ZMLUVA O KLINICKOM SKUSANI

CLINICAL TRIAL AGREEMENT

uzatvorena podla § 269 ods. 2 a nasl. zakona ¢.
513/1991 Zb. Obchodny zékonnik v platnom zneni
(dalej len ,Obchodny zakonnik”) (dalej len
,LZmluva®)

Medzi

PPD Investigator Services LLC

so sidlom 929 North Front St, Wilmington, NC
28401, USA (dalej len “CRQO”) ktora kona vo
vlastnom mene a ktora je splnomocnena na vykon
klinického skuSania pre Pfizer Inc. (dalej len
“Zadavatel” alebo “spoloénost’ Pfizer”)

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

Between

PPD Investigator Services LLC

whose registered office is at 929 North Front St,
Wilmington, NC 28401, USA, (hereinafter referred to
as “CROQ”) acting in its own name and authorized to
perform clinical trials for Pfizer Inc. (hereinafter
referred to as “Sponsor” or “Pfizer)

A

AND

Fakulthd nemocnica s F.D.
Roosevelta Banska Bystrica

so sidlom: Nam. L. Svobodu 1, Bansk& Bystrica
975 17, Slovenska republika

ICO: 00165549

DIC: 2021095670

Zriadena:  Zriadovacou listinou  Ministerstva
zdravotnictva SR ¢. 1842/90-A/l1l-1 z 18.12.1990 v
zneni neskorsich zmien
Konajuca prostrednictvom:
Lapunikova, MBA riaditelka
(dalej len “Centrum”)

poliklinikou

Ing. Miriam

Fakultnd nemocnica s F.D.
Roosevelta Banska Bystrica

with its registered address at: Nam. L. Svobodu 1,
Banské Bystrica 975 17, Slovak Republic

ID No: 00165549

VAT No: 2021095670

Established by the Deed of Foundation of the
Ministry of Health of Slovak Republic no. 1842/90-
A/ll-1 dated 18 December 1990

Represented by: Ing. Miriam Lapunikova, MBA,
Director (hereinafter referred to as the “Center”)

poliklinikou

A

AND

muDr. I

Onkologicka klinika SZU

datum narodenia:

adresa bydliska: [N
Slovenska republika

(dalej len “Hlavny skusajuci”)

muDr. I

Oncology Clinic of SZU
date of birth:

permanent address atj

, Slovak Republic

(hereinafter referred to as the

Investigator”)

“Principal

(Centrum a Hlavny skusajuci spolu dalej len
“Zmluvni partneri”, CRO s Centrom a Hlavnym
skuSajucim spolu dalej len ,Zmluvné strany® alebo
jednotlivo ako “Zmluvna strana”)

(the Center and the Principal Investigator hereinafter
collectively referred to as the “Contracting
Partners”, the CRO with the Centre and the
Principal Investigator hereinafter collectively referred
to as the "Contracting Parties” or individually as a
“Contracting Party”)

Preambula Preamble
VZHLADOM K TOMU, ZE Zadéavatel poziadal| WHEREAS, the Sponsor asked the Contracting
Zmluvnych partnerov, aby vykonali klinické | Partners to conduct a clinical trial involving the study

skusanie so skusanym liekom |
(dalej len "Skuasany liek") s nazvom “DVOJITO
ZASLEPENE, RANDOMIZOVANE, PLACEBOM
KONTROLOVANE KLINICKE SKUSANIE FAZY 2
HODNOTIACE BEZPECNOST, UCINNOST A
ZNASANLIVOST PONSEGROMABU u
UCASTNIKOV S NADOROVYM OCHORENIM,
KACHEXIOU A ZVYSENOU HLADINOU GDF-15,
NASLEDOVANE VOLITELNYM OBDOBIM

dug | (hercinafter called the

“Investigational medicinal product”) named “A
PHASE 2, RANDOMIZED, DOUBLE-BLIND,
PLACEBO-CONTROLLED STUDY TO
INVESTIGATE THE EFFICACY, SAFETY AND
TOLERABILITY OF PONSEGROMAB IN
PATIENTS WITH CANCER, CACHEXIA, AND
ELEVATED CONCENTRATIONS OF GDF-15,
FOLLOWED BY AN OPTIONAL OPEN-LABEL
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NEZASLEPENEJ LIECBY” (dalej len "Klinické
skusanie"), ktoré je blizSie popisané v protokole €.
C3651003, ktory bude Zmluvnym partnerom
odovzdany Zadavatelom a ktory mbéze byt
Zadavatelom jednostranne dopliiovany (dalej len
"Protokol").

TREATMENT PERIOD” (hereinafter referred to as
the “Clinical Trial”) as described in more detail in
protocol no. C3651003 which will be provided to the
Contracting Partners by the Sponsor and which may
be unilaterally updated by the Sponsor
(hereinafter referred to as the “Protocol”).

VZHLADOM K TOMU, ZE Zmluvni partneri
disponuju znalostami, skusenostami a zdrojmi
potrebnymi na vykonanie Klinického skusania
podla ich najlepSieho vedomia maju pristup k
pozadovanému podtu Ucastnikov klinického
skuSania podla kritérii pre zaradenie alebo
vyradenie tak, ako su vymedzené v Protokole, a
su ochotni Klinické skisanie vykonat.

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 skuSania na Centre a rozdelenie
povinnosti suvisiacich s Klinickym skdSanim
medzi Zadavatela a/alebo CRO a Zmluvnych
partnerov. Predmetom tejto Zmluvy su zavazky
Zmluvnych partnerov tykajuce sa vykonania
Klinického sku$ania za podmienok dohodnutych
v tejto Zmluve (vratane podmienok v p rilohe
¢. 5) a zavazok CRO k Uhrade odmeny za
spravne  vykonanie Klinického skuSania.
Akékolvek odchylky od Protokolu a dodatky k
Protokolu, vratane avSak nielen akéhokolvek
vySetrovania alebo skuSania  doplfiujucich
klinickych €i laboratérnych parametrov, vyzaduju
predchadzajlci pisomny suhlas Zadavatela.

1.2 Klinické sku3anie sa vykonava podfa § 29 az
44 zakona & 362/2011 Z.z. o liekoch a
zdravotnickych pomockach a o zmene a doplneni
niektorych zakonov (dalej len “zakon o liekoch”).

1.1The subject of the Agreement is the
performance of the Clinical Trial at the Center
and the division of Clinical Trial-related
obligations among the Sponsor and/or CRO and
the Contracting Partners. The subject of the
Agreement are covenants of the Contracting
Partners to conduct the Clinical Trial under the
terms and conditions agreed herein (including
the terms and conditions in Appendix 5) and the
covenant of the CRO to pay remuneration for a
duly conducted Clinical Trial. Any deviations
from the Protocol or amendments of the
Protocol, including without limitation, any
investigation or evaluation of additional clinical or
laboratory parameters, require the prior written
approval of the Sponsor.

1.2The Clinical Trial is performed pursuant to
Sections 29 to 44 of No. 362/2011 Coll., on
pharmaceuticals and medical devices and on
amendments to certain acts (hereinafter the
“Pharmaceuticals Act”).

Cl. 2 - Povinnosti Zmluvnych partnerov

Article 2 — Obligations of the Contracting
Partners
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2.1 Zmluvni partneri sa zavazuju vykonat a
zdokumentovat Klinické sku$anie hospodarne a s
nalezitou odbornou starostlivostou v prisnom
sulade s (a) Protokolom; a (b) podmienkami tejto
Zmluvy; a (c) etickymi zdsadami Helsinskej
deklaracie; a (d) Harmonizovanym trojstrannym
usmernenim ICH pre spravnu Klinickd prax
vratane jeho naslednych zmien a v3eobecne
akceptovanymi normami spravnej klinickej praxe;
a (e) vSetkymi prisluSnymi pravnymi predpismi; a
(f) vSetkymi prikazmi a smernicami prislusnych
organov verejnej moci a spravy, zdravotnych
poistovni a etickych komisii, ak také existujd; (g)
inStrukciou Zadavatela nazvanej ,Prirucka pre
skusajuceho” (Investigator’s Brochure)
obsahujucej vsetky v sufasnej dobe zname
informacie o produkte / lieku pouzitom v Klinickom
skuSani a jeho vlastnostiach. Priru¢ku pre
skuSajuceho Zadavatel odovzdal Hlavnému
skuSajucemu a bude ju aktualizovat v periodicite
vyzadujucej stavom Klinického skuSania alebo
stanovej pravnymi predpismi. Prirucka pre
skusajuceho bude pripojena k dokumentacii
Klinického skusania; (h) so vSeobecnymi
podmienkami Zadavatela (pokial ich Zadavatef
vydal a poskytol Centru) o vykonavani klinickych
skuSani, s vynimkou tych podmienok, ktoré su
modifikované touto Zmluvou. Centrum sa
zavazuje poskytnut 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 entitled “Investigator’s Brochure”, which
contains all currently known information on the
product/medication used in the Clinical Trial and
on its properties. Sponsor provided the Principal
Investigator with the Investigator’'s Brochure and
shall periodically update the Investigator's
Brochure as required by the status of the Clinical
Trial or set out in the legal regulations. The
Investigator's Brochure will be appended to the
Clinical Trial documents; (h) general terms and
conditions of Sponsor (provided that Sponsor
has issued them and submitted them to the
Centre) on the conduct of clinical studies, except
for the conditions modified by this Agreement.
The Center shall provide adequate resources
and facilities for the performance of the Clinical
Trial.

2.2 Klinické skusanie bude v Centre vykonavané
pod dohladom Hlavného skuSajuceho, ktory je
zodpovedny za jeho riadny priebeh. Hlavny
skusajuci je zodpovednym veducim skupiny
skusajucich v pripade, Ze Klinické sku$anie je v
Centre vykonavané viac ako jednym skusSajucim
(dalej len "Skuasajuci). Hlavny skuasajuci je
zodpovedny za celkové zdravie (castnikov
klinického skusania zucasthujucich sa Klinického
skusania z hladiska poskytovania zdravotnickych
sluzieb na primeranej odbornej Grovni.

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

2.3 Hlavny skuSajaci su€asne mbdze sluzit pre
Zadavatela a/alebo CRO ako kontaktnd osoba na
Centre vo vztahu ku Klinickému sku$aniu, 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 Investigator may also serve as
the contact person for Sponsor and/or CRO with
regard to the Clinical Trial at the Center, unless
this Agreement specifies otherwise. The
Principal Investigator shall conduct the Clinical
Trial as part of his or her employment at the
Center.
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2.4 Centrum sa zavazuje umoznit a Hlavny
sku$ajuci sa zavazuje zabezpecit, aby Skusajuci
a ostatné osoby zahrnuté do vykonavania
Klinického skusania (dalej len "Clenovia
Studijného timu") konali v stlade s podmienkami
tejto  Zmluvy. Centrum sa prostrednictvom
Hlavného sku3ajuceho zavazuje zabezpedit, Ze
pévodni aj novi Clenovia $tudijného timu su
riadne preSkoleni, kvalifikovani a vzdelani,
obzvlast, Zze sa zucastriuju vSetkych Skoliacich
stretnuti o Klinickom skusani, vratane Skoleni na

spravnu  klinickd  prax  vyzadovanych a
zabezpec€ovanych Zadavatelom (Clenovia
Studijného timu v3ak nemusia $kolenie na

spravnu klinicku prax absolvovat, ak sa preukazu
certifikdtom z absolvovaného S$kolenia spravnej
klinickej praxe nie star§im ako tri (3) roky odo dna
zacatia Klinického skuSania). Zadavatel a/alebo
CRO ma pravo odmietnut konkrétnych Clenov
Studijného timu, ak sa Zadavatel a/alebo CRO
domnieva, Ze nie su prisludne vzdelani a / alebo
kvalifikovani. Clenovia $tudijného  timu  su
zamestnanci  Centra. Clenovia $tudijného timu a
Hlavny skusajuci sa budua zucasthovat Skoleni,
ktoré v suvislosti s Klinickym skudsanim pre tieto
osoby Zadavatel zorganizuje a Centrum je
povinné takuto ucast umoznit. Zadavatel alebo
CRO nahradi primerané cestovné a ubytovacie
naklady suvisiace so vzdelavanim podla tohto
Clanku, ak to bude potrebné, ale za ucast na
tomto vzdelavani nendlezi u€astnikom 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 training required and
organized by the Sponsor (Clinical Trial Team
Members, who have a good clinical practice
certificate that is not older than 3 (three) years as
of the first day of the Clinical Trial, are not
required to participate in good clinical practice
training). The Sponsor and/or CRO shall have
the right to reject specific Clinical Trial Team
Members, if the Sponsor and/or CRO 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 or CRO
shall reimburse reasonable travel and
accommodation costs, if applicable related to the
trainings under this article, but no remuneration
shall be provided to participants or any other
persons for attending such trainings.

2.5 Centrum sa zavazuje umoznit Hlavnému
skugajucemu, Skusajucim a Clenom $tudijného
timu, =zucdasthovat sa podla potreby na
stretnutiach  skuSajucich a telekonferenciach
uskutohovanych v priebehu Klinického skusania
v rozsahu pozadovanom Zadavatelom a/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 and/or CRO.

2.6 Kazdé uzatvorenie subdodavatelskej zmluvy,
ktorej predmet plnenia tretej strany sa bude tykat
ktorejkolvek z povinnosti Centra na zaklade tejto
Zmluvy si vyzaduje predchadzajaci pisomny
suhlas Zadavatela al/alebo CRO. Udelenie
takéhoto suhlasu je na vyluénom rozhodnuti
Zadavatela alalebo CRO. V pripade udelenia
takéhoto suhlasu zo strany Zadavatela alebo
CRO Centrum:

2.6 Any subcontracting of any of the Center’s
obligations under this Agreement to a third party
requires the prior written consent of the Sponsor
and/or CRO. Granting of such consent shall be
within the Sponsor's and/or CRO’s sole
discretion. In the case that such Sponsor's or
CRO’s consent is granted, the Center shall:
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2.6.1 je povinné zabezpeCit u subjektu, na
ktorého svoju povinnost prenasa, dodrziavanie
podmienok, (a) ktoré su vzhladom k charakteru
pozadovanej sluzby relevantné a podobné
podmienkam tejto Zmluvy vratane, avsak nielen,
lehdét na plnenie povinnosti, (b) na zaklade
ktorych tretia strana postupi vSetky prava k
vysledkom svojej Cinnosti / Klinického skusania na
Centrum alebo Zadavatela a (c) podla ktorych
tretia strana umozni Zadavatelovi a/alebo CRO
alebo tretim strandm Zmluvne opravnenym
Zadavatelom a/alebo CRO a prisluSnym
regulaénym Uradom vykonanie auditov a in§pekcii
u takejto tretej strany, ¢o suCasne neznamena
obmedzenie povinnosti Centra vo vztahu k
auditom a inSpekcie; a

2.6.1 make sure that such subcontractors
observe the terms and conditions (a) that are
relevant to the nature of requested services and
similar to the terms and conditions of this
Agreement, including — without limitation - the
timelines for 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
Sponsor and/or CRO or third parties contracted
by the Sponsor and/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 inspections; and

2.6.2 bude niest zodpovednost za riadne plnenie
vSetkych povinnosti, ktoré budd predmetom
subdodavatelskych zmluv.

2.6.2 be responsible for due performance of
all subcontracted duties.

2.7 Zmluvni partneri sa zavazuju vynalozit vSetko
Usilie na zaradenie ucastnikov  klinického
skusania do Klinického sku$ania v sulade s
poziadavkami na zaradovanie a lehotami
ustanovenymi v Protokole. Sucasné lehoty
vztahujuce sa k vykonavaniu Klinického skusania
sU nasledovné:

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

2.7.1 Predpokladany zacliatok naboru ucastnikov
klinického skusania je GG -
predpokladané ukonéenie [ . Nabor
UCastnikov klinického skuSania sa vzdy riadi
aktualnymi podmienkami Protokolu.

2.7.1 Recruitment of trial subjects is expected to

begin on | -nd to be completed by
I R-cruitment of trial subjects is

always governed by current terms and conditions
of the Protocol.

2.7.2 Hlavny sku$ajuci a Centrum suhlasia, Ze
Zadavatel méze jednostranne kedykolvek zmenit
poCet uCastnikov Klinického skuSania, ktorych
Hlavny skuSajuci do Klinického skuSania moéze
zaradit a/alebo ¢asovy harmonogram néboru, a to
prostrednictvom vydania prislusného pokynu ku
Klinickému skuSaniu. Takyto pokyn sa nebude
vztahovat na uz =zaradenych ucastnikov
klinického skusania.

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 timeframe by issuing a
relevant instruction for the Clinical Trial. Such an
instruction shall not concern the already included
trial subjects.

2.8 Hlavny sku3ajuci sa zavazuje do Klinického
skuSania zaradit iba riadne spoOsobilych
Ucastnikov klinického skusania v sulade s
Protokolom a oznamit zaradenie udastnikov
klinického skusania do Klinického skusania s
uvedenim ¢&isla rozhodnutia o Klinickom skusani a
datumu zaradenia uéastnika klinického skuSania
do Klinického skuSania zdravotnej poistovni
vykonévajlcej verejné zdravotné poistenie
UCastnika klinického skusania bezodkladne po
zaradeni Ucastnika klinického skusSania do
Klinického skusania v sulade s ustanovenim § 44
pism. 0) zakona o liekoch.

2.8 The Principal Investigator agrees to include
in the Clinical Trial only such trial subjects that
are duly suitable for the Clinical Trial in
compliance with the Protocol and announce the
inclusion of the trial subject to the Clinical Trial
specifying the decision number of the Clinical
Trial and the date of inclusion of the trial subject
in the Clinical Trial to the health insurance
company conducting the Public Health Insurance
of trial subject immediately after inclusion of the
trial subject to Clinical Trial in accordance with
the provisions of Section 44 letter o) of the
Pharmaceuticals Act.
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2.9 Zmluvni partneri sa zavazuju zabezpedit, Ze
Klinické sku$anie bude vykonavané v sulade s
povolenim alebo sthlasom k ohlaseniu vydanym
Statnym ustavom pre kontrolu lieéiv (dalej len
,SUKL®) a suhlasmi prisludnych etickych komisii
(“EK”). Zmluvni partneri sa zavazuju poskytnut
Zadavatelovi a/alebo CRO sucinnost pri priprave
dokumentov tykajicich sa Klinického sku$ania a
odovzdat’ Zadavatelovi a/alebo CRO alebo tretej
strane urlenej Zadavatelom a/alebo CRO
bezodkladne vSetky vyhlasenia potrebné na
povolenie  Klinického skuSania regulaénymi
organmi a / alebo etickymi komisiami, vratane
avSak nielen (i) vyhlasenie o finanénych
zaujmoch, (ii) zivotopisy a (iii) potvrdenie o
zodpovedajucom vybaveni miesta Klinického
skiSania. Zmluvni partneri sa zavazuju
zabezpecit, Zze poskytnuté dokumenty tykajlice sa
Klinického skusania su Uplné a spravne.
Napriklad, vyhlasenie o finan¢nych zaujmoch
musi obsahovat vSetky finanéné vztahy medzi
Hlavnym skd$ajucim a ktorymkolvek Clenom
Studijného timu, a ich finanéné zaujmy, na jednej
strane a Zadavatelom alebo ktoroukolvek
spolo€nostou prepojenou so Zadavatelom, na
strane druhej, vratane - av$ak nielen - odmeny
alebo iného finanéného prospechu prijatého
kazdym z nich od Zadavatela alebo ktorejkolvek
z0 spoloc¢nosti prepojenych so Zadavatefom za
konzultaéné c&innosti alebo iné sluzby nepokryté
touto Zmluvou. Potvrdenia o finanénych zaujmoch
by mali byt predlozené v priebehu Klinického
skuSania, pri jeho zmene a jeden rok po skon&eni
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 § 66a ods. 2 Obchodného
zékonnika, (c) je osobou ovladanou tou istou
ovladajucou osobou, (d) je Clenom tej istej
skupiny, alebo (e) ktord priamo alebo nepriamo,
prostrednictvom  jedného alebo viacerych
sprostredkovatelov, vykondva  kontrolu, je
kontrolovand alebo je pod spolo¢nou kontrolou so
Zmluvnou stranou.

2.9 The Contracting Partners agree to ensure
that the Clinical Trial shall be conducted in
compliance with the approval or consent with
notification issued by the State Institute for Drug
Control (further “SUKL”) and approvals of the
competent ethics committees (“EC”). The
Contracting Partners agree to cooperate with the
Sponsor and/or CRO in preparing documents
concerning the Clinical Trial and to immediately
provide the Sponsor and/or CRO or a third party
specified by the Sponsor and/or CRO with all
declarations necessary for the approval of the
Clinical Trial by regulatory authorities and/or
ethics committees, including without limitation, if
applicable, (i) Financial Interest Declarations, (ii)
CVs and (iii) confirmation of adequate trial site
facilities. The Contracting Partners shall ensure
that the provided Clinical Trial documents are
complete and correct. For example, the Financial
Interest Declarations shall contain all financial
relations between, and financial interests of, the
Principal Investigator and any Clinical Trial Team
Member, on one hand, and the Sponsor or any
of the Sponsor’'s affiliates, on the other hand,
including - but not limited to - remuneration or
other financial benefits received by each of them
from the Sponsor or any of the Sponsor's
affiliates for consultations or other services not
covered in this Agreement. The Financial Interest
Declarations 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 entity or
company, which (a) is a controlled person
pursuant to Section 66a para. 1 of Commercial
Code, (b) is a controlling person pursuant to
Section 66a, para. 2 of Commercial Code, (c) is
a person controlled by the same controlling
person, (d) is a member of the same group, or
(e) which directly or indirectly, through one or
more intermediaries, controls, is controlled by or
is under joint control with a Contracting Party
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2.10 Hlavny skuaSajuci sa zavazuje vSetkych
Ucastnikov klinického skusania zodpovedajucim
spbsobom informovat o cieloch, metddach,
predpokladanych prinosoch a potencialnych
rizikdch Klinického skuSania a o okolnostiach, za
ktorych by ich osobné udaje mohli byt
spristupnené Zadavatelovi a/alebo CRO, jeho
Prepojenym osobam, prislusnym organom, tretim
stranam, ktoré poskytuju sluzby Zadavatelovi
a/alebo CRO, a/alebo etickym komisiam. Hlavny
skuSajuci sa zavazuje zabezpedit, Ze uclastnici
klinického sku$ania sa zU€astnia Klinického
skuSania az potom, C€o podpiSu informovany
sthlas uUcastnika klinického sku$ania poskytnuty
Zadavatelom. Hlavny skua$ajuci uchova original
takého suhlasu v zdravotnickej dokumentacii
UCastnika klinického skuSania. Ak Gc€astnik
klinického sku$ania svoj suhlas v priebehu
Klinického skusania odvola, Zmluvni partneri
nesmu vo vztahu k tomuto u€astnikovi klinického
vykonat' Ziadne dalSie postupy v ramci Klinického
skusania okrem pripadnych opatreni tykajdcich sa
dalSieho sledovania predpisanych Protokolom, s
ktorymi Ucastnik klinického skusania suhlasil.
Nasledna liecba ucastnika klinického skusania,
ktora nesuvisi s Klinickym skuSanim, je
vyhradnou lekarsku zodpovednostou a pravnou
zodpovednostou Zmluvnych partnerov.

2.10 The Principal Investigator agrees to
appropriately inform all trial subjects of the aims,
methods, expected benefits and potential risks of
the Clinical Trial and the circumstances under
which their personal data might be disclosed to
the Sponsor and/or CRO, its Affiliates,
competent authorities, third parties providing
services for the Sponsor and/or CRO and/or
ethics committees. The Principal Investigator
agrees to ensure that the trial subjects shall not
participate in the Clinical Trial until after they sign
their informed consent provided by 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 zavazuju zabezpecit, ze
UCastnikom klinického skuSania zaradenym do
Klinického skusania sa v Centre nebudu podavat
iné neregistrované lieky podla § 46 zakona o
liekoch a v zmysle Vyhlasky Ministerstva
zdravotnictva SR ¢&. 507/2005 Z.z., ktorou sa
upravuju podrobnosti o povolovani terapeutického
pouzitia hromadne vyrdbanych liekov, ktoré
nepodliehajli registracii, a podrobnosti o ich
Uhrade na zaklade verejného zdravotného
poistenia, ani sa nebudu zucastriovat iného
klinického skuSania, pri ktorom by ucastnici

klinického skuSania dostavali v Slovenske;j
republike  neregistrovany liek v  priebehu
Klinického skusSania bez predchadzajuceho

pisomného suhlasu Zadavatela.

2.11 The Contracting Partners shall ensure that
the trial subjects included in the Clinical Trial do
not receive other unregistered medicinal
products according to Section 46 of
Pharmaceuticals Act and within the meaning of
Decree of Ministry of Health of the SR no.
507/2005  Coll., regulating  details on
authorization of the therapeutic use of mass-
produced medicines which are not subject to
registration and details of their payment on the
basis of public health insurance, nor 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.
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2.12 Ak pocas Klinického skusania v Centre
déjde k posSkodeniu zdravia ucastnika klinického
skiSania, Zmluvni partneri sa zavazuju
informovat o kazdej takejto udalosti Zadavatela
(i) v pripade zavazného neziaduceho ucinku
al/alebo zavaznej neziaducej udalosti a/alebo v
pripadoch tehotenstva, ak také existujd,
najneskdr do dvadsiatichStyroch (24) hodin a (ii)
v pripade neziaduceho Uc¢inku a/alebo neziaducej
prihody bezodkladne v ramci leh6t stanovenych v
Protokole a inych pokynoch danych Zadavatelom
o hlaseni Udajov tykajucich sa bezpec€nosti.
Sucastou takého hlasenia musi byt tiez
posudenie pri¢innej suvislosti. O akomkolvek
inom poskodeni zdravia Ucastnika klinického
skuSania alebo akomkolvek zavaznom poruseni
Protokolu alebo pokynov spravnej klinickej praxe,
musia Zmluvni partneri informovat Zadavatela
bez zbyto€ného odkladu. Zmluvni partneri budu
vzdy spolupracovat so Zadavatelom pri jeho

hlaseniach vSetkych zavaznych neziaducich
udalosti a podozreni na neziaduce UuCinky
produktov alebo lieckov SUKL, EK, prislugnej
zdravotnej poistovni  vykonavajucu verejné
zdravotné  poistenie  Ucastnikov  klinického
sku$ania, pripadne  prislusnym  organom

¢lenskych Statov, na ktorych GUzemi sa vykonava
multicentrické klinické skusanie, a v pripade ak to
stanovuju pravne predpisy alebo o to poziada
Zadavatel, poskytnu prislusnym orgdnom aj
pozadované informacie. Zmluvni partneri su
povinni poskytovat Zadavatefovi sucinnost s
plnenim povinnosti tykajucich sa hlaseni
neziaducich ucinkov.

2.12 If in the course of the Clinical Trial at the
Center trial subjects' health is harmed, the
Contracting Partners 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
/twenty-four) hours at the latest and (ii) in case of
any adverse effect and/or adverse event
immediately within the timelines specified in the
Protocol and other instructions on safety-related
data reporting provided by the Sponsor. Such
reporting must also include an assessment of
causality. Any other harm to health of trial
subjects or any serious breach of the Protocol or
good clinical practice guidelines must be reported
to the Sponsor without undue delay. The
Contracting Partners will always cooperate with
Sponsor in his reports of all serious adverse
events and adverse effect suspected of products
or medicines to SUKL, the EC, the relevant health
insurance company performing public health
insurance of Clinical Trial 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.

2.13 Zmluvni partneri sa zavazuju bez
zbyto€ného odkladu zodpovedat vsetky otazky
Zadavatela alebo os6b poverenych Zadavatelom
tykajuce sa dokumentécie neziaducej udalosti.
Toto zahffia najma aktivne nasledné sledovanie
a objasnenie prislusnych nezrovnalosti v
hlaseniach neziaducich udalosti a udalosti
tehotenstva. Na U€el hlasenia nezZiaducich
udalosti a udalosti tehotenstva su Zmluvni
partneri povinni pouzivat formuldre poskytnuté
Zadavatelom, ak také existuju.

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

2.14 Pocas a po skonceni Klinického skuSania
sa zavazuju Zmluvni partneri  predlozit
Zadavatelovi vSetky dokumenty prijaté od
Statnych organov, etickych komisii a/alebo
prislusnych regulaénych organov tykajlce sa

2.14 During and after completion of the Clinical
Trial, the Contracting Partners shall submit to the
Sponsor all documents received from authorities,
ethics committee/s, and/or competent regulatory
authorities regarding

3651003 Slovakia |l CTA Approved on 17Apr2023

Page 8 of 53




akychkolvek suhlasov alebo povoleni alebo
prislusnej komunikacie o bezpecnosti vo vztahu
ku Klinickému skuSaniu do dvadsatstyri (24)
hodin od ich obdrzania.

any consent or authorization or safety- related
communication with respect to the Clinical Trial
within 24 (twenty-four) hours following their
receipt.

2.15 Zadavatel alebo CRO zabezpeci, aby
Centrum dostalo dostatocné mnoZzstvo
Skusaného lieku na vykonanie Kilinického

skusania. Pokial nie je v prilohe ¢. 1 uvedené
inak, Zadavatel alebo CRO taktiez zariadia, aby
Centrum dostavalo akékolvek dalSie lieky ktoré
vyzaduje Protokol (napr. placebo, porovnavaci
liek, sprievodny liek). Akykolvek dalsi liek
pozadovany Protokolom, ktory Zadavatel alebo
CRO poskytuje alebo za neho pokryje naklady,
sa spolu so SkuSanym liekom povazuje za
,Studijny liek*. Zmluvni partneri sa zavazuju
pouzivat Studijny liek vyluéne na ugely
vykonavania Klinického skusania a iba sp6sobom
Specifikovanym v Protokole. Zmluvni partneri su
zodpovedni za riadne prijimanie, pouzivanie,
nakladanie, skladovanie a vedenie dbkladnej a
presnej evidencie zaobchadzania so Studijnym
liekom v priebehu Klinického skuSania v sulade s
poziadavkami spravnej klinickej praxe, spravnej
lekarenskej praxe a Protokolom. Naviac sa
Zmluvni partneri zavazuju vratit alebo zabezpedit
riadnu likvidaciu nepouzitého SkuSaného lieku,
ak si Zadavatel likvidaciu vyziadal (na naklady

Zadavatela), a tato likvidaciu riadne
zdokumentovat. V  pripade nacCatého a
nespotrebovaného Skusaného lieku, ktorého

forma podania je inflzia, zaistia Zmluvni partneri
likvidaciu ihned po priprave &i Uprave Skusaného
lieku.

2.15 Sponsor or CRO will arrange for the Center
to receive sufficient quantites of the
Investigational Medicinal product to conduct the
Clinical Trial. Unless otherwise indicated in
Appendix 1, Sponsor or CRO will also arrange for
the Center to receive any other Protocol-required
drugs (e.g. placebo, comparator drug,
concomitant drug). Any other Protocol-required
drug that Sponsor or CRO provides or covers the
cost of is, together with the Investigational
medicinal product, considered “Study Drugs”.
The Contracting Partners agree to use the Study
Drugs exclusively for the purposes of conducting
the Clinical Trial and only as specified in the
Protocol. The Contracting Partners are
responsible for the proper receipt, use, handling,
storage and keeping detailed and accurate
records of handling of the Study Drugs in the
course of the Clinical Trial pursuant to the
requirements of good clinical practice, good
pharmacy practice and Protocol. The Contracting
Partners agree to return any unused
Investigational medicinal product or properly
liquidate any unused Investigational medicinal
product, 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 wunused Investigational
medicinal product administered by infusion
immediately after its preparation or modification.

2.16 Centrum sa tymto zavazuje zabezpedlit
uskladnenie, pripravu, kontrolu a distribdciu
Studijného lieku v sdlade s ustanovenim
Protokolu, ako aj v  sulade so v3eobecne
zavaznymi pravnymi predpismi a v sulade so
vSetkymi ustanoveniami pokynov pre klinické
skuganie liekov SUKL. Zmluvni partneri nebudu
vyzadovat zaplatenie SkuSaného lieku alebo
akejkolvek sluzby hradenej Zadavatelom podfa
tejto Zmluvy od ucastnika klinického skusania
alebo od tretej strany, ako je napriklad zdravotna
poistovia.

2.16 The Center hereby agrees to ensure that the
Study Drugs 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 SUKL. The Contracting Partners shall not
charge any trial subject or third party, such as a
health insurance company, for the Investigational
medicinal product or for any services paid for by
the Sponsor under this Agreement.

2.17 Centrum sa zavazuje menovat dostatoCny
podet zastupcov, ktori spifiaju kvalifikaéné
poziadavky na vykon povolania farmaceuta alebo
farmaceutického laboranta v zmysle zakona €.
578/2004 Z.z, o poskytovateloch zdravotnej
starostlivosti,  zdravotnickych  pracovnikoch,
stavovskych organizaciach v zdravotnictve a o
zmene a doplneni niektorych zakonov, v zneni
neskorsich predpisov a v zmysle nariadenia viady
€. 296/2010 Z.z. o odbornej spdsobilosti na vykon
zdravotnickeho povolania, spbdsobe dalSieho
vzdelavania zdravotnickych pracovnikov, sustave

2.17 The Center agrees to appoint a sufficient
number of representatives who meet qualification
requirements for the position of a pharmacist and
pharmacist laboratory assistance pursuant to Act
no. 578/2004 Coll., on healthcare providers,
healthcare workers, health organizations, and
amendments to certain acts, as amended, and
within the Government Decree no. 296/2010 Coll.
on the professional competence for the
performance of the medical profession, on the
training method of health workers, on the system
of specialized branches and on the system of
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Specializagnych odborov a sUstave
certifikovanych pracovnych ¢&innosti, v zneni
neskorsich predpisov. Tito zastupcovia budu
zodpovedni za nakladanie so Studijnym liekom a
za  vedenie sUvisiacich zaznamov a
dokumentacie. |Ihned po vymenovani tohto
zastupcu alebo zastupcov, oznami Centrum
Zadavatelovi a CRO pisomne meno a priezvisko
poverenych osdb spolu s prislusnymi kontaktnymi
informé&ciami.

certified work activities, as amended. These
representatives shall be responsible for handling
the Study Drugs and for keeping related records
and documentation. Immediately after the
appointment of the representative(s), the Center
shall notify the Sponsor and CRO in writing about
the first and last name and contact details of such
appointees.

2.18 Hlavny skuSajuci sa zavazuje odoberat
Skusany liek v sulade s Protokolom, a to v
davkovani potrebnom pre kazdu jednotlivu
navstevu ucastnika klinického skusania.

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 poziada,
zavazuju sa Zmluvni partneri podat hlasenie o
postupe v Klinickom sku$ani v Centre vratane
Udajov o zaradovani ucastnikov klinického
skuSania.

2.19 The Contracting Partners agree to report on
the progress of the Clinical Trial at the Center,
including information about the enrolment of trial
subjects, upon the Sponsor's and/or CRO’s
request.
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2.20 Hlavny sku$ajuci je povinny zhromazdovat
Udaje a vkladat ich do pracovnych dni
od ich vytvorenia do elektronickych zdznamovych
formularov ucastnika klinického skusania (dalej
len “CRF”) v sulade s nalezitostami stanovenymi
v Protokole. Hlavny skusajuci sa zavazuje
pravidelne odovzdavat Zadavatelovi a/alebo
CRO CRF a vSetku dokumentaciu vyZadovanu
Protokolom, aby ich Zadavatel a/alebo CRO
mohol priamo alebo prostrednictvom iného
subjektu priebezne spracovavat. V pripade
omeskania dlh§om ako desat (10) pracovnych
dni s vkladanim udajov je Zadavatel opravneny,
na zaklade pisomného oznamenia doruc¢eného
Hlavnému skusajucemu, zastavit zaradovanie
uc¢astnikov  klinického  skuSania  Hlavnym
skusajucim az do doby, kedy bude vkladanie
Udajov aktualizované. Pokial bude mat toto za
nasledok omeskanie v zaradovani u€astnikov
klinického skuSania, Zadavatelovi prinalezia
prava stanovené v ¢l. 12.4 tejto Zmluvy. V lehote
I oacovnych dni po  oSetreni
posledného z ucastnikov Kklinického skusania
musi byt dokonlené vlozenie vSetkych
zostavajlcich CRF, suvisiacej dokumentacie a
takisto nepouzité CRF v listinnej podobe, ak také
existuju, musia byt odovzdané Zadavatelovi
alebo na poziadanie Zadavatela/CRO zni¢ené.
Zmluvni partneri sa zavazuju poskytovat
sucinnost  pri  bezodkladnom  objasfiovani
akychkolvek otazok tykajucich sa Udajov v CRF a
venovat sa tymto otazkam a zodpovedat ich
najneskér v lehote 5 (piatich) pracovnych dni.
Zadavatel a/alebo CRO mbze pozadovat
odpovede aj v kratSom c<&asovom Uuseku s
ohfadom na klu¢ové Stadia Klinického sku$ania,
ako napr. Cista databaza. Zmluvni partneri sa
dalej na Ziadost Zadavatela a/alebo CRO
zavazuju poskytovat primeranu sucinnost pri
priprave celkovej spravy o Klinickom skusani.
Centrum zabezpeci, ze CRF nebudu pristupné
nikomu inému ako Clenom S$tudijného timu a
Hlavnému skusajucemu a pristup k nim, ak budu
v elektronickej podobe, bude chraneny
pristupovym menom a heslom.

2.20 The Principal Investigator must collect data
and enter them within| il 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 and/or
CRO so that the Sponsor and/or CRO could
process them directly or through another entity on
a continuous basis. In case of a delay with data
entering for more than 10 (ten) working days, the
Sponsor and/or CRO shall have the right by
giving written notice to the Principal Investigator
to stop the recruitment of trial subjects by the
Principal Investigator until data entering is up to
date. If this results in a delay with recruiting trial
subjects, the Sponsor shall have the rights set
forth in Article 12.4 of this Agreement. Within [|j
Il working days of the last trial subject’s
treatment, all outstanding CRFs must be entered
and related documentation as well as unused
paper CRFs, if applicable, must be forwarded to
the  Sponsor or destroyed upon the
Sponsor's/CRO’s request. The Contracting
Partners agree to assist in promptly clarifying any
guestions concerning CRF data and to address
and answer such questions within five (5) working
days. The Sponsor and/or CRO 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 and/or CRO’s
request. The Center shall ensure that CRFs shall
not be available to any persons other than Clinical
Trial Team Members and the Principal
Investigator and that access to CRFs, if they are
in electronic form, shall be protected by user
name and password.

2.21 Hlavny skuSajuci je povinny zabezpedit, ze
vSetky CRF poskytnuté Zadavatelovi a/alebo
CRO su pravdivo, presne a riadne vyplnené a Ze
st vernym odrazom skuto¢nych vysledkov
Klinického skuSania. Hlavny sku$ajuci sa tiez
zavazuje odovzdat Zadavatelovi a/alebo CRO
képie vSetkych sprav, vratane vSetkych
aktualizacii a zmien, ktoré si vyzZiadala eticka
komisia.

2.21 The Principal Investigator shall ensure that
all CRFs submitted to the Sponsor and/or CRO
are true, complete, correct and accurate and
reflect the actual results of the Clinical Trial. The
Principal Investigator also agrees to provide the
Sponsor and/or CRO with copies of all reports,
including all updates and changes, that were
requested by the ethics committee.
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2.22 Centrum sa zavazuje uchovavat’ vSetku
elektronickl aj ind dokumentaciu, vratane
zdrojovej dokumentacie a zlozky Hlavného
skusajuceho, zoznamu identifikacnych kodov
ucastnikov klinického skusSania a zdravotnej
dokumentécie ucastnikov klinického skusSania
vztahujucej sa ku Klinickému skusaniu, ktoré su
vyzadované na zaklade ICH predpisov a
ostatnych  prislusnych  pravnych predpisov
upravujicich vykonavanie Klinického skusania,
po dlhSej z nasledujucich dvoch dob:

1) dvadsatpat’ (25) rokov po skonéeni alebo
prerudeni Klinického skusania alebo 2) akukolvek
dih§iu dobu pre archivaciu dokumentacie
stanoveny prislusnymi  pravnymi predpismi.
Dokumentacia o Klinickom skusani musi byt
uchovavana na vhodnom mieste a vhodnym
spbsobom a Centrum je povinné viest zaznamy o
mieste, kde je dokumentacia o Klinickom skusani
uchovavana, aby tato bola okamzite k dispozicii
na poziadanie povereného zastupcu Zadavatela,
etickej komisie, auditora alebo prislusnych
Statnych  organov. Centrum je povinné
Zadavatela a/alebo CRO informovat’ v pripade,
Ze planuje archivovat dokumentéaciu o Klinickom
skusani v inych priestoroch ako su tie, ku ktorym
ma Centrum vlastnicke alebo iné uzivacie pravo.

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

2.23 Zmluvni partneri su si vedomi, Zze
Zadavatel/CRO alebo v jeho mene tretia strana
dokladne monitoruje vykonavanie Klinického
skuSania a pravidelne navstevuje Centrum.
Zmluvni partneri sa zavazuju primerane
podporovat tieto monitorovacie aktivity, vratane
ale bez obmedzenia, poskytnutim pristupu
poverenému zastupcovi Zadavatela/CRO do
priestorov a k udajom podla potreby a dalej sa
zavazuju spolupracovat so Zadavatelom a/alebo
CRO alebo prislusnou tretou stranou v tomto
ohlade. Na poziadanie CRO alebo Zadavatela
povoli Centrum vzdialeny elektronicky pristup k
zdznamom Klinického skuSania, ak su k
dispozicii a ak je to povolené prislusnymi
zakonmi. Na ziadost Zadavatela a/alebo CRO su
Hlavny skusajuci a Clenovia $tudijného timu
povinni sa zu€astnit osobnej diskusie.

2.23 The Contracting Partners understand that
the Sponsor/CRO or a third party on behalf of the
Sponsor/CRO 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
Sponsor’'s/CRQO’s appointed representative with
access to the facilities and data as necessary and
further agree to cooperate with the Sponsor
and/or CRO or the relevant third party in this
regard. Upon request from CRO or Sponsor,
Center will permit remote electronic access to
Study records when available and permitted
under applicable law. The Principal Investigator
and Clinical Trial Team Members must participate
in personal discussions upon the request of the
Sponsor and/or CRO.

2.24 Zadavatel/CRO a Statne organy, ako je
napr. Urad Spojenych &tatov americkych pre
potraviny a lieky (dalej len “FDA”) maju pravo
vykonavat audit alebo kontrolu zaznamov
Zmluvnych  partnerov, ktorychkolvek inych
dokumentécii a priestorov  slvisiacich s
vykonavanim  Klinického skuSania, a to
kedykolvek v priebehu a / alebo po dobu 25
(dvadsatpat) rokov po skoncéeni Klinického
skuSania a bez akychkolvek narokov Zmluvnych
partnerov na zvlastne finanéné plnenie.

2.24 The Sponsor/CRO and government
authorities, such as for example the United States
of America Food and Drug Administration (the
“FDA”) have the right to audit or inspect the
Contracting Partners’ records, any and all other
documentation and the facility relating to the
Clinical Trial at any time during the Clinical Trial
and/or for another 25 (twenty-five) years after
completion of the Clinical Trial and without the
Contracting Partners’ right to special payment.
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Takyto audit alebo kontrolu je Zadavatel a/alebo
CRO povinny primerane vopred ohlasit v
pripade, Ze je vykonavany Zadavatelom a/alebo
CRO. Zmluvni partneri su povinni poskytovat
Zadavatelovi a/alebo CRO, nim poverenym
zastupcom alebo vSetkym Stathym organom
sucinnost pri plneni ich udloh v sulade s
Protokolom a podniknut vSetky primerané kroky
pozadované Zadavatelom/CRO alebo Statnymi
organmi na UcCely odstranenia nedostatkov
zistenych pocas auditu alebo kontroly.

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

2.25 Zmluvni partneri sa zavazuju, ze pocas a
po skonceni Klinického skisania umoznia a budu
podporovat  vSetky kontroly zodpovednych
Statnych organov bez akychkolvek narokov na
osobitni odmenu ¢i ndhradu. Zmluvni partneri s
povinni informovat Zadavatela o kazdej takejto
kontrole ¢i zamere takuto kontrolu vykonat ihned
potom, €o sa o nich dozvedia. Zmluvni partneri
sa zavazuju umoznit, aby Zadavatel a/alebo
CRO mohli byt pritomni na kazdej kontrole
vykonavanej statnymi organmi alebo podobnymi
institdciami. Pred vyjadrenim sa k vysledkom
takejto kontroly, ak nejaké budd, sa Zmluvni
partneri povinni odpoved posudit a prediskutovat
so Zadavatelom a/alebo CRO. Zmluvni partneri
bez zbytocného odkladu poskytni Zadavatelovi
képie akychkolvek zisteni alebo kontrol
zodpovednych Uradov vo vztahu ku Klinickému
skuSaniu.

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

2.26 Zmluvni partneri nesmu vedome vyuzivat
sluzby (po primeranom vySetrovani), bez ohladu
na ich rozsah, ziadnej osoby, ktorym bolo
poskytovanie tychto sluzieb zakazané FDA alebo
ktorymkolvek inym prisluSnym organom v
priebehu vykonavania Klinického skuSania.
Zmluvni partneri dalej zavazne vyhlasuju, ze
podfa ich vedomosti (po primeranom vySetrovani)
ani im ani ich zamestnancom, splnomocnencom

alebo  zastupcom, ktori sa  zuUcasthuju
vykonavania  Klinického  skuSania, nebolo
zakdzané vykonavat  Cinnosti, ktoré su

vykonavané v ramci Klinického skusania, zo
strany FDA alebo iného organu, ani podla ich
najlepSieho vedomia v sucasnosti neprebieha
ziadne konanie tykajuce sa takéhoto zdkazu vo
vztahu k tymto osobam, najmad na =zaklade
nasledujucich pravnych predpisov: (i) United
States 21 USC § 335a a/alebo (ii) Hlavy 21

2.26 The Contracting Partners may not knowingly
(having made reasonable enquiries) use the
services, regardless of their volume, of any
person prohibited to provide such services by the
FDA or any other competent authority in the
course of the Clinical Trial. Furthermore, the
Contracting Partners represent and warrant that,
as far as they know (having made reasonable
enquiries), neither they nor their employees,
agents or representatives, who are involved in the
Clinical Trial, have been prohibited by the FDA or
any other competent authority from performing
the activities that are performed during the
Clinical Trial, nor that they are currently, to the
best of their knowledge (having made reasonable
enquries), the subject of proceedings concerning
such prohibition by the FDA or any other
authority, in particular on the basis of following
legislative acts (i) United States 21 U.S.C.
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Code of Federal Regulation § 312.70. Zmluvni
partneri sa zavazuju v priebehu Klinického
skuSania a po dobu troch (3) rokov po jeho
ukonCeni ihned informovat Zadavatela a/alebo
CRO, ak sa dozvedia, Ze sa zaCne takéto
konanie vo vztahu k Hlavnému skusSajucemu,
Centru ¢i jeho zamestnancovi. Zmluvni partneri
dalej zaruCuju a zavazuju sa, ze podla ich
vedomosti nie s0 subjektom predchadzajucich
ani prebiehajucich vySetrovani, vyziev,
upozorneni alebo nepodliehaju vykonu
rozhodnuti orgdnov S&tatnej spravy vztahujucich
sa k nimi vykonavanym klinickym skaSaniam,
ktoré by neboli oznamené Zadavatelovi a CRO. V
pripade, Ze nastane skutoCnost podla
predchadzajucej vety vo vztahu ku Klinickému
skuSaniu, Zmluvni partneri to bez zbytocného
odkladu oznamia Zadavatelovi.

Section 335a and (ii) Title 21 Code of Federal
Regulation, Section 312.70. During the Clinical
Trial and for a period of 3 (three) years after its
completion, the Contracting Partners agree to
promptly notify the Sponsor and/or CRO about
any such proceedings initiated against the
Principal Investigator, the Center or its
employees.  Furthermore, the Contracting
Partners represent and warrant that, as far as
they know, they are not the subject of any past or
current investigations, inquiries, warnings or
enforced decisions of public administration
authorities that concern their conduct of clinical
research that have not been disclosed to the
Sponsor and CRO. The Contracting Partners
shall notify the Sponsor about the fact described
in the previous sentence without undue delay.

2.27 V pripade, Ze Hlavny skusajuci v priebehu
Klinického skusania ukonéi pracovnopravny
vztah s Centrom, Centrum je povinné o tejto
skutoCnosti informovat’ Zadavatela a/alebo CRO
bezodkladne potom, ako sa o tom dozvie, a
sucasne navrhnut riadne kvalifikovani osobu ako
nového hlavného skusajuceho. Zadavatel a/alebo
CRO ma pravo podat namietku voli novému
Hlavnému skusajucemu. Centrum sa zavazuje s
vynaloZzenim maximalneho Usilia pozadovat po
novom hlavnom ski$ajucom, aby sa pisomne
zaviazal k dodrziavaniu podmienok dohodnutych
v tejto Zmluve. Ak Centrum a Zadavatel nie su
schopni dohodnut sa na osobe nového hlavného
skuSajuceho alebo ak novy hlavny skusajuci nie
je ochotny zaviazat sa k podmienkam
stanovenym v tejto Zmluve, Zadavatel/CRO je
opravneny vypovedat tuto Zmluvu v sulade s ¢l.
12.5 tejto Zmluvy. Centrum a Hlavny skusajuci su
povinni  bezodkladne pisomne informovat
Zadavatela a/alebo CRO o v8etkych zmenach,
ktoré maju vplyv na dostupnost zdrojov a / alebo
Clenov $tudijného timu vykonavajucich Klinické
skusanie.

2.27 In the event that the Principal Investigator
terminates his or her employment at the Center,
the Center shall inform the Sponsor and/or CRO
as soon as it learns about it and shall propose a
duly qualified person acting as a new principal
investigator. The Sponsor and/or CRO 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 Sponsor/CRO
are unable to agree on the new principal
investigator or if the new principal investigator is
unwilling to agree to the terms and conditions
stipulated in this Agreement, the Sponsor/CRO
shall have the right to terminate this Agreement in
accordance with Article 12.5. The Center and
the Principal Investigator must immediately inform
the Sponsor and/or CRO 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 a/alebo
CRO prostrednictvom prideleného  monitora
Klinického skuSania v pripade, ze ucastnik
klinického sku$ania zucastfiujuci sa Klinického
skuSania oznami & vyjadri nazor, Zze doslo k
poskodeniu jeho zdravia v doésledku ucasti na
Klinickom skuSani, a Ze ma preto pravo na
finanéné odSkodnenie.

2.28 The Contracting Partners agree to inform the
Sponsor and/or CRO via assigned Clinical Trial
monitor directly and immediately in the case that
a trial subject participating in the Clinical Trial
announces or opines that his or her health has
been damaged due to his or her participation in
the Clinical Trial and that he/she is therefore
entitled to financial compensation.

2.29 Zmluvni partneri sa zavazuju umoznit
vyskumnym organizaciam, ktoré maju uzatvorenu
zmluvu so Zadavatelom alebo ktorejkolvek z
Prepojenych osbb, aby v mene

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
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Zadavatela vykonavali ktorékolvek z prav a
povinnosti Zadavatela na zaklade takejto Zmluvy,
v pripade, Ze sa preukdzu poverenim i
plnomocenstvom, z ktorého vyplyva ich
opravnenie vykonavat prava a povinnosti
Zadavatela. Zmluvni partneri sa zavazuju
spolupracovat S takymito vyskumnymi
organizaciami.

the Sponsor’'s obligations under this Agreement
on behalf of the Sponsor, provided that they have
authorization or a power of attorney to exercise
the Sponsor’s rights and to perform the Sponsor’s
obligations. The Contracting Partners agree to
cooperate with such research organizations.

2.30 Zmluvni partneri sa zavazuju poskytovat
zdravotné sluzby u€astnikom, ktorych ucast v na
Klinickom skus$ani neskoncila, v pripade
Ciastocného uzatvorenia Klinického sku$ania, a
dalej tiez ucastnikom zaradenym do nasledného
sledovania po skonceni Klinického sku$ania, v
sulade s etickymi 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 partial closure of the
Clinical Trial, as well as to subjects included in
the post Clinical Trial follow-up in compliance with
ethics rules.

2.31 V pripade, Ze pri Klinickom skuSani pouziva
Centrum, Hlavny skusajuci alebo Clenovia
Studijného timu pristrojové vybavenie, ktoré
vyzaduje servis, kalibraciu alebo inG osobitnd
starostlivost, Centrum sa zavazuje udrziavat také
pristrojové  vybavenie spbsobilé riadnej
prevadzky, o ¢om je povinné Zadavatelovi
a/alebo CRO na vyziadanie poskytnut
zodpovedajucu 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 thereof to the Sponsor
and/or CRO upon the request of the Sponsor
and/or CRO.

Cl. 3 - Povinnosti Zadavatela a/alebo CRO

Article 3 — Obligations of the Sponsor and/or
CRO

3.1 Kontaktnymi osobami Zadavatefa a/alebo
CRO vo vztahu ku Klinickému skusSaniu su:

Slovenska republika

3.1 The Sponsor/CRO’s contact persons
regarding the Clinical Trial are:

Slovak Republic

alebo ktorékolvek dalSie osoby
oznamené Hlavnému skusajucemu.

or any other person announced to the Principal
Investigator.

3.2 Zadavatel sa zavazuje Zmluvnym partnerom
poskytnut bezplatne v mnozstve a C&asovych
intervaloch na riadne vykonanie Klinického
skugania Studijny liek, nevyhnutné vzory CRF a
dalSie informacie na vykonavanie Klinického
skusania.

3.2 The Sponsor agrees to provide the
Contracting Partners with the Study Drugs,
necessary CRF templates, other information free
of charge and in the quantity and frequency
necessary for the proper performance of the
Clinical Trial.

3.3 Skusany liek (ako aj dalSie lie€ivo, placebo,
ak je vyZzadované Protokolom) bude dodavané na
nasledujlucu adresu:

3.3 The Study Drugs shall be delivered to the
following address:
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Fakulthd nemocnica s F. D.
Roosevelta

Nemocnic¢na lekaren

Namestie L. Svobodu 1

975 17 Banska Bystrica

Slovenska republika

poliklinikou

3.4 Studijny liek, nevyhnutné vzory CRF a dalSie
informacie vyZadované na vykonavanie
Klinického sku$ania poskytnuté Centru su a
zostavaju vlastnictvom Zadavatela. Zadavatel
prehlasuje, Zze su splnené vsetky podmienky
stanovené prislusSnymi pravnymi predpismi na
vyrobu (dovoz) dodavaného SkuSaného lieku a
jeho distriblciu do Centra.

Fakultnda nemocnica s
Roosevelta

Nemocnic¢na lekaren
Namestie L. Svobodu 1
975 17 Banska Bystrica
Slovak Republic

poliklinikou F.

3.4 The Study Drugs, necessary CRF templates
and other information required for the
performance of the Clinical Trial and provided to
the Center are and shall remain the Sponsor’s
property. The Sponsor declares that all conditions
stipulated in applicable laws regulating the
production (import) of the provided Investigational
medicinal product and the distribution of the
Investigational medicinal product to the Center
have been met.

D.

3.5 Zadavatel sa zavazuje poskytovat Hlavhému
skuSajucemu prislusné nové informécie o
bezpecnosti tykajuce sa SkuSaného lieku bez
zbyto&ného odkladu.

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

3.6 Zadavatel a/alebo CRO sa zavazuje
poskytnut Zmluvnym partnerom zariadenie na
ucely jeho vyhradného pouzitia v Klinickom
skusani, o ktorom Zmluvni partneri budd viest
pisomnd evidenciu, rozsah a podmienky
poskytnutia si vymedzené v prilohe &. 4. Zmluvni
partneri vybavenie po skon€eni Klinického
skusania vratia Zadavatelovi.

3.6 The Sponsor and/or CRO agrees to provide
the Contracting Partners with equipment as
specified in Appendix 4 for the purposes of its
exclusive use in the Clinical Trial, about which the
Contracting Partners shall keep a written
inventory. The scope and conditions of its
provision are defined in Appendix 4 The
Contracting Partners shall return the equipment
once the Clinical Trial is completed.

€l. 4 - Odmena

Article 4 — Remuneration
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4.1 CRO sa zavazuje zaplatit Centru za riadne
vykonané Cinnosti na zaklade tejto Zmluvy, vratane
prevodu prav podla ¢&l. 5 tejto Zmluvy, odmenu vo
vySke, spdsobom a za podmienok uvedenych v
tomto ¢lanku Zmluvy a v prilohe €. 1, priCom
Zmluvné strany vyhlasujim Ze predpokladana
vyska odmeny je
sedemnasttisicstyristodvadsat'sedem (17 427,00€)
EUR. Podmienky odmeny a jej vyplaty Hlavnhému
skuSajucemu su upravené v Dohode o odmene
uzatvorenej medzi Hlavnym skusajucim a CRO.
Hlavny skusajuci a Zadavatel/CRO oznami Centru
uzavretie takejto dohody.

4.1 For the activities properly performed based
on this Agreement and for the transfer of rights
under Article 5 of this Agreement, the CRO
agrees to provide the Center with remuneration
in the amount, by means and under the terms
stated below herein and in Appendix 1, whereas
the Contracting Parties hereto represent that the
anticipated remuneration amount is €17427.00
(seventeenthousand, four hundred twenty-seven
EUR). Remuneration conditions and payment to
the Principal Investigator are stipulated in the
Remuneration Agreement concluded between
the Principal Investigator and the CRO. The
Principal Investigator and the Sponsor/CRO
shall notify the Center about such agreement.

4.2 Zmluvni partneri nemaju narok na ziadnu inu
odmenu ¢&i nahradu okrem tych, ktoré s uvedené v
tejto Zmluve alebo v prilohe & 1 alebo inych
zmluvach uzatvorenych so Zadavatefom, a/alebo
CRO, ibaze ich vopred pisomne schvali Zadavatefl
a /alebo CRO.

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 and/or CRO, unless approved in
advance by the Sponsor and/or CRO in writing.

4.3

Odmeny a finanéné nahrady podla tejto Zmluvy a
prilohy €. 1 budu (s vynimkou odmien a finan&nych
nahrad, u ktorych je splatnost zvlast upravena v
prilohe €. 1 Zmluvy) budu Centru uhradené takto:
Spatne za bezprostredne uplynulé a doteraz
nefakturované obdobie vzdy za kazdy kalendarny
Stvrtrok Klinického sku$ania si Zmluvni partneri
spolo¢ne so Zadavatefom a/alebo CRO navzajom
pisomne alebo formou e-mailu odsuhlasia prehlad
poCtu, druhu a im odpovedajice hodnoty
jednotlivych ~ 0konov ~ vykonanych  Hlavnym
skugajucim a/alebo inymi Clenmi $tudijného timu,
ktoré maju byt podla tejto Zmluvy
Zadavatelom/CRO hradené (tzv. névrh faktary),
zaslany osobou poverenou Zadavatefom. Tento
prehfad musi byt spracovany zvlast pre kazdého
uCastnika klinického skuSania a musi zahfiat
poloZzkovité  vyultovanie  v8etkych  navstev,
vySetreni a daldich sluzieb vykonanych v
prislusnom kalendarnom S$tvrtroku. Na zaklade
vzgjomného odsuhlasenia néavrhu faktary sa
vystavi Centrum faktira na odmenu a pripadné
finan€né nahrady, ktoru doruci Zadavatelovi/CRO.
Zadavatel/CRO zaplati na zaklade riadne
vystavenej a riadne dorucenej faktary prislusnu
odmenu a pripadné opravnene fakturované
finanéné nahrady za obdobie, pre ktoré bol
predmetny navrh faktary podla tohto d&lanku
odsuhlaseny.

4.3

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 in the
following manner: the Contracting Partners and
the Sponsor and/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 Sponsor/CRO based on this
Agreement (i.e. draft invoice), 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 mutually
approved draft invoice, an invoice shall be issued
for remuneration and potential reimbursement and
shall send it to the Sponsor/CRO. Based on the
duly issued and delivered invoice, the
Sponsor/CRO shall pay the the relevant
remuneration and potential justified financial
reimbursement for the period for which the draft
invoice has been approved pursuant to this article.
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V pripade, Ze Zadavatel/CRO nezasle Centru
vy$Sie uvedeny prehlad (navrh faktary) na
odsuhlasenie v lehote dni odo dna
ukoncenia kalendarneho Stvrtroku, zasle Centrum
Zadavatelovi/lCRO  pisomni  vyzvu a ak
Zadavatel/CRO neza$le uvedeny prehlad (navrh
faktary) ani v lehote | o~ od
doru€enia takejto vyzvy, je Centrum opravnené
vystavit faktdru a Zadavatel/CRO je povinny
uhradit Centru odmenu a finanéné nahrady za
vSetky fakturované ukony vykonané v obdobi
kalendarneho  Stvrtroku Hlavnym skud$ajucim
a/alebo inymi Clenmi $tudijného timu.

V pripade, ze Centrum zisti, ze su v prehlade
(ndvrhu faktdry) nedostatky, tieto oznami bez
zbyto¢ného odkladu Zadavatelovi/CRO, ktory je
povinny ich odstranit. Ak ma Zadavatel/CRO zato,
ze v prehlade (navrhu faktary) ziadne nedostatky
nie s0, ozndmi toto Centru. Centrum a
Zadavatel/CRO su nasledne povinni si navzajom
poskytnut sucinnost nevyhnutnd na odstranenie
pripadnych rozporov. Neposkytnutie
su€innosti sa povazuje za nepodstatné porusenie
Zmluvy.

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

The Center must immediately report any
potential deficiencies in the overview (draft
invoice) to the Sponsor/CRO, and the

Sponsor/CRO must remedy such deficiencies. In
the case that the Sponsor/CRO believes that the
overview (draft invoice) has no deficiencies, the
Sponsor/CRO shall announce it to the Center.
The Center and the Sponsor/CRO must then
cooperate as necessary to rectify such
discrepancies. Failure to cooperate shall be
considered a minor breach of this Agreement.

Ak neodstrani Zadavatel/CRO nedostatky v
prehlade (navrhu faktdry) ani v lehote

dni odo drna dorucenia oznamenia podla
predchadzajuceho odseku, alebo v tej istej lehote
neoznami Centru, ze v prehlade (navrhu faktury)
Ziadne nedostatky nevidi, plati, Zze rozhodny pre
vystavenie faktdry je prehlad (navrh faktary) v
zneni pripomienok Centra, na zaklade ktorého je
Centrum  opravnené  vystavit  fakturu a
Zadavatel/CRO je povinny odmenu a finanéné
nahrady za fakturované vykony vykonané v obdobi
kalendarneho Stvrtroka Hlavnym skusajucim a /
alebo inymi Clenmi $tudijného timu Centru uhradit.

In the case that the Sponsor/CRO fails to
remedy deficiencies in the overview (draft
invoice), or fails to inform the Center that the
Sponsor/CRO believes that the overview (draft
invoice) has no deficiencies, within

days of announcement based on the previous
paragraph, the Center shall use its version of the
overview (draft invoice), based on which the
Center shall issue an invoice and the
Sponsor/CRO  shall have to pay the
remuneration and financial reimbursement for
invoiced activities performed during the calendar
quarter, half-year, month] by the Principal
Investigator and/or other Clinical Trial Team
Members.

4.4 Zmluvni partneri su si vedomi, Zze Zadavatefl
a/alebo CRO mdze zverejnit na jeholich centrélnej
webovej stranke platby a iné plnenia tykajlice sa
vyskumu a vyvoja, tj. (1) platby vykonané zo strany
Zadavatela/CRO na zéklade tejto Zmluvy a (2)
vSetky vydavky na ubytovanie, slvisiace vydavky
na obcerstvenie a na dopravu Zmluvnych
partnerov, ktoré Zadavatel/CRO uhradi na zaklade
tejto Zmluvy a (3) vSetky kongresové registracné
poplatky, UCastnicke poplatky alebo obdobné
poplatky, ktoré Zadavatel uhradi na zéklade tejto
Zmluvy, a to anonymnym spOsobom, tj. na
agregovanej UGrovni. Tieto informacie moézu byt
tiez publikované ako sucast tejto Zmluvy v registri
zmldv na z4klade ustanovenia 85a a § 5b zdkona
¢. 211/2000 Z.z., o slobodnom pristupe k

4.4 The Contracting Partners understand that the
Sponsor and/or CRO may disclose on the
Sponsor’s and/or CRO’s central website any
payment and any transfer of value relating to
research and development, i.e. (1) payments
made by Sponsor/CRO under this Agreement
and (2) any cost of accommodation,
refreshments and travel of the Contracting
Partners, which Sponsor/CRO covers under this
Agreement and (3) any congress registration or
participation fees or similar fees, which Sponsor
covers under this Agreement, all this in an
anonymized way,i.e. on aggregated level. This
information may also be disclosed as a part of
this Agreement in the Agreements Register
pursuant to section 5a and section 5b of Act No.
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informaciam a o zmene a doplneni niektorych
zakonov v zneni zakona €. 546/2010 Z.z. (z&kon o
slobode informacii). Bez ohladu na vysSie uvedené
mbéze Zadavatel/CRO zverejnit’ prevod akejkolvek
hodnoty poskytnutej v ramci tejto Zmluvy. Zmluvné
strany sa dohodli, Ze v pripade potreby tato Zmluva
bude zverejnena vyluéne v rozsahu a v podobe
schvalenej Zadavatelom. a/alebo CRO.

211/2000 Coll., on free access to information
and on amendments to certain acts, as amended
by Act No. 546/2010 Coll. (Freedom of
Information Act). Notwithstanding the
aforementioned, the Sponsor/CRO may also
disclose any transfer of value under this
Agreement. The Contracting Parties have
agreed that, if applicable, this Agreement shall
be disclosed exclusively in the scope and form
approved by Sponsor and/or CRO.

A
o

4.5 I
-
-

Cl. 5 - Prava k vysledkom

Article 5 — Rights to Results

5.1 Zadavatelovi patria vyhradné prava ku
vSetkym vysledkom, udajom zisteniam, objavom,
vynalezom a $pecifikdciam, bez ohladu na to &i su
spOsobilé byt predmetom patentovej ochrany alebo
nie, ktoré vznikli, boli vytvorené, odvodené,
vyprodukované, objavené, vymyslené alebo inak
urobené Centrom, Hlavnym skusajucim al/alebo
Clenmi $tudijného timu v suvislosti s vykonavanim
Klinického skusania (dalej len “Vysledky”).
Zmluvni partneri tymto vopred postupuju vsetky
svoje majetkové prava k Vysledkom na Zadavatefla
a Zadavatel tieto postupené prava prijima.
Odmena za tento prevod je uz zahrnuta v odmene
Zmluvnych partnerov podla €l. 4 a prilohy €. 1 tejto
Zmluvy. Zmluvni partneri neziskavaju k Vysledkom
plnenim tejto Zmluvy Ziadne prava.

5.1 The Sponsor shall own the exclusive rights to
all results, data, findings, discoveries, inventions
and specifications, whether patentable or not,
that were originated, conceived, derived,
produced, discovered, invented or otherwise
made by the Center, the Principal Investigator
and/or Clinical Trial Team Members in
connection with conducting the Clinical Trial
(hereinafter referred to as “Results®). The
Contracting Partners hereby assign all of their
proprietary rights to Results to the Sponsor in
advance and the Sponsor accepts such
assigned rights. The royalty fee for this
assignment is already included in the
remuneration of the Contracting Partners under
Article 4 and Appendix 1 of this Agreement. The
Contracting Partners shall not acquire any rights
to Results by performing this Agreement.

5.2 VSetky zdravotnicke dokumentacie a povodna
zdrojova dokumentacia zostand majetkom Centra;
avSak, Zadavatel a/alebo CRO je opravneny ich
pouzit v sulade s touto Zmluvou a na zaklade
suhlasu, ktory udelia u¢astnici klinického skusania.
Spristupnenie Vysledkov akémukolvek subjektu,
vratane CRO ¢i etickej komisie alebo regulacného
organu  nebude povazované za udelenie
vlastnickeho prava k tymto informéciam tychto
subjektov.

5.2 All medical records and original source
documents shall remain the property of the
Center; however, the Sponsor and/or CRO shall
be permitted to use them in accordance with this
Agreement and based on the consent of trial
subjects. Disclosure of Results to any subject,
including a CRO, ethics committee or regulatory
authority, shall not be deemed as granting the
ownership of such information to these entities.

53 V rozsahu, v akom prava dusevného
vlastnictva k Vysledkom nie su prevoditelné,

udelfujd tymto Zmluvni partneri Zadavatelovi
vyhradnl, neodvolatelnd v mieste a C¢ase
neobmedzenu licenciu s pravom udelovat

sublicencie, a to na vSetky spdsoby pouzitia tychto
Vysledkov. Odmena za tdto licenciu je uz zahrnuta
v odmene Zmluvnych partnerov podla ¢l. 4 a
prilohy €. 1 tejto Zmluvy. Centrum sa zavazuje
vyvinat maximalne Usilie na to, aby skutoCni
vlastnici tychto prav duSevného vlastnictva, t.|.
zamestnanci Centra a/alebo zainteresované tretie
strany, umoznili Centru udelit vysSie uvedeni
licenciu Zadavatelovi.

5.3 To the extent intellectual property rights to
Results are legally not assignable, the
Sponsor is hereby granted by the Contracting
Partners an exclusive, worldwide, sub-
licensable, time-unlimited and irrevocable license
for unlimited use of these Results. The royalty
fee for this license is already included in the
remuneration of the Contracting Partners under
Article 4 and Appendix 1 of this Agreement. The
Center shall make maximum efforts so that the
actual owners of the intellectual property rights,
i.e. employees of the Center and/or involved
third parties, would allow the Center to grant the
aforementioned license to the Sponsor.
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5.4 Pre odstranenie pochybnosti plati, Ze vynalezy,
ktoré su vylepSeniami, alebo novym pouzitim di
novymi liekovymi formami Sku$aného lieku su
vyluénym vlastnictvom Zadavatela.

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

5.5 Zmluvni partneri sa zavazuju zabezpedit, ze
vSetky Vysledky (dalej len “Vynalezy”), dosiahnuté
zamestnancami Centra alebo inymi stranami
zahrnutymi Zmluvnymi partnermi do vykonavania
Klinického skusania, budi bezodkladne oznamené
Zadavatelovi a/alebo CRO.

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

5.6 Zadavatel alebo ktorakolvek s nim Prepojena
osoba su opravneni podat prihlasku patentu pre
tieto Vynalezy vo svojom mene alebo v mene
urCenej ftretej strany, na vlastné néaklady, s
uvedenim mena vynalezcu (-ov) v prihlaske
patentu. Zmluvni partneri sa zavazuju podpisat a
zabezpecit, aby zamestnanci Centra a dalSie
subjekty zahrnuté Zmluvnymi partnermi do
vykonavania Klinického skusania podpisali vSetky
listiny a poskytli také svedectva, aké Zadavatel
uznd za potrebné na ucel podania prihlasky
patentu a ziskania patentu s ciefom ochranit
opravnené zaujmy Zadavatela tykajuce sa
dusevného vlastnictva, ktoré vzniknid v sivislosti s
Klinickym skusanim.

5.6 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, rozmnozovat a prevadzat anonymizované
radiologické / diagnostické 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 fotokopii,
elektronickych zaznamov (napr. na CD-ROM),
mikro-képii, alebo prostrednictvom systémov
uchovavania a obnovovania Udajov, vratane
databank a internetu. Na tento ucel udeluju
Zmluvni partneri Zadavatelovi vyhradnu, miestom
neobmedzend a neodvolatelnu licenciu, vratane
prava udelit sublicencie Prepojenym osobam
Zadavatela, na uzivanie vySSie uvedenych snimok.
Odmena za tuto licenciu je uz zahrnuta v odmene
Zmluvnych partnerov podfa &l. 4 a prilohy €.1 tejto
Zmluvy. Ak nie su Centrum alebo Hlavny skusajaci
vlastnikmi prav k tymto snimkam, Centrum a/alebo
Hlavny skus$ajuci sa zavazuju zabezpecit, aby
skutoény vlastnik tychto prav, tzn. zamestnanci
Centra alalebo tretie osoby zahrnuté do
vykonavania  Klinického  skuSania,  umoznili
Zmluvnym stranam udelit’ vy$Sie uvedenu licenciu
Zadavatelovi. Zmluvni partneri potvrdzuju, Zze
vSetky takéto snimky budd ziskané so suhlasom
UCastnika klinického skuSania, ktory Centru
odovzda Zadavatel a ze nebudu obsahovat ziadne
informacie, prostrednictvom ktorych by mohol byt
identifikovany  konkrétny  u€astnik  klinického

5.7 The Sponsor and its Affiliates may utilize,
reproduce and transform anonymized
radiological/diagnostic images made in the
course of the Clinical Trial, in compliance with
the provisions of the informed consent and to the
extent specified in the informed consent, for any
scientific and/or commercial purposes, in any
form and by any means, electronic or
mechanical, including making photocopies,
electronic recordings (e.g. on CD-ROM), micro-
copies, or by any data storage and retrieval
systems, including data banks and the Internet.
The Contracting Partners hereby grant to the
Sponsor an exclusive, worldwide and irrevocable
license, with the right to grant a sublicense to the
Sponsor’s  Affiliates, for the use of
aforementioned images. The royalty fee for this
license is already included in the remuneration of
the Contracting Partners under Article 4 and
Appendix 1 of this Agreement. In the case that
the Center or the Principal Investigator is not the
owner of these rights to such images, the Center
and/or the Principal Investigator agree to ensure
that the actual owner of these rights, i.e.
employees of the Center and/or third parties
involved in the Clinical Trial, would allow the
Contracting Partners to grant the aforementioned
license to the Sponsor. The Contracting Partners
confirm that all such images shall be obtained
with trial subjects’ consent that shall be
submitted to the Center by the Sponsor and that
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skdsSania.

the images shall not contain any information,
through which the relevant trial subject could be
identified.

5.8 Zadavatel udeluje Zmluvnym partnerom
nevyhradnd licenciu, bez prava udelovat
sublicencie, k udajom Klinického skuSania
vytvorenym v Centre na interné nekomeréné
vyskumné a vzdelavacie ucely pri dodrzani
podmienok zachovania dévernosti a podmienok
pre publikovanie, ktoré su obsiahnuté v tejto
Zmluve. Tato licencia neopravnuje k udelovaniu
akychkolvek sublicencii.

5.8 The Sponsor provides the Contracting
Partners with a non-exclusive license, with no
right to sub-license to Clinical Trial data created
at the Center for internal non- commercial
research and educational purposes, subject to
confidentiality and publication terms specified in
this Agreement. Such license does not allow for
granting any sub-licenses.

Cl. 6 - Zachovavanie dévernosti

Article 6 — Confidentiality

6.1 Zmluvni partneri sa zavazuju zaobchadzat so
vSetkymi informaciami oznaenymi ako "déverné"
a prijatymi od Zadavatela/CRO alebo v jeho mene
alebo od Prepojenych os6b Zadavatela v sivislosti
s Klinickym skusanim, Skusany liekom, Protokolom
alebo touto Zmluvou a s Vysledkami (dalej len
,D0verné informacie“) prisne déverne. Zmluvné
strany sa zarovef dohodli, Ze su Zmluvni partneri
povinni zaobchadzat ako s dévernymi aj s tymi
informéciami, ktoré sice ako ,dOverné“ nie su
oznacené, ale mdzu byt povazované za Déverné
informacie, a to na z&klade ich povahy alebo
podmienok, ktoré sa vztahovali k ich poskytnutiu
alebo spristupneniu, vratane vsetkych uUdajov
tykajucich sa Klinického skus$ania, Udajov pre
vnuatornd potrebu, alebo informacii vytvorenych na
zaklade Klinického skusania, a to napriklad vratane
Protokolu, priru¢ke pre skuSajuceho, suboru
informacii pre skuSajuceho, rozpocétu Klinického
skisSania ¢i predbeznych vysledkov Klinického
skusania. Zmluvni partneri smu pouzivat Déverné
informacie iba na ucely plnenia tejto Zmluvy a
zavazuju sa nespristupnit takéto Doverné
informécie Ziadnej ftretej strane mimo stran
poverenych Zadavatelom bez predchadzajuceho
pisomného suhlasu Zadavatela. Zmluvni partneri
sa zavazuju umoznit pristup k dbvernym
informaciam len osobam, ktoré sa s Dévernymi
informaciami majua potrebu zoznamovat na ucel
poskytovania sluzieb na zaklade tejto Zmluvy, a aj
to len vtedy, ak tieto osoby boli Zmluvnymi
partnermi preukazatelne zaviazané k
reSpektovaniu podmienok aspon tak prisnych, ako
s podmienky podla tohto ¢lanku. 6.

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

6.2 Povinnost na zachovavanie dbévernosti sa
nevztahuje na pripady, ked Zmluvni partneri su
opravneni publikovat Déverné informacie v sllade
s¢l. 7.

6.2 The confidentiality obligation shall not apply
to any information which the Contracting
Partners have the right to publish Confidential
Information in accordance with Article 7.
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6.3 Pojem Doverné informécie, ako je pouzivany v
tejto Zmluve, sa nevztahuje na (daje a informacie,
pri ktorych mézu Zmluvni partneri preukazat, ze (i)
nimi Centrum alebo Hlavny sku$ajuci disponovali
bez povinnosti zachovavat o nich micanlivost v
Case, ked im boli spristupnené Zadavatelom/CRO
alebo jeho Prepojenymi osobami, alebo menom
niektorych z nich, (ii) su alebo sa stanu sucéastou
verejnych informacii inak ako konanim alebo
opomenutim Centra alebo Hlavného skusajuceho,
(iii) ich Centrum alebo Hlavny sku$ajuci pravom
nadobudli od tretej strany, ktora nie je vodi
Zadavatelovi a/alebo CRO alebo jeho Prepojenym
osobam viazana vyslovnou alebo implicitnou
povinnostou mic¢anlivosti, alebo (iv) boli vytvorené
nezavisle Centrom alebo Hlavnym skusajucim bez
odkazovania sa na Do6verné informécie alebo ich
pouzitie.

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

6.4 NavySe su Zmluvni partneri opravneni
spristupnit Déverné informacie v takom rozsahu, v
akom je takéto zverejnenie vyzadované zakonom
alebo vykonatelnym sudnym rozhodnutim, avSak
za podmienky, Ze Zmluvni partneri o tejto
skuto€nosti v primeranom ¢&asovom predstihu
informuju Zadavatela/CRO a na jehol/ich Ziadost s
nim/nimi budd spolupracovat v snahe dosiahnut
opatrenia na uCely ochrany alebo iného
primeraného  pravneho prostriedku.  Zmluvni
partneri sa zavazuju vyvinut vSetko primerané
Usilie, aby zabezpedili doverné zaobchadzanie s
ktoroukolvek z Dévernych informacii, ktora bude
spristupnena.

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

6.5 Tieto povinnosti zachovavat mi€anlivost a
zékaz pouzivania Dévernych informacii podla tejto
Zmluvy zostanu v platnosti aj po skonceni 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 Agreement is terminated.

6.6 Zmluvni partneri sa zavazuju na Ziadost
Zadavatela/CRO zlikvidovat a zmazat Doverné
informacie, ktorymi disponuji alebo ich vratit
Zadavatelovi a/alebo CRO.

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

6.7 V8etky dohody existujuce pred uzavretim tejto
Zmluvy, ktoré sa tykaju povinnosti zachovavat
ml&anlivost vo vztahu ku Klinickému skusSaniu, 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.

Cl. 7 - Publikovanie, tlaéové spravy a verejné
oznamenia

Article 7 — Publication, Press Releases
and Public Announcements
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7.1 Zadavatel uznava zaujem Zmluvnych
partnerov na nekomerénom vedeckom publikovani
vysledkov Klinického skusania, bez ohladu na to,
¢i vysledok Klinického skuSania je pozitivny alebo
negativny. S ohladom na opravnené zaujmy
Zadavatela sa Zmluvni partneri  zavazuju
dodrziavat nasledujuce povinnosti a podmienky na
publikovanie:

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

7.1.1 Zmluvni partneri sa zavazuju poskytovat
Zadavatelovi vSetky navrhy na publikovanie alebo
Ustne prezentacie tykajuce sa Klinického skusania
alebo Skusaného lieku alebo vysledkov Klinického
skusania (dalej len "Publikacie") najmenej
Sestdesiat (60) dni pred zamySlanym predlozenim
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 Clinical
Trial 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.

7.1.2 Pokial Zadavatel neoznami Zmluvnym
partnerom v ramci lehoty Styridsatpat’ (45) dni odo
dna, ked mu bola doru¢ena zamyslana Publikacia,

Zmluvni ppartneri sa zavazuju pripomenut
Zadavatelovi predpokladany datum Publikacie.
Zmluvni partneri nie su opravneni publikovat

Publikécie bez vyslovného suhlasu Zadavatela.

7.1.2 If the Sponsor does not notify the
Contracting Partners within 45 (forty-five) days of
the Sponsor's receipt of the intended Publication,
the Contracting Partners 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 bert na vedomie a suhlasia,
Zze v pripade multicentrickych Studii sa vysledky
Klinického skuSania publikuji iba prostrednictvom
koordinacie so Zadavatefom na ucel kombinovania
vysledkov zo vSetkych centier zuCastnenych
Klinického skusania. Zmluvni partneri su opravneni
publikovat Vysledky ich Centra za podmienky, Ze
celkové  vysledky neboli publikované do
osemnastich (18) mesiacov od dokonéenia
Klinického skiSania a su€asne za podmienky
postupovania v sulade s  podmienkami
stanovenymi v tomto ¢lanku.

7.1.3 The Contracting Parties acknowledge and
agree that, in case of multi-center studies,
results of the Clinical Trial are published only
through coordination with the Sponsor in order to
combine the results of all centers participating in
the Clinical Trial. The Contracting Partners may
publish results of their Centers on the condition
that overall results were not published within
18(eighteen) 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 vSetky rozdiely v nazoroch na
zamysfany obsah Publikdcie s ciefom ngjst
rieSenie uspokojivé pre Zadavatela aj pre
Zmluvnych partnerov. Zadavatel je opravneny
navrhnut akékolvek zmeny Publikacie, ktoré
oddévodnene povazuje za potrebné na vedecké
ucely. Zmluvni partneri sa zavazuju, ze
implementacia takychto odpora¢anych zmien
nebude bezddvodne odmietnuta.

7.1.4 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 satisfactory 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.
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7.1.5 Ak mozno oCakavat, Ze takato Publikacia by
mohla mat neZiaduci uc¢inok na zachovanie
dovernosti ktorejkolvek z Dévernych informacii
Zadavatela, Zmluvni partneri sa zavazuju zabranit’
takejto Publikacii, ibaze by predmetna Déverna
informacia nemohla byt vymazana z Publikacie
bez ujmy vedeckej spravnosti Publikacie.

7.1.5 If such Publication is expected to have an
adverse effect on the confidentiality of any of the
Sponsor's  Confidential Information, the
Contracting Partners shall prevent such
Publication, unless the Confidential Information
can be deleted from the Publication without
detriment to the scientific correctness of the
Publication.

7.1.6 Ak by Publikdcia z pohfadu Zadavatela
mohla mat’ neziaduci u€inok na schopnost’ ziskat
patentovi ochranu pre ktorykolvek Vynalez,
Zadavatel ma pravo pozadovat odklad Publikacie
na primerant 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 Publikacia doru¢ena na kontrolu.
Zadavatel ma pravo pozadovat dalsi odklad

Publikacie, ak patentova prihlaska bola podana a
ak prihlaska s pravom prednosti je nelplna a v
ramci jedného (1) roka od podania prihladky 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
prednosti. Zadavatel nebude zakazovat’ Publikaciu
v pripade, ked informacia, ktora je sposobila byt
predmetom patentovej ochrany, bola z planovanej
Publikacie odstranena.

7.1.6 If the Publication may - in the Sponsor’s view
have an adverse effect on the ability to obtain
patent protection for any Invention, the Sponsor
may request a delay of the Publication for a
reasonable 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 until 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 zahrnut do
kazdej Publikacie ustanovenia informujice, ze
vytvorenie Udajov bolo sponzorované a financne
podporené Zadavatelom a suCasne sa Zmluvni
partneri zavazuju informovat o svojej miere
angazovanosti na Klinickom sku$ani a prospechu,
ktory im z Klinického skusania plynul. Autorstvo a
uznanie za vedecké publikovanie by mali byt v
sulade s jednotnymi poziadavkami na rukopisy
vydanymi Medzinarodnym vyborom redaktorov
lekarskych ~ €asopisov. - ICMJE  (Uniform
Requirements for Manuscripts).

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

7.2 Povinnosti stanovené v ¢&l. 7.1 zostanu v
platnosti dalSich patnast (15) rokov po
predéasnom ukonleni alebo po ukonéeni tejto
Zmluvy.

7.2 The obligations set forth in Article 7.1 shall
remain in effect for another fifteen (15) years
after early termination or expiration of this
Agreement.
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7.3 Zadavatel je opravneny zverejnit vysledky
Klinického sku3ania spdsobom, ktory uzna za
vhodny, a to ako po cell dobu trvania tejto Zmluvy,

tak aj po jej ukonleni, dalej je Zadavatel
opravneny umiestnit informacie o Klinickom
skusani a o Vysledkoch na internet, napr. na

stranky www.ClinicalTrials.gov (zverejnenie
registra) a na strdnky pre zverejnenie vysledkov,
na firemné stranky Zadavatefa (zverejnenie
registra a vysledkov) a v ktorejkolvek databaze
alalebo v registri v stlade s pravnymi predpismi a s
prisluSnymi normami vo vztahu k rozsahu, forme a
obsahu.

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

7.4 Zmluvni partneri sa zavazuju nepublikovat
Ziadne tlacové spravy alebo iné verejné oznamenia
o Kilinickom skusani, Vysledkoch Klinického
skuSania  alalebo  SkuSanom lieku bez
predchadzajuceho pisomného suhlasu Zadavatela.

7.4 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.

7.5 Nazov Zadavatefla a/alebo CRO nesmie byt

pouzivany v ziadnom reklamnom alebo inom
materiéli Zmluvnych partnerov bez
predchadzajuceho pisomného schvalenia

Zadavatelom a/alebo CRO.

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

Cl. 8 - Zodpovednost’ a od$skodnenie

Article 8 — Liability and Indemnity

8.1 Zmluvni partneri sa zavazuju Zadavatelovi
alalebo CRO nahradit ujmu (vratane ujmy
nemajetkovej a smrti  UCastnika  klinického
skuSania) vzniknutej z dbvodu (i) nedbanlivého
alebo umyselného protipravneho konania alebo
opomenutia a / alebo (ii) poruSenia ktorejkolvek z
povinnosti prijatych na zéklade tejto Zmluvy ako aj
(iii) poruSenia pravnych predpisov ktorymkolvek z
nich, alebo ktorymkolvek zo zamestnancov Centra
alebo Zmluvnych partnerov, ktori budu participovat
na plneni tejto Zmluvy. Narok na nahradu Skody
nevznika, pripadne vznikd len v pomernej vyske,
ak ujma na zdravi (vratane smrti) bola spésobena
zavinenim ¢i spoluzavinenim Gcastnika klinického
skuSania &i jeho z&konného zastupcu, €o aj z
nedbanlivosti.

8.1 The Contracting Partners agree to indemnify
the Sponsor and/or CRO for any damage
(including non- pecuniary damage and death of
trial subject) incurred as a result of (i) a negligent
or willful illegal act or omission and/or (i) a
breach of any obligations assumed under this
Agreement as well as (i) breach of legal
regulations by either of them or any employee of
the Center or contractors used for the purposes
of fulfilment of this Agreement. Claim for
damages does not arise, or arises only in a
proportional amount, if health-related harm
(including death) occurred due to the fault or
contributory fault of the trial subject or his/her
legal representative, also due to negligence.
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8.2 Zadavatel je Zmluvnym partnerom (Centrum
alebo Hlavny skuSajuci dalej oznacovani len
"Odskodnovana strana") povinny nahradit ujmu
(vratane ujmy nemajetkovej) v rozsahu, v akom je
voci nim na prislusnom sude ucastnikom klinického
skuSania alebo inymi, na to podla platnych
pravnych predpisov  opravnenymi  osobami,
UspesSne uplatneny najméa narok na nahradu ujmy
na zdravi (vratane smrti) vzniknutej z doévodu
uzivania SkuSaného lieku alebo akéhokolvek
vykonu alebo postupu vykonaného na ucastnikovi
klinického skusania, ktorym by ucastnik klinického
skuSania nebol podrobeny nebyt jeho ucasti na
Klinickom sku$ani podla poZiadaviek Protokolu, a
to za podmienky, Ze tato ujma:

8.2 The Sponsor must indemnify the
Contracting Partners (hereinafter the Center
and the Principal Investigator collectively
referred to as the “Indemnified Party”) for
damage (including non-pecuniary damage) to
the extent to which a trial subject or any other
under law entitled person successfully claims
namely damage to health (including death) as a
result of using the Investigational medicinal
product or any clinical intervention or procedure
required by the Protocol to which the trial
subjects would not have been exposed, but for
their participation in the Clinical Trial in a
competent court of justice, provided that such
damage:

8.2.1 nevznikla z dévodu, Zze OdSkodriovana strana
nekonala v suUlade (a) s podmienkami tejto Zmluvy;
alalebo (b) Protokolom; a/alebo (c) vSetkymi

prislusnymi pravnymi predpismi a pravidlami
upravujacimi vykonavanie Klinického skuSania;
a/alebo (d) bezpecnostnymi opatreniami a

pisomnymi pokynmi Zadavatefa, CRO alebo jeho
Prepojenych 0sbb; a/alebo

8.2.1 did not arise from the failure of the
Indemnified Party to comply with (a) the terms
of this Agreement; and/or (b) the Protocol,
and/or (c) all applicable laws and regulations
governing the performance of the Clinical Trial,
and/or

(d) safety measures and written instructions of
the Sponsor, CRO or its Affiliates; and/or

8.2.2 nevznikla z dévodu nedbanlivostného alebo
umyselného protipravneho  konania  alebo
opomenutia Odskodnovanej strany;

8.2.2 does not arise from a negligent or willful
illegal act or omission of the Indemnified Party;

8.3 Dalej plati, Zze ak vznikne taka ujma iba s&asti
z dovodov na strane OdSkodhovanej strany
uvedenych v €l. 8.2.1, alebo 8.2.2, OdSkodriovanej
strane vznika narok na nahradu ujmy voci
Zadavatelovi v rozsahu, v akom vznikla Skodu
mimo dévodov uvedenych v €l. 8.2.1 a/alebo 8.2.2.

8.3 In the case that such damage incurs only in
part due to reasons on the part of the
Indemnified Party as specified in Article 8.2.1 or
8.2.2, the Indemnified Party shall be entitled to
indemnification from the Sponsor to the extent
to which the reasons indicated in Article 8.2.1
and/or 8.2.2 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 poskytnut, s
vynimkou ods. 8.4.3, len v rozsahu, v ktorom bude
mat poruSenie niektorej z nizSie uvedenych
povinnosti zo strany Zmluvnych partnerov
negativny vplyv na moznost UspesSne sa branit
proti uplatnenému 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,
with the exception of Paragraph 8.4.3, if the
Contracting Partners breach any of the following
obligations and such breach has a negative
impact on the possibility of successful defense
against the lodged claim:
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8.4.1 Zmluvni partneri sa zavazuju pisomne
informovat Zadavatela o kazdom naroku a/alebo
zalobe v maximalnom moznom rozsahu, podla
tychto ustanoveni o nahrade ujmy, a to do
patnastich (15) dni odo drna, ked sa o nich
dozvedia, a su€asne sa zavazuju umoznit
Zadavatelovi, aby schvaloval vSetky ukony a
obhajobu proti takto uplatnenému naroku alebo
zalobe vratane rozhodovania o urovnani sporu; a

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

8.4.2 Zmluvni partneri su povinni spolupracovat
so Zadavatelom a jeho pravnymi zastupcami a
poistovatelmi pri obhajobe proti takému naroku
alebo Zalobe, a zabezpe¢it takito spolupracu to
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 claim or lawsuit; and

8.4.3 Zmluvni partneri nesmu uznat ani uspokojit’
Ziadny takyto narok mimo alebo v ramci sidneho
konania bez predchadzajuceho pisomného
suhlasu Zadavatefa.

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

Cl. 9 — Poistenie

Article 9 — Insurance

9.1 Zadavatel zodpoveda za zabezpecenie
poistenia na ucel Klinického skusania v sulade s
prislusnymi pravnymi predpismi. Na tento ucel
Zadavatel prehlasuje, Ze zabezpecil poistenie
zodpovednosti Zadavatefa a Centra za Skodu
(vratane nemajetkovej ujmy, okrem nemajetkovej
ujmy spbsobenej porusenim prav na ochranu
osobnosti i mena, urazkou na cti, ohovaranim,
Sikanovanim, obtazovanim, nerovnakym
zaobchadzanim ¢&i inymi spésobmi diskriminacie),
prostrednictvom ktorého je zabezpecené aj
odskodnenie v pripade smrti uéastnika klinického
skuSania alebo v pripade ujmy vzniknutej na
zdravi Uc€astnika klinického skuSania v doésledku
vykonavania Klinického sku$ania v sulade s § 43
pism. h) bod 3 zakona o liekoch. Zadavatel dalej
prehlasuje, ze zabezpedil poistenie zodpovednosti
Centra za Skodu, ktora mébze byt spbdsobena
Ucastnikovi klinického sku$ania v sulade s § 43
pism. h) bod 4. zdkona o liekoch. Pre vylu¢enie
pochybnosti Zadavatel a Zmluvni partneri
vyhlasuju, Ze poistenie podla tohto odseku
nenahradza poistenie vztahujuce sa k aktivitam,
ktoré neslvisia s Klinickym skus$anim, napr.
bezné poskytovanie zdravotnych sluzieb.

9.1 The Sponsor shall be responsible for taking
out insurance for the purposes of the Clinical Trial
in compliance with applicable legal regulations.
For these purposes, the Sponsor represents and
warrants that it took out insurance of liability of
the Sponsor and the Institution for damage
(including the non- pecuniary damage, with the
exception of non- pecuniary damage caused by
violation of personality or name protection rights,
by defamation, slander, bullying, harassment,
unequal treatment or by any other way of
discrimination), including indemnification in case
of death of a trial subject or damage to health to a
trial subject due to the Clinical Trial performance
pursuant to Section 43, letter h) point 3 of
Pharmaceuticals Act. The Sponsor further
represents and warrants that it took out insurance
of liability of the Centre for damage that may be
caused to the trial subject pursuant to Section 43
letter h) point 4 of Pharmaceuticals Act. In order
to eliminate any doubts, the Sponsor and the
Contracting Partners represent and warrant that
this insurance does not replace insurance
covering activities which are not related to the
Clinical Trial, e.g. a regular provision of medical
services.
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Cl. 10 - Ochrana a spristupnenie osobnych
Udajov

Article 10 — Personal Data Protection and
Disclosure

10.1 Zmluvni partneri su si vedomi, ze Zadavatel
alalebo CRO alebo tretia osoba Zadavatelom
poverena budu vkladat Vysledky Klinického
skuSania a vSetky spravy suvisiace s Klinickym
skuSanim, zaznamy o 8koleniach v mieste
realizacie Klinického skuSania a vystupy z
akychkolvek auditov vykonanych Zadavatelom
a/alebo CRO alebo v jeho mene podla pravidiel
spravnej klinickej praxe alebo inSpekcii do
internych elektronickych databaz Zadavatela
a/alebo CRO a/alebo tretich oséb poverenych
Zadavatelom. V ramci tejto spravy udajov mézu
byt v sulade s poZiadavkami pravidiel spravnej
klinickej praxe a prislusnych pravnych predpisov
na Useku ochrany osobnych Gdajov uchovavané,
spracované a pouzité Zadavatelom, jeho
Prepojenymi osobami a poverenymi tretimi
stranami osobné daje Hlavného skus$ajuceho,
ako sU meno, priezvisko a adresa, financné
zaujmy podla Potvrdenia o finanénych zaujmoch,
a dalej tiez osobné udaje inych zamestnancov
Centra, Clenov $tudijného timu (a ak je to
pozadovené, ich manzelky/manzelov a
nezaopatrenych oséb) a pripadne ucastnikov
klinického skuSania a ich zaangazovanie Vv
Klinickom skusani a vystupy auditov vykonanych
Zadavatelom podla pravidiel spravnej Klinickej
praxe alebo inSpekcii (dalej len ,Udaje*) a
pravnych predpisov vztahujucich 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 tiez
organom verejnej moci. Udaje budu spracovavané
pre plnenie pravnych povinnosti Zadavatela
alalebo CRO a pre manazment Kklinickych
skudani. Udaje budlG spracovavané po dobu
neurcitd, najdih&ie vdak do naplnenia ucelu.

10.1 The Contracting Partners understand that
the Sponsor and/or CRO or a third party
authorized by the Sponsor and/or CRO 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 and/or CRO into internal
electronic databases of the Sponsor and/or CRO
and/or third parties authorized by the Sponsor
and/or CRO in compliance with good clinical
practice rules or inspections. As part of such
data management, the personal data of the
Principal Investigator, such as first and last
name, address and financial interests according
to the Financial Interests Declaration, as well as
the personal data of other employees of the
Center, Clinical Trial Team Members (and,
where relevant, their spouses and dependants)
and possibly trial subjects and their involvement
in the Clinical Trial and outcomes of audits
performed by the Sponsor and/or CRO 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
and/or CRO, its Affiliates and authorized third
parties in compliance with good clinical practice
rules and applicable personal data protection
laws. The Sponsor shall provide Data to external
public databases, such as clinicaltrials.gov, as
well as, to the extent necessary under applicable
law, to government authorities. Data shall be
processed for the purposes of compliance with
the Sponsor and/or CRO’s legal obligations and
for the management of clinical trials. Data shall
be processed for an indefinite period of time,
however, no longer than until the purpose, for
which they are processed, is fulfilled.

10.2 Zmluvni partneri sa zavazuju zabezpedit, ze
do vykonavania Klinického skuSania nebudu
zaangazované ziadne fyzické osoby, kym tieto
osoby neudelia suhlas so spracovanim svojich
osobnych (dajov ako je Specifikované v tejto
Zmluve a podla prilohy €. 2 tejto Zmluvy.

10.2 The Contracting Partners agree not to enroll
any natural persons in the Clinical Trial until such
persons grant their consent to the processing of
their personal data as detailed in this Agreement
as specified in Appendix 2 to this Agreement.

10.3 Zmluvni partneri sa zavazuju bezodkladne a
pisomne informovat Zadavatela o akomkolvek
poruseni ustanoveni o bezpe€nosti osobnych
Udajov, v kazdom pripade v8ak najneskdr do
dvoch (2) dni od datumu takéhoto porusenia.

10.3 The Contracting Partners agree to inform
the Sponsor in writing about any breach of
personal data protection provisions without
undue delay; however, no later than two (2) days
following such breach.
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10.4 Zmluvni partneri a Zadavatel a/alebo CRO
sa zavazuju konat v sulade s prisluSnymi
pravnymi predpismi na Useku ochrany osobnych
Gdajov, najma s Nariadenim Eurdpskeho
parlamentu a Rady (EU) 2016/679 z 27. Aprila
2016 o ochrane fyzickych os6b pri spracovani
osobnych adajov a volnom pohybe tychto Gdajov
a o zruSeni smernice 95/46/ES (vSeobecné
nariadenie o ochrane udajov), dalej so zakonom
¢. 18/2018 Z.z. o ochrane osobnych udajov a o
zmene a doplneni niektorych zakonov v plathom
zneni a v sulade s prislusnymi pokynmi Statneho
ustavu pre kontrolu lie€iv, najmd pokynom MP
131/2021, ak sa uplatni.

10.4 The Contracting Partners and the Sponsor
and/or CRO agree to adhere to applicable
personal data protection laws, especially
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016
on the protection of natural persons with regard
to the processing of personal data and on the
free movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation), the 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 131/2021, if
applicable.

Cl. 11 - Trvanie Zmluvy

Article 11 — Term of the Agreement

11.1 Tato Zmluva nadobuda Gc€innost drom
nasledujucim po dni jej zverejnenia v centralnom
registri zmlidv na www.crz.gov.sk v sulade s
¢lankom 4.4, a skonéi dfiom kedy (a) bude
dokoncena celkova sprava o Klinickom skusani,
alebo (b) bude vykonana posledna platba
Zadavatelom/CRO, pricom rozhodujica je ta z
tychto skutoénosti, ktora nastane neskoér.

11.1 This Agreement shall come into force on
the day following the day of its publication in the
Central register of contracts of Slovak Republic
on www.crz.gov.sk in accordance with Article 4.4
and shall end on the day (a) the overall Clinical
Trial report is completed or (b) the Sponsor
/ICRO makes its last payment, whichever
occurs later.

11.2 Prava a povinnosti Zadavatela a/alebo CRO
a Zmluvnych partnerov stanovené v tejto Zmluve,
ktoré vzhladom na svoju povahu maju pretrvat aj
po skonceni tejto Zmluvy (vratane prav s ohfadom

na vlastnictvo, Vynalezy, zachovavanie
mi¢anlivosti, publikacie, protikorupénych
ustanoveni, zodpovednosti a odskodnenie),

zostavaju v platnosti aj po skonceni tejto Zmluvy.

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

€l. 12 - Ukonéenie

Article 12 — Termination

12.1 Bez ohladu na akékolvek iné pravo ukongit
tuto Zmluvu, ktoré méze byt stanovené v tejto
Zmluve alebo vyplyva zo vSeobecne zavéznych
pravnych predpisov, Zadavatel a/alebo CRO ma
pravo ukonéit tuto Zmluvu kedykolvek aj bez
uvedenia dévodu na zaklade pisomnej vypovede
s tridsatdnovou (30) vypovednou dobou. lhned po
doruceni pisomnej vypovede tejto Zmluvy druhej
Zmluvnej strane na zéklade ktoréhokolvek
ustanovenia tejto Zmluvy, sa Centrum a Hlavny
skuSajuci zavazuju (i) zastavit nabor a
zaradovanie Uc&astnikov klinického skusania do
Klinického skusSania, (i) zastavit vykonavanie
v8etkych postupov, u uZ zahrnutych u€astnikov
klinického sku$ania, 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

12.1 Notwithstanding any other termination right
set forth in this Agreement or in the applicable
generally binding legal regulations, the Sponsor
and/or CRO reserves the right to terminate this
Agreement at any time without cause based on
thirty-day written notice. Immediately upon
receipt of the written notice by other Contracting
Party based on any provision of this Agreement,
the Center and the Principal Investigator agree
to (i) cease recruiting and enrolling trial subjects
in the Clinical Trial, (ii) cease all procedures to
the extent medically permissible on trial subjects
already enrolled in the Clinical Trial and (iii)
refrain as much as possible from incurring
additional costs and expenses. In the case that
the Center or the Sponsor/CRO announces that
the thirty-day notice does not provide enough
time to evaluate risks for enrolled trial subjects
who receive the Investigational medicinal
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dizke tridsiatich (30) dni je nedostatoéne dlha
doba na vyhodnotenie rizik pre zaradenych
ucastnikov klinického skuSania, ktorym sa podava
Skusany liek, budd Zmluvné strany spolupracovat
na tom, aby bola bezpe¢ne ukonéena lieCba
tychto UcCastnikov klinického skusania tymto
Skasanym liekom v priebehu vzdjomne
dohodnutej doby, ale v ziadnom pripade nebude
zavazok Zadavatela dodavat Skusany liek podla
tejto Zmluvy trvat dlhSie ako primeranu dobu.

product, the Contracting Parties shall cooperate
so that the treatment of the trial subjects with the
Investigational medicinal product would be safely
terminated during a mutually agreed period of
time; however, the Sponsor shall not be required
to provide the Investigational medicinal product
based on this Agreement for an unreasonable
period of time.

12.2 Zmluvni partneri a Zadavatel, kazdy z nich,
maju pravo ukondit tuto Zmluvu s okamzitym
uc¢inkom formou pisomnej vypovede dorucenej
druhej Zmluvnej strane v pripade, Ze vykonavanie
Klinického skusania v Centre musi byt ukonéené
na zaklade poziadavky zodpovnedného SUKL/EK
alebo ak je takého ukocenie potrebné z dévodu
ochrany zdravia Uc€astnikov klinického skusania.
Uginky takejto vypovede nastand dfiom jej
doruCenia poslednej zo Zmluvnych stran.
Ukon&enie Zmluvy Zmluvnymi partnermi podfa
predchadzajlucej vety je Hlavny skusajuci povinny
vopred prekonzultovat so Zadavatefom a/alebo
CRO. lhned po doruéeni pisomnej vypovede tejto
Zmluvy druhej Zmluvnej strane na zaklade
ktoréhokolvek ustanovenia tejto Zmluvy, sa
Centrum a Hlavny sku$ajuci zavazuju (i) zastavit
ndbor a =zaradovanie Ucastnikov klinického
skusania do Klinického skusania, (i) zastavit
vykonavanie vSetkych postupov, u uz zahrnutych
ucastnikov klinického sku$ania, a to v miere, v
akej to dovoluje lekarske hfadisko, a (iii) zdrzat sa
v maximalnej moznej miere vytvarania dalSich
nékladov a vydavkov. Zmluvné strany budu
spolupracovat na tom, aby bola bezpetne
ukon&ena lie€ba u€astnikov klinického skusania
Skusanym liekom v  priebehu vzajomne
dohodnutej doby, ale v ziadnom pripade nebude
zavazok Zadavatela dodavat Skusany liek podia
tejto Zmluvy trvat' dlhSie ako primeranu dobu. Bez
ohladu na predchadzajice ustanovenie, v pripade
kritickych alebo délezitych zisteni v ramci auditu
alebo inSpekcie tykajacich sa spravnej Klinickej
praxe, dohfadu nad liekmi alebo regulacnych
zalezitosti, praxe alebo postupu, ktoré maju
nepriaznivy vplyv na prava, bezpec¢nost, alebo
celkovi pohodu uc¢astnikov klinického skusania
alebo  ktoré mo6zu predstavovat potencialne
riziko pre verejné zdravie alebo ktoré moézu mat
za nasledok neprijatelnost Udajov z Klinického
skusania alebo ktoré predstavuju vazne porusenie
prislusnych pravnych predpisov a pravidiel, ma
Zadavatel a/alebo CRO pravo (podla svojej volby)
s okamzitym uc€inkom doCasne zastavit nabor
UCastnikov klinického skusania, kym nebudu
predmetné zistenia Uplne posudené alebo s
okamzitym ucinkom pisomne vypovedat tuto
Zmluvu.

12.2 The Contracting Partners and the Sponsor
each have the right to terminate this Agreement
with immediate effect by giving written notice to
the other party in the case that the Clinical Trial
at the Center needs to be terminated following a
request to do so by the responsible SUKL/EC or
if such termination is required to protect the
health of trial subjects. Such termination
becomes effective on the date of its receipt by
the last of the Contracting Parties. The Principal
Investigator must consult termination of this
Agreement by the Contracting Partners under
the previous sentence with the Sponsor and/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

® cease recruiting and enrolling trial
subjects in the Clinical Trial, (ii) cease all
procedures to the extent medically permissible
on trial subjects already enrolled in the Clinical
Trial and (iii) refrain as much as possible from
incurring additional costs and expenses. The
Contracting Parties shall cooperate so that the
treatment of the trial subjects with the
Investigational medicinal product would be safely
terminated during a mutually agreed period of
time; however, the Sponsor shall not be required
to provide the Investigational medicinal product
based on this Agreement for an unreasonable
period of time. Without prejudice to the
foregoing, in the event of critical or important
findings from an audit or inspection related to
good clinical practice, pharmacovigilance or
regulatory matters, practice or procedure that
have a negative impact on the rights, safety or
well-being of trial subjects or that may pose a
potential risk to public health or that may render
Clinical Trial data inadmissible or that seriously
violate applicable legal regulation and rules, the
Sponsor and/or CRO 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
sku$ania je (i) pravoplatne zamietnuté alebo (ii)
pravoplatne zruSsené, skonéi tato Zmiluva
automaticky  dfiom  doruenia  oznamenia
(rozhodnutia) o takomto pravoplathom zamietnuti
alebo pravoplatnom zruseni.

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 a/alebo CRO primerane
domnieva, ze Zmluvni partneri nebudd schopni
zacat nabor alebo plnit svoje povinnosti tykajlce
sa naboru v ramci dohodnutej lehoty, ma
Zadavatel al/alebo CRO pravo na zaklade
oznamenia doruéeného Zmluvnym partnerom (a)
s okamzitym uc&inkom znizit pocet uc€astnikov
klinického skusania, ktori sa maju zaradit do
Klinického sku$ania; alebo (b) predizit dobu
naboru; alebo (c) ukongit' tuto Zmluvu vypovedou.
Podla pismena c) mbze Zadavatel pisomne
vypovedat Zmluvu s okamzitym u&inkom, av$ak
len ak vopred pisomne upozornil Zmluvnych
partnerov na ich ome$kania s naborom
ucastnikov klinického skuSania a poziadal ich o
napravu v dodatoCnej primeranej lehote, ktort 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 aéinkom v pripade, ak Zmluvni
partneri nezjednaju napravu ani v dodatocne
stanovenej lehote, nalezite pisomne pouceni.

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

12.5 V pripade, Ze Zadavatel a/alebo CRO
neschvali nového hlavného skusajuceho podla €l.
2.27 alebo sa tento novy hlavny skusajuci
pisomne nezaviaze k povinnostiam podla tejto
Zmluvy, Zadavatel/CRO je opravneny tito Zmluvu
ukonéit vypovedou ku dfiu doru€enia vypovede
Centru. V pripade, ze Hlavny skuSajuci a
Zadavatel/lCRO maju zaujem pokracovat v
spolupraci pri vykonavani Klinického skisania v
inom zdravotnickom zariadeni, Centrum sa
zavazuje poskytnat suacinnost pri prevedeni
relevantnych Gdajov, informacii a materialu, ktoré
nie su vlastnictvom Centra, v prospech nového
centra.

12.5 In the case that the Sponsor and/or CRO
does not approve a new Principal Investigator
pursuant to Article 2.27 or a new Principal
Investigator does not accept in writing the
obligations under this Agreement, the
Sponsor/CRO 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/CRO 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.
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12.6 V pripade, Ze poCas auditu alebo inSpekcie
regulaénych organov bude zistené porusenie
ustanoveni tejto Zmluvy alebo Protokolu zo strany
Centra alebo Hlavného skusajuceho (alebo
nedodrzanie ustanoveni tejto Zmluvy zo strany
ktoréhokolvek iného Clena $tudijného timu), ma
Zadavatel/CRO pravo tato Zmluvu pisomne
vypovedat s okamzitou uc¢innostou, pri¢om uginky
takejto vypovede nastani drfiom jej dorucenia
poslednej zo Zmluvnych stran.

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

12.7 Zadavatel je povinny uhradit vSetky dizné
Ciastky za riadne poskytnuté sluzby Zmluvnymi
partnermi na zaklade tejto Zmluvy a naklady,
ktoré im od6vodnene vznikli, ku dnfu dorucenia
vypovede alebo v pripade ukoncenia tejto Zmluvy
podla ¢l.12.1 k poslednému dfiu vypovednej
lehoty alebo v pripade ukoncenia tejto Zmluvy
podfa €l. 12.3 ku driu doru€enia pravoplatného
zamietnutia. Ak Centrum preukazatelne obdrzalo
vy$8iu sumu odmeny a nékladov, na ktoré mu
podla skuto€ne vykonanych &innosti vznikol narok
v sllade s touto Zmluvou, Centrum sa prislusny
rozdiel zavazuje zaplatit spat Zadavatelovi/CRO
bez zbyto¢ného odkladu.

12.7 The Sponsor must pay all outstanding
amounts for the services properly provided by
the Contracting Partners based on this
Agreement and all reasonably incurred costs, as
of the day of receipt of the notice or, in the case
that this Agreement is terminated pursuant to
Article 12.1, as of the last day of the termination
period or, in the case that this Agreement is
terminated pursuant to Article 12.3, as of the day
of receipt of the final rejection. In the case that
the Center provably received higher payments
than the payments due according to the work
actually performed based on this Agreement, the
Center shall refund the balance to the
Sponsor/CRO without undue delay.

12.8 Pri skon&eni Zmluvy sa Zmluvni partneri
zavazuju vratit Zadavatelovi a/alebo CRO vSetok
nespotrebovany material a predmety, ktoré im boli
poskytnuté v suvislosti s Klinickym skuSanim, a to
najneskér do tridsiatich (30) pracovnych dni od
datumu ukoné&enia Zmluvy.

12.8 Upon termination of this Agreement, the
Contracting Partners shall return to the Sponsor
and/or CRO all unused materials and items
provided to the Contracting Partners in relation
to the Clinical Trial within thirty (30) working days
of the day of termination of this Agreement.

€l. 13 - Rdzne ustanovenia

Article 13 — Miscellaneous

13.1 Uzatvorenie tejto Zmluvy nie je podmienené
Ziadnym existujucim alebo budidcim obchodnym
vztahom medzi Zmluvnymi partnermi a
Zadavatelom a/alebo CRO ani ziadnym
obchodnym rozhodnutim, ktoré Zmluvni partneri
urobili alebo urobia voéi Zadavatelovi/CRO alebo
vyrobkom predavanym Zadavatefom.

13.1 The conclusion of this Agreement is not
contingent on any existing or future business
relationship between the Sponsor and/or CRO
and the Contracting Partners or on any business
decision that the Contracting Partners made or
shall make with respect to the Sponsor/CRO or
the products sold by the Sponsor.
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13.2 Zmluvni partneri sa zavazuju plnit svoje
povinnosti podla tejto Zmluvy spdsobom, ktory
bude v sulade s prisluSnymi pravnymi predpismi
zameranymi proti korupcii a podplacaniu a v
sulade s prilohou €. 3. Zmluvni partneri zavazne
vyhlasuju, ze v suvislosti s Klinickym skusanim
neposkytli ani neposkytnd ziadnu platbu ani
prospech, priamo alebo nepriamo, Gradnej osobe,
zékaznikom, obchodnym partnerom, odbornikom
v zdravotnictve ani Ziadnej inej osobe na ucel
ziskania nedovoleného prospechu alebo nekalej
obchodnej vyhody, nebudu ovplyvnovat
rozhodovanie v sukromnej ani verejnej sfére,
predpisovanie, ani nebudu nikoho podnecovat k

poruSovaniu  profesijnych  povinnosti  alebo
pravidiel.  Zmluvni partneri sa  zavazuju
bezodkladne pisomne oznamit

Zadavatelovi a/alebo CRO kazdé podozrenie &i
zistené poruSenie vySSie uvedenych zasad v
suvislosti s obchodnou ¢innostou Zadavatela a
budd v tychto pripadoch spolupracovat so
Zadavatelom pri preSetreni takej zalezitosti.

13.2 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 that in connection with the Clinical Trial
they did not accept or provide and shall not
accept or provide any payment or benefit,
directly or indirectly, to/from 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 and/or CRO in writing any suspected or
detected violation of the above principles in
connection with the Sponsor’'s business activity
and, in such cases, shall cooperate with the
Sponsor in reviewing the matter.

13.3 Zmluvné strany vyhlasuju, ze nemaju v
su€asnosti uzatvorend ziadnu zmluvu ani
zavazok, ktorych plnenie by negativne ovplyvnilo
plnenie povinnosti voci Zadavateflovi a/alebo CRO
na zaklade tejto Zmluvy a su¢asne sa zavazuju po
celd dobu priebehu Klinického skuSania ziadnu
takato zmluvu neuzavriet ani Zziadny takyto
zavazok neprijat. Hlavny skusajuci ruci za to, ze
Ziadny z Clenov $tudijného timu nemé v su&asne;
dobe uzatvorenl zZiadnu takato Zmluvu, a
zavézuje sa zabezpeéit, e Ziadny z Clenov
Studijného timu takuto zmluvu neuzavrie.

13.3 The Contracting Partners represent and
warrant that they are not presently under any
agreement or obligation that would negatively
affect the performance of their obligations with
respect to the Sponsor and/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.

13.4 Tato Zmluva spolu s Dohodou o odmene
obsahuju UpIné dojednanie o predmete Zmluvy a
vSetkych nalezitostiach, ktoré Zmluvné strany mali
a chceli v Zmluve dojednat, a ktoré povaZzuju za
dolezité. Su€asne Zmluvné strany vyhlasuju, Ze si
vzajomne oznamili vSetky informéacie, ktoré
povazuju za dblezité a podstatné na uzatvorenie
tejto Zmluvy.

13.4 This Agreement together with the
Remuneration Agreement represent an entire
agreement about the subject-matter hereof and
all matters that the Contracting Parties were and
wished to negotiate herein and consider
important. The Contracting Parties represent and
warrant that they provided to each other all
information they consider important and
substantial for entering into this Agreement.
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13.5 Zmluvné strany prejavili vélu neuplatiiovat
akékolvek prava a povinnosti Zmluvnych stran
vyvodené 1z doterajSej alebo budlcej praxe
zavedenej medzi nimi alebo  zvyklosti
udrziavanych vSeobecne ¢&i v odvetvi tykajicom
sa predmetu plnenia tejto Zmluvy, pokial tato
Zmluva neustanovuje inak.

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

13.6 Kazda zo Zmluvnych stran kona ako
nezavisly subjekt a na Ziadne ucely nie je v

postaveni partnera, sprostredkovatela,
zamestnanca ani zastupcu druhej Zmluvnej
strany.

13.6 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.

13.7 CRO mbze slobodne postupit ktorékolvek
alebo v3etky svoje prava a delegovat vsetky
alebo vsetky svoje povinnosti podfla tejto Zmluvy
na Zadavatela na zaklade pisomného oznamenia
zmluvnym partnerom. CRO (alebo Zadavatel po
prideleni a delegovani zo strany CRO) mbdze tiez
na zaklade predbezného oznamenia Zmluvnym
partnerom slobodne delegovat a postupit
povinnosti a prava slvisiace s Klinickym
skuSanim na externého poskytovatela a méze
volne delegovat alebo postupit svoje povinnosti
alebo prava tykajuce sa Klinického skusania
ktorejkolvek pridruzenej spoloCnosti Zadavatela.
CRO nemdze inak postupit svoje prava alebo
delegovat’ svoje povinnosti podla tejto Zmluvy bez
pisomného suhlasu dotknutej strany. Ak CRO
alebo Zadavatel deleguje alebo subdodava
akékolvek povinnosti, zostdva CRO alebo
Zadavatel zodpovedny za vykonavanie tychto
povinnosti Zmluvnym partnerom. Ak CRO postupi
vSetky prava a povinnosti CRO podfa tejto Zmluvy
v sllade s podmienkami v tejto Zmluve inému
poskytovatefovi  sluzieb, tento poskytovatel
sluzieb bude =zodpovedny =za vykonavanie
vSetkych povinnosti. Okrem vy$Sie uvedeného nie
je Ziadna zo Zmluvnych stran opravnena postupit
svoje prava a / alebo povinnosti Uplne ani scasti
na tretiu stranu bez predchadzajiceho pisomného
suhlasu ostatnych Zmluvnych stran. Tato Zmluva
zavazuje Zmluvné strany, ako aj ich pravnych
nastupcov a osoby, na ktoré budl prava a
zavazky Zmluvnych strdn v sulade s tymto
¢lankom postupené.

13.7 CRO may freely assign any or all of its
rights and delegate any or all of its duties under
this Agreement to Sponsor on written notice to
Contracting Partners. CRO (or Sponsor,
following assignment and delegation by CRO)
may also freely delegate and assign Clinical
Trial-related duties and rights to an external
provider upon advance notice to Contracting
Partners, and may freely delegate or assign its
Clinical Trial-related duties or rights to any
Sponsor affiliate. CRO may not otherwise
assign its rights or delegate its duties under this
Agreement without written permission from the
affected party. If CRO or Sponsor delegates or
subcontracts any duties, CRO or Sponsor
remains responsible to Contracting Partners, for
the performance of those duties. If CRO assigns
all of CRO's rights and duties under this
Agreement, in accordance with the terms herein,
to another service provider, that service provider
will become responsible for performance of all
duties. Save for the foregoing, neither
Contracting Party may assign its rights or
obligations under this Agreement, in whole or in
part, to a third party without the prior written
consent of the other Contracting Parties. This
Agreement is binding for all Contracting 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.

13.8 Neplatnost  alebo  nevymahatelnost
konkrétneho ustanovenia tejto Zmluvy nema vplyv
na platnost ostatnych ustanoveni. Zmluvné strany
sa zavazuju nahradit neplatné a nevymahatelné
ustanovenie platnym a vymahatelnym
ustanovenim, podla potreby, ktorym bude ¢&o
mozno najblizSie dosiahnuty umysel, ktory strany
mali v €ase uzavretia tejto Zmluvy.

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

€3651003 Slovakia |l CTA Approved on 17Apr2023

Page 34 of 53




13.9 Jednostranné vzdanie sa prava alebo tichy
suhlas alebo neuspedné dovolania sa porusenia
ktoréhokolvek ustanovenia tejto Zmluvy
ktoroukolvek  Zmluvnou stranou nezaklada
jednostranné vzdanie sa prava v suvislosti s
akymkolvek naslednym porusenim ktoréhokolvek
ustanovenia tejto Zmluvy.

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

13.10 Pokial nie je v tejto Zmluve dohodnuté inak,
povazuje sa za kontaktnd osobu Centra Hlavny
skusajuci.

13.10 Unless otherwise agreed in this
Agreement, the Center’s contact person shall be
Principal Investigator:

All actions taken with respect to the Center shall

Ukon urobeny voéi Centru sa povaZuje za riadne be deemed as actions taken respect to the

urobeny aj voCi Hlavnému skuSajucemu, resp.

Elenom Studiiného tim Principal Investigator or Clinical Trial Team
enom studyneno timd. Members as well.
CRO:

CRO:

PPD Slovak Republic, s.r.o.
Bratislavska cesta 100/D
931 01 Samorin

Slovenska republika

Kontaktna osoba: [
I

PPD Slovak Republic, s.r.o.
Bratislavska cesta 100/D
931 01 Samorin

Slovak Republic

Attention: |

Principal Investigator:

MUDr.

Fakultna nemocnica s poliklinikou F. D. Roosevelta
Oncology Clinic of SzU

Namestie L. Svobodu 1

975 17 Banska Bystrica

Slovak Republic

Telephone: NN

Principal Investigator:

MUDr.

Fakultna nemocnica s poliklinikou F. D. Roosevelta
Onkologicka klinika SZU

Namestie L. Svobodu 1

975 17 Banskéa Bystrica

Slovenska Republika

T e i
Email: [INEG
Sponsor:

Zadavatel” For Submission of Publications Only:
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13.11 Zmluvné strany sa dohodli, Ze tato Zmluva
méze byt s dalej uvedenou vynimkou menena iba
pisomne prostrednictvom vzostupne ocislovanych

dodatkov podpisanych v8etkymi  Zmluvnymi
stranami. Zmluvné strany nemusia uzavriet
dodatok k tejto Zmluve v pripade tzv.

nepodstatnych zmien Protokolu. Nepodstatnou
zmenou Protokolu sa pritom rozumie taka zmena

Protokolu, ktora nemeni rozsah ¢&i spbsob
vykonavania ukonov (najma vySetrenie)
vykondvanych Zmluvnymi partnermi v ramci

Klinického skuSania a nema teda akykolvek vplyv
na vySku odmeny za vykonavanie Klinického
skuSania ¢i inej ceny uvedenej v tejto Zmluve.
Nepodstatné zmeny Protokolu su G¢inné dnom
ich dorucenia Centru.

13.11 The Contracting Parties have agreed that
this Agreement may be changed, excluding the
exception mentioned below, only through written
consecutively numbered amendments signed by
all Contracting Parties. The Contracting Parties
are not obliged to execute an amendment to this
Agreement in case of so-called minor changes in
the Protocol. A minor change in the Protocol
means a change in the Protocol that does not
change the scope or manner of procedures (in
particular examination) performed by the
Contracting Partners as part of the Clinical Trial
and has no impact on remuneration for
performing the Clinical Trial or on any other
prices specified in this Agreement. Minor
changes in the Protocol shall come into effect on
the day of their delivery to the Center.
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13.12 Tato Zmluva je vytvorena a riadi sa
slovenskym pravom. Zmluvné strany sa v sllade
s ustanovenim 8 262 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, Zze vSetky spory vzniknuté z tejto Zmluvy
budu rieSené vecne a miestne prisludnymi sudmi
Slovenskej republiky.

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

13.13 Tato Zmluva je vyhotovend v slovenskom a
v anglickom jazyku, pricom Zmluvné strany
povazuju obe jazykové verzie za rovnocenné,
avSak pre pripad vykladovych nezrovnalosti
medzi jednotlivymi verziami sa Zmluvné strany
dohodli, Ze prednost ma slovenska verzia Zmluvy.
Tato Zmluva a vsetky jej prilohy predstavuju uplnud
dohodu Zmluvnych stran o predmete tejto Zmluvy.

13.13 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.

Cl. 14 - Prilohy

Article 14 — Appendices

Nasledujuce prilohy tvoria neoddelitelnd sucast
tejto Zmluvy, pokial nie je v tejto Zmluve
stanovené inak:

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

Priloha €. 1: Finanéné podmienky

Priloha €. 2: Suhlas so spracovanim
osobnych udajov

Priloha €. 3: Medzinarodné obchodné principy
spolo¢nosti Pfizer proti podplacaniu a korupcii
Priloha ¢.4: Vybavenie a materialy

Priloha €. 5: Dodato¢né podmienky

Appendix 1: Financial Terms
Appendix 2: Personal Data Processing

Appendix 3: Pfizer International Anti-Bribery & Anti-
Corruption Business Principles
Appendix 4: Equipment and Materials
Appendix 5: Additional terms and
Conditions
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PPD INVESTIGATOR SERVICES, LLC

Podpis / Signature:

Meno a priezvisko / First and last name: PharmDr. Miroslava Sipo$ova
Funkcia / Position: Associate Director Clinical Operations

Datum / Date:

Centrum / Center: Fakultnd nemocnica s poliklinikou F.D. Roosevelta Banska Bystrica

Podpis / Signature:

Zastupena / By: Ing. Miriam Lapunikové, MBA
Funkcia / Position: riaditelka/director

Datum / Date:

Hlavny skuasajuci / Principal Investigator

Podpis / Signature:

Meno a priezvisko / First and last name: MUDr. Matej Hrnéar, Ph.D.

Datum / Date:
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Appendix 1 Priloha ¢é. 1

Financial Terms Finanéné podmienky
Pfizer Protocol # C3651003 Protokol spoloé¢nosti Pfizer ¢. C3651003

all other information from Appendix 1 having been removed / v8etky ostatné informacie z prilohy
€. 1 boli odstranené
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Tabulky platieb pre prijemcu platieb / tables of payment for Payee

Additional Procedures that may not apply to all Patients / Dodato¢né vysSetrenia, ktoré nie su aplikovatelné pre vsetkych pacientov
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PRILOHA &. 2
Spracovanie osobnych Gdajov
Ochrana a zverejnenie osobnych udajov

1.1 Osobné udaje. ,Osobné udaje* maju
vyznam dany prislusnymi zakonmi a zahffiaju,
bez obmedzenia, vSetky informacie (bez
ohfadu na médium a ¢&i uz samotné alebo v
kombinacii s inymi dostupnymi informaciami),
ktoré identifikuju alebo sa tykaju identifikovanej
alebo identifikovatelnej fyzickej osoby. Kla¢om
kédované alebo inak pseudonymizované Udaje
sa povazuju za osobné udaje, aj ked drzitel
tychto udajov nema pristup ku kfucu, ktory
spaja udaje s totoznostou jednotlivca. Osobné
Udaje zhromazdené v suvislosti s Klinickym
skuSanim budu obsahovat vSetky informacie,
ktoré su zastupcovia Zadavatela povinni
poskytnat Zmluvnym stranam, ako aj osobné
udaje tykajuce sa Hlavného skuSajuceho,
Skusajucich, Clenov $tudijného timu, tretich
stran a u€astnikov klinického skuSania.

1.2 Kontrola a dodrziavanie predpisov.
Centrum a  Zadavatel su nezavisli
prevadzkovatelia, pokial ide o zaobchadzanie
s udajmi o pacientovi vratane osobnych
udajov, ktoré sa tykaju Klinického sku$ania, a
budu dodrziavat prislusné pravne predpisy o

ochrane (dajov, okrem iného vratane
implementacie inventara a  prislusného
bezpetnostného programu, menovanie

Uradnika pre ochranu udajov a vykonavanie
dohéd o spracovani so sprostredkovatelmi,
ktorych vymenuju. Centrum a Zadavatel budu
zodpovedni za akékolvek nedodrzanie svojich
vlastnych uloh ako prevadzkovatela, vratane
akéhokolvek nedodrzania zasad zo strany
sprostredkovatefa, ktorého si najali.

1.3 Spolupraca. Zmluvné strany budu
spolupracovat a vzdjomne si pomahat pri
vSetkych posudeniach vplyvu na ochranu
Udajov a / alebo pri regulaénych konzultaciach,
ktoré mézu byt potrebné v suvislosti so
spracovanim udajov uskuto€riovanym podfa
Zmluvy. Centrum bezodkladne informuje
Zadavatela o (i) akychkolvek oznameniach
prijatych od dradu na ochranu osobnych
Udajov, ktoré sa tykaju Klinického skuSania; a
(i) bezpe€nostnom incidente suvisiacom s
osobnymi Udajmi, ktoré uchovava Centrum

podla tejto Zmluvy. Ozndmenie bude
obsahovat  dostatocné informacie pre
Zadavatela na poskytnutie spatnej vazby

Centru iba ako zainteresovanej strane, a nie
ako pravne alebo reguladné poradenstvo.
Centrum urci, ¢ sa bezpecnostny incident
bude povazovat za poruSenie bezpecnosti
Udajov, a vykona vSetky pozadované

APPENDIX 2
Personal Data Processing
Personal Data Protection and Disclosure

1.1 Personal Data. “Personal Data” has the
meaning given by applicable law and includes,
without limitation, any information (regardless
of the medium and whether alone or in
combination with other available information)
that identifies or relates to an identified or
identifiable natural person. Key-coded or
otherwise pseudonymized data are
considered Personal Data even if the holder of
those data does not have access to the key
that links the data to the identity of an
individual. Personal data collected in
association with the Study will include any
information that Sponsor representatives are
required to submit to the Contracting Parties,
as well as Personal Data relating to the
Principal Investigator, Investigators, Clinical
Trial Team Members, third parties, and trial
subjects.

1.2 Controllership and compliance. Center
and Sponsor are independent data controllers
with respect to the handling of patient data,
including Personal Data, related to the Study
and will comply with data protection applicable
law, including but not Ilimited to the
implementation of the inventory and an
appropriate security program, the appointment
of a data protection officer and the execution
of processing agreements with the processors
they respectively appoint. Center and Sponsor
will be responsible for any noncompliance of
its own tasks as data controller, including any
noncompliance by a processor which it has
engaged.

1.3 Cooperation. The Contracting Parties will
cooperate and assist each other with respect
to any data protection impact assessments
and/or regulatory consultations that may be
required with respect to data processing
carried out under the Agreement. Center will
immediately notify Sponsor of (i) any notices
received from a data protection authority that
relate to the Study; and (ii) a security incident
related to Personal Data maintained by Center
under the Agreement. The notification will
contain sufficient information for Sponsor to
provide feedback, solely as an interested party
and not as legal or regulatory advice, to
Center. Center will determine if the security
incident will be considered a data security
breach and conduct all required notifications
as well as perform all necessary actions to
remediate the security incident and be
responsible for all costs and penalties
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oznamenia, ako aj vykona vSetky kroky
potrebné na napravu  bezpelnostného
incidentu, a bude zodpovedné =za vSetky
naklady a pokuty spojené s tymito

oznameniami a ndpravnymi opatreniami.

1.4 Prava dotknutych oséb zucéastriujucich sa
na Klinickom sktS$ani. Centrum a Zadavatel sa
dohodli, Zze medzi nimi bude Centrum najlepsie
schopné vybavovat ziadosti o ochranu udajov
od ucastnikov klinického skusania a bude na
Ziadosti subjektov skusania reagovat v sulade

s platnymi zakonmi. Centrum bezodkladne
informuje Zadavatela na adrese
0

akomkolvek odvolani akéhokolvek suhlasu so
spracovanim Udajov poskytnutym ucéastnikom
klinického skusania.

1.5 Osobné (daje zamestnancov Centra.
Centrum potvrdzuje, Ze dostalo oznamenie
spolo¢nosti Pfizer o ochrane sukromia pre
Skusajucich a Clenom $tudijného  timu -
Eurépska Unia, Eurépsky hospodarsky priestor
a Svajéiarsko.

associated with these notifications and

remedies.

1.4 Rights of Data Subjects Participating in the
Study. Center and Sponsor agree that, as
between them, Center is best able to manage
data protection requests from trial subjects
and will will respond to trial subjects’ requests
in accordance with applicable law. Center will
promptly notify Sponsor at

of any
withdrawal of any consent to data processing
provided by a trial subject.

1.5 Personal Data of Center staff. Center
acknowledges that it has received the Pfizer
Privacy Notice for Investigators and Study
Personnel — European Union, European
Economic Area, and Switzerland.
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PRILOHA &.3/APPENDIX 3

MEDZINARODNE OBCHODNE PRINCIPY
SPOLOCNOSTI PFIZER PROTI
PODPLACANIU A KORUPCII

PFIZER INTERNATIONAL ANTI-BRIBERY
AND ANTI-CORRUPTION BUSINESS
PRINCIPLES

Spolo¢nost Pfizer ma dlhodobé pravidla, ktoré
zakazuju podplacanie a korupciu v pri nasom
podnikani v Spojenych Statoch americkych
alebo v zahrani¢i. Spoloénost Pfizer sa
zavazuje, ze bude konat s integritou, eticky a

legalne, v sulade s vSetkymi prislusnymi
zadkonmi a pravidlami. Taky isty zavazok
oCakavame od konzultantov, agentov,

zastupcov alebo inych spolo¢nosti a jednotlivcov
konajucich v naSom mene (dalej ,obchodny
partner®), ako aj od tych, ktori jednaju v mene
obchodnych partnerov (napr. zmluvni
dodéavatelia) % spojeni S aktivitami
vykondavanymi pre spolo¢nost Pfizer.

Pfizer has a long-standing policy forbidding
bribery and corruption in the conduct of our
business in the United States or abroad. Pfizer is
committed to performing business with integrity,
and acting ethically and legally in accordance
with all applicable laws and regulations. We
expect the same commitment from the
consultants, agents, representatives or other
companies and individuals acting on our behalf
(“Business Associates”), as well as those acting
on behalf of Business Associates (e.g.,
subcontractors), in connection with work for
Pfizer.

Podplacanie uradnych oséb

Bribery of Government Officials

Vacésina krajin ma zakony, ktoré zakazuju
poskytovanie, ponukanie alebo prisfub
akejkolvek platby alebo ¢ohokolvek hodnotného
(priamo alebo nepriamo) Uradnej osobe, ked
ucelom takejto platby je ovplyvnit Uradny ukon
alebo rozhodnutie tejto osoby ohladom ziskania
alebo udrZania obchodu.

Most countries have laws that forbid making,
offering or promising any payment or anything of
value (directly or indirectly) to a Government
Official when the payment is intended to
influence an official act or decision to award or
retain business.

Pojem ,uradna osoba“ sa vyklada Siroko a
zahffia:

Government Official” shall be broadly interpreted
and means:

alebo
(napr.

0) akéhokolvek zvoleného
menovaného vladneho predstavitela
Clena parlamentu alebo ministra;

0] any elected or appointed Government
official (e.g., a legislator or a member of a
Government ministry);

(ii) akéhokolvek zamestnanca Statneho
alebo verejného organu, alebo osobu konajucu
za alebo v mene Uradnej osoby, agentdry alebo
podniku vykonavajuceho dradna funkciu alebo
vlastneného & kontrolovaného 3&tatnym alebo
verejnym organom (napr. zdravotnicky odbornik
zamestnany v  Statnej nemocnici  alebo
vyskumnik zamestnany Statnou univerzitou);

(i) any employee or individual acting for or
on behalf of a Government Official, agency, or
enterprise performing a governmental function,
or owned or controlled by, a Government (e.g., a
healthcare  professional employed by a
Government hospital or researcher employed by
a Government university);

(i) akéhokolvek ¢&lena politickej strany,
kandidata na politicky Grad, Uradnika,
zamestnanca alebo osobu konajicu v mene
politickej strany alebo kandidata na verejny
Urad;

(i) any political party officer, candidate for
public office, officer, or employee or individual
acting for or on behalf of a political party or
candidate for public office;

(iv) akéhokolvek zamestnanca alebo osobu
konajicu pre alebo v mene verejnopravnej
medzinarodnej organizacie;

(iv) any employee or individual acting for or
on behalf of a public international organization;

(v) akéhokolvek ¢&lena kralovskej
alebo prislusnika vojska; a

rodiny

(v) any member of a royal family or member
of the military; and

(Vi)

akukolvek osobu inak kategorizovanu | (vi)

any individual otherwise categorized as
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podla zdkona ako uradna osoba.

a Government Official under law.

Pod pojmom ,vlada“ sa rozumeju vSetky urovne
a poddivizie vlady (t.j. miestne, oblastné alebo
narodné a administrativne, legislativne alebo
vykonné).

“Government” means all levels and subdivisions
of governments (i.e., local, regional, or national
and administrative, legislative, or executive).

KedZe definicia ,uradnej osoby" je taka Siroka,
je pravdepodobné Ze obchodny partner pride
po¢as normalneho priebehu svojej obchodnej
¢innosti vykonavanej v mene spolo&nosti Pfizer
do kontaktu s Uradnou osobou. Napriklad lekari
zamestnani v Statnych nemocniciach budu
podla zasad spolo¢nosti Pfizer povazovani za
,2aradné osoby".

Because this definition of “Government Official”
is so broad, it is likely that Business Associates
will interact with a Government Official in the
ordinary course of their business on behalf of
Pfizer. For example, doctors employed by
Government-owned  hospitals  would  be
considered “Government Officials.”

Zakon Spojenych Statov  americkych o
zahraniénych korupénych praktikach (,FCPA®)
zakazuje vykonanie, ponukanie alebo povolenie
akejkolvek platby alebo ¢ohokolvek hodnotného
neamerickej Uradnej osobe, ked ucelom takejto
platby je nepatricne alebo korup&ne ovplyvnit
¢iny alebo rozhodnutie tohto predstavitela, aby
pomohol spoloCnosti ziskat alebo udrzat
obchod, alebo inak ziskat nepatri€énu vyhodu.
Zakon FCPA taktiez zakazuje spolo¢nosti alebo
osobe pouzivat inu spolo&nost alebo jednotlivca
na to, aby sa zapojil do vyS$Sie uvedenych
aktivit. Spolo¢nost Pfizer je ako americka
spolo¢nost povinna dodrziavat zakon FCPA a
mbéze byt pravne zodpovedna =za aktivity
vykonavané svojimi obchodnymi partnermi
kdekolvek vo svete.

The U.S. Foreign Corrupt Practices Act (the
“FCPA”) prohibits making, promising, or
authorizing a payment or providing anything of
value to a non-U.S. Government Official to
improperly or corruptly influence that official to
perform any governmental act or make a
decision to assist a company in obtaining or
retaining business, or to otherwise gain an
improper advantage. The FCPA also prohibits a
company or person from using another company
or individual to engage in any such activities. As
a U.S. company, Pfizer must comply with the
FCPA and could be held liable as a result of acts
committed anywhere in the world by a Business
Associate.

Protiuplatkarske a protikorupéné principy
upravujice interakcie so Statnymi
averejnymi orgdnmi a Uradnymi osobami

Anti-Bribery and Anti-Corruption Principles
Governing Interactions with Governments
and Government Officials

Obchodni partneri musia komunikovat
a postupovat podla nasledovnych principov v

Business Associates must communicate and
abide by the following principles with regard to

suvislosti s interakciou so Statnymi a verejnymi| their interactions with Governments and
organmi a radnymi osobami; Government Officials:
. Obchodni partneri a osoby konajlce v| * Business Associates, and those acting

ich mene v suvislosti s aktivitami vykonavanymi
pre spolo¢nost Pfizer nesmu priamo alebo
nepriamo poskytnut, prislubit alebo schvalit
poskytnutie  Uplatku alebo ¢ohokolvek
hodnotného Uradnej osobe s cielom ovplyvnit
tuto uUradnu osobu, aby vykonala akykolvek
uradny ukon alebo rozhodnutie, ktoré napomoze
spolo¢nosti  Pfizer ziskat alebo udrzat si
obchodné aktivity. Obchodni partneri a osoby,
ktoré konaji v jeho mene, nesmua nikdy
poskytnut’ platbu alebo ponuknut Uradnej osobe
akukolvek vec alebo vyhodu, bez ohladu na
hodnotu, alebo nepatricne ju ovplyvnit, aby
odsuhlasila, preplatila, predpisala alebo zakupila
produkt spolo¢nosti Pfizer, ovplyvnila vysledok
klinického skuSania alebo inak nepatriCne
profitovala z obchodnych aktivit spolo€nosti

on their behalf in connection with work for Pfizer,
may not directly or indirectly make, promise, or
authorize the making of a corrupt payment or
provide anything of value to any Government
Official to induce that Government Official to
perform any governmental act or make a
decision to help Pfizer obtain or retain business.
Business Associates, and those acting on their
behalf in connection with work for Pfizer, may
never make a payment or offer any item or
benefit to a Government Official, regardless of
value, as an improper incentive for such
Government Official to approve, reimburse,
prescribe, or purchase a Pfizer product, to
influence the outcome of a clinical trial, or to
otherwise benefit Pfizer's business activities
improperly.
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Pfizer. |

. Obchodni partneri a osoby, ktoré konaju
v ich mene v slvislosti s aktivitami
vykondvanymi pre spoloCnost Pfizer musia
pochopit a dodrziavat’ miestne zakony, predpisy
alebo operacné postupy (vratane poziadaviek
predpisanych Statnymi entitami ako su Statne
nemocnice alebo vyskumné inStitucie), ktoré
uplatiuju akékolvek limity, obmedzenia alebo
poziadavky na zverejnenie nahrady, financnej
podpory, donacii alebo darov, ktoré mézu byt
poskytnuté Uradnym osobam. Ak si obchodny
partner nie je isty vyznamom alebo uplatnenim
akychkolvek identifikovatelnych  obmedzeni
alebo pozZiadaviek na zverejnenie s ohfadom na
interakciu s Uradnymi osobami, mal by to
obchodny partner prekonzultovat s jeho hlavnou
kontaktnou osobou zo spolocnosti Pfizer skoér,
nez zacne vykonavat svoje aktivity.

. In  conducting their Pfizer-related
activities, Business Associates, and those acting
on their behalf in connection with work for Pfizer,
must understand and comply with any local
laws, regulations, or operating procedures
(including requirements of Government entities
such as Government-owned hospitals or
research institutions) that impose limits,
restrictions, or disclosure obligations on
compensation, financial support, donations, or
gifts that may be provided to Government
Officials. If a Business Associate is uncertain as
to the meaning or applicability of any identified
limits, restrictions, or disclosure requirements
with respect to interactions with Government
Officials, that Business Associate should consult
with his or her primary Pfizer contact before
engaging in such interactions.

. Obchodni partneri a osoby, ktoré konaju
v ich mene v sdvislosti s aktivitami
vykonavanymi pre spolo¢nost Pfizer nemaju
povolenie ponukat’ ulahdujuce platby.
,2Ulahéujuca platba“ je nominalna, neoficialna
platba Uradnej osobe za ucelom zabezpeclenia
alebo urychlenia vykonu beznej Gradnej aktivity
nevyzadujucej jeho vlastné uvazenie. Priklady
ulahéujucich  platieb zahffhaju  platby na
urychlenie spracovania licencii, povoleni alebo
viz, pre ktoré su uz pripravené podklady. V
pripade, ze obchodny partner alebo osoba,
ktord kon& v jeho mene v slvislosti s aktivitami
vykonavanymi pre spolo¢nost Pfizer, dostane
alebo si je vedoma Ziadosti alebo poZiadavky na
ulah&ujucu platbu alebo uplatok v suvislosti
s aktivitami  vykondvanymi pre spolognost
Pfizer, obchodny partner musi ohlasit takuto
Ziadost alebo poZiadavku svojej hlavnej
kontaktnej osobe v spolocnosti Pfizer skor, nez
podnikne akykolvek dalsi krok.

. Business Associates, and those acting
on their behalf in connection with work for Pfizer,
are not permitted to offer facilitation payments. A
“facilitation payment” is a nominal payment to a
Government Official for the purpose of securing
or expediting the performance of a routine, non-
discretionary governmental action. Examples of
facilitation payments include payments to
expedite the processing of licenses, permits or
visas for which all paperwork is in order. In the
event that a Business Associate, or someone
acting on their behalf in connection with work for
Pfizer, receives or becomes aware of a request
or demand for a facilitation payment or bribe in
connection with work for Pfizer, the Business
Associate shall report such request or demand
promptly to his or her primary Pfizer contact
before taking any further action.

Komerc¢né uplatkdrstvo

Commercial Bribery

K podplacaniu a korupcii mdéze dbjst aj v
neuradnych  vztahoch, vzajomne  medzi
spolo¢nostami. Vacsina krajin ma zakony, ktoré
zakazuju ponukanie, sfubovanie, vyzadovanie,
preberanie, prijimanie alebo suhlas s prijatim
penazi alebo ¢ohokolvek, o ma hodnotu, ako
vymenu za nepatriéni obchodnu vyhodu. Medzi
priklady zakazaného spravania méze patrit
napriklad poskytovanie nepatriChych darov
alebo pohostenia, provizii alebo investi¢nych
prilezitosti pondkanych za u€elom nepatricného
povzbudenia nakupu tovarov alebo sluzieb.
Kolegovia zo spolo¢nosti Pfizer nemaju
povolenie ponukat, davat, uchadzat sa alebo
prijimat Uplatky. OCakavame, Ze nasi obchodni
partneri alebo osoby, ktoré konaju v ich mene v

Bribery and corruption can also occur in non-
Government, business to business relationships.
Most countries have laws which prohibit offering,
promising, giving, requesting, receiving,
accepting, or agreeing to accept money or
anything of value in exchange for an improper
business advantage. Examples of prohibited
conduct could include, but are not limited to,
providing expensive gifts, lavish hospitality,
kickbacks, or investment opportunities in order
to improperly induce the purchase of goods or
services. Pfizer colleagues are not permitted to
offer, give, solicit or accept bribes, and we
expect our Business Associates, and those
acting on their behalf in connection with work for
Pfizer, to abide by the same principles.
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sUvislosti s aktivitami  vykonavanymi  pre
spoloCnost Pfizer, budi dodrziavat rovnaké
principy.

Protiuplatkarske a protikorupéné principy

Anti-Bribery and Anti-Corruption Principles

upravujuce interakcie so sukromnymi| Governing Interactions with Private Parties
osobami a zamestnancami spoloénosti| and Pfizer Colleagues

Pfizer

Obchodni partneri musia komunikovat a| Business Associates must communicate and

dodrziavat nasledujuce principy v sdvislosti s
ich interakciou so sukromnymi osobami a Pfizer
zamestnancami:

abide by the following principles with regard to
their interactions with private parties and Pfizer
colleagues:

. Obchodni partneri a osoby konajice v
ich mene v suavislosti s aktivitami vykonavanymi
pre spolo¢nost Pfizer, nesmu priamo alebo
nepriamo poskytnut, prislubit alebo schvalit
poskytnutie Uplatku alebo poskytnut &okolvek
hodnotné akejkolvek osobe za ucelom
ovplyvnenia tejto osoby, aby poskytla
spolo¢nosti Pfizer nepatri€ni obchodnu vyhodu.

. Business Associates, and those acting
on their behalf in connection with work for Pfizer,
may not directly or indirectly make, promise, or
authorize a corrupt payment or provide anything
of value to any person to influence that person
to provide an unlawful business advantage for
Pfizer.

. Obchodni partneri a osoby konajldce v
ich mene v suvislosti s aktivitami vykonavanymi
pre spolo¢nost Pfizer, nemdzu priamo alebo
nepriamo ponukat, suhlasit s prijatim alebo
prevziat platbu alebo ¢okolvek, hodnotné,
ako protihodnotu spojend s ich obchodnymi
aktivitami vykonavanymi pre spolo¢nost Pfizer.

. Business Associates, and those acting
on their behalf in connection with work for Pfizer,
may not directly or indirectly, solicit, agree to
accept, or receive a payment or anything of
value as an improper incentive in connection
with their business activities performed for
Pfizer.

. Zamestnanci spoloénosti Pfizer maiju
zakadzané od obchodnych partnerov a oséb
konajucich v ich mene v suvislosti s aktivitami
vykonavanymi pre spolo€nost Pfizer prijimat
dary, sluzby, vyhody, pohostenie alebo iné
polozky vacSej ako symbolickej alebo
zanedbatelnej penaznej hodnoty. Okrem toho
su dary zanedbatelnej hodnoty povolené iba
vtedy, ak sa prijmu len ob¢as a pri vhodnych
prilezitostiach.

. Pfizer colleagues are not permitted to
receive gifts, services, perks, entertainment, or
other items of more than token or nominal
monetary value from Business Associates, and
those acting on their behalf in connection with
work for Pfizer. Moreover, gifts of nominal value
are only permitted if they are received on an
infrequent basis and only at appropriate gift-
giving occasions.

Ohlasovanie podozreni na porusSenia alebo
skutocénych poruseni

Reporting Suspected or Actual Violations

Od obchodnych partnerov a oséb konajucich v
ich mene v suvislosti s aktivitami vykonavanymi
pre spolo¢nost Pfizer sa oCakava, Ze ohlasia

podozrenia na mozné poruSenia tychto
medzinarodnych protituplatkarskych a
protikorupénych  zasad alebo  zakonov.

Ohlasenie je mozné uskutoCnit u hlavne;j
kontaktnej osoby obchodného partnera v
spoloCnosti Pfizer, alebo ak obchodny partner

uprednostriuje, emailom oddeleniu .Pfizer
Compliance Group* na adresu
0000000 alebo
telefonicky na ¢&isle [ GGG

Business Associates, and those acting on their
behalf in connection with work for Pfizer, are
expected to raise concerns related to potential
violations of these International Anti-Bribery and
Anti-Corruption Principles or the law. Such
reports can be made to a Business Associate’s

primary point of contact at Pfizer, or if a
Business Associate prefers, to Pfizer's
Compliance Group by e-mail at

or by phone
at
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PRILOHA &. 4 / APPENDIX 4 /

VYBAVENIE A MATERIALY

EQUIPMENT AND MATERIALS

Vybavenie a materialy poskytnuté CRO/
spolo¢nost'ou Pfizer

CRO/Pfizer-Provided Equipment and
Materials

Vybavenie poskytnuté CRO/ spolo¢nostou
Pfizer
CRO alebo spolo¢nost Pfizer poskytne| CRO/Pfizer-Provided Equipment

vybavenie uvedené nizSie (dalej len ,vybavenie
CRO"), ktoré bude Hlavny skusajuci alebo
Centrum pouzivat pri vykonavani Klinického
skugania a hlaseni vysledkov: ZIADNE

CRO or Pfizer will provide the equipment
identified below (“CRO Equipment”) for use by
Principal Investigator or Center in the conduct or
reporting of the Clinical Trial: NONE

Materialy poskytnuté CRO/ spoloénostou Pfizer

CRO/Pfizer-Provided Materials

CRO alebo spolo¢nost Pfizer poskytne
materialy duSevného vlastnictva, ktoré vlastni
alebo ma na ne licenciu CRO alebo spolo¢nost
Pfizer uvedené nizSie (dalej len ,materidly
CRO"), ktoré bude Hlavny skuSajuci alebo
Centrum pouzivat pri vykonavani Klinického
skusania a hlaseni vysledkov.

Dodané materialy: ZIADNE

CRO or Pfizer will provide the proprietary
materials owned or licensed by CRO or Pfizer
and identified below (“CRO Materials”) for use
by Principal Investigator or Center in the conduct
or reporting of the Clinical Trial.

Materials Supplied: NONE

Vybavenie alebo materidly poskytnuté| Vendor-Provided Equipment or Materials
dodavatelom
CRO alebo spolo¢nost Pfizer zabezpeci| CRO or Pfizer will arrange for a vendor to

dodavatela, ktory poskytne pre pouzivanie v
tomto Klinickom skusani nasledujuce vybavenie
alebo materidly duSevného vlastnictva (dalej
»,majetok dodavatela“):

e zariadenie ePRO,

digitalne meracie zariadenie |Gz

\ ‘

)
o
=.
—
»

provide the following equipment or proprietary
materials (“Vendor Property”) for use in this
Clinical Trial:

o digital measure devices

Povolené spbsoby pouzitia materialov

Permitted Uses of Vendor Property

dodavatela

Hlavny skusajuci a Centrum pouziju majetok
dodavatela len na ucely tohto Klinického
skusania.

Principal Investigator and Center will use Vendor
Property only for purposes of this Clinical Trial.
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Nakladanie s materialom dodavatela

Disposition of Vendor Property

Spdsob nakladania s majetkom dodavatela, po
skonc&eni vykonavania Klinického skusania urci
dodavatel.

The vendor will determine the disposition of
Vendor Property after completion of Clinical Trial
conduct.

Vlastnictvo, zodpovednosti a ruc¢enie

Ownership, Responsibilities, and Liability

Vlastnictvo. Vybavenie CRO, materidly CRO a
majetok dodavatela su a ostavaju vlastnictvom
CRO, spoloc¢nosti Pfizer, pripadne dodavatela
alebo poskytovatela licencie.

Ownership. CRO Equipment, CRO Materials,
and Vendor Property are and remain the
property of CRO, Pfizer, the vendor, or the
licensor, as the case may be.

Zodpovednosti. Zmluvna strana, ktora ich
dostane a bude pouzivat, nesie zodpovednost
za stratu alebo poskodenie vybavenia CRO,
materialov CRO alebo majetku dodavatela. Ak
poCas vykonavania Klinického skuSania musi
CRO, spolo¢nost Pfizer alebo dodavatel
nahradit vybavenie CRO, materialy CRO alebo
majetok dodavatela v désledku straty alebo
poskodenia spbsobeného zmluvnou stranou,
CRO si vyhradzuje pravo odcitat z platieb
néklady, ktoré vznikli CRO alebo spolo¢nosti
Pfizer za takito nahradu.

Responsibilities. The party receiving and using
them will bear the risk of loss or damage to CRO
Equipment, CRO Materials, and Vendor
Property. If any CRO Equipment, CRO
Materials, or Vendor Property must be replaced
by CRO, Pfizer or vendor during Clinical Trial
conduct as the result of loss or damage by a
party to this Agreement, CRO reserves the right
to deduct, from future Clinical Trial funding
payments, the cost to CRO or Pfizer of the
replacements.

Rucenie. CRO ani spolo¢nost Pfizer nenesu
Ziadnu zodpovednost za S8kody akéhokolvek
druhu vratane ubliZzenia na zdravi oséb, i Skéd
na majetku, ktoré su vysledkom pouzitia
vybavenia CRO, materidlovn CRO alebo
materialov dodavatela, s vynimkou pripadov,
ked (1) su takéto Skody spdsobené nedbalostou
alebo umyselnym zlym konanim CRO,
spolo¢nosti Pfizer, alebo dodavatela a (2) takato
osobna ujma vznikla v dbsledku podavania
Skusaného lieku alebo akéhokolvek klinického
zasahu alebo postupu ustanoveného alebo
vyzadovaného Protokolom alebo v sivislosti s
nim, ktorému by Uc&astnici klinického skusania
neboli vystaveni, ak by sa nezucastnili na
Klinickom skusani.

Liability. Neither CRO nor Pfizer has any liability
for damages of any sort, including personal
injury or property damage, resulting from the use
of CRO Equipment, CRO Materials, or Vendor
Property except to the extent that (1) such
damages were caused by the negligence or
willful misconduct of CRO, Pfizer, or the vendor
or (2) such a personal injury arises out of or
relating to the administration of the
Investigational medicinal product or any clinical
intervention or procedure provided for or
required by the Protocol to which the trial
subjects would not have been exposed but for
their participation in the Clinical Trial.
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PRILOHA &.5
DODATOCNE PODMIENKY

Clanok 2 - Povinnosti zmluvnych partnerov

APPENDIX 5
ADDITIONAL TERMS AND CONDITIONS

Article 2 — Obligations of the Contracting

2.32 Zmluvni partneri akceptuju, ze ak sa
Hlavny skuasajuci alebo iny personal klinického
skuSania bude musiet zucastnit stretnuti
skusajucich pre toto Klinické skusanie, CRO
zabezpe€i a uhradi priamo cestovné a
ubytovanie a uhradi primerané néklady na
stravu v suvislosti s tymito stretnutiami, ale
neposkytuje nahradu za u€ast na takychto
stretnutiach.

2.33 Hlavny skusajuci zabezpedi presné a
v€asné zhromazdenie, zaznamenanie a
predlozenie udajov z Klinického skusania
vratane dodrziavania Casovych
harmonogramov  pre zadavanie Udajov
stanovenych v dokumente CRF Dokonc&ovacie
poziadavky (Completion Requirements), ktory
bol poskytnuty Hlavnému skisajucemu CRO
alebo Zadavatel.

2.34 Okrem oznamovacich  povinnosti
uvedenych v ¢lanku 2.12 budd Zmluvni
partneri bezodkladne informovat Zadavatela o
v8etkych naliehavych bezpetnostnych
opatreniach, ktoré prijal Hlavny skusajuci na
ochranu ucastnikov klinického skuSania pred
bezprostrednym nebezpeéenstvom.

2.35 Zmluvni partneri potvrdzuju, Ze neexistuju
Ziadne prislusné predpisy alebo iné povinnosti,
ktoré by im zakazovali uskutoCnit Klinické
skusanie a uzavriet tuto Zmluvu.

2.36 Pokial ide o dokumenty uloZzené v sulade

s d&lankom 2.22, Centrum suhlasi s
kontaktovanim Zadavatela na adrese
pred

zni¢enim akychkolvek zaznamov o Klinickom
skuSani a dalej suhlasi s tym, ze umozni
Zadavatelovi zabezpedit, aby sa zdznamy o
Klinickom skusani uchovavali dlhsie, ak je to
nevyhnutné, na naklady Zadavatela, v ramci
Zmluvy, ktora chrani dévernost zaznamov
(napr. bezpecné ukladanie mimo server).

2.37 Biologické vzorky. Ak je to uvedené v
Protokole a informovanom sihlase, Hlavny
skusajuci méze zhromazdit a poskytnut’ CRO,
Zadavatelovi alebo im uréenému zastupcovi
biologické vzorky ziskané od uc€astnikov
klinického skuSania (napr. krv, moc¢, tkanivo,
sliny atd.) na testovanie, ktoré nesuvisi priamo
so_starostlivostou o subject skuSania alebo

Partners

2.32 The Contracting Partners accept that If
Principal Investigator or other Clinical Trial
personnel are required to attend investigator
meetings for this Clinical Trial, CRO will
arrange and pay directly for travel and
accommodation and will cover the reasonable
costs of meals in connection with those
meetings but does not provide compensation
for such attendance.

2.33 Principal Investigator will ensure accurate
and timely collection, recording, and
submission of Clinical Trial data, including
adhering to timelines for data entry set out in
the CRF Completion Requirements document
provided to Principal Investigator by CRO or
Sponsor.

2.34 In addition to the reporting obligations
detailed in Article 2.12, Contracting Partners
will inform Sponsor immediately of any urgent
safety measures taken by  Principal
Investigator to protect trial subjects against
immediate hazard.

2.35 The Contracting Partners confirm that
there are no applicable regulations or other
obligations that prohibit them from conducting
the Clinical Trial and entering into this
Agreement

2.36 With regard to documents stored in
accordance with Article 2.22, Center agrees to
contact Sponsor at

prior to
destroying any Clinical Trial records and
further agrees to permit Sponsor to ensure that
the Clinical Trial records are retained for a
longer period if necessary, at Sponsor's
expense, under an arrangement that protects
the confidentiality of the records (e.g., secure
off-site storage).

2.37 Biological Samples. If so specified in the
Protocol and the informed consent document,
Principal Investigator may collect and provide
to CRO, Sponsor or their designee, biological
samples obtained from trial subjects (e.g.,
blood, urine, tissue, saliva, etc) for testing that
is not directly related to trial subject care or
safety monitoring, such as pharmacokinetic,
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sledovanim bezpecnosti, ako su
farmakokinetické, farmakogenomické alebo
biomarkerové testy (,Biologické vzorky").

Biologické vzorky mdézu obsahovat osobné
Udaje (ako su definované nizSie) ucastnikov
klinického skuSania.

a. Pouzite. Hlavny skusSajuci ani Centrum
nepouzije Biologické vzorky zhromazdené
podla Protokolu Ziadnym sp6sobom ani na iné
Ucely, ako su uvedené v Protokole. CRO a
Zadavatel pouziju Biologické vzorky iba
spbsobmi  povolenymi v informovanom
suhlase, na zaklade ktorého boli ziskané.

b. Analyza udajov. CRO, Zadavatel alebo
nimi  menované osoby budu testovat
Biologické vzorky, ako je opisané v Protokole.
Pokial nie je v protokole uvedené inak, ani
CRO, ani Zadavatel neplanuju poskytovat
vysledky tychto testov (,Udaje o analyze
biologickych vzoriek*) Hlavnému skusajucemu
alebo uc€astnikom klinického skuSania. Ak
CRO alebo Zadavatel poskytne Udaje o
analyze biologickych vzoriek Hlavnému
skusajucemu, tieto udaje budu podliehat tym
ustanoveniam Zmluvy, ktoré sa tykaju udajov z
Klinického skusania.

c. Vlastnictvo. Zadavatel je vyluénym
vlastnikom vsSetkych Biologickych vzoriek a
Udajov o analyze biologickych vzoriek a
Zmluvni partneri zaobchadzaju s Biologickymi
vzorkami ako s Dovernymi informaciami.

2.38 Elektronicka dokumentécia Centra.
CRO alebo Zadavatel mdze poziadat Centrum
a Hlavného skuSajuceho, aby pouzili
elektronické rieSenie pre dokumentaciu Centra
Specifikované CRO alebo Zadavatelom, alebo
mdzu schvalit pouzitie elektronického rieSenie
pre dokumentaciu Centra poskytovaného
Centrom (spolo€ne ,elektronické e-ISF“) na
uchovavanie dokumentacie na Centre, ktora
obsahuje zdznamy z Klinického sku$ania.

a. Pouzite. Ak to CRO alebo Zadavatel
poziada alebo schvali na pouzitie elektronické
e-ISF, Centrum bude suhlasit s jeho
pouzivanim a zabezpeci, aby Hlavny skusajuci
a Clenovia $tudijného timu  pouzivali
elektronické e-ISF na uchovavanie
dokumentacie centra na Centre.

b. Oficialna dokumentacia Centra. Zmluvné
strany sa dohodli, Ze oficialnou dokumentéaciou
Centra a smerodajnym zdrojom zdrojovych
dokumentov pre Klinické skuSanie na centre
bude elektronickd dokumentéacia Centra, ktorl
Centrum a Hlavny skudsajaci uchovavaju
prostrednictvom elektronického e-ISF.

pharmacogenomic, or biomarker testing
(“Biological Samples”). Biological Samples
may include Personal Data (as defined below)
of trial subjects.

a. Use. Neither Principal Investigator nor
Center will use Biological Samples collected
under the Protocol in any manner or for any
purpose other than that described in the
Protocol. CRO and Sponsor will use Biological
Samples only in ways permitted by the
informed consent under which they were
obtained.

b. Analysis Data. CRO, Sponsor, or
their designees will test Biological Samples as
described in the Protocol. Unless otherwise
specified in the Protocol, neither CRO nor
Sponsor plan to provide the results of these
tests (“Biological Sample Analysis Data”) to
Principal Investigator or trial subjects. If CRO
or Sponsor does provide Biological Sample
Analysis Data to Principal Investigator, that
data will be subject to the provisions of this
agreement that relate to Clinical Trial data.

C. Ownership. Sponsor is the exclusive
owner of all Biological Samples and Biological
Sample Analysis Data and the Contracting
Partners shall treat Biological Samples as
Confidential Information.

2.38 Electronic Investigator Site File. CRO
or Sponsor may request Center and Principal
Investigator to use an electronic investigator
site file binder solution specified by the CRO or
Sponsor or may approve the use of an
electronic site file binder solution provided by
the Center (collectively “e-ISF Solution”) to
maintain the investigator site file at the Center
that includes Study records.

a. Use. If requested or approved by
CRO or Sponsor to use the e-ISF Solution,
Center will agree to use, and will ensure that
the Principal Investigator and Study personnel

use the e-ISF Solution to maintain the
investigator site file at the Center.
b. Official Investigator Site File. The

Parties agree that the official investigator site
file and the authoritative essential documents
source for the Study at the Center will be the
electronic investigator site file that the Center
and Principal Investigator maintain through the
e-ISF Solution.
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Clanok 5 - Prava na vysledky

5.9 Zmluvni partneri zabezpegia, aby Clenovia
Studijného timu pridelili Zadavatelovi vSetky
svoje vlastnicke prava k vysledkom uvedenym
v ¢lanku 5.1.

5.10 S vynimkou, a iba na pouzitie uvedené v
Protokole, Zadavatel neudeli Zmluvnym
partnerom ziadne vyslovné ani implicitné prava
na dusevné vlastnictvo skdSaného lieku alebo
akychkolvek spbsobov vyroby alebo
pouzivania skusaného lieku.

Clanok 6 - Dévernost’

6.8 Akékolvek udaje (ako su definované v
¢lanku 10.1), ktoré Hlavny skuSajuci alebo
Centrum zhromazduje, spracuva, uchovava,
prevadza alebo pouziva v suvislosti s
uskutoChovanim a hlasenim  Klinického
skuSania, sa tiez na ucely tejto Zmluvy
povazuju za doverné informacie a zaobchadza
sa s nimi podla ustanoveni ¢lanku 6.

Clanok 8 - Zodpovednost’ a nahrada $kody

8.5 Ak dbéjde k akejkolvek zalobe alebo sporu,
ktorA spada do odskodnenia poskytnutého
Zadavatelom v c&lanku 8, Zmluvni partneri
suhlasia, v rozsahu povolenom zakonom, na
Ziadost Zadavatela a na jeho naklady, umoznit
Zadavatelovi uplnu starostlivost a kontrolu
sporu s vyuzitim pravneho zastupenia podla
vlastného vyberu.
Clanok 10 -

Ochrana a zverejnenie

Article 5 — Rights to Results

5.9 The Contracting Partners will ensure that
Study Team Members assign all of their
proprietary rights to Results detailed in Article
5.1 to the Sponsor

5.10 Except for, and limited to, the use
specified in the Protocol, Sponsor grants
Contracting Partners no express or implied
intellectual property rights in the Investigational
medicinal product or in any methods of making
or using the Investigational medicinal product.

Article 6 — Confidentiality

6.8 Any Data (as defined in Article 10.1) that
Principal Investigator or Center collects,
processes stores, transfers, or uses in
connection with the conduct and reporting of
the Clinical Trial is also to be identified and
treated as Confidential Information for
purposes of this Agreement and subject to the
provisions of Article 6.

Article 8 — Liability and Indemnity

8.5 If any claim or lawsuit is received that falls
within the indemnity given by the Sponsor in
Article 8, the Contracting Partners agree to the
extent permitted by law, on Sponsor’s request,
and at Sponsor’s cost, to permit Sponsor to
have full care and control of the claim or
lawsuit using legal representation of its own
choosing.

Article 10 - Personal Data Protection and

osobnych udajov

10.5 Niektoré z udajov uvedenych v &lanku
10.1 mOzZu byt zverejnené alebo prenesené
dalSim ¢lenom skupiny spolo€nosti
Zadavatela, zastupcom a dodavatelom
pracujucim v mene Zadavatefa a regulaénym
organom na celom svete. Udaje tykajlce sa
Hlavného skusajuceho, subinvestigatorov a
Clenov $tudijného timu sa tiez budu uchovavat
v jednej alebo viacerych databazach na ucely
uréenia ich Ucasti na budicom vyskume a na
ucely  splnenia  vSetkych regulacnych
poziadaviek.

10.6.1 Osobné udaje. ,Osobné udaje* maju
vyznam dany prislusnymi zakonmi a zahffaju,
bez obmedzenia, vSetky informacie (bez
ohladu na médium a & uz samotné alebo v
kombinacii s inymi dostupnymi informéciami),
ktoré identifikuju alebo sa tykaju identifikovanej
alebo identifikovatelnej fyzickej osoby. Klu¢om

Disclosure

10.5 Some of the Data referred to in Article
10.1 may be disclosed or transferred to other
members of the Sponsor group of companies,
to representatives and contractors working on
behalf of the Sponsor, and to regulatory
authorities across the world. Data relating to
the Principal Investigator, sub-investigators,
and Study Team Members will also be held on
one or more databases for the purpose of
determining their involvement in future
research and in order to comply with any
regulatory requirements.

10.6.1 Personal Data. “Personal Data” has the
meaning given by applicable law and includes,
without limitation, any information (regardless
of the medium and whether alone or in
combination with other available information)
that identifies or relates to an identified or
identifiable natural person. Key-coded or
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kédované alebo inak pseudonymizované Udaje
sa povazuju za osobné udaje, aj ked drzitel
tychto udajov nema pristup ku kfucu, ktory
spaja udaje s totoznostou jednotlivca. Osobné
udaje zhromazdené v suvislosti s Klinickym
skusanim budu obsahovat vSetky informacie,
ktoré su zastupcovia Zadavatela povinni
poskytnut Zmluvnym partnerom, ako aj osobné
udaje tykajuce sa Hlavného skuSajuceho,
spoluskusajucich, ¢&lenov  Studijného  timu,
tretich strédn a G€astnikov klinického skuSania.

10.6.2 Kontrola a dodrZiavanie predpisov.
Centrum a  Zadavatel su nezavisli
prevadzkovatelia, pokial ide o zaobchadzanie
s Udajmi o pacientovi vratane osobnych
Udajov, ktoré sa tykaju Klinického sku$ania, a
budu dodrziavat prislusné pravne predpisy o

ochrane udajov, okrem iného vratane
implementacie inventara a  vhodného
bezpe€nostného  programu, vymenovanie

Uradnika pre ochranu uUdajov a vykonavanie
dohéd o spracovani s prevadzkovatelmi,
ktorych vymenuju. Centrum a Zadavatel budu
zodpovedni za akékolvek nedodrzanie svojich
vlastnych uloh ako prevadzkovatelov, vratane
akéhokolvek nedodrzania zasad zo strany
prevadzkovatela, ktorého si najali.

10.6.3 Spolupraca. trany budu spolupracovat a
vzajomne si pomahat v suvislosti s
akymikolvek posudeniami vplyvu na ochranu
Udajov a / alebo regulaénymi konzultaciami,
ktoré mézu byt potrebné v suvislosti so
spracovanim udajov uskutohovanym podla
Zmluvy. Centrum bezodkladne informuje
Zadavatela o (i) akychkolvek oznameniach
prijatych od dradu na ochranu osobnych
Udajov, ktoré sa tykaju Klinického skuSania; a
(i) bezpe€nostnom incidente suvisiacom s
osobnymi adajmi, ktoré uchovava Centrum

podla tejto Zmluvy. Ozndmenie bude
obsahovat  dostatocné informacie pre
Zadavatela na poskytnutie spatnej vazby

Centru iba ako zainteresovanej strany, a nie
ako pravne alebo regulaéné poradenstvo.
Centrum ur€i, ¢i sa bezpelnostny incident
bude povazovat za poruSenie bezpecnosti
udajov, a vykona vSetky pozadované
oznamenia, ako aj vykona vSetky kroky
potrebné na napravu  bezpecnostného
incidentu, a bude zodpovedné za vsSetky
nadklady a pokuty spojené s tymito
oznameniami a napravnymi opatreniami.

10.6.4 Prava dotknutych oséb zudéastriujucich
sa na Klinickom skuSani. Centrum a Zadavatel
sa dohodli, Zze medzi nimi bude Centrum
najlepSie schopné vybavovat Ziadosti o
ochranu (dajov od ucastnikov Kklinického
skuSania a bude na ziadosti UCastnikov
klinického skuSania odpovedat v sulade s

otherwise pseudonymized data are considered
Personal Data even if the holder of those data
does not have access to the key that links the
data to the identity of an individual. Personal
data collected in association with the Clinical
Trial will include any information that Sponsor
representatives are required to submit to the
Contracting Partners, as well as Personal Data
relating to the Principal Investigator, sub-
investigators, Study Team Members, third
parties, and trial subjects.

10.6.2 Controllership and compliance. Center
and Sponsor are independent data controllers
with respect to the handling of patient data,
including Personal Data, related to the Clinical
Trial and will comply with data protection
applicable law, including but not limited to the
implementation of the inventory and an
appropriate security program, the appointment
of a data protection officer and the execution of
processing agreements with the processors
they respectively appoint. Center and Sponsor
will be responsible for any noncompliance of
its own tasks as data controller, including any
noncompliance by a processor which it has
engaged.

10.6.3 Cooperation. The parties will cooperate
and assist each other with respect to any data
protection impact assessments and/or
regulatory consultations that may be required
with respect to data processing carried out
under the Agreement. Center will immediately
notify Sponsor of (i) any notices received from
a data protection authority that relate to the
Clinical Trial; and (ii) a security incident related
to Personal Data maintained by Center under
the Agreement. The notification will contain
sufficient information for Sponsor to provide
feedback, solely as an interested party and not
as legal or regulatory advice, to Center. Center
will determine if the security incident will be
considered a data security breach and conduct
all required notifications as well as perform all
necessary actions to remediate the security
incident and be responsible for all costs and
penalties associated with these notifications
and remedies.

10.6.4 Rights of Data Subjects Participating in
the Clinical Trial. Center and Sponsor agree
that, as between them, Center is best able to
manage data protection requests from trial
subjects and will will respond to trial subjects’
requests in accordance with applicable law.
Center will promptly notify Sponsor at
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platnymi zdkonmi. Centrum bezodkladne
informuje Zadavatela na adrese
o kazdom

odvolani akéhokolvek suhlasu so spracovanim
Udajov poskytnutym Gcéastnikom klinického
skusania.

10.6.5 Osobné udaje zamestnancov Centra.
Centrum potvrdzuje, Ze dostalo oznamenie o
ochrane stkromia pre sku$ajucich a Clenovia
Studijného timu od spolo¢nosti Pfizer -
Eurépska Unia, Eurépsky hospodarsky priestor
a Svajéiarsko.

10.7 V zéaujme transparentnosti tykajlcej sa
jeho vztahov so skusSajucimi a pracoviskami
Klinického skusania alebo s ciefom zabezpedit
sulad s prisluSnymi narodnymi zakonmi méze
Zadavatel zverejnit podporu, ktord poskytuje
podla tejto Zmluvy. Takéto zverejnenie
Zadavatelom moze identifikovat Centrum aj
Hlavného skuSajuceho, ale bude zretelne
rozliSovat medzi platbami alebo inymi
prevodmi pre institicie a tymi, ktoré sa
uskuto€nuju jednotlivcom.

10.8 Zadavatel si vyhradzuje pravo oznacit
Hlavného skuSajuceho a Centrum v suvislosti
so zapisanim Protokolu do Americkej databazy
Udajov o klinickych skuSaniach Narodného
indtitutu zdravia - National Institutes of Health
(NIH), inych verejne dostupnych zoznamamov
o0 prebiehajucich klinickych skuSaniach alebo
inych mechanizmov alebo sluZieb tykajucich
sa naboru uéastnikov klinického skusania.

Clanok 12 - Ukonéenie

12.9 Ak Zmluvni partneri nedodrzia podmienky
¢lanku 13.3, Zadavatel m6ze okamzite ukoncit
Klinicki skuSanie na zaklade pisomného
oznamenia a neposkytne Centru Ziadne dalSie
platby podla tejto Zmluvy, bez ohfadu na
akékolvek aktivity, ktoré Zmluvni partneri
podnikli, alebo zmluvy s tretimi stranami, ktoré
uzavreli Zmluvni partneri pred takymto
ukon&enim.

Clanok 13 - Rdzne

13.14 Zadavatel je wurCeny prijemca tejto
Zmluvy ako tretia strana a je opravneny priamo
vymahat vSetky svoje prava vyplyvajuce z tejto
Zmluvy. Ak tretia strana ziska prava na
SkuSany liek a  Zadavatel  prevedie
sponzorstvo klinického skuSania na ftretiu
stranu, Zadavatel mébze volne previest
ktorékolvek alebo vSetky svoje prava a
povinnosti podla tejto Zmluvy na nového
zadavatela.

I of any

withdrawal of any consent to data processing
provided by a trial subject.

10.6.5 Personal Data of Center staff. Center
acknowledges that it has received the Pfizer
Privacy Notice for Investigators and Study
Personnel — European Union, European
Economic Area, and Switzerland.

10.7 In the interest of transparency relating to
its relationships with investigators and study
sites or to ensure compliance with applicable
local law, Sponsor may publicly disclose the
support it provides under this Agreement.
Such a disclosure by Sponsor may identify
both the Center and the Principal Investigator
but will clearly differentiate between payments
or other transfers of value to institutions and
those made to individuals.

10.8 Sponsor reserves the right to identify the
Principal Investigator and Center in association
with a listing of the Protocol in the United
States National Institutes of Health (NIH)
Clinical Trials Data Bank, other publicly
available listings of ongoing clinical trials, or
other trial subject recruitment services or
mechanisms

Article 12 — Termination

12.9 If Contracting Partners fail to comply with
the terms of Article 13.3, Sponsor may
terminate the Clinical Trial immediately upon
written notice and will not provide Center with
any further payment under this Agreement,
regardless of any activities that Contracting
Partners have undertaken or third-party
agreements that Contracting Partners entered
into before termination.

Article 13 — Miscellaneous

13.14 Sponsor is an intended third-party
beneficiary to this Agreement and is entitled to
enforce directly any and all of its rights under
it. If a third party acquires rights in the
Investigational medicinal product and Sponsor
transfers sponsorship of the Clinical Trial to the
third party, Sponsor may freely transfer any or
all of its rights and obligations under this
Agreement to the new sponsor.
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13.15 Zverejnenie redigovanej Zmluvy. Pri
alebo pred podpisom tejto Zmluvy spolo¢nost’
Pfizer alebo CRO poskytne Centru redigovanu
verziu Zmluvy vo formate PDF (,redigovana
zmluva®), priCom odstrani vsetky informacie,
ktoré podla odévodneného nazoru CRO alebo
Zadavatela tvoria obchodné tajomstvo CRO
alebo Zadavatela. Centrum do 5 dni od
uzavretia Zmluvy zverejni redigovand zmluvu v
registri zmlliv prevadzkovanom Uradom vlady
Slovenskej republiky (dalej len ,register
zmlav®) v sulade so zakonom o registri zmlav
(zakon ¢&. 546/2010 Z. z.), ktorym sa dopifia
zdkon ¢&. 40/1964). Centrum poskytne CRO
potvrdenie o zverejneni redigovane] zmluvy
hned, ako to bude rozumné uskutoCnitefné, v
kazdom pripade vSak do 7 dni od podpisania
Zmluvy. Zmluvné strany berd na vedomie, ze
Zmluva nie je uc€inna, pokial nebude
zverejnena v registri zmlav, a sthlasia s tym,
Ze nebudu zahajené ziadne zmluvné aktivity
suvisiace s Klinickymi sku$anim, kym obe
strany nedostand potvrdenie o takomto
zverejneni. Akékolvek pisomné zmeny a
doplnenia vykonané v sulade s podmienkami
tejto Zmluvy budd upravené a zverejnené v
stlade s postupom stanovenym v tomto
¢lanku.

13.15 Publication of Redacted Agreement.

On or before execution of this Agreement,
Pfizer or CRO will provide Center with a
redacted version of the Agreement in PDF
format (“Redacted Agreement”), having
removed any information which in CRO’s or
Sponsor’s reasonable opinion constitutes a
CRO or Sponsor trade secret. Within 5 days
of execution of the Agreement, Center will
publish the Redacted Agreement in the
contract registry operated by the Government
Office of the Slovak Republic (“Contract
Registry”) in accordance with the Slovakian
Contracts Registry Act (Act No. 546/2010 Coll.
Supplementing Act No. 40/1964). Center will
provide CRO with evidence of publication of
the Redacted Agreement as soon as is
reasonably practicable and in any event within
7 days of execution of the Agreement. The
parties acknowledge that the Agreement is not
valid until published in the Contract Registry
and agree that no contracted Clinical Trial-
related activities will commence until both
parties are in receipt of confirmation of such
publication. Any written amendments made
pursuant to the terms of this Agreement shall
be redacted and published in accordance with
the procedure set out in this Article.
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