Sponsor/PPD Con fidential In formation

ZMLUVA O KLINICKOM SKUSANI

CLINICAL TRIAL AGREEMENT

| uzatvorend podl'a § 269 ods. 2 a nasl. zdkona &

| zneni (d’alej len ,,obchodny za’konnik”)

513/1991 Zb. Obchodny zakonnik v platnom

(dalej len ,,Zmluva®)

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”)

Medzi

Between

| (dalej len “CRO”)

PPD Investigator Services LLC,,
so sidlom 929 North Front St, Wilmington, NC
28401, USA,

ktord vykonava klinické skuSanie ako nezavisly
subjekt v prospech farmaceutickej firmy F
Hoffmann-La Roche Ltd

so sidlom: Grenzacherstrasse 124

| 4070 Basel, Switzerland

| Zastiipeny spolo¢nostou PPD Slovak Republic

S.I.0
Bratislavska cesta 100/D
931 01 Samorin
Slovak Republic

(d’alej len “Zadavatel™)

PPD Investigator Services LLC,
with its registered address at 929 North Front St,
Wilmington, NC 28401, USA

(hereinafter referred to as the “CRO”)

acting on its behalf and as an independent
contractor on behalf of Sponsor, and F
Hoffmann-La Roche Ltd

Registered office: Grenzacherstrasse 124

4070 Basel, Switzerland

Represented by: PPD Slovak Republic s.r.o
Bratislavska cesta 100/D

931 01 Samorin

Slovak Republic

(hereinafter referred to as the “Sponsor™)

‘A

| sud Kosice I, vlozka ¢islo 1371/V

ikonal'ﬁca: I -

| (dalej len “Centrum”)

Vy chodoslovensky Onkologicky Ustav, a.s.
so sidlom: Rastislavova 43, 041 91 KoSice

ICO: 36 603 350
DIC: SK 2022124159
zapisand v obchodnom registri vedenom Okresny

| AND

Vy chodoeslovensky Onlioldg_ic-l;y_i:l-sm as.
with its registered seat at: Rastislavova 43, 041 91
Kosice

ID No.: 36 603 350

VAT No.: SK 2022124159

Registered with the Commercial Register kept
by the District Court KoSice 1 Court, Insert
number 1371/V
Represented by:

(hereinafter referred to as the “Center™)

=

| A

adresu bydliska
Hlavného skusajuceho

I Siovenska republika

(dalej len “Hlavny skiSajuci”)

AND

I :idrcss of the

principal investigator

Slovak Republic
(heremafter referred to as the
Investigator*)

“Principal

#_Sovakia || B CRO- Center-PI CTA
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Sponsor/PPD Con fidential Infiormation

(Centrum a Hlavny skiSajici spolu dalej len |
“Zmluvni partneri’, Zadavatel, CRO s
Centrom a Hlavnym skuSajicim kazdy z nich |
Zmluvna strana a spolu dalej len ,,Zmluvné |
strany*)

(the Center and the Principal Investigaa)-;“E
hereinafter collectively referred to as the
“Contracting Partners”, the Sponsor, CRO
with the Centre and the Principal Investigator
hereinafter each a “Contracting Party” and
collectively refizrred to as the “Contracting
Parties™)

Preambula

Preamble

VZHCADOM K TOMU, ZE Zadavate,
prostrednictvom CRO, poZiadal Zmluvnych
partnerov, aby vykonali klinické skii§anie so
skusany lieckom (dalej
len ..SkiaSany liek”) s nazvom s &islom

(d’alej len "Klinické skiz§anie”). ktord
jebliZie popisana v protokole &.¢ ktory

. Zadavatel'om jednostranne dopliiovany (d'alej len
.» Protekol™).

bude Zmluvnym  partnerom  odovzdany
Zadavatelom/CRO a  kfory méZze byt

WHLEREAS, the Sponsor, through CRO,

asked the Contracting Partners to conduct a
clinical

trial _involvine  the study drug
| (hereinafiter called
ine invesugauonal medicinal product™)

named

WL L€ HUIDEer (herematter referred
to as the “Clinical Trial) as described in more
detail in protocol no. which will be
provided to the Contracting Partners by the
Sponsor/CRO and which may be unilaterally
updated by the Sponsor (hereinafter referred to
as the “Protocol”).

VZHI’ADOM K TOMU, ZE Zmluvni partneri I

disponuji znalostami, skusenostami a zdrojmi
potrebnymi na vykonanie Klinického skisania
padl'a ich najlepdieho vedomia maju pristup k
poz”adovanému podtu subjektov skuSania podi'a
kritérii pre zaradenie alebo vyradenie tak, ako s
vymedzené v Protokole, a sl ochotni Klinické
skuganie vykonat’.

WHLEREAS, the Contracting Partners possess
knowledge, experience and resources necessary
for conducting the Clinical Trial, have - to the
best off their knowledge - access to the required
number ofitrial sub jects 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~ Sub jectTf_the'KéFe_er;leﬁi'

1.1 Predmetom tejto Zmluvy je vykonanie

Klinického skuSania v Centre a rozdelenie
povinnosti suvisiacich s Klinickym skuSanim
medzi  Zadavatel'a/CRO a  Zmluvnych
partnerov. Predmetom tejto Zmluvy si zavizky
Zmluvnych partnerov tykajice sa vykonania
Klinického ski$ ania za podmienok dohodnutych
v tejto Zmluve a zivizok Zadavatela/CRO k
uhrade odmeny za spravne vykonanie

Klinického sku$ania. Akékol'vek odchyvlky od

1.1 The subject ofi the Agreement is the
performance of the Clinical Trial at the Center
and the division ofl Clinical Trial-related
obligations among the Sponsor/CRO and the
Contracting Partners. The subject of the
Agreement are covenants ofi the Contracting
Partners to conduct the Clinical Trial under the |
terms and conditions agreed herein and the
covenant ofi the Sponsor/CRO to pay
remuneration for a duly conducted Clinical |
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Protokolu a dodatky k Protokolu, vratane avsak
nielen akéhokol'vek vySetrovania alebo skiSania
dopliiujicich  klinickych ¢ laboratémych
parametrov, vyzaduji predchadzajici pisomny
sihlas Zadéavatel'a.

Sponsor/PPD Con fidential In formation

| Trial. Any deviations from the Protocol or

amendments of the Protocol, including without
limitation, any investigation or evaluation of
additional clinical or laboratory parameters,
require the prior written approval of the
Sponsor.

1.2 Klinické sktsanie liekov sa vykonava podl'a
§29 a7 44 zikona ¢. 362/2011 Z.z. o liekoch a
zdravotnickych pomockach a o zmene a doplneni
niektorych zakonov (dalej len “zakon o
liekoch™).

1.2 The 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 — Obligati(;sT)f- the Contraéting
Partners

2.1 Zmluvni partneri sa zavidzuji vykonat a
zdokumentovat’ Klinické skusanie hospodame a
s nalezitou odbornou starostlivost’ou v prisnom
sulade s (a) Protokolom; a (b) podmienkami
tejto Zmluvy; a(c) etickymi zdsadami Helsinskej
deklara’ cie; a (d) Harmonizovanym trojstrannym
usmermenim ICH pre spravnu klinickd prax
vratane jeho naslednych zmien a vSeobecne
akceptovanymi normami sprévnej klinickej
praxe; a (e) vSetkymi prisluSnymi prdvnymi
predpismi; a (f) vSetkymi prikazmi a
smernicami prislus nych organov verejnej moci
a spravy, zdravotnych poistovni a etickych

komisii, ak také existuju; (g) inStrukciou
Zadavatela  nazvanej  ,Priruc’ka  pre
ski $ajiceho” (Investigator’s  Brochure)

obsahujicej vSetky v sucasnej dobe zndme
informacie o produkte /licku pouZitom v Stadii a
jeho vlastnostiach. Prirucku pre skiisajiuceho
Zadavatel’ odovzdal Hlavnému skisajicemu a
bude ju aktualizovat’ v periodicite vyzadujice]
stavom Stidie alebo stanovej pravnymi
predpismi. Prirucka pre skuSajuoceho bude
pripojena k dokumentécii Stadie; (h) so
vSeobecnymi podmienkami Zadavatel'a (pokial
ich Zadavatel vydal a poskytol Centru) o
vykonavani klinickych skusani, s vynimkou tych
podmienok, ktoré su modifikované touto
Zmluvou. Centrum sa zavdzuje poskytnat
primerané zdroje a vybavenie na vykondvanie
Klinického skti$ania.

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 compames 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
Investigative Brochure as required by the status
of the Clinical Trial or set out in the legal
regulations. The Investigative 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 dohl'adom Hlavného skusajtceho, ktory je
zodpovedny za jej riadny priebeh. Hlavny
skiisajuci je zodpovednym vedicim skupiny
skusajucich v pripade, Ze Klinické skusanie je v
Centre vykonavané viac ako jednym skusajicim

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
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(dalej len ,,SkusSajuci“). Hlavny skusajici je
zodpovedny za celkovii pohodu subjektov
skusania zcastiiujicich sa Klinického skuSania
z hl'adiska poskytovania zdravotnickych sluz’ieb
na primeranej odbornej Grovni.

conducted at the Center by several investigators
(hereinafter referred to as “Investigators™). The
Principal Investigator is responsible for the well-
being ofi the trial subjects participating in the
Clinical Trial in terms ofi professional medical
services provided.

2.3 Hlavny skasajuci sucasne moze slazit’ pre
Zadévatel'a/CRO ako kontaktni osoba v Centre
vo vzt'ahu ku Klinickému ski$aniu, pokial’ nie je
niz8ie v tejto Zmluve stanovené inak. Hlavny
skusajuci vykonava Klinické skiisanie v ramci
svojho pracovného pomeru k Centru.

2.3 The Principal Investigator may also serve as
the contact person for Sponsor/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.

2.4 Centrum sa zavdzuje umoznit’ a Hlavny
skusajuci sa zavizuje zabezpedit’, aby Skusajici
a ostatné osoby zahmuté do vykonavania
Klinického skuSania (dalej len ,Clenovia
Studijného timu“) konali v shlade s
podmienkami tejto Zmluvy a protokolom.
Centrum sa  prostrednictvom  Hlavného
skuisajuceho zavizuje zabezpecit’, ze povodni aj
novi Clenovia 3tudijného timu si riadne
preskoleni, kvalifikovani a vzdelani, obzvlast,
ze sa zucastiiuju vSetkych Skoliacich stretnuti o
Klinickom skusani, vratane Skoleni na spravnu
klinickti prax vyzadovanych a zabezpetovanych
ZadavatePom/CRO (Clenovia §tudijného timu
v8ak nemusia Skolenie na spravnu klinicku prax
absolvovat, ak sa preukazu certifikitom z
absolvovaného Skolenia spravnej klinickej praxe
nie star§im ako 3 roky odo diia zacatia
Klinického skusania). Zadavatel/CRO ma pravo
odmietnut’ konkrétnych Clenov $tudijného timu,
ak sa Zadavatel/CRO domnieva, Ze nie su
prislu§ ne vzdelani a / alebo kvalifikovani.
Clenovia §tudijného timu si zamestnanci
Centra. Clenovia $tudijného timu a Hlavny
skuSajici sa budi zudastiiovat’ $koleni, ktoré v
suvislosti s Klinickym skusanim pre tieto osoby
Zadavate[/CRO zorganizuje a Centrum je
povinné takto UCast’” umoznit’. Zadavatel,
prostrednictvom CRO, nahradi primerané
cestovné a ubytovacie naklady suvisiace so
vzdeldvanim podla tohto €lanku, ak to bude
potrebné, ale za UCast na tomto vzdelavani
nenalezi ucastnikom ani nikomu inému Ziadna
odmena.

2.4 The Center shall allow and the Principal
Investigator shall ensure that the Investigators
and other persons involved with the Clinical
Trial (hereinafiter referred to as “Clinical Trial
Team Members”) comply with the terms and
conditions ofi this Agreement and the Protocol.
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 Tnal, including any good -clinical
practice training required and organized by the
Sponsor/CRO (Clinical Trial Team Members,
who have a good clinical practice certificate that
is not older than 3 years as of' the first day ofithe
Clinical Trial, are not required to participate in
good clinical practice training). The
Sponsor/CRO shall have the right to reject
specific Clinical Trial Team Members, ift the
Sponsor/CRO deems them not appropriately
educated and/or qualified. Clinical Trial Team
Members are employees ofi the Center. Clinical
Trial Team Members and the Principal
Investigator shall attend trainings organized for
them by the Sponsor/CRO in connection with
the Clinical Trial, and the Center shall allow
such persons to attend. The Sponsor, through
CRO, shall reimburse reasonable travel and
accommodation costs, ifi 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 zavizuje umoznit’ Hlavnému
sktsajicemu, Skusajicim a Clenom $tudijného
timu, zACastiiovat’ sa podl’a potreby stretnutia

skusajucich a telekonfizrencii uskutocnovany ch v-

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
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zmluvy, ktorej predmet plnenia tretej strany sa
bude tykat’ ktorejkol'vek z povinnosti Centra na
zaklade tejto Zmluvy si vyzaduje predchadzajtci
pisomny sthlas Zadavatela/CRO. Udelenie
takéhoto su'hlasu je na vylu¢nom rozhodnuti
Zadavatel'a/CRO. V pripade udelenia takéhoto
sthlasu zo strany Zadavatel’a Centrum:

priebehu  Klinického skuSania v rozsahu | held in the course of the Clinical Trial to the
pozadovanom Zadavatefom/CRO. extent requested by the Sponsor/CRO.
2.6 Kazd& uzatvorenic subdodivatelskej | 2.6 Any subecontracting of any of the Center’s |

obligations under this Agreement to a third party
requires the prior written eonsent of the
Sponsor/CRO. Granting of such econsent shall be
within the Sponsor/CRO’s sole diseretion. In the
case that sueh Sponsor’s eonsent is granted, the
Center shall:

e

2.6.1 je povinné zabezpedit’ u subjektu, na
ktorého svoju povinnost’ prenas a, dodrz iavanie
podmienok, (a) ktoré si vzhl’adom k charakteru
poz adovanej sluz’by relevantné a podobné
podmienkam tejto Zmluvy vratane, avsak nielen,
leh6t na plnenie povinnosti, (b) na zaklade
ktorych tretia strana postipi vSetky prava k
vysledkom svojej &innosti / Stidie na Centrum
alebo Zadavatela a (c) podla ktorych tretia
strana umozni Zad4vatelovi/CRO alebo tretim
stranam Zmluvne opravnenym Zadavatelom a
prisluSnym regulaénym Gradom vykonanie
auditov a inSpekcii u takejto tretej strany, Co
sucasne neznamenid obmedzenie povinnosti
Centra vo vzt’ahu k auditom a in§pekcie; a

2.6.1 make sure that such subeontractors observe
the terms and conditions (a) that are relevant to
the nature of requested servieces 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 performanee of the Clinical Trial to
the Center or the Sponsor and (c) based on which
the third party shall allow the Sponsor/CRO or
third parties eontraeted by the Sponsor and |
competent regulatory authorities to perform |
audits and inspeetions at such a third party’s site,
whereas this shall not limit the Center’s
obligations with respeet to audits and
inspections; and

2.6.2 bude niest’ zodpovednost’ za riadne plnenie
vietkych povinnosti, ktoré budi predmetom
subdodavatel'skych zmlav.

2.6.2 be responsible for due performance of all
subeontraeted duties.

27 Zmluvni partneri sa zavdzuji vynaloZif
vietko usilie na zaradenie subjektov skiiSania do
Klinického skiiSania v su'lade s poziadavkami na
zarad’ovanie a lehotami ustanovenymi v
Protokole. Centrum sa zavdzuje zaradit
priblizne[subjektov sktsania. Stéasné lehoty
vztahujice sa k vykonavaniu Klinického
skusania s 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. Center agrees to enroll approximate [l
trial subjects. The eurrent timelines for
eondueting the Clinical Trial are as follows:

2.7.1 Predpokladany zaciatok naboru subjektov
skuSania je a predpokladané
ukoncenie Nabor subjektov
skusania sa vzdy riadi aktuainymi podmienkami
Protokolu.

2.7.1 Reecruitment of trial subjects is expected

to begin on and to be completed by
Recruitment of trial subjects is
always governed by ecurrent terms and

eonditions of the Protocol.

2.7.2 Hlavny skfifajici a Centrum su’ hlasia, Ze
Zadavatel/CRO mdzZe jednostranne kedykol’'vek
zmenit’® poCet subjektov skuSania, ktorych
Hlavny skuajici do Stidie méze zaradit
a/alebo ¢asovy harmonogram naboru, a to
prostrednictvom vydania prislusného pokynu ku

2.7.2 The Prineipal Investigator and Center |
agree that the Sponsor/CRO may unilaterally |
change the number of trial subjects that the |
Prineipal Investigator shall include in the |
Clinical Trial and/or the reeruitment timeframe
by issuing a relevant written instruetion for the
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Klinickému skuSaniu. Takyto pokyn sa nebude
vzt’ahovat’ na uz zaradenych subjektov skuiSania.

Clinical Trial. Such an instruction shall not
concern the already included trial subjects.

2.8 Hlavny skusajuci sa zavdzuje do Klinického
sktsania zaradit' iba riadne spdsobilé subjekty
skusania v sulade s Protokolom a oznimit
zaradenie subjektu skuSania do Klinického
skuSania s uvedenim ¢{isla rozhodnutia o
Klinickom skiSani a datumu zaradenia subjektu
skusania do Klinického skuSania zdravotnej
poistovni vykonavajucej verejné zdravotné
poistenie subjektu skiSania bezodkladne po
zaradeni subjektu skiSania do Klinického
skuSania v sulade s ustanovenim § 44 pism. o)
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.

2.9 Zmluvni partneri sa zavizuji zabezpetit', ze
Klinické skfisanie bude vykonavané v su'lade s
povolenim alebo sithlasom k ohlaseniu vydanym
Statnym tistavom pre kontrolu lie¢iv a sithlasmi
prislus‘nych etickych komisii. Zmluvni partneri
sa zavdzuji poskytnit’ Zadavatelovi/CRO
su¢ innost’ pri priprave dokumentov tykajicich
sa  Klinického  skdiSania a  odovzdat
Zadavatel'ovi alebo tretej strane urcenej
Zadavatelom bezodkladne vsetky vyhlasenia
potrebné mna povolenie Klinického skusania
regulac’nymi organmi a / alebo etickymi
komisiami, vratane avSak nielen (i) Vyhlasenie
o finantnych zaujmoch, (ii)) CV a (iii)
potvrdenie o zodpovedajuicom vybaveni miesta
skiiSania. Zmluvni partneri sa  zavizuju
zabezpecit’, Ze poskytnuté dokumenty tykajice
sa Klinického skisania si Uplné a spravne.
Napriklad, Vyhlasenie o finanénych zaujmoch
musi obsahovat’ vietky financné vztahy medzi
Hiavnym skigajicim a ktorymkolvek Clenom
Studijného timu, a ich finanéné zaujmy, na
jednej strane a ZaddvatePom/CRO alebo
ktoroukol'vek spolofnost'ou prepojenou so
Zadavatel'om, na strane druhej, vratane - aviak
nielen - odmeny alebo iného finanéného
prospechu prijattho kazZdym =z nich od
Zadéavatel'a alebo ktorejkol'vek zo spolocnosti
prepojenych so Zadavatelom za konzultac'né
Cinnosti  alebo iné sluzby nepokryté touto
Zmluvou. Potvrdenia o finan¢nych zdujmoch by
mali byt predlozené v priebehu Klinického
skGSania, pri jeho zmene a jeden rok po
skonceni Klinického skuSania. ,,Prepojenou
osobou“ je akakol'vek pravnickd osoba alebo
spolotnost’, ktora (a) je ovladanou osobou v
zmysle § 66a ods. 1 Obchodného zékonnika, (b)

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 and approvals of the competent
ethics committees. The Contracting Partners
agree to cooperate with the Sponsor/CRO in
preparing documents concerning the Clinical
Trial and to immediately provide the Sponsor or
a third party specified by the Sponsor with all
declarations necessary for the approval of the
Clinical Trial by regulatory authorities and/or
ethics committees, including without limitation,
if applicable, (i) Financial Interest Declarations,
(i) CVs and (iii) confirmation of adequate trial
site facilities. The Contracting Partners shall
ensure that the provided Clinical Trial
documents are complete and correct. For
example, the Financial Interest Declarations
shall contain all financial relations between, and
financial interests of, the Principal Investigator
and any Clinical Trial Team Member, on one
hand, and the Sponsor/CRO 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
m 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.

4 Slovakia ___CRO-Ccnter-PI CTA
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je ovladajicou osobou v zmysle § 66a ods. 2 |

Obchodného  zdkonnika, (c) je osobou
ovladanou tou istou ovladajicou osobou, (d) je
¢lenom tej istej skupiny, alebo (e) ktora priamo
alebo nepriamo, prostrednictvom jedného alebo
viacerych  sprostredkovatel’ov, vykonava
kontrolu, je kontrolovana alebo je pod
spolo¢nou kontrolou so Zmluvnou stranou.

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.

2.10  Hlavny skis ajict sa zavizuje vsetky
subjekty skuiSania zodpovedajicim spdsobom
informovat’ 0 cieloch, metddach,
predpokladanych prinosoch a potencidlnych
rizikdch Klinického sk Sania a o okolnostiach, za
ktorych by ich osobné 1daje mohli byt
spristupnené Zadavatel'ovi/CRO, jeho
Prepojenym osobam, prislusnym organom, tretim
stranam, ktoré poskytuju sluzby
Zadavatel'ovi/CRO a / alebo etickym komisiam.
Hlavny skusajici sa zavdzuje zabezpelit, Ze
subjekty skuSania sa zGcastnia Klinického
skusania aZ potom, &o podpiSu informovany
suhlas subjektu skdSania poskytnuty
Zadavatel'om/CRO. Hlavny skusajici uchova
origindl takého suhlasu v  zdravotnickej
dokumentécii  subjektu skuSania. Ak subjekt
skuSania svoj suhlas v priebehu Klinického
skuSania odvold, Zmluvni partneri nesmi vo
vzt’ahu k tomuto subjektu vykonat’ Ziadne d’alSie
postupy v ramci Klinického skdSania okrem
pripadnych opatreni tykajucich sa d’alSieho
sledovania predpisanych Protokolom, s ktorymi
subjekt skiiSania suhlasil. Nasledna liecba
subjektu, ktord nesuvisi s Klinickym sktSanim,
je vyhradnou Ilekarsku zodpovednostou a
pravnou zodpovednost'ou Zmluvnych partnerov.

| Contracting Partners

2.10 _The Prnncipal 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/CRO, its Affiliates,
competent authorities, third parties providing
services for the Sponsor/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/CRO.
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
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.
Subseguent treatment of the trial subject, which
is not related to the Clinical Trial, lies in the sole
medical responsibility and legal llability of the
Contracting Partners.

2.11 Zmluvni partneri sa zavizuji zabezpedit', ze
subjektom skuSania zaradenym do Klinického
skiSania sa v Centre nebudi podavat’ iné
neregistrované liecky podla § 46 zdkona o
lickoch a v zmysle Vyhlasky Ministerstva
zdravotnictva SR ¢. 507/2005 Z.z., ktorou sa
upravuju podrobnosti 0 povolovani
terapeutického pouZitia hromadne vyrabanych
lickov, ktoré nepodlichaju registracii, a
podrobnosti o ich tthrade na ziklade verejného
zdravotného  poistenia, ani sa nebuda
zu¢ astiiovat’ iného klinického skuSania, pri
ktorom by subjekty skuSania dostavali v
Slovenskej republike neregistrovany liek v

priebehu Klinického skti$ania bez
predchéadzajiceho pisomného sthlasu
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.

. sov-i: [N R c-o-Cen<-P! cTA
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2.12 Ak pocas Klinického sktSania v Centre
dojde k pos'kodeniu zdravia subjektu skisania,
Zmluvni partneri sa zavdzuji informovat’ o
kaz'dej takejto udalosti Zadavatela/CRO (i) v
pripade zavazného neZiaduceho Gcinku a/alebo
zavazne] neziaducej udalosti a/alebo v pripadoch
tehotenstva, ak také existujl, najneskdr do 24
hodin a (i1) v pripade neziaduceho iicinku
a/alebo nez iaducej prihody bezodkladne v ramci
leh6t stanovenych v Protokole a inych
pokynoch danych Zadavate'om/CRO o hlaseni
Udajov tykajicich sa bezpecnosti. Stcastou
takého hlasenia musi byt tieZz posudenie
pi¢ nnej  stvislosti. O  akomkol'vek inom
podkodeni zdravia subjektu skiSania alebo
akomkol'vek zdvaznom poruSeni Protokolu
alebo pokynov spravnej klinickej praxe, musia
Zmluvni partneri informovat Zadavatel’a/CRO
bez zbyto¢ :ného odkladu. Zmluvni partneri buda
vzdy spolupracovat’ so Zadavatelonm/CRO pri
jeho hlaseniach vsetkych zavaznych neZiaducich
udalosti a podozreni na neziaduce 1¢inky
produktov alebo liekov SUKL, Etickej komisii,

prislus'nej zdravotnej poist’ovni vykonavajiicu
verejné zdravotné poistenie subjektu skusania,
pripadne prislusnym organom &lenskych Statov,
na ktorych uzemi sa vykonava multicentrické
klinické skusanie, a v pripade ak to stanovuji
pravne predpisy alebo o to poziada
Zadavatel’/CRO, poskytni prisluSnym organom
aj pozadované informacie. Zmluvni partneri st
povinni poskytovat’ Zadavatel'ovi/CRO
sucinnost’ s plnenim povinnosti tykajicich sa
hlaseni neziaducich u¢inkov.

2.12 Tf in the course of the Clinical Trial at the
Center trial subjects' health is harmed, the
Contracting  Partners  shall  inform  the
Sponsor/CRO ofiany such event (1) in case ofiany
serious adverse effect and/or serious adverse
events and/or, if applicable, in case of
pregnancy, within 24 hours at the latest and (ii)
in case of any adverse effect and/or adverse
event immediately within the timelines specified
in the Protocol and other instructions on safety-
related data reporting provided by the
Sponsor/CRO. 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/CRO without
undue delay. The Contracting Partners will
always cooperate with Sponsor/CRO in his
reports ofi all serious adverse events and adverse
effect suspected ofi products or medicines to
SUKL, the Ethics Committee, the relevant health
insurance company performing public health
mmsurance of  Study Subjects, or the competent
authorities of the Member States in whose
territory is performed the multicentre clinical
trial, and in case it is stipulated by the legislation
or required by Sponsor/CRO, will provide to the
relevant authorities also requested information.
The Contracting Partners are obliged to

cooperate with Sponsor/CRO with the reporting |

ofiadverse effiects.

2.13  Zmluvni partneri sa zavdzuji bez
zbytoéného odkladu zodpovedat’ vsetky otazky
Zadavatel'a alebo 0s6b poverenych Zadavatel'om
tykajice sa dokumentdcie neziaducej udalosti.
Toto zahfiia najmi aktivne nasledné sledovanie
a objasnenic prislusnych nezrovnalosti v
hlaseniach neziaducich wudalosti a udalosti
tehotenstva. Na udel hlasenia neZiaducich
udalosti a udalosti tehotenstva si Zmluvni
partneri povinni pouZivat' formuldre poskytnuté
Zadavatel'om/CRO, ak také existuju.

2.13 The Contracting Partners agree to
immediately answer any questions ofi 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/CRO, if applicable.

2.14 PoCas a po skonéeni Klinického
sk§ania sa zavizuji Zmluvni partneri predlozit’
Zadavatel'ovi/CRO vsetky dokumenty prijaté od
Statnych organov, etickych komisii a/alebo
prislus'nych regulaénych organov tykajice sa
akychkol'vek siahlasov alebo povoleni alebo

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

consent or authorization or safety- related |
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prisludnej komunikacie o bezpe€nosti vo vztahu

ku Klinickému skuSaniu do 24 (dvadsiatich
§tyroch) hodin od ich obdrZania.

communication with respezt_ to the Clinical Trial
within 24 (twenty-four) hours following their
receipt.

| 2.15 Zmluvni partneri sa zavdzuji pouz ivat
Skusany lieck vyluc'ne na ucely vykonavania
Klinického  sktSania a 1ba  spdsobom
§pecifikovanym v Protokole. Zmluvni partneri
st zodpovedni za riadne prijimanie, pouZivanie,
nakladanie, skladovanie a vedenie dokladnej a
presnej evidencie zaobchddzania so SkuSanym
lickom v priebehu Klinického skusania v silade
s poziadavkami spravnej klinickej praxe,
spravnej lekdrenskej praxe a Protokolom.
Naviac sa Zmluvni partneri zaviizuju vratit’ alebo
zabezpec'itt riadnu  likviddciu  nepouz’it¢ho
Skusaného lieku, ak si Zadavatel’/CRO likvidaciu
vyziadal (na naklady Zadavatela), a tito
likviddciu riadne zdokumentovat. V pripade
nac’atého a nespotrebovaného Sku saného lieku,
ktorého forma podania je infiizia, zaistia
Zmluvni partneri likvidaciu ihned’ po priprave &i
uprave Sku Saného lieku.

2.15 The Contracting Partners agree to use the
Investigational medicinal produet 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
Investigational medicinal product in the course
of the Clinical Trial pursuant to the requirements
ofi 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/CRO requested such
liquidation (at the expense ofi the Sponsor), and
properly document such liquidation. The
Contracting Partners shall immediately liquidate
any unfinished or unused Investigational
medicinal product administered by infusion
immediately  after its  preparation  or
modification.

2.16 Centrum sa tymto zavidzuje zabezpec'it
uskladnenie, pripravu, kontrolu a distribd ciu
SktSaného lieku v sulade s ustanovenim
Protokolu, ako a v stfilade so vSeobecne
zavdznymi pravaymi predpismi a v sulade so
vietkymi ustanoveniami pokynov pre klinické
sktisanie liekov Stitneho Ustavu pre kontrolu
lie¢iv. Zmluvni partneri nebudi vyzadovat
zaplatenie SkuSaného lieku alebo akejkol'vek
sluzby hradenej Zadavatel'om/CRO podla tejto
Zmluvy od subjektu skuisania alebo od tretej
strany, ako je napriklad zdravotna poist’ovia.

2.16 The Center hereby agrees to ensure that the
Investigational medicinal product is stored,
prepared, inspected and distributed m
compliance with the Protocol, the applicable law
and all provisions of the instructions for the
clinical trials of drugs issued by the State
Institute for Drug Control. The Contracting
Partners shall not charge any trial subject or third
party, such as a health insurance company, for
the Investigational medicinal product or for any
services paid for by the Sponsor/CRO under this
Agreement.

2.17 Centrum sa  zavizuje  menovat
dostatoény podet zastupcov, ktori spliiaju
kvalifikac'né poZiadavky na vykon povolania
farmaceuta alebo farmaceutického laboranta v

zmysle zakona & 578/2004 Zz, o
poskytovateloch  zdravotnej  starostlivosti,
zdravotnickych  pracovnikoch, stavovskych

organizacidch 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, spdsobe dalsieho
vzdeldvania  zdravotnickych  pracovnikov,
sustave Specializac’nych odborov a 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 Aet 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 competenee
for the performance of the medical profiession, on
the training method of health workers, on the
system ofispecialized branches and on the system
of certified work activities, as amended. These
representatives shall be responsible for handling
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certifikovanych pracovnych Cinnosti, v zneni
neskor§ich predpisov. Tito zastupcovia budi
zodpovedni za nakladanie so SkuSanym lickom a
za  vedenie suvisiacich ~ zdznamov  a
dokumentacie. Ihned po vymenovani tohto
zastupcu alebo zastupcov, ozndmi Centrum
Zadavatel'ovi/CRO pisomne meno a priezvisko
poverenych  o0séb  spolu s  prisluSnymi
kontaktnymi informaciami.

the Investigational medicinal product and for
keeping related records and documentation.
Immediately after the appointment ofi the
representative(s), the Center shall notifiy the
Sponsor/CRO in writing about the first and last
name and contact details ofisuch appointees.

2.18 Hlavny skusajici sa zavizuje odoberat
Skusany liek v sulade s Protokolom, a to v
davkovani potrebnom pre lkaZdi jednotlivia
navsitevu subjektu skiiSania.

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

2.19 Kedykol'vek o to Zadavatel/CRO po? :nda,
zaviazuji sa Zmluvni partneri podat’ hlasenie o
postupe v Klinickom skuSani v Centre vratane
udajov o zarad’ovani subjektov skdsania.

2.19 The Contre_lcf-ir_lé Partners agree to report on
the progress ofi the Clinical Trial at the Center,
including information about the enrolment of
trial subjects, upon the Sponsor/CRQO’s request.

2.20 Hlavny skidajhci je povinny zhromaz dovat’
lidaje a vkladat ich do|Jjlipracovnych dni od
ich vytvorenia do elektronickych CRFov (dalej

len “CRF”) v sulade s nalezitostami
stanovenymi v Protokole. Hlavny skuasajuci sa
zavazuje pravidelne odovzdavat’
Zadavatel'ovi/CRO CRF a vsetku dokumentaciu
vyzadovanu Protokolom, aby ich
Zadavatel’/CRO mohol priamo alebo
prostrednictvom  iného subjektu priebezne

spracovavat’. V pripade omeSkania dthSom ako
yracovnych dnis vkladanim G dajv j'e
Zadavatel/CRO  opravneny, na  zaklade
pisomného oznamenia doruceného Hlavnému
skuSajucemu, zastavit zarad’ovanie subjektov
skiSania Hlavnym skusajicim az do doby, kedy
bude vkladanie 1dajov aktualizované. Pokial
bude mat toto za nasledok omeSkanie
vzarad’ovani subjektov skisania,
Zadavatel'ovi/CRO prinaleZia prava stanovené v
¢l. 124 tejto Zmhuvy. V le hat
pracovnych dni po oSetreni posledn¢ho zo
subjektov skiisania musi byt” dokonéené vloz .enie
vietkych  zostavajucich CRF,  suvisiacej
dokumentacie a takisto nepouzit¢ CRF v listinnej
podobe, ak také existuji, musia byt odovzdané
Zadavatel'ovi/CRO  alebo na  poZiadanie
Zadavatel'a/CRO zniCené. Zmluvni partneri sa
zavazuju poskytovat’ sucinnost’ pri
bezodkladnom objastiovani akychkol'vek otazok
tykajucich sa udajov v CRF a venovat’ sa tymto
otazkam a zodpovedat’ ich najneskér v lehoteii]
pracovnych dni. Zadavatel/CRO mozZe
poZ iadoval’ odpovede aj v kratSom Casovom useku

2.20 The Principal Investigator must collect data
and enter them withir working days of
their generation in the electronic case report
forms (hereinafiter 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/CRO so
that the Sponsor/CRO could process them
directly or through another entity on a
continuous basis. In case of a delay with data
entering for more than working days,
the Sponsor/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/CRO shall have the rights
set forth in Article 12.4 of this Agreement. |
Within [JJJJ working days ofi 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/CRO or destroyed
upon the Sponsor/CRO’s request. The
Contracting Partners agree to assist in promptly
clarifiying any questions concerning CRF data
and to address and answer such questions within
working days. The Sponsor/CRO may
request answers sooner than that due to key
Clinical Trial milestones, such as a clean
databasc. Furthermore, the Contracting Partners
agree to reasonably assist in preparing the |
overall Clinical Trial report wupon the

# Slovakia CRO-Center-PT CTA
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s ohladom na kldcové S§tadia Klinického
skifama, ako napr. (ista databaza. Zmluvni
partneri sa dalej na Ziadost’ Zadavatel'a/CRO
zavazuju poskytovat’ primerani su’ ¢innost’ pri
priprave celkovej spravy o Klinickom skuSani.
Centrum zabezpeci, Ze CRF nebudi pristupné
nikomu inému ako Clenom $tudijného timu a
Hlavnému skas ajicemu a pristup k nim, ak budu
v clektronickej podobe, bude chraneny
pristupovym menom a heslom.

Sponsor/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 skas ajici je povinny zabezpelit', Ze

vSetky CRF poskytnuté Zadavatelovi/CRO su
pravdivo, presne a riadne vyplnené a Ze su
vernym  odrazom  skutoénych  vysledkov
Klinického ski Sania Hlavny skasajuci sa tieZ
zavizuje odovzdat Zadavatelovi/CRO kopie
vsetkych sprav, vratane vSetkych aktualizacii a
zmien, ktoré si vyziadala eticka komisia.

2.21 The Principal Investigator shall ensure that
all CRFs submitted to the Sponsor/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/CRO  with copies of all reports,
including all updates and changes, that were
requested by the ethics committee.

——

2.22 Centrum sa zavdzuje uchovavat vsetku
elektronicki aj inmdi dokumentaciu, vritane
zdrojovej dokumenticie a zlozky Skusajiceho,
zoznamu identifikaénych koédov  subjektov
skuisania a zdravotnej dokumentacie subjektov
skusania vzt'ahujicej sa ku Klinickému skfiSaniu,
ktoré si vyzadované na zaklade ICH predpisov a
ostatnych  prislusnych pravnych predpisov
upravujucich vykonavanie Klinického skusania,
po dlhsej z nasledujiucich dvoch déb: 1) 15
(pétnast’) rokov po skonceni alebo preruseni
Klinického skuSania alebo 2) akukol'vek dlhSiu
dobu pre archivaciu dokumenticie stanoveni
prisluSnymi pravnymi predpismi. Dokumentacia
o Klinickom skuSani musi byt uchovavania na
vhodnom mieste a vhodnym spdsobom a Centrum
je povinné viest zaznamy o mieste, kde je
dokumentacia o Klinickom skG8ani uchovavana,
aby tato bola okamz ite k dispozicii na poZiadanie
povereného zastupcu Zadavatela, etickej komisie,
auditora alebo prislusnych S§tatnych organov.
Centrum je povinné Zadavatel'a/CRO informovat’
v pripade, Ze planuje archivovat’ dokumentaciu o
Klinickom skusani v inych priestoroch ako st tie,
ku ktorym ma Centrum vlastnicke alebo iné
uz :ivacie 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) 15 (fifteen) 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’s
appointed representative, the ethics committee,
an auditor or competent authorities. The Center
must notify the Sponsor/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, Ze Zadavatel’
alebo v jeho mene tretia strana ddkladne
monitoruje vykonavanie Klinického skuSania a
pravidelne navitevuje Centrum. Zmluvni partneri
sa zavdzuju primerane  podporovat tieto
monitorovacie  aktivity, vratane ale bez
obmedzcnia, poskytnutim pristupu poverenému

2.23 The Contracting Partners understand that the
Sponsor or a third party on behalf of the Sponsor
closely monitors the performance of the Clinical
Trial and regularly wvisits the Center. The
Contracting Partners agree to appropriately
support such monitoring activities, including
without limitation, by providing the Sponsor’s |

B sovakia
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| zastupcovi Zadavatel'a do priestorov a k tidajom
podl’a potreby a dalej sa zavizuji spolupracovat
so Zadavatel'om/CRO alebo prislusnou tretou
| stranou v tomto ohPade. Na Ziadost
Zadavatel'a/CRO sii Hlavny skis ajaci a Clenovia
Studijného timu povinni sa zGcastnit’ osobnej
diskusie.

appointed representative with access to the
facilities and data as necessary and further agree
to cooperate with the Sponsor/CRO or the
relevant third party in this regard. The Principal
Investigator and Clinical Trial Team Members
must participate in personal discussions upon the
request of the Sponsor/CRO.

2.24 Zadavatel’/CRO a tatne orgdny, ako je napr.
Urad Spojenych §tatov americkych pre potraviny
a lieky (d’alej len “FDA”) maji pravo vykonavat’
audit alebo kontrolu zidznamov Zmluvnych
partnerov, ktorychkol'vek inych dokumentacii a
priestorov sivisiacich s vykonavanim Klinického
skti$ania, a to kedykol'vek v priebehu a / alebo po
dobu 25 (dvadsiatich piatich) rokov po skonceni
Klinického skisania a bez akychkol'vek narokov
Zmluvnych partnerov na zvlaStne finanéné

plnenie. Takyto audit alebo kontrolu je
Zadavatel/CRO povinny primerane vopred
ohlasitt v pripade, Ze je vykondvany

Zadavate'om/CRO. Zmluvni partneri si povinni
poskytovat’ Zadavatel'ovi/CRO, nim poverenym
zastupcom alebo vSetkym Staitnym orgdnom
suéinnost’ pri plneni ich uloh v subde s
Protokolom a podnikniit’ vietky primerané kroky
pozadované¢ Zadavatelom/CRO alebo Statnymi
organmi na udéely odstranenia nedostatkov
zistenych pocas auditu alebo kontroly.

224 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. The
Sponsor/CRO must announce such audit or
inspection sufficiently in advance, provided
that it is carried out by the Sponsor/CRO. The
Contracting  Partners must assist the
Sponsor/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 zavizuju, Ze pocas a
po skonc’eni Klinick¢ho skuSania umozZnia a
budu podporovat’ vetky kontroly zodpovednych
Statnych organov bez akychkol'vek narokov na
osobitnt odmenu ¢i nahradu. Zmluvni partneri
si povinni informovat’ Zadavatela/CRO o
kaz'dej takejto kontrole ¢i zamere takito kontrolu
vykonat’' ihned’ potom, ¢o sa o nich dozvedia.
Zmluvni partneri sa zavdzuji umoznit, aby
Zadavatel/CRO mohol byt pritomny na kazdej
kontrole vykondvanej Staitnymi organmi alebo
podobnymi inStituciami. Pred vyjadrenim sa k
vysledkom takejto kontroly , ak nejaké budn, st
Zmluvni partneri povinni odpoved’ posu dit’ a
prediskutovat’ so Zadavatel'om/CRO. Zmluvni
partneri bez zbytoéného odkladu poskytni
Zadavatel'ovi/CRO kopie akychkol'vek zisteni
alebo kontrol zodpovednych uradov vo vztahu
ku Klinickému skiisaniu.

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

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

226 The Contracting Partners may not
knowingly use the services, regardless ot their

| volume, of any person prohibited to provide

-‘#_Slovakia-_CRO-Center-PI CTA
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sluz’ieb zakazané FDA alebo ktorymkol'vek
inym  prisluSnym orgdnom v  priebehu
vykonavania Klinického skusania, Zmluvni
partneri d’alej zavdzne vyhlasuji, ze podla ich
vedomosti ani im ani ich zamestnancom,
splnomocnencom alebo zastupcom, ktori sa
zulastiiuji vykonavania Klinického skuSania,
nebolo zakdzané vykonavat’ Cinnosti, ktoré si
vykonavané v ramci St die, zo strany FDA
alebo iného organu, ani podla ich najlepSiecho
vedomia v sii¢ asnosti neprebieha Ziadne konanie
tykajice sa takéhoto zakazu vo vzt'ahu k tymto
osobdm, najmd na zaklade nasledujlcich
pravnych predpisov: (i) United States 21 USC
§ 335a a/alebo (ii) Hlavy 21 Code of Federal
Regulation § 312.70. Zmluvni partneri sa
zavizuju v priebehu Klinického skusania a po
dobu 3 rokov po jeho ukondeni ihned
informovat’ Zadavatel'a/CRO, ak sa dozvedia, Ze
sa zaCne takéto konanie vo vztahu k Hlavnému
skudajicemu, Centru ¢i jeho zamestnancovi.
Zmluvni partneri d’alej zaru€uji a zavazuji sa,
7Ze podl'a ich vedomosti nie si subjektom
predchadzajucich ani prebieha jucich
vySetrovani, vyziev, upozomeni  alebo
nepodliehaji vykonu rozhodnuti organov Stitnej
srd vy vztahujucich sa ku klinickym skuskam,
ktoré by neboli ozndmené Zadavatel’'ovi/CRO. V
pripade, Ze nastane skutoCnost’” podla
predchadzajicej vety vo vztahu ku Klinickému
skisaniu, Zmluvni partneri to bez zbytocného
odkladu oznamia Zadavatel'ovi/CRO.

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,
upon due inquiry, neither them nor their
employees, agents or representatives, who are
involved in the Clinical Trial, have been
prohibited by the FDA or any other competent
authority to perform the activities that are
performed during the Clinical Trial, nor that
they are currently, to the best of their
knowledge, the subject of proceedings
concerning such prohibition by the FDA or any
other authority, in particular on the basis of
following legislative acts (i) United States 21
US.C. Section 335a and (ii) Title 21 Code of
Federal Regulation, Section 312.70. During the
Clinical Trial and for a period of 3 years after
its completion, the Contracting Partners agree to
promptly notify the Sponsor/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 the clinical trial and have not been
disclosed to the Sponsor/CRO. The Contracting
Partners shall notif'y the Sponsor/CRO about the
fact described in the previous sentence without
undue delay.

227 V pripade, ze Hlavny skuasajuci v
priebehu Klinického  skuSania  ukonéi
pracovnopravny vztah s Centrom, Centrum je
povinné o tejto skutoCnosti informovat
Zadavatel’a/CRO bezodkladne potom, ako sa o
tom dozvie, a sufasne mnavthnu't riadne
kvalifikovani osobu ako nového hlavného
skusajuceho. Zadavatel/CRO ma pravo podat
ndmietku voci novému Hlavnému sksajicemu.
Centrum sa  zavdzuje s vynaloZenim
maximalneho Usilia pozadovat po novom
hlavnom skisa jicom, aby sa pisomne zaviazal k
dodrziavaniu podmienok dohodnutych v tejto
Zmluve. Ak Centrum a Zadavatel/CRO nie su
schopni dohodnit’ sa na osobe nového hlavného
skusa juceho alebo ak novy hlavny skusajici nie
je ochotny zaviazat’” sa k podmienkam
stanovenym v tejto Zmlave, Zadavatel/CRO je
opravneny vypovedat’ tito Zmluvu v stlade s ¢l
12.5 tejto Zmluvy. Centrum a Hlavny skiisajici
s povinni bezodkladne pisomne informovat

2.27 In the event that the Principal Investigator
terminates his or her employment at the Center,
the Center shall inform the Sponsor/CRO as
soon as it learns about it and shall propose a duly
qualified person acting as a new principal
investigator. The Sponsor/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
mvestigator 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/CRO in writing about any
and all changes having an impact on the

t_Slovaki
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Zadavatela/CRO o v§etkych zmenach, ktoré
majiu vplyv na dostupnost’ zdrojov a / alebo
Clenov  3tudijného timu  vykonavajucich
Klinické skisanie.

availability of resources and/or Clinical Trial
Team Members conducting the Clinical Trial.

2.28 Zmluvni partneri sa zavdzuji priamo a
bezodkladne  informovat’  Zadivatel’a/CRO

v pripade, ze subjekt skusania
zadastiujaci sa Klinického skui§ania oznami ¢i
vyjadri ndzor, Ze do§ lo k poskodeniu jeho zdravia
v désledku aéasti na Klinickom skugani, a Zze ma
preto pravo na finanéné odskodnenie.

2.28 The Contracting Partners agree to inform
the Sponsor/CRO

directly and
immediately m 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.

229  Zmluvni partneri sa zavizuji umoZnit
vyskumnym  organizdciam, ktoré maju
uzatvorend zmluvu so Zadavatel'om/CRO
alebo ktorejkol'vek z Prepojenych osob, aby v
mene Zadavatel'a/CRO vykondvali ktorékol'vek
z prav a povinnosti Zadavatela/CRO na zéklade
takejto Zmluvy, v pripade, ¢ sa preukdZu
poverenim ¢i  plnomocenstvom, z ktorého
vyplyva ich opravnenie vykonavat prava
a povinnosti Zadavatel’a/CRO. Zmluvni partneri
sa zavdzuji  spolupracovat’ s takymito
vyskumnymi organiziciami.

2.29 The Contracting Partners agree to allow
research organizations contracted by the
Sponsor/CRO or any of its Affiliates to exercise
any of the Sponsor/CRO’s rights and to perform
any of the Sponsor/CRO’s obligations under this
Agreement on behalf of the Sponsor, provided
that they bave authorization or a power of
attomey to exercise the Sponsor’s rights and to
perform the Sponsor/CRO’s obligations. The
Contracting Partners agree to cooperate with

such research organizations.
|

2.30 Zmluvni partneri sa zavizuju
poskytovat’ zdravotné suz by subjektom, ktorych
ucdast’ v na Klinickom sk®8ani neskonéila, v
pripade {iastotného uzatvorenia Klinického
skuSania, a dralej tiez subjektom zaradenym
do nasledného sledovania po  skoncent
Klinick¢ho skGSania, v sulade s etickymi
pravidlami, protokolom a politikou sponzora
tykajuce sa nepretrzitého pristupu k liekom.

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, the Protocol, and Sponsor’s
policies on continued access to drug.

231 V pripade, Ze pri Klinickom skusani
pouziva Centrum, Hlavny skuSajuci alebo
Clenovia $tudijného timu pristrojové vybavenie,
ktoré vyz'adug servis, kalibraciu alebo ini
osobitnt  starostlivost, Centrum sa zavizuje

udrziavat’ také pristrojové vybavenie spdsobilé
riadnej prevadzky, o <com je povinné
Zadavatel'ovi/CRO na vyZ:iadanie poskytnat
zodpoveda jacu dokumentaciu.

Cl. 3 - Povinnosti Zadavatel’a

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/CRO upon the request of the
Sponsor/CRO.

“Article 3 — Obligations of the Sponsor

31Kontaktnymi osobami Zadavatela/CRO vo
vztahu ku Klinickému sktsaniu st

Hoffimann-La Roche Ltd

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

“Hoffmann-La Roche Ltd

Page 14 of S0
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Grenzacherstrasse 124

4070 Basel, Switzerland

Telephone: NG

Fax: I

PPD Investigator Services LLC

so sidlom 929 North Front St, Wilmington, NC
28401, USA Zastipeny spolo¢nost’ou PPD
Slovak Republic s.r.0

Bratislavska cesta 100/D

931 01 Samorin

Slovak Republic

Grenzacherstrasse 124

4070 Basel. Switzerland
Telephone:

Fax:

PPD Investigator Services LLC
with its registered address at 929 North Front St,
Wilmington, NC 28401, USA Represented by:
PPD Slovak Republic s.r.o
Bratislavska cesta 100/D

931 01 Samorin

Slovak Republic

alebo ktorékol'vek dalsie osoby ozndmené
Hlavnému skdsa jacemu.

or any other person announced to the ﬁr?cipal
Investigator.

3.2 Zadavatel’, prostrednictvom CRO, sa
zavizuje Zmluvnym partnerom poskytnat’
bezplatne v mnozstve a ¢asovych intervaloch na
riadne vykonanie Klinického sku$ania Skusany
liek, nevyhnutné vzory CRF a d’alsie informécie
a dal$i# lieCivo / placebo vyZzadované na
vykondvanie Klinického skii§ania, napr. Priruc’ka
skusa jiceho, Dokumentacia o Hodnotenom lieku
a Stthrn Udajov o pripravku -SPC.

3.2 The Sponsor, through CRO, agrees to
provide the Contracting Partners with the

3.3 Skasany lick (ako aj d’alSie liecivo, I;Ecebo,
ak je vyZadované Protokolom) bude dodavané na
nasledu jucu adresu:

Vy chodoslovensky onkologicky ustav, a.s.
Nemocni¢ nd lekarein VITAE

Rastislavova ¢.43

041 91 KoSice

Slovenska republika

Investigational medicinal product, necessary
CRF templates, other information and other
drugs/placebo required for the performance of
the Clinical Trial free of charge and in the
quantity and frequency necessary for the proper
performance of the Clinical Trial, for example:
the Investigator's Brochure, Investigational |
medicinal product Documentation and Summary
of Product Characteristics (SPC.

33 The I?lvgsﬁgatio_nal medicinal product (as
well as any other drugs, placebo, if required by the
Protocol) shall be delivered to the following
address:

Vychodoslovensky onkologicky tistav, a.s.
Nemocni¢na lekareft VITAE

Rastislavova €.43

041 91 KoSice

Slovenska republika

3.4 Skasany liek, nevyhnutné vzory CRF a d’alSie
informacie  vyzadované na  vykonavanie
Klinického sktsania poskytnuté Centru si a
zostavaju vlastnictvom Zadavatela. Zadavatel,
prostrednictvom CRO prehlasuje, Ze su splnené
vietky podmienky stanovené prislus nymi
pravnymi predpismi na vyrobu (dovoz)
dodavaného Skusaného lieku a jeho distribuciu
do Centra.

34 The Investigational medicinal product,
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, through
CRO, 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.

3.5 ZadavateTl, prostrednictvom CRO sa zavizuje
poskytovat’ Hlavnému skusajicemu prislusné
nové informacie o bezpec'nosti tykajice sa
Sku saného lieku bez zbytoéného odkladu.

3.5 The Sponsor, through CRO, agrees to
provide the Principal Investigator with new
information regarding the safety of the
Investigational medicinal product without undue
delay.
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Cl. 4 - Odmena

Article 4 — Remuneration

Zadavatel' sa zavizuje, prostrednictvom CRO
zaplatit’ Zmluvnym partnerom za riadne
vykonané ¢innosti na zéklade 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. Prislus'né Casti odmien Centru a Hlavnému
skiiga jicemu budn Zadavatelom,
prostrednictvom  CRO  vyplatené  obom
Zmluvnym partnerom oddelene na ich oddelené
individua’Ine bankové uéty.

“For the activities prope_ﬂy performed based on

this Agreement and for the transfer of rights
under Article 5, the Sponsor, through CRO,
agrees to provide the Contraeting Partners with
remuneration in the amount, by means and under
the terms stated below herein and in Appendix 1.
The relevant parts ofi the remuneration ofi the
Center and the Principal .Investigator shall be
paid by the Sponsor, through CRO, to both
Contracting Partners separately to their separate
individual bank accounts.

4.2 Zmluvni partneri nemaji ndrok na
ziadnu in1 odmenu &i ndhradu okrem tych, ktoré
st uvedené v tejto Zmluve alebo v prilohe €. 1
alebo inych zmluvach uzatvorenych so
Zadavatel’'om, ibaZe ich vopred pisomne schvali
Zadavatel’.

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 eoncluded with the
Sponsor, unless approved in advance by the
Sponsor in writing,

43 Vsetky odmeny a financ'né néhrady,
ktoré maitibvt’ zanlatené Centru, su splatné v
lehote_dni odo dfia, kedy
bude ZauavawauvC RO dorucven}'l
zodpovedajuci datiovy doklad (faktira) so
vietkymi ndlez'itostami podl'a prisluSnych
pravnych predpisov upravujucich daf z pridane;j
hodnoty, a to v prospech bankového uctu
Centra:

Faktiry musia byt zasielané Zadavatel'ovi/CRO |
s uvedenim Cisla protokolu, ¢isla objednavky a
mena zodpovednej osoby za Zadavatela/CRO: a
to na adresu '
kopti ]
0 Z nBmm e prUeRUu, wwno. Hlavného
skii$ajiiceho, meno PPD monitora Stidie (pokial
je zname)

Odmeny a finantné nahrady podla tejto
Zmluvy a prilohy €. 1 (s vynimkou odmien a
finanénych nahrad, u ktorych je splatnost® zvIast
upravena v prilohe ¢. 1 Zmluvy) budi Centru a
Hlavnému skisajicemu uhradené takto: Spitne
za bezpostrcdnc uplynulé a  doteraz

- 0000000000}
- opy
to with following

43 Any remuneration and reimbursement
for the Center must be paid within
days of the day the Sponsor/CRO iCicives a
relevant tax document (invoiee), which meets
all requirements stipulated in applicable laws
regulating value-add tax, to the following bank
account ofithe Center:

Invmces must be addressed to
Sponsor/CRO, must include Protocol number
order number and the name of the

| Sponsor/CRQ’s responsible person: insert and
must

be sent n the aﬂr‘ress

detaus. rrotocol number, name of the Principal
Investigator, PPD Clinical Trial monitor name
(if  known). Any remuneration and
reimbursement based on this Agreement and
Appendix 1 (except for remuneration and
reimbursement, the due date of which is
spciﬁcd scmrately in Appendix | to the
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nefiakturované obdobie vidy za
Klinické studie si
o0 Zadavatel'om/CRO

navzajom pisomne alebo formou e-mailu

odstihlasia prehlad poétu, druhu a im
odpovedajice hodnoty jednotlivych ukonov
vykonanych Hlavnym skiSajicim a/alebo inymi
Clenmi §tudijného timu, ktoré maja byt podra
tejto Zmluvy Zadavatel'om, prostrednictvom
CRO hradené (tzv. navrh faktiry), zaslany
osobou poverenou Zaddvatel'om. Tento prehl'ad
musi byt spracovany zvlast' pre kazdy subjekt
Klinického skus§ ania a musi zahfiat’ polozkovité
vyuc tovanie vsetkych navstev, vysetreni a
d’alSich sluZieb vykonanych v prisluSnom
Na zaklade
vzajomného odsuhlasenia navrhu faktiry vystavi
Centrum faktiiru na odmenu a pripadné finan¢né
nahrady, ktort dauci Zadavatelovi/CRO.
Zadavatel, prostrednictvom CRO, zaplati Centru
na zaklade riadne vystavenej a riadne dorucene;j
faktiry prislu§nti odmenu a pripadné opravnene
fakturované fmanc'né nahrady za obdobie, pre
ktoré bol predmetny navrh faktiry podla tohto
¢lanku odsu” hlaseny.

Agreement) shall be paid to the Center and the
Principal Investigator in the following manner:
retroactively for the past and not yet invoiced
period of [N of the Clinical
Trial, the Contracting Partners and the
Sponsor/CRO shall approve in writing or bye-
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, through CRO, based on this
Agreement (ie. 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 wisits,
examinations and other services provided in the
relevan Based on the mutually
approved draft invoice, the Center shall issue an
invoice for remuneration and potential
reimbursement and shall send it to the
Sponsor/CRQO. Based on the duly issued and
delivered invoice, the Sponsor, through CRQO,
shall pay the Center the relevant remuneration
and potential justified financial reimbursement
for the period for which the draft invoice has been
approved pursuant to this article.

V pripade, 7ze Zadavatel/CRO nezaile Centru
vys§ie uvedeny prehlad (navrh faktiry) na
odsu’ hiasenie v lehote NN ini odo

Centrum Zadavatel'ovi pisomnu vyzvu a ak

Zadavatel/CRO nezaSle uvedeny prehl’ad (navrh
faktary) ani v lehote dni od
doruc’enia takejto vyzvy, je Centrum opravnené
vystavit’ faktru a Zadavatel’, prostrednictvom
CRO, je povinny uhradit’ Centru odmenu a
finanéné nahrady za vsetky fiakturované tikony
vykonané v obdobi
Hiavnym skuSajicim a/alebo inymi Clenmi
$tudijného timu.

In the case that the Sponsor/CRO does not send
the Center the aforesaid overview (draft invoice)

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

V pripade, Ze Centrum zisti, Zze si v prehlade
(navrhu faktary) nedostatky, tieto oznami bez
zbytoéného odkladu Zadavatel’'ovi/CRO, ktory
je povinny ich odstranit’. Ak ma Zadavatel/CRO
zato, Ze v prehlade (navrhu faktiry) Ziadne
nedostatky nie su, oznami toto Centru. Centrum
a Zadavate[/CRO s nasledne povinni si
navzéjom poskytnit’ su’ Cinnost nevyhnutni na
odstranenie pripadnych rOZpOrovV.
Neposkytnutie stcinnosti sa povaZuje za
nepodstatné porusenie Zmluvy.

I ¢ sovexio [ S CRO-Conter-P1 CTA
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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 must then cooperate
as necessary to rectify such discrepancies.
Failure to cooperate shall be considered a minor
breach of this Agreement.
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Ak neodstrani Zadavatel/CRO nedostatky v
prehlade (navrhu faktu'ry) ani v lehote

dni odo dna dorucenia
'oznamemia podla predchddzajiceho odseku,
alebo v tej istej lehote neoznami Centru, Ze v
prehlade (ndvrhu faktiry) Ziadne nedostatky
nevidi, plati, Ze rozhodny pre vystavenie faktu ry
je prehl'ad (navrh faktury) v zneni pripomienok
Centra, na zdklade ktorého je Centrum
opravnené  vystavit faktiru a Zaddvatel,
prostrednictvom CRO, je povinny odmenu a
financ'né nahrady za fakturované vykony
vykonané v obdobi
Hlavnym skusajicim a / alebo inymi Clenmi
Studijného 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
believes that the overview (draft invoice) has no
deficiencies, within days of
announcement based vn Lne previous paragraph,
the Center shall use its version ofi the overview
(draft invoice), based on which the Center shall
issue an invoice and the Sponsor, through CRO,
shall have to pay the remuneration and financial
reimbursement for invoiced activities performed

during theFthe Principal
Investigator and/or other Clinical Trial Team

Members.

44

Zadavatel/CRO ma pravo zadrzat az
z prislinej sumy odmeny za obdobie
, (dalej len ,,Zadrzné*).
Zadavatel’, prostrednictvom CRO, sa zavizuje
uhraditt Centru Zadrzné potom,
predloZzené vsetky pristusné CRF, buda
zodpovedané vsetky otdzky s ohladom na data
obsiahnuté v tychto CRF a budi odstranené
vietky nespravnosti a nedostatky v udajoch v
databaze.

¢o buda |

4.4 The Sponsor/CRO has the right to retain

up tc f the remuneration for the q
(hereinafter referred to t |
“Retainer*). The Sponsor, through CRO, agrees |

to pay the Center the Retainer after all relevant
CRFs were submitted, all questions concerning
CRF data were answered and all incorrect or
incomplete data in the database were rectified.

4.5 Pokial' tito Zmluva neustanovi inak,
vietky sumy uvedené v tejto Zmluve a v ich
prilohach su uvedené bez DPH. Ak niektoré
platby za sluzby podliechajuo DPH, Zadavatel,
prostrednictvom CRO, zaplati prislusni sumu
DPH vo vyske podla pravnych predpisov

plnenia na zaklade prislusného danoveho
dokladu (faktiry), ktora bude spifiat’ vietky
naleZitosti predpisané prisluSnymi pravnymi
predpismi. Centrum nesic zodpovednost’ za
uhradenie vSetkych ostatnych dani v stvislosti s
platbami na zaklade tejto Zmluvy.

iCinnych ku dfiu uskutoc'nenia zdaniteného |

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

4,6 Zmluvni partneri si si vedomi, Ze
Zadavatel/CRO mbdze zverejnit na centralnej
webove] stranke koncernu F. Hoffmann-La
Roche Ltd

platby a iné plnenia tykajice sa vyskumu a
vyvoja, t}. (1) platby vykonané zo strany
Zadavatela/CRO na zéklade tejto Zmluvy a (2)
vietky vydavky na ubytovanie, stvisiace
vydavky na obcerstvenie a na dopravu
Zmluvnych partnerov, ktoré Zadavatel’ uhradi,
prostrednictvom CRO, na zdklade tejto Zmluvy
a (3) vSetky kongresové registrac'né poplatky,
ucastnicke pogatky alebo obdobné popla tk,

| Partners, which Sponsor covers, through CRO,

4.6 The Contracting Partners understand that
the Sponsor/CRO may disclose on the central
website ofi the F. Hoffmann-La Roche Ltd

group any payment and any transfer ofivalue
relating to research and development, ie. (1)
payments made by Sponsor/CRO under this
Agreement and (2) any cost of accommodation,
refreshments and travel of the Contracting

under this Agreenient and (3) any congress
registration or participation fees or siniilar fees,
which Sponsor, through CRO, covers under this
Agreement, all this in an anonymized way, i.c. on |

I s'ovaiio [N I o Conter-Pr cTA
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ktoré Zadavatel’, prostrednictvom CRO, uhradi
na zaklade tejto Zmluvy, a to anonymnym
spdsobom, tj na agregovanej urovni Tieto
informacie mdzu byt tiez publikované ako
su' Gast’ tejto Zmluvy v registri zmliv na zaklade
ustanovenia §5a a § 5b zdkona ¢. 211/2000 Z.z.,
o slobodnom pristupe k informacidm a o zmene
a doplneni niektorych zakonov v zneni zakona
¢. 546/2010 Z.z. (za'kon o slobode informacii).
ohfadu na vy3§ie uvedené méze
Zadévatel’/CRO zverejnit’ prevod akejkol'vek
hodnoty sk inutei v ramci tejto Zmluvy.

| aggregated level. This information may also be

disclosed as a part of this Agreement in the
Agreements Register pursuant to section 5a and
section 5b of Act No. 211/2000 Coll.,, on free
access to information and on amendments to
certain acts, as amended by Act No. 546/2010
Coll.  (Freedom of Information Act).
Notwithstanding the aforementioned, the
Sponsor/CRO may also disclose any transfer of
value under this Agreement.

4.7 Vsetky pefiaZné plnenia subjektu sku sania st
vyplacané Centrom v stilade s touto Zmluvou a
Protokolom. Pravidla pre vyplacanie st blizsie

upravené v informovanom sthlasc |Gz

4.7 Payments to trial subjects shall be made
by the Center in compliance with this Agreement
and the Protocol. Payment rules are specified in

4.8 Zmluvné strany sa dohodli, Ze kompenzacia
vyplacand podla tychto ustanoveni je redlnou
trhovou hodnotou za poskytované sluzby a Ze sa
neposkytuju Zziadne platby s cielom prinatit
kohokol'vek, aby kupoval alebo predpisoval
akékol'vek lieky, pristroje alebo vyrobky.
Zmluvni partneri navySe nebudu (i) fakturovat’
7ziadnemu pacientovi, poist’ovatel’ovi alebo
vladnej agentire Ziadne polozky, navstevy,
duz’by alebo vydavky poskytované alebo
hradené sponzorom alebo v jeho mene, ani (ii)
neposkytovat’ ziadne peniaze alebo predmety ma
hodnotu pre ktoréhokol'vek vladneho uradnika
alebo zastupcu, aby mnespravne ovplyviioval
kroky vlady

4.8 The Contracting Parties agree that the
compensation being paid hereunder is fair market
value for the services being provided, and that no
payments are being provided for the purpose of
inducing anyone to purchase or prescribe any
drugs, devices or products. In addition,
Contracting Partners shall not (i) bill any patient,
insurer, or governmental agency for any items,
visits, services or expenses provided or paid for
by, or on behalfi of, Sponsor, or (ii) provide any
money or item ofivalue to any government of ficial
or representative to improperly influence
government actions.

Cl. 5- Prava k vysledkom

Article 5 — Rights to Results

I

51 Zadavatel'ovi patria vyhradné prava ku
vSetkym  vysledkom, udajom  zisteniam,
objavom, vynilezom a S§pecifikacidm, bez
ohladu na to ¢&i st spbsobilé byt' predmetom
patentovej ochrany alebo nie, ktoré vznikli, boli
vytvoren€, odvodené, vyprodukované, objavené,
vymyslené alebo inak urobené Centrom,
Hlavnym skiigajicim a/alebo Clenmi Studijného
timu alebo tretou zazmluvnenou stranou v
sivislosti s vykondvanim Studie (dalej len
“Vy sledky“). Zmluvni partneri tymto vopred
postupujiu vSetky svoje majetkové prava k
Vysledkom na Zadavatela a Zadavatel’ tieto
postipené prava prijima. Posttipenie
vlastnickych prav k vysledkom sponzora zo
strany zmluvnych stran bude bez dalsej
kompenzacie aje zahrnute v  odmene
Zmluvnych partnerov podla ¢l 4 tejto Zmluvy.
Zmluvné partneri neziskavaji k Vysledkom
plnenim teito Zmluvy Ziadne prava. Zmluvni

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 orthird party contracted by Contracting Partners
in connection with conducting the Clinical Trial
(hereinafter referred to as “Results”). The
Contracting Partners hereby assign all ofi their
proprietary rights to Results to the Sponsor in
advance and the Sponsor accepts such assigned
rights. The Contracting Parties’ assignment of
proprietary rights to the Results to the Sponsor
shall be without additional compensation to the
remuneration of the Contracting Partners under
Article 4 of this Agreement. The Contracting
Partners shall not acquire any rights to Results
by performing this Agreement. Contracting
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partneri, zamestnanci centra alebo iné strany
zahrmuté do klinického skiiSania zmluvnymi
partnermi neziskaji ziadny zaujem o existujuce
vynalezy, technoldgie alebo iné duSevné
vlastnictvo sponzora.

Partners, employees of the Center or other
parties included in the Clinical Trial by the
Contracting Partners shall not gain any interest in
the existing inventions, technologies or other
intellectual property of Sponsor.

5.2 Vsetky zdravotnicke dokumentacie a
pévodna zdrojova dokumenticia zostanu
majetkom Centra; avSak, Zadavatel je
opravneny ich pouzit’ v silade s touto Zmluvou
a ;na zaklade suhlasu, ktory udelia subjekty
skugania. Spristupnenie Vysledkov
akémukol'vek subjektu, vritane Zmluvnej
vyskumnej organizacie ¢i etickej komisie alebo
regulac’'ného orgdnu nebude povaZované za
udelenie viastnickeho prava k tymto informaciam
tychto subjektov.

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

513 Zmluvni partneri zabezpec~ia, aby vsetky
prava duSevného vlastnictva k vysledkom boli
pravne pridelitel'né SpPONZorovi. v
nepravdepodobnom  pripade, Ze zmluvni
partneri nebudt schopni legalne pridelit’ prava
na dusevné vlastnictvo k vysledkom sponzorovi,
udeluji tymto Zmluvni partneri Zadavatelovi
vyhradni, neodvolatelni v mieste a case
neobmedzent licencin s pravom udefovat
sublicencie, a to na vsetky spOsoby pouZitia
tychto Vysledkov. V takom pripade udelenie
vyhradnej licencie zmluvnymi  stranami
spoloCnosti  zadavatela bude bez daliej
kompenzicie pre spolofnost’ a je uz zahrnutd v
odmene Zmluvnych partnerov podla ¢l. 4 tejto
Zmluvy. Centrum sa zavizuje vyvinu't
maximalne Usilie na to, aby skutoéni vlastnici
tychto prav  duSevného vlastnictva, t.j.
zamestnanci Centra a / alebo zainteresované
tretie strany, umoznili Centru udelit’ vysSie
uvedenu licenciu Zadavatel’'ovi.

| 53 Contracting Partners shall ensure that all

intellectual property rights to Results are legally
assignable to the Sponsor. In the unlikely event
that Contracting Partners are unable to legally
assign intellectual property rights to Results to
Sponsor, 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. In that
event, the Contracting Parties’ grant of the
exclusive license to Sponsor shall be without
additional compensation to the remuneration of
the Contracting Partners under Article 4 of this
Agreement. The Center shall make maximum
efforts so that the actual owners of the
intellectual property rights, i.e. employees of the
Center and/or involved third parties, would allow
the Center to grant the aforementioned license to
the Sponsor.

5.4 Pre odstranenie pochybnosti plati, ze
vynalezy, ktoré si vyleps eniami, alebo novym
pouzitim & mnovymi liekovymi formami
Skuganého licku st 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 zavidzuju zabezpeCit’, ze
véetky Vysledky (dalej len “Vynalezy”),
dosiahnuté zamestnancami Centra alebo inymi
| stranami zahrmutymi Zmluvnymi partnermi do
vykonavania  Klinického skuSania, budd
bezodkladne oznamené Zadavatelovi.

) The Contracting Partners agree to ensure
that all Results made by Principal Investigator,
and employees of the Center or other parties
included in the Clinical Trial by the Contracting
Partners shall be reported to the Sponsor
without undue delay.

_5.6 Zada vatel’ alebo ktorakol'vek s nim
Prepojend osoba s opravneni podat’ prihlagku

5.6 The Sponsor or any of its Affiliates shall
have the right to file a patent application for such

B sov-<i: [ B CRO-Center-P1 CTA
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patentu pre tieto Vynilezy vo svojom mene
alebo v mene urcenej tretej strany, na vlastné
naklady, s uvedenim mena vyndlezca (-ov) v
prihla§ ke patentu. Zmluvni partneri sa zavdzuju
podpisat’ a zabezpecit, aby zamestnanci Centra
a dals§ ie subjekty zahmuté Zmluvnymi partnermi
do vykonavania Klinického skuSania podpisali
vSetky listiny a poskytli také svedectva, aké
Zadavatel’ uzna za potrebné na icel podania
prhlas ky patentu a ziskania patentu s cielom
ochranit’” opravnené zaujmy Zaddvatela tykajice
sa duSevného vlastnictva, ktoré vzniknd v
stvislosti s Klinickym ska8anim.

Results 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
sihlase na vietky tcely, vedecké a/alebo
komerc'né, v akejkol'vek podobe a akymkol'vek
sposobom, elektronickym alebo mechanickym,
vratane vyhotovovania fotokopii,
elektronickych zaznamov (napr. na CD-ROM),
mikro-kopii, alebo prostrednictvom systémov
uchovavania a obnovovania udajov, vritane
databank a internetu. Na tento UCel udeluji
Zmluvni partneri Zadavatel’ovi vyhradni,
miestom neobmedzeni a neodvolatelnu
licenciu, vratane prava udelitt sublicencie
Prepojenym osobam Zadavatel'a, na uZivanie
vys§ie uvedenych snimok. Udelenie tejto
vyluc'nej licencie zadavatelovi zmluvnymi
stranami bude bez dodato¢nej kompenzacie a je
uZz zahmutd v odmene Zmluvnych partnerov
podla ¢l. 4 tejto Zmluvy. Ak nie si Centrum
alebo Hlavny skusajuci vlastnikmi prav k
tymto snimkam, Centrum a/alebo Hlavny
skusajici sa zavdzuju zabezpec'it, aby skutoc ny
vlastnik tychto prav, tzn. zamestnanci Centra
a/alebo tretie osoby zahrnuté do vykonavania
Klinického skisania, umoznili Zmluvnym
strandm  udelitt vys§ie uvedent licencin
Zadavatel'ovi. Zmluvni partneri potvrdzuji, Ze
vietky takéto snimky budi ziskané so su” hlasom
subjektu, ktory Centru odovzdd Zadavatel’ a ze
nebudii  obsahovat’ Ziadne  informadcie,
prostrednictvom ktorych by mohol byt
identifikovany konkrétny subjekt skiiania.

5.8 Zmluvni  partneri  moéZu z_v'érejnit’
Vysledky vytvorené v Centre v publikaciach v
sulade s clankom 7 niz§ie a mozu tieto Vysledky
pouZit’ na intemé nekomerné vyskumné a

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
foom 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 Contracting
Parties’ grant of this exclusive license to the
Sponsor  shall be without additional
compensation to the remuneration of the
Contracting Partners under Article 4 of this
Agreement. In the case that the Center or the
Principal Investigator is not the owner of these
rights 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 iinages shall be obtained with trial
subjects’ consent that shall be submitted to the
Center by the Sponsor and that the images shall
not contain any information, through which the
relevant trial subject could be identified.

58  The Contracting Partners, may disclose |
Results created at the Center in publications in
accordance with Article 7 below, may use such Results
for internal non- commercial research and
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vzdelavacie ucely v publikaciach v sulade s
¢lankom 7 nizSie a mozu tieto Vysledky pouZit’.
Takéto pouZitie je povolené vylu¢ne pre zmluvné
strany.

following publication of the Results in
accordance with Article 7, may use such
Results for educational purposes. Such use is
permitted solely for the Contracting Parties.

Cl. 6 - Zachovavanie dovernosti

Article 6—Confidentiality

6.1 Zmluvni  partnei  sa  zavdzuju
zaobchadzat’ so vSetkymi idajmi , informaciami
a materialmi prijatymi od Zadavatela alebo v
jeho mene alebo od Prepojenych os6b
Zadavatela v suvislosti s Klinickym sku§anim,
SkuSany liekom, Protokolom alebo touto
Zmluvou a ddajmi, informaciami a
materialmi generovanymi v klinickom
skusani vratane. Vysledkov (dalej len
L2Do0verné informacie”) prisne doéverne.
Zmluvni partneri smu pouz:ivat Doverné
informacie iba na tiéely plnenia tejto Zmluvy a
zavizujl sa nespristupnit’ takéto Ddvemné
informécie Ziadnej tretej strane mimo stran
poverenych Zadavatel'om bez predchédza jiiceho
pisomného  sthlasu Zadavatela. Zmluvni
partneri sa zavdzuju umoznit pristup k
dévernym informaciam len osobam, ktoré sa s
Dovernymi  informdciami  maji  potrebu
zoznamovat’ na 1ucel poskytovania sluz'ieb na
zaklade tejto Zmluvy, a aj to len vtedy, ak tieto
osoby boli Zmluvnymi partnermi preukazatel'ne
zaviazané k re§pektovaniu podmienok aspon tak
prisnych, ako st podmienky podl'a tohto El. 6.

6.1 The Contracting Partners agree to treat
as strictly confidential all data, information and
materials received from or on behalf of the
Sponsor or any of its Affiliates in relation to the
Clinical Tral, the Investigational medicinal
product, the Protocol or this Agreement as well
as data, information, and materials generated in
the Clinical Trial, including the Results
(hereinafter referred to as “Confidential
Information™). The Contracting Partners may
use Confidential Information only for the
purposes of performance of this Agreement and
agree not to disclose such Confidential
Information to any third party other than parties
authorized by 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 ddvernosti
sa nevztahuje na tie pripady, ked Zmluvni
partneri s opravneni publikovat Doverné
informacie v sulade s ¢l 7.

6.2 The confidentiality obligation shall not
apply as long as the Contracting Partners have
the right to publish Confidential Information in
accordance with Article 7.

6.3 Pojem Dévemé informacie, ako je
pouzivany v tejto Zmluve, sa nevztahuje na
udaje a informacie, pri ktorych mézu Zmluvni
partneri preukazat, ze (i) nimi Centrum alebo
Hlavny skaSajici disponovali bez povinnosti
zachovavat’ o nich mli¢anlivost’ v ¢ase, ked’ im
boli spristupnené¢ Zadavatel'om alebo jeho
Prepojenymi osobami, alebo menom niektorych
z nich, (ii) st alebo sa stani1 siéast'ou verejnych
informacii inak ako konanim alebo opomenutim
Centra alebo Hlavného skuSajuceho, (iii) ich
Centrum alebo Hlavay skuSajici pravom
nadobudli od tretej strany, ktord nic je voci
Zadavatel’'ovi alebo jeho Prepojenym osobam
viazand vyslovnou alebo implicitnou
povinnost'ou mléanlivosti, alebo (iv) boli
vytvorené¢ nezdvisle Centrom alebo Hlavnym

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 1
obligation at the time of their disclosure to them
by or on behalf of the Sponsor or any of its
Affiliates, (ii) are or become a part of public
information by means other than by an act or
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 or its
Affiliates by an explicit or implied
confidentiality obligation or (iv) were created
independenﬂy_l_:gy "t_he _Qerie_r__ or the Principal
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informacie alebo ich pouzitie.

skas ajicim bez odkazovania sa na Dovemé | Investigator without reference to Confidential

Information or its use.

6.4
spristupnit’

Navy$e st Zmluvni partneri opravneni
Déverné informacie v takom
rozsahu, v akom je takéto zveremenie
vyzadované zakonom alebo vykonatel'nym
sidnym rozhodnutim, aviak za podmienky, Ze
Zmluvni partneri o tejto skutonosti v
ptimeranom  ¢asovom predstihu = informuji
Zadavatel'a/CRO a na jeho Ziadost’ s nim budi
spolupracovat’ v snahe dosiahnut’ opatrenia na
icely ochrany alebo in¢ho primeraného
Ipra’tvneho prostriedku. Zmluvni partneri sa
zavizuji vyvinut vsetko primerané usilie, aby
zabezpec”ili dbéverné zaobchadzanie ]
ktoroukol'vek z Do6vernych 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 reasonable
advance notice and shall cooperate with the
Sponsor/CRO to seek a protective order .or any
other appropriate remedy upon the request ofi the
Sponsor. The Contracting Partners agree to make
maximum reasonable efforts to ensure
confidential treatment ofi any Confidential
Information that shall be disclosed.

6.5 Tieto povinnosti zachovavat’
ml¢anlivost’” a zdkaz pouzivania Dovernych
informacii podla tejto Zmluvy zostani Vv

platnosti aj po skonc’eni 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.

povinnosti zachovavat’ ml¢ anlivost’ vo vztahu
ku Klinickému skis aniu, sa nahradzajii touto
Zmluvou a len pokial sa tykaji Klinického
skli§ania.

6.6  Zmluvni partneri sa zavizuju na ziadost 166 The _C?)Htracti'ng__l’aﬁleg ‘agree  to

Zadavatel'a/CRO zlikvidovat’ a zmazat’ Doverné | liquidate and delete any Confidential

| informacie, ktorymi disponuju alebo ich vratit' | Information in their possession or to return it to

Zadavatel'ovi. the Sponsor upon the request of the
Sponsor/CRO.

6.7 Vsetky  dohody  existujuce  pred | 6.7 All pre-existing ag_rgér_nerﬁr rega-rding

uzavretim tejto Zmluvy, ktoré sa tykaju | the confidentiality obligation with regard to the

Clinical Trial shall be superseded by this
Agreement and only with regard to the Clinical
Trial.

6.8 Zadavatel’/CRO sa zavdzuje zachovavat’
mlcéanlivost’ o skutoénostiach mimo Dévernych
informacii, ktoré Centrum oznali pisomne ako
skutofnosti doverné.

| 6.8

The Sp&l_sor/CRO agrees not to disclose
any fact, outside ofithe Confidential Information,
that the Center designates, in writing, as
confidential.

Cl. 7 - Publikevanie, tlac’ové spravy a
verejné oznamenia

Article 7-Publication, Press Releases and
Public Announcements

7! Zadavatel' uznava zaujem Zmluvnych
partnerov na  nekomerénom  vedeckom
publikovani Vysledkov, bez ohl'adu na to, ¢i
vysledok Klinického skusania je pozitivny alebo
negativny. S ohladom na oprivnené ziujmy
Zadavatel'a sa Zmluvni partneri zavizuju
dodrziavat’ nasledujice povinnosti a podmienky
na publikovanie:

7.1 The Sponsor acknoﬁedges the interest of.
the Contracting Partners in the non-commercial
scientific publication ofi Results, regardless ofi
whether the outcome ofi 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:

I —
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7.1.1 Zmluvni partneri sa zavdzuju poskytovat
Zadavatelovi vsetky navrhy na publikovanie
alebo Ustne prezenticie tykajice sa Klinického

skiusania alebo  SkGsaného lieku alebo
Vysledkov (d’alej len , Publikacie”) najmenej
dni pred zamysSlanym

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 Results
(bereinafiter referred to as the “Publication*) at
least - 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 neoznimi ~ Zmluvnym
partnerom v ramci lehoty dni
odo dinia, ked mu bola "worucena zamysiana
Publikacia, Zmluvni partneri sa zavizuji
pripomenut’ Zadavatelovi predpokladany datum
Publikdcie. Zmluvni partneri nie sit opravneni
publikovat’ Publikécie bez vyslovného sthlasu
Zadavatela.

712 If the‘_Sponsor does not notify -the |
Contracting Partners within days
of the Sponsor's receipt or tne 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 berd na vedomie a
stuhlasia, Ze v pripade multicentrickych $tidii sa
Vy sledky Klinického skasania publikuji iba
prostrednictvom koordinacie so Zadavatel'om na

ucel kombinovanmia vysledkov zo vietkych
centier zu¢ astnenych Klinického skdSania.
Zmluvni partneri s opravneni publikovat

Vysledky ich Centra za podmienky, Ze celkové
vysledky neboli publikované do

mesiacov od dokonc’enia Klinického skusania, a
suc asne za podmienky postupovania v stlade s
podmienkami stanovenymi v tomto ¢lanku.

7.1.3 The Contracting Parties acknowledge and

| agree that, in case ofi multi-center studies,

Results of the Clinical Trial are published only
through coordination with the Sponsor in order
to combine the results ofiall centers participating
in the Clinical Trial. The Contracting Partners
may publish Results of their Center on the
condition that overall results were not published
within months of the completion
of the overall muti-center Clinical Trial, subject
to the compliance with the terms set forth in this
Article.

7.1.4 Zadavatel’ a Zmluvni partneri sa zavizuji
prediskutovat’” vietky rozdiely v nazoroch na
zamy§l'any obsah Publikiacie s cielom najst
rie§ enie  uspokojivé pre Zadavatela aj pre
Zmluvnych partnerov. Zadavatel’ je opravneny
navrhnat’ akékol'vek zmeny Publikéacie, ktoré
od6vodnene povazuje za potrebné na vedecké
ucely. Zmluvni partneri sa zavizuji, ze
implementacia takychto odporuc¢anych zmien
nebude bezdovodne odmietnuta.

7.1.4 The Sponsor and the Contracting Partners
agree to discuss any difference of opinion with
regard to the intended content ofi 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 nxcessary for scientific purposes. The
Contracting  Partners  agree  that  the
implementation of such recommended changes
shall not be unreasonably refused.

7.1.5 Ak moZmo oc’akavat, ze takato Publikacia
by mohla mat’ neZ :iaduci G¢inok na zachovanie
dbévernosti ktore jkol'vek z Ddvernych informdcii
Zadavatela, Zmluvni partneri sa zavizuju
zabranit’ takejto Publikacii, ibaze by predmetna
Déverna informacia nemohla byt vymazand z
Publikdcie bez ujmy vedeckej spravnosti
Publikacie.

7.1.5 If such Publication is expected to have
an adverse effect on the confidentiality of any ofi
the Sponsor’s Confidential Tnformation, 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 Publikicia z pohl’adu Zadavatel’a
mohla mat’" neZiaduci UCinok na schgnost

7.1.6 If the Publication may - in the Sponsor’s
view - have an adverse effect on the ability to

I s I o c:-P1cTA
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ziskat’ patentovil ochranu pre ktorykol'vek
Vysledky, Zaddvatel ma pravo pozadovat
odklad Publikicie na primeranii dobu na ticel
pripravy a podania Ziadanej patentovej prihlasky
Zadavatel'om alebo v jeho mene, avSak tato doba
nesmie presiahnut nesiacov od datumu,
kedy bola Zadavaterovt rublikacia dorudend na
kontrolu. Zadavatel' ma pravo pozadovat’ d’alSi
odklad Publikacie, ak patentova prhla §ka bola
podana a ak prihla§ka s pravom prednosti je
neuplnd a v ramci | oka od podania
prihlasky s pravom prednosti musi byt do
ziadosti doplneny predmet patentovej prihlasky.
V tomto pripade ma Zadavatel’ pravo pozadovat
odklad akejkol'vek Publikacie az do doplnenia
prihlasky s pravom prednosti. Zadavatel’ nebude
zakazovat’ Publikaciu v pripade, ked’ informaécia,
ktora je sposobila byt predmetom patentovej
ochrany, bola z plinovanej Publikdcie
| odstranena.

obtain patent protection for any Results, the
Sponsor may request a delay ofi the Publication
for a reasonable period ofi time in order to enable
the preparation and filing ofi any desired patent
application by, or on behalf of, the Sponsor; such
period, however, may not to exceed -
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 ofi any
Publication until completion ofi the priority
application. The Sponsor shall not prohibit the
Publication ifi the patentable information was
removed from the planned Publication.

7.1.7Zmluvni partneri sa zavdzuju zahrmut' do
kazdej Publikacie ustanovenia informujuce, Ze

vytvorenie udajov bolo podporené Zadavatel'om
a sufasne sa Zmluvni partneri zavizujl
informovat’ o svojej miere angazovanosti na
Klinickom skusani 1 a prospechu, ktory im z
Klinického sktsania plynul. Autorstvo a uznanie
za vedecké publikovanie by mali byt v stlade s
jednotnymi poziadavkami na rukopisy

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

Editors (ICMIE).

2 Zmluvni partneri sa zavizuju zaviazat’
rovnakymi povinnostami a poziadavkami na
publikovanie, ktoré su stanovené v ¢l 7.1 tiez
vietkych Clenov $tudijného timu.

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

2.3 Povinnosti stanavenéd v &1 7.1 zostani
v platnosti dalich rokov po
pred¢asnom ukonceni alebo po ukonceni tejto
Zmluvy.

73 The obligations set forth in Article 7.1

shall remain in effect for another
years after early termination or expiration of
this Agreement.

| 74  Zadavatel je opriavneny zverejnit
vysledky Klinického skus ania spdsobom, ktory
uznd za vhodny, a to ako po celi dobu trvania
tejto Zmluvy, tak aj po jj ukonc’eni, dalej je
Zadavatel' opravneny umiestnit’ informacie o

Klinickom skisani a o Vysledkoch na internet,
napr. na stranky www.ClinicalTrials.gov

7.4 The Sponsor may publish Results ofi the
Clinical Trial in any manner it deems
appropriate, both during, and following

termination of this Agreement; the Sponsor may
also post information about the Clinical Trial and
Results on  the Intemet, e.g  on
www.Clinical Trials.gov (register posting) and

(zverejnenic  registra) a na stranky pre
zverejnenie vysledkov, na firemné stranky
Zadavatel'a (zverejnenie registra a vysledkov) a
v_ktorcikol'vek databaze a/alebo v registri v |

on websites for results posting, on the Sponsor’s
company website (register and results posting)
and in any other database and/orregistry required

B - o oA
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stulade s pravnymi predpismi a s prislusnymi
normami vo vztahu k rozsahu, forme a obsahu.

by laws in accordance with applicable standards
regarding scope, form and content.

jt 75 Zmluvni partneri sa Zavazuju
nepublikovat’ ziadne tlac’ové spravy alebo iné

verejné oznamenia o Klinickom skusani,
Vysledkoch  Klinického skuSania a/alebo
Skusanom  liecku bez  predchadzajuceho

pisomného suhlasu Zadavatel'a, s vynimkou
opravnene uverejnenych a verejne dostupnych
informacii.

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

7.6 Nazov Zadavatela/CRO nesmie byt
pouzivany v Ziadnom reklamnom alebo inom

7.6 The name of the Sponsor/CRO mz; not
be used in any advertising or any other material

Zadavatel'ovi/CRO nahradit’ ujmu (vratane ujmy
nemajetkovej a smrti  subjektu skuSania)
vzniknutej z dévodu (i) nedbanlivého alebo
umyselného protipravneho konania alebo
opomenutia a/ alebo (ii) porusenia ktorejkol'vek
z povinnosti prijatych na zaklade tejto Zmluvy
ako aj (i) porusenia pravnych predpisov
ktorymkol'vek z nich, alebo ktorymkol'vek zo
zamestnancov  Centra  alebo  Zmluvnych
partnerov, ktori budu participovat’ na plneni
tejto Zmluvy. Néarok na nahradu Skody
nevznika, pripadne vznika len v pomernej
vyske, ak ujma na zdravi (vratane smrti) bola
sposobend  zavinenim ¢t spoluzavinenim
subjektu skiSania ¢i jeho zakonného zastupcu,
o aj z nedbanlivosti.

materiali Zmluvnych partnerov bez | of the Contracting Partners without the Sponsor's
predchadzajocecho  pisomného schvélenia | prior written authorization.
Zadavatel'om.
[ Zo_devét_lﬁost’ a odSkodnenie Article 8 — Liability and Indemnity
8.1  Zmluvni partneri sa zavizuji | 8.1 The Contracting Partners agree to indemnif'y

the Sponsor/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 (ii) a breach
of any obligations assumed under this
Agreement as well as (ifi) 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.

8.2 Zadavatel' je Zmluvnym partnerom
(Centrum alebo Hlavny skiSajoci  dalej
oznac’ovani len ,,OdSkodiiovana strana‘®)
povinny nahradit ujmu (vratane ujmy

nema jetkovej) v rozsahu, v akom je wci nim na
prisluSsnom side subjektom skuSania alebo
inymi, na to podla platnych pravnych predpisov
opra’ vnenymi osobami, uspesne uplatneny najma
narok na nahradu ujmy na zdravi (vratane smrti)
vzniknutej z dovodu uZivania Skusaného lieku
alebo akéhokol'vek vykonu alebo postupu
vykonaného na subjekte ska Samia 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 in a competent court of justice,
provided that such damage:
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8.2.1 nevznikla z dévodu, ze OdSkodfiovana
strana a / alebo jeho Elenovia timu pre klinické
skuSanie nekonala v sulade (a) s podmienkami
tejto Zmluvy; a/alebo (b) Protokolom; a/alebo (c)
vSetkymi prisluSnymi pravnymi predpismi a

pravidlami upravu jicimi vykonavanie
Klinického sksania; a/alebo @
bezpec nostnymi  opatreniami a pisomnymi

pokynmi Zadavatel’a alebo jeho Prepojenych
0s0b; a/alebo

8.2.1 did not arise from the failure of the
Indemnified Party and/or its Clinical Trial Team
Members to comply with (a) the terms ofthis
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 or its Affiliates; and/or

8.2.2 nevznikla z dévodu nedbanlivostného
alebo imyselného protipravneho konania alebo
opomenutia Od§ kodtiovanej strany a / alebo jeho
¢lenovia timu pre klinické skisanie; a/alebo

8.2.2 does not arise from a negligent or willful
illegal act or omission of the Indemnified Party
and/or its Clinical Trial Team Members; and/or

8.2.3 nie je plne hradena z poistenia dohodnutého
v sulade s pravnymi predpismi v prospech
Odskodniovanej strany a / alebo jeho ¢lenovia
timu pre klinické skisanie.

8.2.3 is not fully covered by insurance taken out
in compliance with applicable laws for the
benefit of the Indemnified Party and/or its
Clinical Trial Team Members.

83 Dalej plati, Ze ak vznikne takd ujma iba
sc’asti z dévodov na strane Od§ kodiiovanej strany
uvedenych v ¢l 8.2.1, alebo 822,
Odskodnovane] strane vznika narok na nahradu
ujmy vo¢i Zadavatefovi 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 §.2.2 did not contribute to the damage.

84 Pravo Zmluvnych partnerov a / alebo
jeho ¢lenovia timu pre klinické skiSanie na
nahradu ujmy podl'a ¢l. 8.2 d’alej nevznikne a
Zadavatel’ nebude mat’ povinnost’ nahradu ujmy
poskytmut’, s vynimkou ods. 8.4.3, len v rozsahu,
v ktorom bude mat’ poruSenie niektorej z niZiie
uvedenych povinnosti zo strany Zmluvnych
partnerov negativny vplyv na moznost uspesne
sa branit’ proti uplatnenému naroku na nahradu
ujmy:

8.4 The Contracting Partners and/or its
Clinical Trial Team Members 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:

8.4.1 Zmluvni partneri sa zavdzuji pisomne

informovat’ Zadavatel’a/CRO o kaz dom naroku
a/alebo Zalobe v maximalnom moZnom rozsahu,
podl'a tychto ustanoveni o ndhrade ujmy, a to
do i odo diia, ked’ sa o nich
dozvedia, asucasne sa zavizuju umoZnit
Zadavatel'ovi/CRO, aby schvaloval vsetky
ukony a obranu proti takto uplatnenému naroku
alebo Zalobe vratane rozhodovania o urovnani
sporu;a

8.4.1 The Contracting Partners agree to notify

the Sponsor/CRO in writing and as much as
possible about a claim and/or lawsuit according
thecemnrovisions on indemnification within{il
days of learning about such a claim
or lawsuit and to allow the Sponsor/CRO to
approve all acts and defense against such a claim
or lawsuit, including the right to decide on its
settlement; and

84.2  Zmluvni  partneri st povinni
spolupracovat’ so Zadavatelom/CRO a jeho
pravnymi zastupcami a poist’ovatel’'mi pri obrane
proti takému néroku alebo Zalobe, a zabezpedit

8.4.2 The Contracting Partners must cooperate
and require its employees to cooperate, with the
Sponsor/CRO and its attorneys and insurers in
the defense of such a claim or lawsuit; and
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takato  spolupracu to sVO jich

zamestnancov; a

strany

8.43 Zmluvni partner nesmu uznat ani
uspokojit’ Ziadny takyto nark mimo alebo v
ramci sudneho konania bez predchadzajiceho
pisomného suhlasu Zadavatel'a/CRO.

84.3 The Contracting Partners may not
recognize or settle any such claim or lawsuit
without the prior written consent of the
Sponsor/CRO.

8.5 Zadavatel je OdSkodiiovanej strane
povinny nahradit’ ujmu na zdravi (vratane smrti),
ktora vznikla subjektu skii§ania vyhradne v
dosledku uzivania Sknsaného licku pouzitého v
ramci Klinického skuiSania a to za predpokladu,
7e narok nevznikol v dosledku nedbalosti,
umyselného zneuzitia turadnej moci alebo
poruSenia povinnosti Zmluvnych partnerov a
/alebo ¢lenov timu klinickeho skiuSania podla
tejto dohody alebo protokolu.

8.5 The Sponsor is obliged to indemnify the
Indemnified Party for health damage (including
death) to trial subject as a result of using the
Investigational medicinal product in the
Clinical Trial provided that such claim was not
due to the negligence, wilful misconduct or
breach of the Contracting Partners’ and/or its
Clinical Trial Team Members obligations under
this Agreement or the Protocol.

Cl. 9-Poistenie

Article 9 — Insurance

9.1 Zadavatel' zodpoveda za zabezpecenic
poistenia na ucel Klinického skusania v sulade s
prislusnymi pravnymi predpismi. Na tento ucd
Zadavatel’ prehlasuje, Ze zabezpecil poistenie
zodpovednosti Zadavatel'a a Centra za Skodu
(vratane nema jetkovej ujmy, okrem
nema jetkovej ujmy spdsobenej porusenim prav
na ochranu osobnosti ¢i mena, urdzkou na cti,
ohoviranim,  §ikanovanim,  obtaZovanim,
nerovnakym zaobchidzanim ¢i inymi spdsobmi
diskriminacie), prostrednictvom ktorého je
zabezpec'ené aj odSkodnenie v pripade smirti
subjektu skuSania alebo v pripade ujmy
vzniknutej na zdravi subjektu skusamia v
dosledku vykonavania Klinického skuSania v
silade s § 43 pism. h) bod 3 zakona o liekoch.
Zadavatel’ dalej prehlasuje, Ze zabezpecil
poistenie zodpovednosti Centra za §kodu, ktora
moze byt sposobena subjektu skisania v stilade s
§ 43 pism. h) bod 4. zikona o liekoch. Pre
vylucenie pochybnosti Zaddvatel a Zmluvni
partneri vyhlasujh, Ze poistenie podl’a tohto
odseku nenahradza poistenic vztahujice sa k
aktivitam, ktoré nestivisia s Klinickym skuSanim
Sta’ diou, napr. be? é poskytovanie zdravotnych
shuZieb.

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.

CL 10 - Ochrana a spristupnenie osobnych
udajov

Article 10 —Personal Data Protection and
Disclosure

10.1 Zmluvni partneri st si vedomi, Ze Zadavatel
alebo tretia osoba Zadavatelom poverena budu
|_ vkladat’ Vysledky Klinického skuSania a vsetky

10.1 The Contracting Partners understand that
the Sponsor or a third party authorized by the
Sponsor shall enter Results of the Clinical Trial, |
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spravy suvisiace s Klinickym skGsanim,
zaznamy o Skoleniach v mieste realizacie
Klinického skfifania a vystupy z akychkol'vek
auditov vykonanych Zadavatel'om alebo v jeho
mene podla pravidiel spravnej klinickej praxe
alebo ins’pekcii do internych elektronickych
databdz ~ Zadavatela, jeho  pridruzenych
spoloc’nosti a / alebo tretich os6b poverenych
Zadavatel'om. V ramci tejto spravy idajov mézu
byt v su' bde s poziadavkami pravidiel spravnej
klinickej praxe a prisluSsnych pravaych
predpisov na useku ochrany osobnych udajov
uchovavané, spracované a pouzité Zadavatel'om,
jeho Prepojenymi osobami a poverenymi tretimi
stranami osobné udaje Hlavného skiusajticeho,
ako si meno, priezvisko a adresa, financ'né
zaujmy podla Potvrdenia o finan¢nych
zaujmoch, a dalej tiez osobné adaje inych
zamestnancov Centra, Clenov $tudijného timu a
ich zaangazovanie v Klinickom skuSani a
vystupy auditov vykonanych Zaddvatel'om/CRO
podl'a pravidiel spravnej klinickej praxe alebo
in§ pekcii (dalej len ,Udaje) a pravnych
predpisov vztahujicich sa k ochrane osobnych
udajov. Zadavatel/CRO bude poskytovat® tieto
Udaje externym verejnym databizam, ako je
napr. clinicaltrials.gov a v nevyhnutnom rozsahu
na zéklade prisluSnych pravnych predpisov tiez
organom  verejnej moci. Udaje budd
| spracovavané pre plnenie pravnych povinnosti
Zadavatel'a/CRO a pre manazment klinickych
skufok. Udaje budfi spracovavané po dobu
neurcitl, najdlhsie vSak do naplnenia ¢ elu

all reports related to the Clinical Trial, site- |
training records and outcomes of all audits
performed by, or on behalf of, the Sponsor into
internal electronic databases of the Sponsor, its
Affiliates and/or third parties authorized by the
Sponsor in compliance with good clinical
practice rules or inspections. As part of such data
management, the personal data of the Principal
Investigator, such as first and last name, address
and 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 their involvement in the
Clinical Trial and outcomes of audits performed
by the Sponsor/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, its Affiliates and authorized
third parties in compliance with good clinical
practice rules and applicable personal data
protection laws. The Sponsor/CRO 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/CRO’s
legal obligations and for the management of
clinical trals. 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 zavézuju zabezpec'it, Ze
do vykonavania  Klinického  skuSania
nebudil zaangazované Zziadne fyzické osoby,
kym tieto osoby neudelia sthlas so spracovanim
svojich osobnych udajov v rozsahu podla
prilohy €. 2 tejto Zmluvy a kym Zmluvni partneri
nezashi tento sihlas Zadavatel'ovi/CRO.

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 to the extent
specified in Appendix 2 to this Agreement and
until the Contracting Partners send such consents
to the Sponsor/CRO.

10.3 Zmluvni partneri sa zavdzu ju bezodkladne a
pisomne informovat’ Zadavatela/CRO o
akomkol’vek poruSeni ustanoveni o bezpec nosti
osobnych udajov, v kazZ'dom pripade vSak
najneskor do [l dni od ditumu takéhoto
porusenia.

10.3 The Contracting Partners agree to inform
the Sponsor/CRO in writing about any breach of
personal data protection provisions without
undue delay; however, no later than

days following such breach.

10.4 Zmluvni partneri a Zadavatel/CRO sa
zavazuji konat’ v stilade s prisluSnymi pravnymi
predpismi na useku ochrany osobnych tdajov,
najmi s Narladenim Europskeho parlamentu a
Rady (EU) 2016/679 z 27. aprila 2016 o ochrane

104 The Contracting Partners and the
Sponsor/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
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fyzickych 0s6b pri spracovani osobnych tudajov
a vol'nom pohybe tychto idajov a o zruseni
smernice 95/46/ES (vSeobecné nariadenie o
ochrane osobnych tdajov), d’alej so zakonom ¢.
18/2018 Z.z. o ochrane osobnych udajov a o
zmene a doplneni niektorych zakonov v platnom
zneni a v stlade s prislusnymi pokynmi Stitneho
ustavu pre kontrolu lieciv, najmid pokynom MP
131/2018, ak sa uplatni.

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
131/2018, if applicable.

Cl. 11 - Trvanie Zmluvy

nasledu jiicim po dni jej zvere jnenia v centralnom
registri zmliv na www.crz.gov.sk, a skonc’i
diiom kedy (a) bude dokonéena celkova sprava
o Klinickom skusani, alebo (b) bude vykonana
posledna platba Zadavatel'om, prostrednictvom
CRO, pi¢on rozhodujiica je t4 z tychto
skutoénosti, ktora nastane neskor.

11.1 Tato Zmluva nadobuda ucinnost diom |

Article 11— Term of the Agreement

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

11.2 Prava a povinnosti Zadavatel'a/CRO a
Zmluvnych partnerov stanovené v tejto Zmluve,
ktoré vzhl'adom na svoju povahu maji pretrvat’
aj po skonc’eni tejto Zmluvy (vritane prav s
ohl'adom na vlastnictvo, Vynalezy,
zachovavanie mléanlivosti, publikacie,
protikorupénych ustanoveni, zodpovednosti a
odSkodnenie), zostivaji v platnosti 2 po
skonCeni tejto Zmluvy.

11.2 The rights and obligations of the
Sponsor/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 afiter this Agreement is
terminated.

Cl. 12— Ukondenie

Article 12-Termination

12.1 Bez ohl'adu na akékolvek iné pravo
ukondit’ tito Zmluvu, ktoré mdZ e byt’ stanovené
v tejto Zmluve alebo vyplyva zo vSeobecne
zaviznych pravnych predpisov, Zadavatel ma
pravo ukon¢:if tito Zmluvu kedykol'vek aj bez

] dilovou vypovednou doba.
Vypovedna doba zacne plynut prvym diiom
mesiaca nasledujicom po mesiaci, v ktorom
bola pisomnd vypoved dorucena ostatnym
zmluvnym stranam. Thned’ po doruéeni pisomne;]
vypovede tejto Zmluvy druhej zmluvnej strane
na zaklade ktoréhokol'vek ustanovenia tejto
Zmluvy, sa Centrum a Hlavny skuSajuci
zavdzuji (i) zastavit ndbor a zaradovanie
subjektov sktiSania do Klinického skii§ania, (ii)
zastavit’ vykonavanie vSetkych postupov, u uz
zahmutych jedincov skdSania, a to v miere, v
akej to dovol'uje lekarske hladisko, a (iii) zdrzat’
sa v maximdlne] moZnei miere vytvdrania

uvedenia dovoduna zaklade pisomnej vyp o ve de

12.1 Notwithstanding any other termination
right set forth in this Agreement or in the
applicable generally binding legal reguiations,
the Sponsor reserves the right to terminate this
Asreement at any time without cause based on
da y written notice. The notice period
begins on the first day of the month following
the month in which the written notice was
delivered to the other Contracting Partners.
Immediately upon receipt of the written notice
by the Contracting Partners 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 Spnsor/CRO announces that
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d’al§ich nakladov a vydavkov. V pripade, ze
Centrum alebo Zadavatel/CRO oznami, Ze
vypovednd doba v dizke NN dni jc
nedostatoéne dlha doba na vyhodnotenie rizik
pre zaradené subjekty skuSania, ktorym sa
podava Sku Sany liek, budi Zmluvné strany
spolupracovat’ na tom, aby bola bezpec'ne
ukoncena liecba tychto subjektov sku Sania
tymto SkitSanym liekom v priebehu vzajomne
dohodnutej doby, ale v Ziadnom pripade nebude
zavdzok Zadavatela dodavat SkuSany lick
podla tejto Zmluvy trvat’ dlhSie ako primerani
dobu.

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

12.2 Zmluvni partneri a Zadavatel'/CRO, kazdy
z nich, maji pravo ukonc’it tito Zmluvu s
okamzitym uinkom formou pisomnej vypovede
doruc’enej druhej Zmluvnej strane v pripade, Ze
vykonavanie Klinického skasania v Centre
musi byt’ ukoncené z lekarskych alebo etickych
dévodov. Uginky takejto vypovede nastanii
driom jej dorucenia poslednej zo Zmluvnych
stran. Ukonéenie Zmluvy Zmluvnymi partnermi
podl'a predchadzajicej vety je Hlavny skusajuci

povinny vopred prekonzultovat’ SO
Zadavatel'om/CRO. Thned po  doruceni
pisomnej vypovede tejfo Zmluvy druhej
zmluvnej strane na zaklade ktoréhokol'vek

ustanovenia tejto Zmluvy, sa Centrum a Hlavny
skuSajuci zavdzuju (i) =zastavitt nabor a
zarad’'ovanie subjektov skfiSania do Klinického
sktiSania, (ii) zastavit’ vykondvanie vsetkych
postupov, u uz zahrnutych subjektov skusania, a
to vmiere, v akej to dovol'uje lekarske hl'adisko,
a (iii) zdrzat’ sa v maximalnej moZnej miere
vytvarania dalS§ich ndkladov a wvydavkov.
Zmluvné strany budi spolupracovat’ na tom, aby
bola bezpeéne ukonfend lie¢ba subjektov
sk@iania  Skiifanym lickom v  priebchu
vzajomne dohodnutej doby, ale v zZiadnom
pripade nebude =zavazok Zadavatela/CRO
dodavat’ Skusany liek podl'a tejto Zmluvy trvat
dhs ie ako primerani dobu. Bez ohladu na
predchadzajice  ustanovenie, v  pripade
kritickych alebo ddlez’itych zisteni v ramci
auditu alebo inSpekcie tykajicich sa spravnej
klinickej praxe, dohl'adu nad liekmi alebo
regulac’'nych zaleZitosti, praxe alebo postupu,
ktoré maji nepriaznivy vplyv na prava,
bezpecnost’, alebo celkovii pohodu subjektov
skuaSania alebo ktoré modzu predstavovat’
potencialne riziko pre verejné zdravie alebo
ktoré mézu mat’ za nasledok neprijatelnost
tdajov_z Klinického skiiSania alebo ktoré

12.2 The Contracting Partners and the
Sponsor/CRO 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 due to medical or ethical reasons.
Such termination becomes effiective 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/CRO beforehand.
Immediately upon receipt of the written notice
by other Contracting Parties 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, (if) 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/CRO 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 heaith or that may render
Clinical Trial data inadmissible or that seriously
violate applicable legal regulation and rules, the
Sponsor/CRO reserves the tight (at its own
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predstavuji  vazne porusenie prislusnych
pravnych  predpisov a  pravidie, ma
Zadavatel/CRO pravo (podla svojej volby) s
okamZitym ucinkom doCasne zastavit nabor
subjektov sku§ania, kym nebudii predmetné
zistenia Gplne posudené alebo s okamzitym
ucinkom pisomne vypovedat’ tito Zmluvu.

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.

12.3 V pripade, ze ktorékol'vek z povoleni alebo
suhlasov potrebnych na vykonavanie Klinického
sktisania je (i) s pravoplatne zamietnuté alebo
(ii) pravoplatne msSené, skon¢i tato Zmluva
automaticky dfiom doruCenia  oznamenia
(rozhodnutia) o takomto  pravoplatnom
zamietnuti alebo pravoplatnom zruseni.

12.3 In the case that any authorization or consent
necessary for the performance of the Clinical
Trial is (1) 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.

124 Ak sa Zadavatel/CRO primerane
domnieva, ?e¢ Zmluvni partneri nebudu schopni
zaCat’ nabor alebo plnit svoje povinnosti
tykajice sa ndboru v ramci dohodnutej lehoty,
ma Zadavatel/CRO pravo na zaklade oznamenia
dorueného Zmluvnym partnerom (a) s
okamzitym Géinkom zniZit’ poc’e subjektov
skusania, ktori sa maji zaradit do Klinického
skusania; alebo (b) prediZit dobu niboru; alebo
() ukondit’ tito Zmluvu vypoved’ou. Podla
pismena c¢) méZe Zadavatel/CRO pisomne
vypovedat’ Zmluvu s okamz itym u¢inkom, avsak
len ak vopred pisomne upozornil Zmluvnych
partnerov na ich omeSkania s ndborom subjektov
skti§ania a poziadal ich o napravu v dodatocnej
primeranej lehote, ktori im na tento ucel
stanovuje, a Zmluvni partneri am v takej
dodatoc’nej lehote napravu neurobia. Zmluvni
partneri musia byt’ o moznosti Zadavatel'a/CRO
vypovedat’ tito Zmluvu s okamzitym icinkom v
pripade, ak Zmluvni partneri nezjednajii napravu
ani v dodatolne stanovenej lehote, nalez’ite
pisomne poucent’.

124 In the case that the Sponsor/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/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/CRO informed the Contracting Partners
about their delay with recruiting trial subjects in
writing beforehand and asked them to remedy
this delay within an additional reasonable time-
limit and the Contracting Partners failed to
remedy this delay within such additional
reasonable time-limit. The Contracting Partners
must be duly informed in writing about the
Sponsor/CRO’s possibility to terminate this
Agreement with immediate effect if the
Contracting Partners do not remedy the situation
even within an additional period of time.

12.5 V pripade, ze Zadavatel/CRO neschvali
noveého Hlavného skuSajiceho podla €l 2.27
alebo sa tento novy Hlavny skasajici pisomne
nezaviaze k povinnostiam podl'a tejto Zmluvy,
Zadavatel/CRO je opravneny tuto Zmluvu
ukonc™it’ vypoved'ou ku ditu dorucenia vypovede
Centru. V pripade, Zze Hlavny skuSajici a
Zadavatel/CRO maji zaujem pokracovat v
spolupraci pri vykonavani Klinického skusania v
inom zdravotnickom =zariadeni, Centrum sa
zavidzuje poskytnit’ sOfinnost’ pri prevedeni
relevantnych udajov, informacii a materialu,

12.5 In the case that the Sponsor/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
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ktoré nie si vlastnictvom Centra, v prospech
nového
centra.

not owned by the Center to such a medieal
facility.

12.6 V pripade, Ze poCas auditu alebo inSpekcie
regulac’nych organov bude zistené porusenic
ustanoveni tejto Zmluvy alebo Protokolu zo
strany Centra alebo Hlavného skusajaceho
(alebo nedodrZanie ustanoveni tejto Zmluvy zo
strany ktoréhokol'vek iného Clena Studijného
timu), ma Zadavatel/CRO pravo tato Zmluvu
pisomne vypovedat’ s okamzitou ucinnostou,
pricom ucinky takejto vypovede nastani dfiom
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 Clinieal 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 effeet, and
such termination becomes effective on the date
of its delivery to the last of the Contracting
Parties.

12.7 Zadavatel' je povinny, prostrednictvom
CRO, uhradit’ vietky dlzné ciastky za riadne
poskytnuté sluzby Zmluvnymi partnermi na
zaklade tejto Zmluvy a ndklady, ktoré im
od6évodnene vznikli, ku diiu dorucenia vypovede
alebo v pripade ukoncenia tejto Zmluvy podl’a
¢l. 12.1 k poslednému diiu vypovednej lehoty
alebo v pripade ukonc’enia tejto Zmluvy podla
¢l. 123 ku dmu dorudenia pravoplatného
zamietnutia. Ak  Centrum  preukizatelne
obdrz alo vy$§iu sumu odmeny a nékladov, na
ktoré mu podla skutoéne vykonanych Cinnosti
vznikol narok v siillade s touto Zmluvou,
Centrum sa prislusny rozdiel zavizuje zaplatit’
spat’ Zadavatelovi/CRO bez zbytocného
odkladu.

12.7 The Sponsor, through CRO, 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 ecase 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 skonéeni Zmluvy sa Zmluvni partneri
zavdzuju vrati Zadavatelovi/CRO vsetok

nespotrebovany material a predmety, ktoré im
Klinickvm

boli poskytnuté v stvislosti s
skisanim, a to najneskér do
pracovnych dni od datumu ukonéenia Zmluvy.

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

Cl. 13 - Rozne ustanovenia

Article 13 — Miscellaneous

| 13.1 Uzatvorenie tejto Zmluvy nie je
podmienené ziadnym existujucim alebo budicim
obchodnym  vzfahom medzi Zmluvnymi
partnermi a Zadavatelom/CRO ani Ziadnym
obchodnym rozhodnutim, ktoré Zmluvni
partneri urobili alebo urobia  voci
Zadavatel'ovi/CRO alebo vyrobkom
obchodovanym Zadavatel'om.

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

13.2 Zmluvni partneri sa zavizuji plnit’ svoje
povinnosti podla tejto Zmluvy spdsobom,
ktory bude v sulade s prisluSnymi pravnymi

13.2 The Contracting Partners agree to perform
their obligations under this Agreement in
compliance with applicable anti-bribery and
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predpismi zameranymi proti korupcii a
podplacaniu a v su’ lade s prilohou €. 3. Zmluvni
partneri zavdzne vyhlasuju, Ze v stvislosti s
Klinickym skusanim neposkytli ani neposkytni
ziadnu platbu ani prospech, priamo alebo
nepriamo, uradnej osobe, zdkaznikom,
obchodnym  partnerom, odbornikom v
zdravotnictve ani Ziadnej inej osobe na ucel
ziskania nedovoleného prospechu alebo nekalej
obchodnej vyhody, nebudd ovplyviiovat’
rozhodovanie v sikromnej ani verejnej sfére,
predpisovanie, ani nebudi nikoho podnecovat’ k

porusovaniu profesijnych povinnosti alebo
pravidiel. Zmluvni partneri sa zavazuji
bezodkladne pisomne oznamit’

Zadavatel'ovi/CRO kazdé podozrenie &i zistené
porusenie vysSie uvedenych zasad v suvislosti s
obchodnou ¢innost'ou Zadavatela/CRO a budu

v tychto pripadoch spolupracovat so
Zadavatelom/CRO  pri  presetreni  takej
zalezitosti.

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 provide and shall not provide
any payment or benefit, directly or indirectly, to
government officials, customers, business
partners, healthcare professionals or any other

persons in order to secure an improper benefit or
unfair business advantage, shall not influence
private or official decision-making, shall not
influence prescribing and shall not instigate
anyone to breach professional duties or rules.
The Contracting Partners agree to immediately
report to the Sponsor/CRO in writing any
suspected or detected violation ofi the above
principles in  connection  with  the
Sponsor/CRO’s business activity and, in such
cases, shall cooperate with the Sponsor/CRO in
reviewing the matter.

13.3 Zmluvné strany vyhlasuji, Ze nemaji v
Suc asnosti uzatvoreni Ziadnu zmluvu ani
zavizok, ktorych plnenie by negativne
ovplyvnilo plnenie povinnosti vo¢i Zadavatel'ovi
na zaklade tejto Zmluvy a sucasne sa zavizuju
po celi dobu priebehu Klinického skusania
ziadnu takato zmluvu neuzavriet' ani ziadny
takyto zavidzok neprijat. Hlavny sku$ajaci ruci

v suCasnej dobe uzatvoreni ziadnu takito
Zmluvu, a zavizuje sa zabezpelit, Ze Ziadny z
Clenov $tudijného timu tkato zmluvu
neuzavrie.

za to, Ze Ziadny z Clenov $tudijného timu nema |

13.3 The Contracting Partners represent and
warrant that they are not presently under any
agreement or obligation that would negatively
affect the performance ofitheir obligations with
respect to the Sponsor based on this Agreement
and agree not to enter into any such agreement
or accept any such obligation in the course ofithe
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.

13.4Tato Zmluva obsahuje Uplné dojednanie o
predmete Zmluvy a vsSetkych nélez itostiach,
ktoré Zmluvné strany mali a chceli v Zmluve
dojednat’, a ktoré povaz uji za dé lezité. Stcasne
Zmluvné strany vyhlasuju, ze si vzajomne
ozamili vsetky informacie, ktoré povazuju za
dolezité a podstatné na uzatvorenie tejto Zmluvy.

134 This Agreement represents an entire
agreement about the subject-matter hereofi 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.

135 Zmluvnmny prejavili vol'u neuplatiovat’
akékol'vek prava a povinnosti Zmluvnych stran
vyvodené z doterajSej alebo budicej praxe
zavedencj medzi nimi alebo  zvyklosti

udrziavanych vSeobecne ¢i v odvetvi tykajicom '
. G Bt sl |
sa predmetu plnenia tejto Zmluvy, pokial’ tato

Zmluva neustanovuje inak.

13.5 The Contracting Parties do not wish to have
any ofi 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 ofi this
Agreement, unless explicitly agreed in the
Agreement.
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13.6 KaZd zo Zmluvnych stran kona ako
nezavisly subjekt a na Zziadne tucely nie je v
postaveni partnera, sprostredkovatel’a,
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 Zadavatel/CRO ma pravo postipit’ tito
Zmluvu uplne alebo sc’asti na ktordkol'vek zo
svojich Prepojenych osob. Okrem vysSie
uvedeného nie je Ziadna zo Zmluvnych stran
oprdvnend postlpit’ svoje prava a / alebo
povinnosti uplne ani scC’asi na tretiu stranu bez
predchadzajiceho pisomného su’ hlasu ostatnych
Zmluvnych stran. Tato Zmluva zavizuje
Zmluvné strany, ako aj ich pravnych néstupcov a
osoby, na ktoré budu prava a zavizky Zmluvnych
stran v sulade s tymto ¢lankom postipené.

13.7 The Sponsor/CRO shall have the right to |

assign this Agreement, in whole or in part, to any
of its Affiliates. Save for the foregoing, no
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

of the
in

which the rights and obligations
Contracting Parties shall be assigned
compliance with this Article.

13.8  Neplatnost’ alebo  nevymdhatelnost’
konkrétneho ustanovenia tejto Zmluvy nema
vplyv na platnost’” ostatnych ustanoveni.
Zmluvné strany sa zavdzuju nahradit’ neplatné a
nevymahatelné  ustanovenie  platnym a
vymahatel'nym ustanovenim, podl'a potreby,
ktorym bude €o mozno najblizSie dosiahnuty
umysel, ktory strany mali v Case uzavretia tejto
Zmluvy.

13.8 The invalidity or unenforceability of a
particular provision of this Agreement shall not
prejudice the wvalidity 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.

13.9 Jednostranné vzdanie sa prava alebo tichy
sthlas alebo reu spes'né dovolania sa porusenia
ktoréhokol'vek  ustanovenia tejto  Zmluvy
Zmluvnou stranou nezakladd jednostranné
vzdanie sa prava v su'vislosti s akymkol'vek
naslednym porusenim ktoréhokol'vek
ustanovenia tejto Zmluvy.

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

or |

13.10 Pokial nie je v tejto Zmluve dohodnuté
inak, povaZuie sa za kontaktnii osobu Centra
MUDr. Ukon urobeny vodi
Centru sa povazuje za riadne urobeny aj wcCi
Hlavnému  skaSajucemu, resp. Clenom
Studijného timu.

13.10 Unless otherwise agreed in this
Agreement, the Center’s contact person shall be
MUDr. IR /1! zctions taken with
respect to the Center shall be deemed as actions
taken respect to the Principal Investigator or
Clinical Trial Team Members as well.

13.11 Zmluvné strany sa dohodli, Ze tdto Zmluva
mdze byt s dalej uvedenou vynimkou menena
iba  pisomne prostrednictvom  vzostupne
ofislovanych dodatkov podpisanych vietkymi
Zmluvnymi stranami. Zmluvné strany nemusia
uzavriet’ dodatok k tejto Zmluve v pripade tzv.
nepodstatnych zmien Protokolu. Nepodstatnou
zmenou Protokolu sa pritom rozumie taka
zmena Protokolu, ktord nemeni rozsah ¢i spdsob
vykondvania Ukonov (najmd  vysSetrenie)
|_vykondvanych Zmluvnymi partnermi v_ramci

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 procedurcs (in particular examination)

I s [ _ ‘CRO-Center-PI CTA
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Klinického skuSania a nemd teda akykolvek
vplyv na vysku odmeny za vykonavanie
Klinického skiiSania ¢&i inej ceny uvedenej v tejto
Zmluve. Nepodstatné zmeny Protokolu st ii¢inné
diiom ich doruc’enia Centru.

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.

13.12 Tato Zmluva je vytvorend a riadi sa
slovenskym pravom. Zmluvné strany sa v stilade
s ustanovenim § 262 ods. 1 a 2 Obchodného
zakonniku vyslovne dohodli, Ze ich zavizkovy
vzt’ah upraveny touto Zmluvou sa bude riadit’
Obchodnym zakonnikom. Zmluvné strany sa
dalej dohodli, Ze vsetky spory vzniknuté z tejto
Zmluvy budi rieSené vecne a miestne
prislusnymi stidm 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 govermned 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 vyhotovena v slovenskom
a v anglickom jazyku, pri¢ om Zmluvné strany
povazuju obe jazykové verzie za rovnocenné,
aviak pre pripad vykladovych nezrovnalosti
medzi jednotlivymi verziami sa Zmluvné strany
dohodli, Ze prednost’ ma slovenskd verzia
Zmluvy. Tato Zmluva a vsetky jej prilohy
predstavuji plnd 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. This
Agreement and all of its Appendices represent
an entire agreement of the Contracting Parties
with respect to the subject-matter of this
Agreement.

Cl. 14 — Prilohy

Article 14— Appendices

Nasledu juce prilohy tvoria neoddelitel'nt su’ éast
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: Financ'né podmienky
Priloha €. 2: Protikorupéné pravidla

Appendii 1: Financial Terms
Appendix 2: Anti-Bribery Rules

___Slovakia_-_ CRO-Center-PI CTA
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CRO/CRO

Podpis / Signature:
Miesto / Place:
Datum / Date: _
Meno a priezvisko /
Funkcia / Position:

SPONSOR
| PPD Investigator Services LL.C on-behalf of F. Hoffmann-La Roche Ltd.

Podpis / Sinature:

Datum / Date:

Jméno /Name:

\

Funkce / Title:

Centrum / Center

Podpis / Signature;

Miesto / Place:
Datum / Date: _

Meno a priezvisko / First and last name:

Funkcia / Position:

Hlavny ski§ ajici / Principal Investigator

Podpis / Signature: _
Miesto / Place:

Datum / Date:

| Meno a priezvisko / First and last name:_

B sovecie -_CRO-Center-PI CTA
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Priloha ¢. 1: Finan¢né podmienky ! Appendix 1: Financial Terms

PPD Investigator Services LLC (CRO) v PPD Investigator Services LLC (CRO) on behalf

___ ofF. Hoffimann-La Roche Ltd (Sponsor) |
Protocol Number and Title: '

" Cislo andzov protoko]u Kklinického skii§ania:

' ZDRAVOTNICKE ZARIADENIE - INSTITUTION: Vy chodoslovensky
KLINICKEHO SKUSANIA: onkologicky istav, a.s.

Vychodoslovensky onkologicky ustav, a.s.

PAYEE NAME and REMITTANCE
i INFORMATION:

| SKUSAJUCI LEK'AR{

' MENO PRIJEMCU a BANKOVE UDAJE:

1. CAST SECTION 1.

Nasledujuce platby sa uskutotnia na ziklade | The following payments will be made based on the |

nasledujicich podmienok. following terms.

Platby za ndvStevy iicastnikov Kklinického | Subject Visit Payments:

CRO bez predchadzajuceho pisomného suhlasu | CRO will not make any additional payments to
nevyplati Prijemcovi platieb podla tejto Zmluvy | Payee pursuant to this Agreement without prior
ziadne d’alSie platby. written approval.

Neispeiné zaradenie: || IIIIINENGgNEE | Screen Failures:

& fr | -_
B s i I R co-corier-Pr CTA
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Unscheduled Visits:
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2. €asT

Nasledujice platby sa uskutoénia po prijati a

schvaleni primerane podrobnej faktiry a pripadne

sprievodnej dokumentacie [l  Vietky tu |
uvedené platby zahfiiaju rezijné naklady.

Fakturacia: Vsetky faktu' ry musia byt vystavené a
zaslané podia tychto pokynov:

SECTION IL

The following payments will be made following
receipt and approval by Il of a reasonably
detailed invoice and, when relevant, supporting
documentation. All payments referenced herein
are inclusive of overhead.

nvoicing: All invoices must be issued and
forwarded to the following as instructed:

[
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| Faktary budd uvidzat meno Hlavného | Invoices shall reference the Principal Investigator’s

sksajlceho, &islo Protokolu a v pripade zasielania | name, Protocol number and, if sent to [l F.

Ltd a budy sa zasielat na adresu:

PPD monitora Klinického skidania (pokial’ je zname)
| Copy to:

Viopii: || ©~-c enim: &isla protokolu, meno Hlavného skiiSajiceho, meno

with following details: Protocol number, name of the Principal
Investigator, PPD Clinical ‘It1al monitor name (if known)

usia uvadzat “F. Hoffmann-L.a Roche | Hoffmann-La Roche Ltd’, and be sent to:

c) Nahrada vydavkov a cestovny ch
nikladov ti¢astnikov klinického
sk Sania:

DalSie fakturované procedury:

fakturovat CRO alebo podl'a okolnosti

Ethics Committees Fees. [l
I A B N
[ |

c) Subject Stipends and Travel

Reimbursement: NN BN

d) Additional Invoiced Procedures:

rage 4u of 50
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| ARMSA&B/
RamenoA&B

Visit Total (incl. of OH) -EURO /
Ciastka za navitevu celkom (vritane
ré% &) - EURO |

Screening / Skrining
| Cycle 1 Day 1/ Cyklus 1 Defi 1

| Cycle 2 Day 1 /Cyklus 2 Den 1

Cycle 3 Day 1/ Cyklus 3 Defi 1
| Cycle 6 Day 1/Cyklus 6 Deii 1

Cycle 9 Day 1 /Cyklus 9 Den 1
Cycle 12 Day 1/Cyklus 12 Dei 1

Cycle 15 ]_)a;/ I/_Cykiils 15 Dett |

Cycle 18 Day 1/ Cyklus 18 Ded 1

Cycle 21 Day 1/Cyklus 21 Deii 1

Cycle 24 Day 1/Cyklus 24 Den 1

Cycle 27 Day 1/Cyklus 27 Deii 1
Cycle 30 Day 1/ Cyklus 30 Deii 1

| Cycle 33 Day 1/Cyklus 33 Den 1

Cycle 36 Day 1/ Cyklus 36 Dei 1

Cycle 39 Day 1/Cyklus 39 Defi 1

Cycle 42 Day 1/ Cyklus 42 Den 1

Cycle 45 Day 1/ Cyklus 54 Den 1
' Cycle 48 Day 1/Cyklus 48 Deii 1

Cycle 51 Day I/Cyklus 51 Den 1

_Slovakia_ I R O-Center-PI CTA

Template version July 2019_Approved for signature-l3 Apr2022

Page 41 ot S0



Sponsor/PPD Con fidential In formation

Cycle 54 Day 1/ Cyklus 54 Deri 1

Cycle 57 Day 1/Cyklus 57 Deii 1

Cycle 60 Day 1/ Cyklus 60 Den 1

End of Tx/Early D/C/
Koniec lie€by /Pred¢ asné D/C 1

I Long-term Follow-Up (Q6M) /
Dlhodobé sledovanie (Q6M)

| TOTAL/ CELKOM

"Unscheduled Visit / Neplé.no-vﬁé 'riévgtevy

Mobile Nursing Visit

Invoiceable Iters /

Fakturovatel’né poloz ky

Mammogram (bilateral) / Mamogram (obojstranny)

Unit Cost in EURO /
Cena za jednotku v EURO

Breast MRI (bilateral) without Contrast / MRI prsnikov
(obojstranné) bez kontrastu

Combined Chest, Abdomen, Pelvic CT Scan with Contrast
/Kombinované CT vySetrenie hrudnika, brusnej dutiny,
panvy, s kontrastom

Combined Chest, Abdomen, Pelvic CT Scan without
Contrast / Kombinované CT vySetrenie hrudnika, brus nej
dutiny, panvy, bez kontrastu

Chest CT Scan with Contrast / CT vySetrenie hrudm’ka na
posidenie vhodnosti

| Pelvic CT Scan with Contrast / CT vySetrenie panvy s
kontrastom

Abdomen CT Scan with Contrast / CT vySetrenie brus'nej
dutiny s kontrastom

Chest CT Scan without Contrast / CT vySetrenie hrudnika
na posudenie vhodnosti

Abdomen CT Scan without Contrast / CT vySetrenie
brusnej dutiny bez kontrastu

Pelvic CT Scan without Contrast / CT vySetrenie panvy bez
kontrastu

Chest MRI with Contrast / MRI hrudnika s kontrastim

m__s{ovakia—CRO-Center-PI CTA
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Abdomen MRI with Contrast / MRI brus nej dutiny ‘

| Pelvic MRI with Contrast/ MRI ;yéétrenie l_aanvy s |
| kontrastom

Bone Scan/Gamagrafia kosti |

_th;lefoay MRI/celotelove MRI

X-Ray ST(eletalﬁrvey; Limited (for_ metastases)/ RTG
vysetrenie kostry; obmedzené (na metastazy) |

Dual—energﬁ(—ray a_bsorptiomet_ry (BXA), axial skeleton/ |
Dvojuroviiova RTG absorpciometria (DXA), axialny skelet

Center Costs /Naklady Centra Unit Cost in EURO / Cena za

jednotku v EURO

| Start-Up Fee: Study Set-Up at Site/ Start-Up poplatok,

Aktivacia Klinického skiiSania na Centre -)
PLATBY CLENOM STUDIJNEHO TIMU | STUDY TEAM MEMBERS PAYMENTS
MENO PRIJEMNCU A BANKOVE UDAJE PAYEE NAME AND REMITTANCE
: INFORMATION:

ok [—
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Uvedeni ¢lenovia §tadijného timu moZu dostat’ percento z platby splatnej podl’a tejto dohody

z financnych zdrojov rozpoctu uvedeného nizsie podla ick aktualne odvedenej prace na klinickom
skti$ani . Pred kazdou platbou hlavny skisajici uréi prostrednictvom formulara ,,Delegécia platby*
konkrétnych élenov $tidijneho timu (neobmedzuje sa len na nich) a percento siim, ktoré by im mali
byt’ prevedené. Sumy pre jednotlivych €lenov timu uréi hlavny skuSajici

/ THE FOLLOWING MEMBERS OF THE STUDY TEAM may receive a percentage of the payment
due under this Agreement FROM THE BUDGET LISTED BELOW ACCORDING TO THEIR
CURRENT WORK ON CLINICAL TRIALS. Before each payment the Investigator shall define
through a “Delegation of Payment Form” the specific Trial team members (not being restricted to
include himselfitoo) and the percentage ofithe sums, that should be transferred to them. THE
AMOUNTS FOR INDIVIDUAL MEMBERS WILL BE DETERMINED BY THE PRINCIPAL
INVESTIGATOR.

ragc +4 01 D0
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ARMSA&B/
RamenoA&B

Scrgening / Skrining

Payments for study
team members except
pharmacist / Platba
¢lenom stu dijného
timu okrem lekarnika -
EURO

"Cycle 1 Day 1/ Cyklus 1 Den 1

| Cycle 2 Day 1/ Cyklus 2 Den 1

| Cycle 3 Day 1/Cyklus 3 Deii 1

F_Cycle 6 Day 1/ Cyklus 6 Deti 1

i Cycle 9 Day 1/ Cyklus 9 Deii 1
[ = -
Cycle 12 Day 1/Cyklus 12 Deti |

Cycle 15 Day 1/ Cyklus 15 Deii 1

Cycle 18 Day 1/ Cyklus 18 Dei 1

Cycle 24 Day 1 / Cyklus 24 Den 1
‘Cycle 27 Day 1/Cyklus 27 Deii 1

Cycle 30 Day 1/ Cyklus 30 Deii 1

" Cycle 33 Day 1/Cyklus 33 Def |
| Cycle 36 Day 1 /Cyklus 36 Dei 1

| "Cycle 39 Day 1/ Cyklus 39 Defi 1
Cycle 42 Day 1/ Cyklus 42 Defi 1

Cycle 45 Day 1/ Cyklus 54 Den 1

Cycle 48 Day 1 /Cyklus 48 Deti 1
"Cycle 51 Day 1/Cyklus 51 Deft 1

Cycle 54 Day 1/ Cyklus 54 Deti |

Cycle 57 Day 1/ Cyklus 57 Deii 1
" Cycle 60 Day 1/ Cyklus 60 Def 1

End of Tx/Early D/C /
Koniec liecby /Predéasné D/C 1

Long-term Follow-Up (Q6M) /
Dlhodobé sledovanie (Q6M)

Sponsor/PPD Con fidential Information

Payments for
Pharmacist / plathba
pre lekarnika- EURO

1 000000
— sov-: [ — crO-Cener-71 CTA
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TOTAL/ CELKOM 10572,18 674,82 |

Unscheduled Visit / Neplanované
navs tevy
"Mobile Nursing Visit

Invoiceable Items / [ 3
Unit Cost in EURO /

Fakturovatelné poloz ky Cena za jednotku v EURO

Screen Failure (Day -28 to -1)/Navsteva TOC (-28. az -
1. den)

Long-Term Follow-Up/ Dlhodobé nésledné sledovanie

Unscheduled Visit / Neplanovana navsteva

|
| Mobile Nursing Visit / Mobilna o3 ietrovatel'ska niviteva

Mobile Nursiﬁg Informed Consent / Informovén)'/ su hlas s
mobilnou osetrovatel'skou navstevou

“Re-consent /_Opéi-tovny suhlas

EORTC QLQ-C30

| EQ-5D-5L / Dotaznik EQ-5D-5L

Single-item GP5 / Jednopolozkovy GP5

Patient Interviews (optional) / Pohovory s pacientom
(volitel'n€)
_Limitéd_i)hysicail_Examination_) Skratena lekarska
prehliadka

Single 12-Lead ECG/ 12-zvodové EKG

' Triplicate_ 12-Lead ECG

I s I A C-O-Cner-P1 CTA
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Interpretation and Report; Mammogram (bilateral) / Popis a
sprava, mamogram (obojstranny)

Interpretation and Report; Breast MRI (bilateral) without
Contrast / Popis a sprava; MRI prsnikov (obojstranné) bez
kontrastu

Interpretation and Report; Combined Chest, Abdomen,
Pelvic CT Scan with Contrast / Popis a sprava;
Kombinované CT vysetrenie hrudnika, bru§ rej dutiny,
panvy, s kontrastom

Interpretation and Report; Combined Chest, Abdomen,
Pelvic CT Scan without Contrast / Popis a sprava;

Kombinované CT vysetrenie hrudnika, brusnej dutiny,
panvy, bez kontrastu |

Interpretation and Report; Chest CT Scan with Contrast /
Popis a sprava; CT vySetrenie hrudnika s kontrastom

Interpretation and Report; Pelvic CT Scan with Contrast /
Popis a sprava; CT vySetrenie panvy s kontrastom

| Eterpr_etation énd_Report; Abdomen CT Scan with Contrast
/Popis a sprava; CT vySetrenie brusnej dutiny s kontrastom

Interpretation and Raort; Chest CT Scan without Contrast
/Popis a sprava; CT vys etrenie hrudnika bez kontrastu

Interpretation and Report; Abdomen CT Scan without
Contrast / Popis a sprava; CT vySetrenie brusnej dutiny bez
kontrastu

'1 Interpretation_and R?port; Pelvic CT Scan without Contrast
/Popis a sprava; CT vysetrenie panvy bez kontrastu

Interpretation and Report; Chest MRI with Contrast/ Popis |
a sprava MRI vysetrenia s kontrrastom

Interpretation and Report; Abdomen MRI with Contrast /
Popis a sprava MRI brusnej dutiny s kontrastom

Interpretation and Report; Pelvic MRI with Contrast/
Interpretacia a sprava MRI vusetrenia panvy s kontrastom

| Interpretation and Report; X-Ray Skeletal Survey; Limited
(for metastases) / Popis a sprava; RTG vySetrenie kostry;
obmedzené (na metastazy)

Interpretation and Repo_rt; Dﬁl—em@y X-ray :
absorptiometry (DXA), axial skeleton / Popis a sprava;
Dvojuroviiovd RTG absorpciometria (DXA), axialny skelet

| Fresh Tumor Biopsy/ Biopsia nadoru

# ' Slovakia -CRO Center-PI CTA
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| Central Laboratory: Blood Draw and Sample Collection of
Specimens / Centrélne laboratd rium: Odber krvi a odber
vzoriek

“Central Laboratory: Lab Handliilg and Shippig/ Centralne
laboratorium: Manipulacné a prepravné naklady laboratoria

]
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Priloha &. 2: Protikorupéné pravidla

Appendix 2: Anti-Bribery Rules

Centrum a hlavny skiSajuci suhlasia, ze ani
nepodniknu Ziadnu ¢innost’, ani nevyvolaji, nedovolia
podniknutie, priamo ani nepriamo prostrednictvom
tretej osoby, Ziadnej Einnosti, ktora (i) je nelegdlna
podla akéhokol'vek zakona, predpisu, alebo (i) by
spOsobila, Ze Zadavatel by porusil zakon USA
o zahranicnych -  korup¢nych  praktikach, zakon
Spojeného kralovstva o korupcii alebo iné platné
protikorupéné zakony (spoloéne ,protikorupiné
zakony®).

Centrum a Hlavny skiSajuci nebudii priamo ani
nepriamo prostrednictvom tretej osoby poskytovat’,
ponukat® ani sl'ubovat’ aku kol'vek platbu, dar alebo iné
nepefiazné plnenie, ato Ziadnemu ,vladnemu
uradnikovi® (tak ako je definovany v tejto prilohe) ako
osobe, s cielom neprimerane (i) ovplyvnit’ akékol'vek
oficidlne konanie alebo rozhodnutie tohto vladneho
tiradnika, alebo (ii) inak napomihat Zadivatelovi,
CRO alebo jej lokalnej pridruzenej spolocnosti pri
ziskani alebo udrZani si obchodnej cCinnosti, pri
nasmerovani obchodnej €innosti k inej osobe alebo pri
zabezpeceni si neopravnenej vyhody.

Centrum a Hlavny skuSajuci nezapoja ani inak
nepouziji inych tretich zastupcov v stvislosti
s vykonom svojich ¢&innosti podla tejto zmluvy bez
predchadzajiceho pisomného stihlasu zo strany
Zadavatel’a alebo CRO (ktory mdZe Zadavatel’ podl'a
svojho vlastného uvazenia odopriet). Centrum
a Hlavny skuSajici dalej sthlasia s tym, Ze takymto
tretim stranam neposkytni bez predchadzajticeho
pisomného sthlasu Zadavatela alebo CRO (ktory mdze
Zadavatel’ podl’a svojho vlastného uvazenia odopriet’)
Ziadnu financnt platbu, dar ani iné nepefiazné plnenie
v mene alebo v prospech Zadavatel'a, CRO alebo ich
lokalnej pridruzenej spolocnosti.

Centrum a Hlavny skuSajici prehlasuji, rudia
a zavézuju sa, 7e Ziadny zastupca, riaditel’, vlastnik ani
zamestnanec  zdravotnickeho  zariadenia  alebo
skis ajuceho nie je ,,vlIAdnym tdradnikom* tak, ako je
definovany vtejto prilohe. Centrum a Hlavny
skiSajici  sa  zarovenn  zavdzuji, Ze  bez
predchadzajiceho pisomného suhlasu Zadavatela
alebo CRO (ktory mdze Zadavatel' alebo CRO podla
svojho vlastné¢ho uvazenia odopriet’) nezamestnaji ani
nezapoja ziadneho ,vladneho uradnika®, aby konal pre
Zadavatela alebo CRO alebo vich mene. Centrum
a Hlavny skusajuci sa dalej zavdzuju, ze Ziadny
,vladny tradnik’ nema ani nebude mat’ Ziadny osobny |

Center and Principal Investigator agree that they shall
neither undertake, nor cause, nor permit to be
undertaken, directly or indirectly through any third
party, any activity which (i) is illegal under any laws,
rules, or (i) would have the effiect of causing Sponsor
to be in violation of the U.S. Foreign Corrupt Practices
Act, the UK. Bribery Act or other applicable anti-
corruption laws (collectively, “the Anti-Corruption
Laws”).

Center and Principal Investigator shall not, directly or
indirectly through any third party, give, offer, or
promise any payment, gift, or other thing of value to
any individual “government official” (as defined
herein), in order to improperly (i) influence any official
act or decision of such govemnment official, or (it)
otherwise assist Sponsor, CRO or its local affiliate, in
obtaining or retaining business, in directing business to
any person, or in securing an improper advantage.

Center and Principal Investigator shall not engage or
otherwise use any third party agents in connection with
its performance hereunder without the Sponsor’s or
CRO’s advance written approval (which may be
withheld by Sponsor in its sole discretion). Center and
Principal Investigator further agree that no payments of
money, gifts or other things of value shall be made to
any such third parties on behalf of or for the benefit of
Sponsor or CRO, or Sponsor local affiliate, without
Sponsor’s or CRO’s advance written approval (which
may be withheld by Sponsor in its sole discretion).

Center and Principal Investigator represent, warrant
and covenant that no officer, director, owner, or
employee of the Center or Principal Investigator is a
“government official” as defined herein. The Center
and Principal Investigator also covenant that they shall
not employ or engage any “government official” to act
for or on behalf of Sponsor or CRO without Sponsor’s
or CRO’s advance written approval (which may be
withheld by Sponsor or CRO in its sole discretion).
Center and Principal Investigator further covenant that
no “government official” is deriving or will derive any
personal benefit, directly or indirectly, from
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prospech, ¢i uz priamo alebo nepriamo, z odmeny,

ktori ~ Zadavatel’ alebo CRO zaplati Centru

a Hlavnému skusajicemu podla tejto Zmluvy.

Ak Centrum a Hlavny skdSajici porusia ktorékol'vek
z vyhldseni, zaruk alebo zavizkov uvedenych v tejto
prilohe 3, potom: (i) ma Zadavatel a CRO pravo
okamz ite dovodne ukonc’t’ platnost’ tejto Zmluvy a
pravo uplatnitt vSeky d’alSie dostupné ndpravné
opatrenia podla .zdkona alebo podla prirodzene]

alebo CRO odmenit’ Centrum a Hlavného skiisa jiceho
za sluzby poskytnuté podla tejto Zmluvy zanikni.

Centrum a Hlavny skisajici budiu hajit, odSkodnia
a ochrania Zadavatela (a jej zastupcov, riaditel’ov,
zamestnancov, agentov a pridruzené spoloénosti) pred
pokutami, stratami, zodpovednost’ou a vydavkami,
ktoré Zadavatelovi vznikmi v dosledku porusenia
povinnosti vyplyvajucich z tejto prilohy 3 zo strany
Centra a Hlavného skufa jiceho. Povinnost’ od§ kodnit’
Zadavatel’a a CRO podra tejto prilohy 3 za poruSenia
protikorupéného zakona nepodlicha obmedzeniu
zodpovednosti uvedenému v ¢lanku 8 Zmluvy.

Pre tucely tejto prilohy 3 pojem ,vladny uradnik®
znamena (i) kazdého pracovnika, zamestnanca alebo
ind osobu, ktora kona ztiradnej moci v mene vlady
alebo jej rezortu, agentury alebo organizicie, alebo pre
nich, (ii) akéhokol'vek pracovnika, zamestnanca alebo
inl osobu, ktora kona z Uiradnej moci v mene verejnej
medzinarodnej organizdcie (ako si Spojené narody,
Svetovd banka alebo Svetovd  zdravotnicka
organizacia) alebo pre fu, (iii) akikol'vek politicka
stranu alebo jej zastupcu, alebo kandidata na politicky
urad, a (iv) vsetkych rodinnych prishu§nikov alebo
zéstupcov uvedenych osab.

spravodlivosti; a (ii) vSetky povinnosti Zadavatela |

compensation paid by S;)-E)?ls-(;r or CRO to Center and |
Principal Investigator hereunder.

If Center and Principal Investigator breaches any of the
representations, warranties or covenants set forth in this
Appendix 3, then: (i) Sponsor and CRO shall have the
immediate right to terminate this Agreement for cause
and the right to exercise any other remedies available
at law or in equity; and (ii) all obligations of Sponsor
or CRO to compensate Center and Principal

Investigator for services provided under this
Agreement shall cease.
Center and Principal Investigator shall defend,

indemnify and hold Sponsor (and its officers, directors,
employees, agents and af filiates) harmless from any
penalties, losses, liabilities and expenses incurred by
Sponsor or CRO as a result of Center and Principal
Investigator’s breach of any of its obligations under this
Appendix 3. The obligation to indemnify Sponsor and
CRO under this Appendix 3 for violations of an Anti-
Corruption Law shall not be subject to the limitation of
liability set out in Article 8 of the Agreement.

For the purpose of this Appendix 3, the term
“government official“ means (i) any officer, employece
or other person acting in an official capacity for or on
behalf of a government or any department, agency or
instrumentality thereof, (ii) any officer, employee or
other person acting in an official capacity for or on
behalf of a public international organization (such as
the United Nations, World Bank, or World Health
Organization), (iii) any political party or official
thereof or any candidate for political of fice, and (iv)
any family members or representatives of any of the
individuals listed above.
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