri bezodkladne
nahlasia CRO a Zadavatelovi
kazdé porusenie Prilohy 3 a
budu odpovedat na
akekolvek otazky CRO alebo
Zadavatela  lykajuce sa
akychkolvek  potencidlnych
poruseni a na poZiadanie
spristupnia prislusné
zaznamy CRO alebo
Zadavatelovi.

The Conftracting Parlners
shall report any violation of
this Appendix 3 promptly to
CRO and Sponsor and shall
respond to any CRO or
Sponsor inguiries about any
potential violations and make
appropnate records available
to CRO or the Sponsor upon
request.

Kedykolvek na ziadost CRO
Zmluvni partnen bezodkladne
pisomne potvrdia, Ze
dodrZiavaju Prilohu 3 (a jej
dodrziavanie  zo  strany
vietkych ostatnych ¢lenov
timu klinického skusania).

At any time upon the request
of CRO, the Contracting
Partners shall promptly certify
in wnling their ongoing
compliance (and the
compliance of all other
Clinical Trial Team Members)
with this Appendix 3.
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Appendix 4 - Equipment list/ Priloha 4 — Zoznam vybavenia

V stlade s c¢lankom 3.6 Zmluvy sa Zadavatel
zavazuje poskyinat  Zmluvnym  partnerom
nasledujlice vybavenie (dalej len Vybavenie")

+ teplomer pre uskladnenie medikacie
pri  15-25°C, vratane kalibraéniho
certifikatu

+ centrifuga L200, hodnota/porizovacia
cena EUR 885.

In accordance with Section 3.6 above hereto the
Sponsor  agrees to provide the Contracting
Partners  with  the following  Equipment
("Equipment”)

+ thermometer for storage condition
recording of 15-25°C + calibration
certificate

» centrifuge L200, value/purchase price
EUR 885.
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