ZMLUVA O KLINICKOM SKUSANI
uzatvorena podfa § 269 ods. 2 a nasl. zakona &.
513/1991 Zb. Obchodny zakonnik v platnom
zneni (dalej len ,obchodny zakonnik”) (dalej len
LZmluva®)

Medzi

Novartis Slovakia s.r.o.

sidlo:  Zizkova 22B, 811 02 Bratislava

ICO: 36723304

DIC: 2022302425

ICDPH: SK 2022302425

zapisany: v Obchodnom registri Okresného
sudu Bratislava |, oddiel: Sro, viozka ¢. 44016/B

v mene ktorého kona/zastipeny:
Mgr. Hana Mrazova, na zaklade pinomocenstva

PharmDr. Katarina
plnomocenstva

Nosjean, na zaklade

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

Between
Novartis Slovakia s.r.o.
Registered office: Zizkova 22B, 811 02 Bratislava

Company ID: 36 723 304

Tax ID: 2022302425

VAT ID: SK 2022302425

Registration: Commercial Register of District

Court Bratislava I, Section: Sro,
Insertion No. 44016/8
Represented by:
Mgr. Hana Mrazova, based on the power of
attorney
PharmDr. Katarina Nosjean, based on the power of
attorney

(dalej len “Zadavatel™)
A
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(hereinafter referred to as the “Sponsor”)

AND
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Univerzitna nemocnica Martin Univerzitna nemocnica Martin
sidlo: Kollarova 2, 036 59 Martin Registered office: Kollarova 2, 036 59 Martin
ICO: 00365327 Company ID: 00365327
DIC: 2020598019 Tax ID: 2020598019
ICDPH: SK2020598019 VAT ID: SK2020598019
Zriadena: Zriadovacia listina Ministerstva | Registration:  Certificate of Incorporation
zdravotnictva MZ SR Ministry of Health of Slovakia
3724/1991-A/V-7 zo dha 3724/1991-A/V-7 from date
20.12.1991 20.12.1991
zastupeny: MUDr. Dudan Krkoska, PhD., Statutory representative:MUDr. Dusan Krkoska,
MBA, generalny riaditel PhD., MBA, General Director
Doc. MUDr. Dalibor Murgas, Doc. MUDr. Dalibor Murgas,
PhD. medicinsky riaditel PhD., Medical Director
Ing. Stanislav Skoria, Ing. Stanislav Skorfa,
ekonomicky riaditel Director for Economics
V mene organizacie su opravneni konat On behalf of the organization, at least two
najmenej dvaja ¢lenovia Statutarneho organu members of the statutory body are authorized to
spoloéne. act jointly.
bankové spojenie: Statna pokladnica Bank Details: Statna pokladnica
I
"~ (dalej len “Centrum”) (hereinafter referred to as the “Center”)
A AND
____Skusaiuci lekar; MUDr, Peter Uhrik Investigator: MUDr. Peter Uhrik .
| |
{(dale) Ten "HIavny sKusajuci”) (hereinafter referred” t0 as the “Principal

Investigator”)

(Centrum a Hlavny sku3ajuci spolu dalej len | (the Center and the Principal Investigator
“Zmluvni partneri", Zadavatel s Centrom | hereinafter collectively referred to as the
a Hlavnym skasajucim spolu dalej len .Zmluvné | “Contracting Partners”, the Sponsor with the
strany") Centre and the Principal Investigator hereinafter
collectively referred to as the “Contracting Party")

Preambula Preamble
VZHLADOM K TOMU, ZE Novartis poziadal | WHEREAS, the Novartis asked the Contracting
Zmluvnych partnerov, aby vykonali Klinické | Partners to conduct a clinical trial involving the
skuSanie so  skusanym liekom tropifexoru | study drug tropifexoru (LJN452) and
(LUN452) a likogliflozinu (LIK066) (dalej len | likogliflozinu (LIK066) (hereinafter referred to as
"Skasany liek") s nazvom Randomizované | the A randomized, double-blind, parallel-group,
dvojito zaslepené multicentrické klinické | multicenter study to assess efficacy, safety, and
skusanie v paraleinych skupinach na | tolerability of oral tropifexor (LJN452) &
zhodnotenie ucéinnosti, bezpeénosti a | licogliflozin (LIK066) combination therapy and
znasanlivosti peroralnej liecby kombinaciou | each monotherapy, compared with placebo for
tropifexoru  (LJN452) s likogliflozinom | treatment of adult participants  with
(LIKO66) a monoterapiou kazdym z oboch | nonalcoholic steatohepatitis (NASH) and liver
lie¢iv, v porovnani s placebom, pri lieCbe | fibrosis (ELIVATE) with the  number
dospelych udcéastnikov s nealkoholovou | CLUN452D12201C (hereinafter referred to as the
steatohepatitidou (NASH) a fibrézou peéene | “Clinical Trial") as described in more detail in
(ELIVATE) s ¢islom CLJN452D12201C (dalejlen | protocol no. CLJN452D12201C which will be
"Klinické skisanie"), ktoré je blizSie popisané v | provided to the Contracting Partners by Novartis
protokole & CLJN452D12201C, ktory bude
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Zmluvnym partnerom odovzdany Novartisom a
ktory moéze byt Novartisom jednostranne
doplitovany (dalej len "Protokol").

VZHUADOM K TOMU, ZE Zmluvni partneri
disponujd znalostami, skusenostami a zdrojmi
potrebnymi na vykonanie Klinického skusania
podla ich najlepSieho vedomia maju pristup k
pozadovanému poétu subjektov skisania podla
kritérii pre zaradenie alebo vyradenie tak, ako st
vymedzené v Protokole, a s ochotni Klinické
skusanie vykonat'.

Cl. 1 - Predmet Zmluvy

1.1 Predmetom tejto Zmluvy je vykonanie
Klinického sku3ania v Centre a rozdelenie
povinnosti suvisiacich s Klinickym skusanim
medzi Zadavatela a Zmluvnych partnerov.
Predmetom tejto Zmluvy su zavazky
Zmluvnych partnerov tykajice sa vykonania
Klinického skusania za podmienok
dohodnutych v tejto Zmluve a zavazok
Zadavatela k Uhrade odmeny za spravne
vykonanie Klinického ski$ania. Akékolvek
odchylky od Protokolu a dodatky k Protokolu,
vratane  avdak nielen akéhokolvek
vySetrovania alebo skusania doplfiujucich
klinickych & laboratérnych  parametrov,
vyzaduju predchadzajiuci pisomny suhlas
Zadavatela.

1.2 Klinicke skusanie liekov sa vykonava podfa §
29 azZ 44 zékona ¢. 362/2011 Z. z. o}
liekoch a zdravotnickych poméckach a o
zmene a dopineni niektorych zdkonov (dalej
len “zdkon o liekoch").

Cl. 2 - Povinnosti Zmluvnych partnerov

2.1 Zmluvni partneri sa zavazuji vykonat a
zdokumentovat’ Klinické  skdsanie
hospodarne a s nalezitou odbornou
starostlivostou v prisnom sulade s (a)
Protokolom; a (b) podmienkami tejto Zmluvy;
a (c) etickymi zasadami Helsinskej deklaracie;
a (d) Harmonizovanym trojstrannym
usmernenim ICH pre spravnu klinickd prax
vratane jeho naslednych zmien a vieobecne
akceptovanymi normami spravnej klinickej
praxe; a (e) vSetkymi prisludnymi pravnymi
predpismi; a (f) vSetkymi prikazmi a
smernicami prisludnych organov verejnej
moci a spravy, zdravotnych poistovni a
etickych komisil, ak také existuju; (g)
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and which may be unilaterally updated by Novartis
(hereinafter referred to as the “Protocol").

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

Article 1 — Subject of the Agreement

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

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

Article 2 - Obligations of the Contracting
Partners

2.1 The Contracting Partners shall conduct and
document the Clinical Trial in a diligent and
efficient manner in strict compliance with (a) the
Protocol; and (b) the terms and conditions of
this Agreement; and (c) the ethical principles of
the Declaration of Helsinki; and (d) the ICH
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to time
as well as generally accepted standards of
Good Clinical Practice; and (e) all applicable
legal regulations; and (f) all orders and
directives of competent public administration
authorities, health insurance companies and
ethics committees, if any; (g) an instruction
issued by Sponsor entitled “Investigator's
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indtrukciou Zadavatela nazvanej ,Priru¢ka
pre skusajuceho” (Investigator's Brochure)
obsahujucej véetky v stu¢asnej dobe zname
informacie o produkte / lieku pouzitom v Studii
a jeho vlastnostiach. Prirutku Zadavatel
odovzdal Hlavnému sku$ajucemu a bude ju
aktualizovat' v periodicite vyZadujucej stavom
Studie alebo stanovej pravnymi predpismi.
Prirucka bude pripojena k dokumentacii
Studie; (h) so v&eobecnymi podmienkami
Zadavatela (pokial ich Zadavatel vydal a
poskytol Centru) o vykonavani klinickych
skusdani, s vynimkou tych podmienok, ktoré su
modifikované touto Zmluvou. Centrum sa
zavazuje poskytnat' primerané zdroje a
vybavenie na vykonavanie Klinickeého
skusania.

2.2 Klinické skusanie bude v Centre vykonavané

pod dohladom Hlavného skisajuceho, ktory
je zodpovedny za jej riadny priebeh. Hlavny
sku$ajuci je zodpovednym vedlcim skupiny
skuSajucich v pripade, Ze Klinické skisanie
je v Centre vykonavané viac ako jednym
skusajucim (dalej len "Skuasajici"). Hlavny
skusajuci je zodpovedny za celkovu pohodu
subjektov  ski$ania zGéasthujucich sa
Klinického skusania z hladiska poskytovania
zdravotnickych  sluzieb na primeranej
odbornej trovni.

2.3 Hlavny sku$ajuci suéasne moéze sluzit pre

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

2.4 Centrum sa zavazuje umoznit a Hilavny

skasajuci sa zavazuje zabezpelit, aby
Skusajuci a ostatné osoby zahrnuté do
Vékonavania Klinického skuania (dalej len
"Clenovia studijného timu") konali v sulade
s podmienkami tejto Zmluvy. Centrum sa
prostrednictvom  Hlavného  ska3ajuceho
zavazuje zabezpecit, 2e pdovodni aj novi
Clenovia &tudijného timu sG  riadne
preskoleni, kvalifikovani a vzdelani, obzvlast,
Ze sa zucastriuju vetkych Skoliacich stretnuti
o Klinickom skusani, vratane $Skoleni na
spravnu Kklinickl prax vyzadovanych a
zabezpeGovanych Zadavatefom (Clenovia
Studijného timu v3ak nemusia $kolenie na
spravnu klinicki prax absolvovat, ak sa
preukazu cerifikatom z absolvovaného
Skolenia spravnej klinickej praxe nie star§im
ako 3 roky odo dna zacéatia Klinického

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

2.2 The Clinical Trial at the Center shall be

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

2.3 The Principal Investigator may also serve as the

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

2.4 The Center shall allow and the Principal

Investigator shall ensure that the Investigators
and other persons involved with the Clinical
Trial (hereinafter referred to as “Clinical Trial
Team Members”) comply with the terms and
conditions of this Agreement. The Center shall
ensure through the Principal Investigator that
original and new Clinical Trial Team Members
are appropriately trained, qualified and
educated, in particular that they participate in all
training sessions regarding the Clinical Trial,
including any good clinical practice training
required and organized by the Sponsor (Clinical
Trial Team Members, who have a good clinical
practice certificate that is not older than 3 years
as of the first day of the Clinical Trial, are not
required to participate in good clinical practice
training). The Sponsor shall have the right to
reject specific Clinical Trial Team Members, if
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skuSania). Zadavatel ma pravo odmietnut
konkrétnych Clenov 3tudijného timu, ak sa
Zadavatel domnieva, Ze nie su prislusne
vzdelani a / alebo kvalifikovani. Clenovia
Studijneho timu sG zamestnanci Centra.
Clenovia $tudijného timu a Hlavny skusajuci
sa budu =zuasthovat $koleni, ktoré v
suvislosti s Klinickym skusanim pre tieto
osoby Zadavatel zorganizuje a Centrum je
povinne takato ucast umoznit. Zadavatel
nahradi primerané cestovné a ubytovacie
naklady suvisiace so vzdelavanim podra tohto
¢lanku, ak to bude potrebné, ale za uéast na
tomto vzdelavani nenalezi ucastnikom ani
nikomu inému Ziadna odmena.

2.5 Centrum sa zavazuje umoZnit Hlavnému

skuSajucemu,  Skudajucim a  Clenom
$tudijného timu, zuéastiovat sa podfa
potreby stretnutia skusajucich a
telekonferencii uskuto¢iovanych v priebehu
Klinického skusania v rozsahu pozadovanom
Zadavatelom,

2.6 Kazde uzatvorenie subdodavatelskej zmiuvy,

ktorej predmet pinenia tretej strany sa bude
tykat' ktorejkolfvek z povinnosti Centra na
zaklade tejto  Zmluvy si  vyZaduje
predchadzajuci pisomny sthlas Zadavatela.
Udelenie takéhoto suhlasu je na vyluénom
rozhodnuti Zadavatela. V pripade udelenia
takéhoto suhlasu zo strany Zadavatela
Centrum:

26.1je povinné zabezpedit u subjektu, na

ktorého  svoju  povinnost  prenasa,
dodrZiavanie podmienok, (a) ktoré s
vzhladom k charakteru pozadovanej sluzby
relevantné a podobné podmienkam tejto
Zmluvy vratane, avsak nielen, lehdt na
pinenie povinnosti, (b) na zaklade ktorych
tretia strana postupi vsetky prava k
vysledkom svojej &innosti / Studie na
Centrum alebo Zadavatela a (c) podla
ktorych tretia strana umozni Zadavatelovi
alebo tretim stranam Zmluvne opravnenym
Zadavatelom a prislusnym regulaénym
uradom vykonanie auditov a indpekcii u
takejto tretej strany, ¢o sucasne neznamena
obmedzenie povinnosti Centra vo vztahu k
auditom a inSpekcie; a

2.6.2 bude niest' zodpovednost' za riadne plnenie

vietkych povinnosti, ktoré buda predmetom
subdodavatelskych zmlav.

the Sponsor deems them not appropriately
educated and/or qualified. Clinical Trial Team
Members are employees of the Center. Clinical
Trial Team Members and the Principal
Investigator shall attend trainings organized for
them by the Sponsor in connection with the
Clinical Trial, and the Center shall allow such
persons to attend. The Sponsor shall reimburse
reasonable travel and accommodation costs, if
applicable related to the trainings under this
article, but no remuneration shall be provided to
participants or any other persons for attending
such trainings.

2.5 The Center shall make it possible for the
Principal Investigator, Investigators and Clinical
Trial Team Members, as required, to participate
in Investigators’ meetings and teleconferences
held in the course of the Clinical Trial to the
extent requested by the Sponsor.

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

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

2.6.2 be responsible for due performance of all
subcontracted duties.

2.7 Zmluvni partneri sa zavazuju vynalozit' vietko | 2.7 The Contracting Partners agree to make
usilie na zaradenie subjektov ski$ania do maximum efforts to enroll trial subjects in the
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Klinického skusania v sulade s poziadavkami
na zaradovanie a lehotami ustanovenymi v
Protokole. Sucasne lehoty vztahujuce sa k
vykonavaniu  Klinického  sku$ania  su
nasledovne:

2.7.1 Predpokladany zaciatok naboru subjektov

skusania je 30.04.2021 a predpokladané
ukonéenie 24.02.2022. Nabor subjektov
skiSania sa vzdy riadi aktualnymi
podmienkami Protokolu.

2.7.2 Hlavny skusajuci a Centrum suhlasia, Zze

Zadavatel modze jednostranne kedykolvek
zmenit polet subjektov skuasania, ktorych
Hlavny skusajuci do Studie modze zaradit
a/alebo ¢asovy harmonogram naboru, a to
prostrednictvom vydania prislusneho pokynu
ku Klinickému skGsaniu . Takyto pokyn sa
nebude vztahovat na uZz zaradenych
subjektov skusania.

2.8 Hlavny skusajuci sa zavazuje do Klinickeho

sk(Sania zaradit iba riadne spdsobilé
subjekty skusania v sulade s Protokolom a
oznamit zaradenie subjektu skusania do
Klinického skusania s uvedenim ¢isla
rozhodnutia o  Klinickom skusani a datumu
zaradenia subjektu ski$ania do Klinického
skusania zdravotnej poistovni vykonavajlicej
verejné zdravotné poistenie  subjektu
skusania bezodkladne po zaradeni subjektu
skusania do Klinického skusania v sulade s
ustanovenim § 44 pism. o) zakona o liekoch.

2.9 Zmluvni partneri sa zavazuji zabezpedit, ze

Klinické skusanie bude vykonavané v sulade
s povolenim alebo suhlasom k ohlaseniu
vydanym Statnym Ustavom pre kontrolu liegiv
a suhlasmi prislusnych etickych komisii.

2.7

Clinical Trial in accordance with the inclusion
requirements and timelines set forth in the
Protocol. The current timelines for conducting
the Clinical Trial are as follows:

1 Recruitment of trial subjects is expected to
begin on 30.04.2021 and to be completed
by 24.02.2022. Recruitment of trial subjects
is always governed by current terms and
conditions of the Protocol.

2.7.2 The Principal Investigator and Center agree

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

2.8 The Principal Investigator agrees to include in

2.9

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.

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

Zmluvni partneri sa zavazuju poskytnt ethics committees. The Contracting Partners
Zadavatelovi  su¢innost  pri  priprave agree to cooperate with the Sponsor in
dokumentov  tykajucich sa  Klinického preparing documents concerning the Clinical
skisania a odovzdat Zadavatelovi alebo Trial and to immediately provide the Sponsor or
tretej strane uréenej Zadavatelom a third party specified by the Sponsor with all

bezodkladne véetky vyhlasenia potrebné na
povolenie Klinického skusania regulaénymi
organmi a / alebo etickymi komisiami, vratane
avdak nielen (i) Vyhlasenie o finanénych
zaujmoch, (i) CV a (ii) potvrdenie o
zodpovedajucom vybaveni miesta skusania.
Zmluvni partneri sa zavazuju zabezpetit, ze
poskytnuté  dokumenty  tykajuce sa
Klinického skusania su Uplné a spravne.
Napriklad, Vyhlasenie o finan€nych zaujmoch
musi obsahovat vsetky finanéné vztahy
medzi Hlavnym skusajucim a ktorymkolvek

declarations necessary for the approval of the
Clinical Trial by regulatory authorities and/or
ethics committees, including without limitation,
if applicable, (i) Financial Interest Declarations,
(ii) CVs and (iii) confirmation of adequate trial
site facilities. The Contracting Partners shall
ensure that the provided Clinical Trial
documents are complete and correct. For
example, the Financial Interest Declarations
shall contain all financial relations between,
and financial interests of the Principal
Investigator and any Clinical Trial Team
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2.10

Clenom $tudijného timu, a ich finanéné
zaujmy, na jednej strane a Zadavatelom
alebo ktoroukolvek spolo&nostou prepojenou
so Zadavatelom, na strane druhej, vratane -
avéak nielen - odmeny alebo iného
finanéného prospechu prijatého kazdym z
nich od Zadavatela alebo ktorejkolvek zo
spolo¢nosti prepojenych so Zadavatefom za
konzultatneé Cinnosti alebo iné sluzby
nepokryté touto Zmluvou. Potvrdenia o
finanénych zaujmoch by mali byt predlozené
v priebehu Klinického ski$ania, pri jeho
zmene a jeden rok po skongeni Klinického
skisania.  "Prepojenou  osobou" je
akakolvek pravnicka osoba alebo spolo&nost,
ktora (a) je ovladanou osobou v zmysle § 66a
ods. 1 Obchodného zakonnika, (b) je
ovladajucou osobou v zmysle § 66a ods. 2
Obchodného zakonnika, (c) je osobou
ovladanou tou istou ovlddajicou osobou, (d)
je ¢lenom tej istej skupiny, alebo (e) ktora
priamo alebo nepriamo, prostrednictvom
jedného alebo viacerych sprostredkovatelov ,
vykonava kontrolu, je kontrolovana alebo je
pod spoloénou kontrolou so Zmluvnou
stranou.

Hlavny ski3ajici sa zavazuje vsetky
subjekty skasania zodpovedajucim spésobom
informovat o cieloch, metodach,
predpokladanych prinosoch a potencialnych
rizikach Klinického skusania a o okolnostiach,
za ktorych by ich osobné udaje mohli byt
spristupnené Zadavatelovi, jeho Prepojenym
osobam, prislusnym organom, tretim stranam,
ktoré poskytuju sluzby Zadavatelovi a / alebo
etickym komisiam. Hlavny skusajici sa
zavazuje zabezpecit, Ze subjekty skugania sa
zucastnia Klinického skusania az potom, &o
podpisu informovany slUhlas  subjektu
skuSania poskytnuty Zadavatefom. Hlavny
skusajuci uchova original takého sihlasu v
zdravotnickej dokumentécii subjektu
skusania. Ak subjekt ski3ania svoj suhlas v
priebehu Klinického skus$ania odvola,
Zmluvni partneri nesmu vo vztahu k tomuto
subjektu vykonat Ziadne dalsie postupy v
ramci Klinického skusania okrem pripadnych
opatreni tykajucich sa daldieho sledovania
predpisanych Protokolom, s ktorymi subjekt
skusania suhlasil. Nasledna lieéba subjektu,
ktora nesuvisi s  Klinickym skaSanim, je

2.10 The

Member, on one hand, and the Sponsor or any
of the Sponsor's affiliates, on the other hand,
including - but not limited to - remuneration or
other financial benefits received by each of
them from the Sponsor or any of the Sponsor's
affiliates for consultations or other services not
covered in this Agreement. The Financial
Interest Declarations should be submitted in
the course of the Clinical Trial, upon a change
in the Clinical Trial and one year after
completion of the Clinical Trial. “Affiliate” shall
mean any legal entity or company, which (a) is
a controlled person pursuant to Section 66a
para. 1 of Commercial Code, (b) is a controlling
person pursuant to Section 66a, para. 2 of
Commercial Code, (c) is a person controlled by
the same controlling person, (d) is a member of
the same group, or (e) which directly or
indirectly, through one or more intermediaries,
controls, is controlled by or is under joint control
with a Contracting Party.

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

vyhradnou lekarsku zodpovednostou a Contracting Partners.
pravnou zodpovednostou Zmluvnych
partnerov.

2.11 Zmluvni partneri sa zavazuju zabezpedit, ze
subjektom  sku3ania zaradenym do
Zmluva o klinickomn skidani — verzia 05.11.2019
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the trial subjects included in the Clinical Trial
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Klinického skd$ania sa v Centre nebudl do not receive other unregistered medicinal
podavat iné neregistrované lieky podla § 46 products according to Section 46 of
zékona o liekoch a v zmysle Vyhlasky Pharmaceuticals Act and within the meaning
Ministerstva zdravotnictva SR &. 507/2005 of Decree of Ministry of Health of the SR no.
Z.z., ktorou sa upravuju podrobnosti o 507/2005 Coll, regulating details on
povolovani terapeutického pouzitia authorization of the therapeutic use of mass-
hromadne vyrabanych liekov, ktoré produced medicines which are not subject to
nepodliehaju registracii, a podrobnosti o ich registration and details of their payment on
uhrade na zaklade verejného zdravotného the basis of public health insurance, nor shall
poistenia, ani sa nebudu zucéasthiovat iného they participate in any other clinical trial in
klinického skusania, pri ktorom by subjekty which the trial subjects would use medicinal
skusania dostavali v Slovenskej republike products not registered in the Slovak
neregistrovany liek v priebehu Klinického Republic in the course of the Clinical Trial
skusania bez predchadzajiceho pisomného without the prior written consent of the
sthlasu Zadavatela. Sponsor.

212 Ak pogas Klinického sku3ania v Centre | 2.12 If in the course of the Clinical Trial at the
dojde k poskodeniu zdravia subjektu skusania, Center trial subjects' health is harmed, the
Zmluvni partneri sa zavazuji informovat’ o Contracting Partners shall inform the
kazdej takejto udalosti Zadavatela (i) v pripade Sponsor of any such event (i) in case of any
zavazného neziaduceho (ginku alalebo serious adverse effect andfor serious
zavazne] neziaducej udalosti alalebo v adverse events and/or, if applicable, in case
pripadoch tehotenstva, ak take existuja, of pregnancy, within 24 hours at the latest
najneskér do 24 hodin a (ii) v pripade and (ii) in case of any adverse effect and/or
neziaduceho UCinku a/alebo neZiaducej adverse event immediately within the
prihody bezodkladne v ramci lehot timelines specified in the Protocol and other
stanovenych v Protokole a inych pokynoch instructions on safety-related data reporting
danych Zadavatelom o hilaseni  udajov provided by the Sponsor. Such reporting
tykajucich sa bezpec&nosti. Su¢astou takého must also include an assessment of causality.
hlasenia musi byt tiez posidenie pri¢innegj Any other harm to health of trial subjects or
suvislosti. O akomkolvek inom poskodeni any serious breach of the Protocol or good
zdravia subjektu skisania alebo akomkolvek clinical practice guidelines must be reported
zavaznom poruseni Protokolu alebo pokynov to the Sponsor without undue delay. The
spravnej klinickej praxe, musia Zmluvni Contracting Partners will always cooperate
partneri  informovat  Zadavatela  bez with Sponsor in his reports of all serious
zbytoéného odkladu. Zmluvni partneri budu adverse events and adverse effect suspected
vzdy spolupracovat’ so Zadavatelom pri jeho of products or medicines to SUKL, the Ethics
hlaseniach vSetkych zavaznych neziaducich Committee, the relevant health insurance
udalosti a podozreni na nezZiaduce uginky company performing public health insurance
produktov alebo liekov SUKL, Etickej komisii, of Study Subjects, or the competent
prisludnej zdravotnej poist'ovni vykonavajacu authorities of the Member States in whose
verejné  zdravotné  poistenie  subjektu territory is performed the multicentre clinical
sk($ania, pripadne prislusnym organom trial, and in case it is stipulated by the
¢lenskych Statov, na ktorych uUzemi sa legislation or required by Sponsor, will
vykonava multicentrické klinické skusanie, a v provide to the relevant authorities also
pripade ak to stanovuju pravne predpisy alebo requested information. The Contracting
o to poziada Zadavatel, poskytnu prislusnym Partners are obliged to cooperate with
organom aj pozadované informacie. Zmluvni Sponsor with the reporting of adverse effects.
partneri su povinni poskytovat Zadavatelovi
st¢innost' s plnenim povinnosti tykajucich sa
hiaseni neziaducich ucinkov.

213 Zmluvni partneri sa zavazuji bez | 2.13 The Contracting Partners agree to
zbyto€ného odkladu zodpovedat vSetky immediately answer any questions of the
otazky Zadavatela alebo 0séb poverenych Sponsor or persons authorized by the
Zadavatelom tykajuce sa dokumentacie Sponsor  regarding adverse event
neziaducej udalosti Toto zahffa najma documentation. This includes - but is not
aktivne nasledné sledovanie a objasnenie limited to - active follow-up monitoring and
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2.14

2.15

2.17

prislusnych  nezrovnalosti v hlaseniach
neZiaducich udalosti a udalosti tehotenstva.

clarification of relevant inconsistencies in
adverse event and pregnancy reports. For the

Na ucCel hlasenia neziaducich udalosti a purposes of adverse event and pregnancy
udalosti tehotenstva su Zmluvni partneri reporting, the Contracting Partners must use
povinni  pouzivat formulare poskytnuté the forms provided by the Sponsor, if

Zadavatelom, ak také existuju.

Poctas a po skon&eni Klinického skusania
sa zavazuju Zmluvni partneri predlozit
Zadavatelovi v3etky dokumenty prijaté od
Statnych organov, etickych komisii a/alebo
prislusnych regulaénych organov tykajuce sa
akychkolvek suhlasov alebo povoleni alebo
prisiusnej komunikdcie o bezpeénosti vo
vztahu ku Klinickému skasaniu do 24 hodin
od ich obdrzania.

Zmluvni partneri sa zavazuji pouzivat
Skusany liek vyluéne na uéely vykonavania

2.14

2.15

applicable,

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

The Contracting Partners agree to use the
Investigational medicinal product exclusively

Klinickeho skusania a iba spésobom for the purposes of conducting the Clinical
$pecifikovanym v Protokole. Zmluvni partneri Trial and only as specified in the Protocol. The
su zodpovedni za riadne prijimanie, Contracting Partners are responsible for the
pouzivanie, nakladanie, skladovanie a proper receipt, use, handling, storage and
vedenie dokladnej a presnej evidencie keeping detailed and accurate records of
zaobchadzania so Skusanym liekom v handling of the Investigational medicinal

priebehu Klinického skusania v sulade s
poziadavkami  spravnej Klinickej praxe,
spravnej lekarenskej praxe a Protokolom.
Naviac sa Zmluvni partneri zavazuju vratit
alebo zabezpedit riadnu likvidaciu
nepouzitého Skusaného lieku, ak si Zadavatel
likvidaciu vyZiadal (na néklady Zadavatela), a
tato likvidaciu riadne zdokumentovat. V
pripade natatého a nespotrebovaného
Skusaného lieku, ktorého forma podania je
infGzia, zaistia Zmluvni partneri likvidaciu
ihned po priprave &i uprave SkuSaného lieku.

2.16 Centrum sa tymto zavazuje zabezpedit

uskladnenie, pripravu, kontrolu a distribuciu
Skusaného lieku v sulade s ustanovenim
Protokolu, ako aj v sulade so vSeobecne
zavaznymi pravnymi predpismi a v sulade so
vsetkymi ustanoveniami pokynov pre klinické
skusanie liekov Statneho ustavu pre kontrolu
lie€iv. Zmluvni partneri nebudu vyzadovat
zaplatenie Skusaného lieku alebo akejkolvek
sluzby hradenej Zadavatefom podra tejto
Zmluvy od subjektu skusania alebo od tretej
strany, ako je napriklad zdravotna poistovia.

Centrum sa  zavidzuje  menovat
dostatodny potet zastupcov, ktori spinaju
kvalifikatné poziadavky na vykon povolania
farmaceuta alebo farmaceutického laboranta v

product in the course of the Clinical Trial
pursuant to the requirements of good clinical
practice, good pharmacy practice and
Protocol. The Contracting Partners agree to
return any unused Investigational medicinal
productor properly liquidate any unused
Investigational medicinal product, provided
that the Sponsor requested such liquidation
(at the expense of 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 The Center hereby agrees to ensure that the

217

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

The Center agrees to appoint a sufficient
number of representatives who meet
qualification requirements for the position of
a pharmacist and pharmacist laboratory
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2.18

2.19 Kedykolvek o

zmysle =zadkona ¢&. 578/2004 Zz, o assistance pursuant to Act no. 578/2004
poskytovatefoch zdravotnej starostlivosti, Coll., on healthcare providers, healthcare
zdravotnickych pracovnikoch, stavovskych workers, health  organizations, and

organizaciach v zdravotnictve a 0 zmene a
doplneni niektorych zakonov, v zneni
neskorsich predpisov a v zmysle nariadenia
vlady ¢. 296/2010 Z.z. o odbornej sposobilosti
na vykon zdravotnickeho povolania, spdsobe

amendments to certain acts, as amended,
and within the Government Decree no.
296/2010 Coll. on the professional
competence for the performance of the
medical profession, on the training method of

dalsieho vzdelavania zdravotnickych health workers, on the system of specialized
pracovnikov, sustave Specializaénych odborov branches and on the system of certified work
a sustave certifikovanych pracovnych éinnosti, activities, as amended. These
v zneni neskorSich predpisov. Tito representatives shall be responsible for
zastupcovia budl zodpovedni za nakladanie handling the Investigational medicinal

so Skusanym liekom a za vedenie savisiacich
zdznamov a dokumentacie. lhned po
vymenovani tohto zastupcu alebo zastupcov,
oznami Centrum Zadavatelovi pisomne meno
a priezvisko poverenych osbéb spolu s
prislusnymi kontaktnymi informaciami.

Hlavny sku$ajlci sa zavadzuje odoberat
Skasany liek v sulade s Protokolom, a to v
davkovani potrebnom pre kazdi jednotlivu
navstevu subjektu skusania.

to Zadavatel pozZiada,
zavazuju sa Zmluvni partneri podat’ hlasenie o
postupe v Klinickom ski$ani v Centre vratane
udajov o zaradovani subjektov skusania.

2.20 Hlavny skusajuci je povinny zhromazdovat

udaje avkladat ich do 5 pracovnych dni od ich
vytvorenia do elektronickych zaznamovych
listov (dalej len “CRF") v sulade s
nalezitostami stanovenymi v Protokole.
Hlavny sku$ajuci sa zavazuje pravidelne
odovzdavat Zadavatelovi CRF a wv3etku
dokumentéaciu vyZadovanu Protokolom, aby
ich Zadavatel mohol priamo alebo
prostrednictvom iného subjektu priebezne
spracovavat. V pripade omeskania dlhsom
ako 10 pracovnych dni s vkladanim tdajov je
Zadavatel opravneny, na zaklade pisomného
oznamenia doru¢eného Hlavnému
skusajucemu, zastavit zaradovanie subjektov
skusania Hlavnym skuSajucim az do doby,
kedy bude vkladanie (dajov aktualizované.
Pokial bude mat' toto za nasledok omeskanie
v zaradovani subjektov skisania,
Zadavatelovi prinalezia prava stanoveneé v &l
12.4 tejto Zmluvy. V lehote 5§ pracovnych dni
po osetreni posledného zo subjektov sklsania
musi byt dokonfené vioZenie vsetkych
zostavajucich CRF, slvisiacej dokumentacie a
takisto nepouzité CRF v listinnej podobe, ak
také existujg, musia byt odovzdane
Zadavatelovi alebo na poziadanie Zadavatela
znicené. Zmluvni partneri sa zavazuju

2.18

219

2.20

product and for keeping related records and
documentation. Immediately after the
appointment of the representative(s), the
Center shall notify the Sponsor in writing
about the first and last name and contact
details of such appointees.

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

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

The Principal Investigator must collect data
and enter them within 5 working days]of their
generation in the electronic case report forms
OR paper case report forms] (hereinafter
referred to as "CRFs") in accordance with the
requirements set forth in the Protocol. The
Principal Investigator agrees to regularly
forward CRFs and any documentation
required in the Protocol to the Sponsor so that
the Sponsor could process them directly or
through another entity on a continuous basis.
In case of a delay with data entering for more
than 10 working days, the Sponsor shall have
the right by giving written notice to the
Principal Investigator to stop the recruitment
of trial subjects by the Principal Investigator
until data entering is up to date. If this results
in a delay with recruiting trial subjects, the
Sponsor shall have the rights set forth in
Article 12.4 of this Agreement. Within five
working days of the last trial subject’s
treatment, all outstanding CRFs must be
entered and related documentation as well as
unused paper CRFs, if applicable, must be
forwarded to the Sponsor or destroyed upon
the Sponsor's request. The Contracting
Partners agree to assist in promptly clarifying
any questions concerning CRF data and to
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poskytovat sucginnost pri bezodkladnom
objasfovani akychkolvek otazok tykajtcich sa
udajov v CRF a venovat sa tymto otazkam a
zodpovedat ich najneskér v lehote 5 (piatich)
pracovnych dni. Zadavatel mdZe poZadovat
odpovede aj v kratsom &asovom Useku s
ohfadom na klu¢ové $tadia Klinického
skusania, ako napr. &ista databaza. Zmluvni
partneri sa dalej na ziadost Zadavatela
zavazuju poskytovat' primerant suginnost’ pri
priprave celkovej spravy o Klinickom skugani.
Centrum zabezpeti, e CRF nebudu pristupné
nikomu inému ako Clenom &tudijného timu a
Hlavnému skusajucemu a pristup k nim, ak
budu v elektronickej podobe, bude chraneny
pristupovym menom a heslom.

221 Hlavny ska$ajuci je povinny zabezpegdit,
Ze vSetky CRF poskytnuté Zadavatelovi su
pravdivo, presne a riadne vyplnené a Ze su
vernym  odrazom  skuto&nych  vysledkov
Klinického sku3ania. Hlavny skusajuci sa tiez
zavazuje odovzdat' Zadavatelovi képie vsetkych
sprav, vratane vSetkych aktualizacii a zmien,
ktoré si vyziadala eticka komisia.

222 Centrum sa zavazuje uchovavat vietku
elektronickl aj inu dokumentaciu, vratane
zdrojovej dokumentacie a Zlozky
Skusajuceho, zoznamu identifikagnych kédov
subjektov skusania a zdravotnej
dokumentacie subjektov skusania vztahuijucej
sa ku  Klinickému ska%aniu, ktoré  sa
vyzadovaneé na zaklade ICH predpisov a
ostatnych prisludnych pravnych predpisov
upravujucich  vykonavanie Klinického
skusania, po dihsej z nasledujlcich dvoch déb:
1) patnast (15) rokov po skonéeni alebo
preruseni  Klinického skusania alebo 2)
akukolvek dlhsiu dobu pre archivaciu
dokumentacie stanovenu prislusnymi
pravnymi  predpismi. Dokumentacia o
Klinickom skusani musi byt uchovavana na
vhodnom mieste a vhodnym spésobom a
Centrum je povinné viest zaznamy o mieste,
kde je dokumentacia o Klinickom skudani
uchovavana, aby tato bola okamzite k
dispozicii na poziadanie povereného zastupcu
Zadavatela, etickej komisie, auditora alebo
prislusnych Statnych organov. Centrum je
povinné Zadavatela informovat v pripade, ze
planuje archivovat' dokumentaciu o Klinickom
skusani v inych priestoroch ako su tie, ku
ktorym ma Centrum viastnicke alebo iné
uzivacie pravo.

2.23 Zmluvni partneri s si vedomi, Ze Zad4vatel
alebo v jeho mene tretia strana dékladne

Zmluva o klinickom skidani — verzia 05.11 2019
Novartis / UN Martin
Protokol &.: CLIJN452D12201C

2.21

222

2.23

address and answer such questions within
five (5) working days. The Sponsor may
request answers sooner than that due to key
Clinical Trial milestones, such as a clean
database. Furthermore, the Contracting
Partners agree to reasonably assist in
preparing the overall Clinical Trial report upon
the Sponsor's request. The Center shall
ensure that CRFs shall not be available to
any persons other than Clinical Trial Team
Members and the Principal Investigator and
that access to CRFs, if they are in electronic
form, shall be protected by user name and
password.

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

The Center shall keep all electronic and other
documents, including without limitation,
source documents and the 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)
fifteen (15) 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 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.

The Contracting Partners understand that the
Sponsor or a third party on behalf of the
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monitoruje vykonavanie Klinickeho skisania a
pravidelne navstevuje Centrum. Zmiuvni
partneri sa zavazuju primerane podporovat
tieto monitorovacie aktivity, vratane ale bez
obmedzenia, poskytnutim pristupu
poverenému zastupcovi Zadavatela do
priestorov a k udajom podla potreby a dalej sa
zavazuju spolupracovat so Zadavatelom
alebo prislusnou tretou stranou v tomto
ohlade. Na Ziadost Zadavatefa su Hilavny
skudajuci a Clenovia $tudijného timu povinni
sa zucastnit osobnej diskusie.

po skonéeni Klinického skuSania umoznia a
budu podporovat’ vietky kontroly
zodpovednych Statnych organov bez
akychkolvek narokov na osobitnd odmenu &i
nahradu. Zmluvni partneri st  povinni
infformoval Zadavatela o kaZde] takejto
kontrole ¢&i zamere takato kontrolu vykonat
ihned potom, ¢o sa o nich dozvedia. Zmluvni
partneri sa zavazuju umoznit, aby Zadavatel
mohol byt pritomny na kazdej kontrole
vykonavanej Statnymi  organmi alebo
podobnymi institiciami. Pred vyjadrenim sa k
vysledkom takejto kontroly , ak nejaké budu,
su Zmluvni partneri povinni odpoved posudit a
prediskutovat so Zadavatelom. Zmluvni
partneri bez zbytoéného odkladu poskytnu
Zadavatelovi kopie akychkolvek zisteni alebo
kontrol zodpovednych Uradov vo vztahu ku
Klinickému skasaniu.

Sponsor closely monitors the performance of
the Clinical Trial and regularly visits the
Center. The Contracting Partners agree to
appropriately support such monitoring
activities, including without limitation, by
providing the Sponsor's appointed
representative with access to the facilities
and data as necessary and further agree to
cooperate with the Sponsor or the relevant
third party in this regard. The Principal
Investigator and Clinical Trial Team Members
must participate in personal discussions upon
the request of the Sponsor.

2.24 Zadavatel a tatne organy, ako je napr. Urad | 2.24 The Sponsor and government authorities,
Spojenych statov americkych pre potraviny a such as for example the United States of
lieky (dalej len “FDA") maju pravo vykonavat America Food and Drug Administration (the
audit alebo kontrolu zaznamov Zmluvnych “FDA") have the right to audit or inspect the
partnerov, ktorychkolvek inych dokumentacii a Contracting Partners’ records, any and all
priestorov  suvisiacich s  vykonavanim other documentation and the facility relating
Klinického skGSania, a to kedykolvek v to the Clinical Trial at any time during the
priebehu a / alebo po dobu 25 rokov po Clinical Trial and/or for another 25 years after
skon&eni Klinického skua8ania a bez completion of the Clinical Trial and without
akychkolvek narokov Zmluvnych partnerov na the Contracting Partners’ right to special
zvlastne finanéné plnenie . Takyto audit alebo payment. The Sponsor must announce such
kontrolu je Zadavatel povinny primerane audit or inspection sufficiently in advance,
vopred ohlasit' v pripade, Ze je vykonavany provided that it is carried out by the Sponsor.
Zadavatefom. Zmiluvni partneri si povinni The Contracting Partners must assist the
poskytovat Zadavatefovi, nim poverenym Sponsor, its designated representatives or all
zastupcom alebo véetkym Statnym organom government authorities in performing their
sucinnost pri plneni ich uloh v sulade s tasks pursuant to the Protocol and take any
Protokolom a podniknut' vSetky primerané and all reasonable actions requested by the
kroky pozadované Zadavatelom alebo Sponsor or government authorities to remedy
Statnymi organmi na uUcCely odstranenia deficiencies noted during an audit or
nedostatkov zistenych pocgas auditu alebo inspection.
kontroly.

2.25 Zmluvni partneri sa zavézuju, Zze poéas a | 2.25 The Contracting Partners shall, during and

after the Clinical Trial, allow and support any
inspections of responsible authorities without
any right to special payment or
reimbursement. The Contracting Partners
must inform the Sponsor about any such
inspection or the intent to conduct such
inspection as soon as the Sponsor learns
about it. The Contracting Partners shall allow
the Sponsor to be present at any inspection
conducted by authorites or similar
institutions. Prior to responding to the findings
of any such inspection, if any, the Contracting
Partners must review and discuss such
response with the Sponsor. The Contracting
Partners shall promptly provide the Sponsor
with copies of any findings or inspections of
responsible authorities in relation to the
Clinical Trial.
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2.26

227

Zmluvni partneri nesmi vedome vyuzivat
sluzby, bez ohladu na ich rozsah, Ziadnej
osoby, ktorym bolo poskytovanie tychto
sluzieb zakazané FDA alebo ktorymkolvek
inym  prisluénym orgdnom v priebehu
vykonavania Klinického skdania. Zmluvni
partneri dalej zavazne vyhlasuju, Ze podIa ich
vedomosti ani im ani ich zamestnancom,
splnomocnencom alebo z&stupcom, ktori sa
z(&astiujo vykondvania Klinického skugania,
nebolo zakazané vykonavat &innosti, ktoré su
vykonavané v ramci Studie, zo strany FDA
alebo iného organu, ani podla ich najlepsieho
vedomia v suCasnosti neprebieha Ziadne
konanie tykajuce sa takéhoto zakazu vo
vztahu k tymto osobam, najma na zaklade
nasledujucich pravnych predpisov: (i) United
States 21 USC § 335a a/alebo (i) Hlavy 21
Code of Federal Regulation § 312.70. Zmiuvni
partneri sa zavazuju v priebehu Klinického
skusania a po dobu 3 rokov po jeho ukonéeni
ihned informovat' Zadavatela, ak sa dozvedia,
Ze sa zatne takéto konanie vo vztahu k
Hlavnému ska$ajicemu, Centru & jeho
zamestnancovi. Zmluvni partneri dalej
zaruuju a zavazuju sa, Ze podla ich
vedomosti nie su subjektom predchadzajucich

2.26

The Contracting Partners may not knowingly
use the services, regardless of their volume,
of any person prohibited to provide such
services by the FDA or any other competent
authority in the course of the Clinical Trial.
Furthermore, the Contracting Partners
represent and warrant that, as far as they
know, neither them nor their employees,
agents or representatives, who are involved in
the Clinical Trial, have been prohibited by the
FDA or any other competent authority to
perform the activities that are performed
during the Clinical Trial, nor that they are
currently, to the best of their knowledge, the
subject of proceedings concerning such
prohibition by the FDA or any other authority,
in particular on the basis of following
legislative acts (i) United States 21 U.S.C.
Section 335a and (ii) Title 21 Code of Federal
Regulation, Section 312.70. During the
Clinical Trial and for a period of 3 years after
its completion, the Contracting Partners agree
to promptly notify the Sponsor about any such
proceedings initiated against the Principal
Investigator, the Center or its employees.
Furthermore, the Contracting Partners
represent and warrant that, as far as they

ani  prebiehajucich  vysetrovani, vyziev, know, they are not the subject of any past or
upozorneni alebo nepodliehaju  vykonu current investigations, inquiries, warnings or
rozhodnuti organov Statnej spravy enforced decisions of public administration

vztahujucich sa ku klinickym skaskam, ktoré
by neboli ozndmené Zadavatelovi. V pripade,
Ze nastane skuto¢nost podla predchadzajlicej
vety vo vztahu ku Klinickému skusaniu,
Zmluvni partneri to bez zbyto&ného odkladu
oznamia Zadavatelovi.

V pripade, Ze Hiavny skasajuci v
priebehu  Klinického  skisania  ukonéi
pracovnopravny vztah s Centrom, Centrum je
povinné o tejto skuto&nosti informovat
Zadavatela bezodkladne potom, ako sa o tom
dozvie, a suCasne navrhnit riadne
kvalifikovani osobu ako nového hlavného
skudajuceho. Zadavatel ma pravo podat
namietku voci novému Hiavnému
skuSajucemu. Centrum sa zavazuje s
vynalozenim maximalneho uUsilia pozadovat
po novom hlavnom sku$ajucom, aby sa
pisomne zaviazal k dodrZiavaniu podmienok
dohodnutych v tejto Zmluve. Ak Centrum a
Zadavatel nie su schopni dohodnut sa na
osobe nového hlavného skasajuceho alebo ak
novy hlavny skaSajuci nie je ochotny zaviazat
sa k podmienkam stanovenym v tejto Zmiuve,
Zadavatel je opravneny vypovedat tato
Zmiluvu v silade s &l 12.5 tejto Zmluvy.
Centrum a Hlavny sku$ajuci su  povinni

227

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

In the event that the Principal Investigator
terminates his or her employment at the
Center, the Center shall inform the Sponsor
as soon as it learns about it and shall propose
a duly qualified person acting as a new
principal investigator. The Sponsor shall have
the right to object to such replacement. The
Center shall make maximum efforts to require
the new principal investigator to agree in
writing to the terms and conditions stipulated
in this Agreement. If the Center and the
Sponsor are unable to agree on the new
principal investigator or if the new principal
investigator is unwilling to agree to the terms
and conditions stipulated in this Agreement,
the Sponsor shall have the right to terminate
this Agreement in accordance with Article
12.5. The Center and the Principal
Investigator must immediately inform the
Sponsor in writing about any and all changes
having an impact on the availability of
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bezodkladne pisomne informovat Zadavatela
o v3etkych zmenach, ktoré maju vplyv na
dostupnost zdrojov a [/ alebo Clenov
Studijného timu vykonavajucich  Klinické
skusanie.

2.28  Zmluvni partneri sa zavazuju priamo a
bezodkladne informovat’ Zadavatela
(hana.mrazova@novartis.com, 00421 2 5070
6111) v pripade, Ze subjekt skusania zuéastiujuci
sa Klinického skusania oznami &i vyjadri nazor,
Ze doslo k poskodeniu jeho zdravia v dbsledku
utasti na Klinickom skusani , a Ze ma preto pravo
na finanéne odskodnenie .

2.29 Zmluvni partneri sa zavazuju umoZnit
vyskumnym  organizaciam, ktoré  maju
uzatvorent zmluvu so Zadavatelom alebo
ktorejkolvek z Prepojenych oséb, aby v mene
Zadavatela vykondvali ktorékolvek z prav a
povinnosti Zadavatela na zaklade takejto
Zmluvy, v pripade, Ze sa preukazu poverenim
& plnomocenstvom, z ktorého vyplyva ich
opravnenie vykonavat prava a povinnosti
Zadavatela. Zmluvni partneri sa zavazujl
spolupracovat s takymito  vyskumnymi
organizaciami.

2.30  Zmluvni partneri sa zavazuju poskytovat
zdravotné sluzby subjektom, ktorych ucast v
na Klinickom skusani neskonéila, v pripade
Ciastogného uzatvorenia Klinického skisania,
a dalej tiez subjektom zaradenym do
nasledného  sledovania po  skonéeni
Klinického skusania, v sulade s etickymi
pravidlami.

231 V pripade, 2e pri Klinickom skusani
pouziva Centrum, Hlavny skusajuci alebo
Clenovia  $tudijného  timu  pristrojové
vybavenie, ktoré vyzaduje servis, kalibraciu
alebo inG osobitnu starostlivost, Centrum sa
zav#zuje udrziavat' také pristrojové vybavenie
spésobilé riadnej prevadzky, o €om je povinné
Zadavatelovi na vyZiadanie poskytnat
zodpovedajucu dokumentaciu.

Cl. 3 - Povinnosti Zadavatefa

3.1Kontaktnymi osobami Zadavatela vo vztahu
ku Klinickemu sku$aniu su:

Mgr. Hana Mrazova
alebo ktorékolvek dalsie osoby oznamené

Hlavnému skdsajucemu.
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2.28

2.29

2.30

2.31

3.1

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

The Contracting Partners agree to inform the
Sponsor (hana.mrazova@novartis.com,
00421 2 5070 6111) directly and immediately
in the case that a trial subject participating in
the Clinical Trial announces or opines that his
or her health has been damaged due to his or
her participation in the Clinical Trial and that
he/she is therefore entitled to financial
compensation.

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

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 subjecls
included in the post Clinical Trial follow-up in
compliance with ethics rules.

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

Article 3 - Obligations of the Sponsor

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

Mgr. Hana Mrazova

or any other person announced to the Principal

Investigator.
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3.2Zadavatel sa zavazuje Zmluvnym partnerom
poskytnut’ bezplatne v mnoZstve a &asovych
intervaloch na riadne vykonanie Klinického
skusania  Skasany liek, nevyhnutné vzory
CRF a dalsie informacie a dalsie liegivo /
placebo vyZadované na vykonavanie
Klinického skuSania, Prirucka skisajuceho
(pre LIK066 (Licogliflozin), verzia 12, datum -
2.9.2020, pre LIN452 (Tropifexor), verzia 11,
datum - 5.8.2020).

3.3 Skusany liek (ako aj dalsie liedivo, placebo, ak
je vyzadované Protokolom) bude dodavané na
nasledujlicu adresu:

Univerzitnd nemocnica Martin
Interna klinika gastroenterologicka
Kollarova 2
036 59 Martin

3.4 Skusany liek, nevyhnutné vzory CRF a dalsie
informacie vyzadované na vykonavanie
Klinického skusania poskytnuté Centru su a
zostavaju vlastnictvom Zadavatela. Zadavatel
prehlasuje, Zze su spinené vsetky podmienky
stanovené prislusnymi pravnymi predpismi na
vyrobu (dovoz) dodavaného Skusaného lieku
a jeho distriblciu do Centra.

3.5 Zadavatel sa zavazuje poskytovat
Hlavnému  sku3ajucemu  prislusné  nové
informéacie o bezpeénosti tykajuce sa Skusaného
lieku bez zbyto&ného odkladu.

3.6 Zadavatel sa zavazuje poskytnut Zmluvnym
partnerom vybavenie na Uely jeho
vyhradného pouzitia v Klinickom skusani, o
ktorom Zmluvni partneri bud( viest pisomnu
evidenciu, rozsah a podmienky poskytnutia su
vymedzené v prilohe & 5. Zmluvni partneri
vybavenie po skonéeni Klinického sktsania
vratia Zadavatelovi.

Cl. 4 - Odmena

4.1 Zadavatel sa zavazuje zaplatit Zmluvnym
partnerom za riadne vykonané &innosti na
zaklade tejto Zmluvy vratane prevodu prav
podra ¢l. 5 tejto Zmluvy odmenu vo vyske,
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3.2

3.3

3.4

3.5

The Sponsor agrees to provide the
Contracting Partners with the 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, the
Investigator's  Brochure  (for  LIKO66
(Licogliflozin), version 12, date — 2.9.2020, for
LIN452 (Tropifexor), version 11, date -
5.8.2020).

The Investigational medicinal product (as well
as any other drugs, placebo, if required by the
Protocol) shall be delivered to the following
address:
Univerzitna nemocnica Martin
Interna klinika gastroenterologicka
Kollarova 2

036 59 Martin

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 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.

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

3.6 The Sponsor agrees to provide the Contracting

4.1

Partners with equipment for the purposes of
its exclusive use in the Clinical Trial, about
which the Contracting Partners shall keep a
written inventory; the scope and conditions of
its provision are defined in Appendix 5. The
Contracting Partners shall return the
equipment once the Clinical Trial is
completed.

Article 4 — Remuneration
For the activities properly performed based
on this Agreement and for the transfer of

rights under Article 5 of this Agreement, the
Sponsor agrees to provide the Contracting
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spésobom a za podmienok dohodnutych
Zmiuvnymi stranami dalej v tomto &lanku
Zmiuvy a v prilohe €. 1, pricom Zmluvné
strany vyhlasuju, Zze predpokladana vyska
odmeny je 2 680,- EUR za jeden riadne
ukonéeny subjekt sku3ania. Jedinym
prijemcom v3etkych odmien podla tejto
Zmluvy bude Centrum, ktoré sa zavazuje
vyplatit' prisiusna Cast' odmeny Hlavnému
skusajucemu a Clenom $tudijného timu v
sulade so svojimi internymi predpismi.
Zadavatel prehlasuje, Zze neuzavrel so
zamestnancami Centra 2ziadnu dohodu,
ktorej predmetom by bolo poskytnutie
plnenia v stvislosti s Klinickym skusanim.

Partners with remuneration in the amount, by
means and under the terms agreed by the
Contracting parties below herein and in
Appendix 1, whereas the Parties hereto
represent that the anticipated remuneration
amount is EUR 2 680 for one duly
completed Trial subject. The Center shall be
the only recipient of all payments hereunder
and agrees to pay a relevant part of the
remuneration to the Principal Investigator
and Clinical Trial Team Members pursuant to
its internal rules. The Sponsor represents
and warrants that it did not conclude any
agreement about the performance of the
Clinical Trial with any employee of the
Center.

4.2 Zmluvni partneri nemaju narok na zZiadnu | 4.2 The Contracting Partners are not entitled to
ind odmenu ¢&i nahradu okrem tych, ktore any remuneration or reimbursement other
su uvedené v tejto Zmluve alebo v prilohe than that set forth in this Agreement and its
¢. 1 alebo inych zmluvach uzatvorenych so Appendix 1 or other agreements concluded
Zadéavatelom, ibaze ich vopred pisomne with the Sponsor, unless approved in
schvali Zadavatel. advance by the Sponsor in writing.

4.3 Vsetky odmeny a finan¢né nahrady, ktoré | 4.3 Any remuneration and reimbursement for

maju byt zaplatené Centru, st splatné v
lehote 60 dni odo dnfa, kedy bude
Zadavatelovi doru¢eny zodpovedajici
danovy doklad (faktura) so vSetkymi
nalezitostami podfa prislusnych pravnych
predpisov upravujiucich dafi z pridanej
hodnoty, a to v prospech bankového uétu
Centra:

Banka: Statna pokladnica
Cislo uétu/IBAN: SK 84 8180 0000 0070
0028 1377

Faktary musia byt zasielané Zadavatelovi s
uvedenim €isla protokolu, &isla objednavky
a mena zodpovednej osoby za Zadavatela:
Novartis Slovakia, s.r.o., Zizkova 22B, 811
02 Bratislava. Odmeny a finanéné nahrady
podla tejto Zmluvy a prilohy €. 1 (s vynimkou
odmien a finanénych nahrad, u ktorych je
splatnost’ zvlast upravena v prilohe ¢&. 1
Zmluvy) budd Centru a Hlavnému
skusajucemu uhradené takto: Spatne za
bezprostredne  uplynulé a  doteraz
nefakturované obdobie vidy za kazdy
polrok ( februar - jul a august - januar)
po¢nuc prvym zaradenym subjektom
skusania. Zmluvni partneri si spoloéne so
Zadavatelom navzajom pisomne alebo
formou e-mailu odsuhlasia prehlad poctu,
druhu a im odpovedajice hodnoty
jednotlivych Ukonov vykonanych Hlavnym

the Center must be paid within 60 days of
the day the Sponsor receives a relevant tax
document (invoice), which meets all
requirements stipulated in applicable laws
regulating value-add tax, to the following
bank account of the Center:

Bank; Statna pokladnica
Account No./IBAN: SK 84 8180 0000 0070
0028 1377

Invoices must be addressed to the Sponsor,
must include Protocol number, order number
and the name of the Sponsor's responsible
person: Novartis Slovakia, s.r.o., Zizkova
22B, 811 02 Bratislava. Any remuneration and
reimbursement based on this Agreement and
Appendix 1 (except for remuneration and
reimbursement, the due date of which is
specified separately in Appendix 1 to the
Agreement) shall be paid to the Center and
the Principal Investigator in the following
manner: retroactively for the past and not yet
invoiced period of each half-year (February -
July and August ~ January) starting with the
first included trial subject. . The Contracting
Partners and the Sponsor shall approve in
writing or by e-mail an overview of the
number, type and value of individual activities,
which were performed by the Principal
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skudajucim a / alebo inymi Clenmi
Studijneho timu, ktoré maju byt podfa tejto
Zmluvy Zadavatefom hradené (tzv. n&vrh
faktury), zaslany osobou poverenou
Zadavatelom. Tento prehfad musi byt
spracovany zviast pre kazdy subjekt
Klinického skusania a musi zahfiat
polozkovité vyuctovanie véetkych navstev,
vySetreni a dalSich sluzieb vykonanych v
prislusnom polroku.kalendarnom [vyberte
vhodné Stvrtrocie, polrok, mesiace]. Na
zaklade vzajomného odsihlasenia navrhu
faktury vystavi Centrum faktaru na odmenu
a pripadné finanéné nahrady, ktord doruéi
Zadavatelovi. Zadavatel zaplati Centru na
zaklade riadne vystavenej a riadne
dorucenej faktary prislusnid odmenu a
pripadné opravnene fakturované finanéné
nahrady za obdobie, pre ktoré bol
predmetny navrh faktury podra tohto &lanku
odsuthlaseny.

V pripade, Zze Novartis nezasle Centru
vysSie uvedeny prehfad (navrh faktary) na
odsuthlasenie v lehote 30 dni odo dia
ukoncenia prislusného polroku, zasle
Centrum Novartisu pisomnu vyzvu a ak
Novartis nezasle uvedeny prehlad (navrh
faktary) ani v lehote 30 dni od doruéenia
takejto vyzvy, je Centrum opravnené
vystavit faktaru a Novartis je povinny uhradit
Centru odmenu a finanéné nahrady za
vSetky fakturované ukony vykonané v
obdobi prisludného polroku  Hlavnym
skusajucim a/alebo inymi Clenmi studijného
timu.

V pripade, ze Centrum zisti, ze su v
prehlfade (navrhu faktiry) nedostatky, tieto
oznami bez Zbytotného odkladu
Zadavateflovi, ktory je povinny ich odstranit.
Ak ma Zadavatel zato, 2e v prehlade
(navrhu faktury) ziadne nedostatky nie su,
oznami toto Centru. Centrum a Zadavatel su
nasledne povinni si navzajom poskytnut
sucinnost nevyhnutni na odstranenie
pripadnych rozporov, Neposkytnutie
suc¢innosti sa povaZuje za nepodstatné
porusenie Zmiuvy.

Ak neodstrani Novartis nedostatky v
prehfade (navrhu faktury) ani v lehote 45 dni
odo dha doru¢enia oznadmenia podla
predchadzajuceho odseku, alebo v tej istej
lehote neoznami Centru, 2e v prehlade
(navrhu faktary) Ziadne nedostatky nevidi,
plati, ze rozhodny pre vystavenie faktury je
prehlad (navrh faktary) v zneni pripomienok

Investigator and/or other Clinical Trial Team
Members and which are to be paid by the
Sponsor based on this Agreement (i.e. draft
invoice), sent by a person authorized by the
Sponsor. Every overview must be prepared
separately for each trial subject and must
include an itemized list of all visits,
examinations and other services provided in
the relevant half-year. 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. Based on the duly issued and
delivered invoice, the Sponsor 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.

In the case that Novartis does not send the
Center the aforesaid overview (draft invoice)
for approval within 30 days of the end of the
relevant half-year, the Center shall send
Novartis a written reminder and if Novartis
does not send the aforesaid overview (draft
invoice) within 30 days of receipt of the
reminder, the Center shall have the right to
issue an invoice and Novartis shall pay the
Center the remuneration and financial
reimbursement for all invoiced activities
performed during the relevant half-year by the
Principal Investigator and/or other Clinical
Trial Team Members.

The Center must immediately report any
potential deficiencies in the overview (draft
invoice) to the Sponsor, and the Sponsor must
remedy such deficiencies. In the case that the
Sponsor believes that the overview (draft
invoice) has no deficiencies, the Sponsor 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.

In the case that Novartis fails to remedy
deficiencies in the overview (draft invoice), or
fails to inform the Center that Novartis
believes that the overview (draft invoice) has
no deficiencies, within 45 days of
announcement based on the previous
paragraph, the Center shall use its version of
the overview (draft invoice), based on which
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Centra, na zaklade ktorého je Centrum
opravnené vystavit fakturu a Novartis je
povinny odmenu a finanéné nahrady za
fakturované vykony vykonané v obdobi
prisludného polroku Hlavnym skusajacim a /
alebo inymi Clenmi $tudijného timu centru
uhradit.

4.4 Zadavatel ma pravo zadrzat az 10% z
prislusnej sumy odmeny obdobie
prisludného polroku (dalej len “"zadrzné).
Zadavatel sa zavézuje uhradit Centru
zadrzné potom, ¢o budu predloZene vietky
prislusné CRF, budi zodpovedaneé vietky
otdzky s ohladom na data obsiahnuté v
tychto CRF a budu odstranene vietky
nespravnosti a nedostatky v udajoch v
databaze.

4.5 Pokial tato Zmluva neustanovi inak, vSetky
sumy uvedené v tejto Zmluve a v ich
prilohach su uvedené bez DPH. Ak
niektoré platby za sluzby podliehaju DPH,
Zadavatel zaplati prislusnu sumu DPH vo
vyske podfa pravnych predpisov uginnych
ku diiu uskutoénenia zdanitelného plnenia
na zaklade prisludného dafoveho dokladu
(faktury), ktora bude spinat vsetky
nalezitosti predpisané prislusnymi
pravnymi predpismi. Centrum nesie
zodpovednost za uhradenie vSetkych
ostatnych dani v suvislosti s platbami na
zaklade tejto Zmluvy.

46 Zmluvni partneri su si vedomi, Ze
Zadavatel méze zverejnit na centralnej webovej
stranke koncernu www.novartis.sk platby a iné
plnenia tykajuce sa vyskumu a vyvoja, tj. (1)
platby vykonané zo strany Zadavatela na zaklade
tejto Zmiuvy a (2) v8etky vydavky na ubytovanie,
suvisiace vydavky na ob¢erstvenie a na dopravu
Zmluvnych partnerov, ktoré Zadavatel uhradi na
zdklade tejto Zmluvy a (3) vSetky kongresoveé
registratné poplatky, ucastnicke poplatky alebo
obdobné poplatky, ktoré Zadavatel uhradi na
zaklade tejto Zmluvy, a to anonymnym
spdsobom, tji. na agregovanej urovni. Tieto
informacie mozu byt tiez publikované ako sucast
tejto Zmluvy v registi zmliv na zaklade
ustanovenia §5a a § 5b zékona ¢&. 211/2000 Z.z.,
o slobodnom pristupe k informaciam a o zmene a
doplneni niektorych zakonov v zneni zakona &.
546/2010 Z.z. (zakon o slobode informacii) . Bez
ohladu na vy3Sie uvedené moze Zadavatel
zverejnit prevod akejkolvek hodnoty poskytnutej
Zmluva o klinickom skusani — verzia 05.11.2019
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the Center shall issue an invoice and Novartis
shall have to pay the remuneration and
financial reimbursement for invoiced activities
performed during the relevant half-year by the
Principal Investigator andfor other Clinical
Trial Team Members.

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

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 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.

46 The Contracting Partners understand that
the Sponsor may disclose on the central website
of the www.novartis.sk group any payment and
any transfer of value relating to research and
development, i.e. (1) payments made by Sponsor
under this Agreement and (2) any cost of
accommodation, refreshments and travel of the
Contracting Partners, which Sponsor covers under
this Agreement and (3) any congress registration
or participation fees or similar fees, which Sponsor
covers under this Agreement, all this in an
anonymized way, i.e. on aggregated level. This
information may also be disclosed as a part of this
Agreement in the Agreements Register pursuant
to section 5a and section 5b of Act No. 211/2000
Coll., on free access to information and on
amendments to certain acts, as amended by Act
No. 546/2010 Coll. (Freedom of Information Act).
Notwithstanding the aforementioned, the Sponsor
may also disclose any transfer of value under this
Agreement. The Contracting Parties have agreed
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v ramci tejto Zmluvy. Zmluvné strany sa dohodli,
Zze lato Zmluva bude zverejnena v Centralnom
registri zmluv (www.crz.gov.sk), pricom za
zverejnenie zmluvy zodpoveda Centrum.

4.7 VSetky pefiazné plnenia subjektu skisania
su vyplacané Centrom v sulade s touto
Zmluvou a Protokolom. Pravidla pre
vyplacanie su blizsie upravené v prilohe &. 7
k tejto Zmluve,

Cl. 5 - Prava k vysledkom

5.1 Zadavatelovi patria vyhradné prava ku
vietkym vysledkom, Udajom  zisteniam,
objavom, vynalezom a $pecifikaciam, bez
ohladu na to ¢i su sposobilé byt predmetom
patentovej ochrany alebo nie, ktoré vznikli,
boli vytvorené, odvodené, vyprodukované,
objavené, vymyslené alebo inak urobené
Centrom, Hlavnym skusajicim a/alebo
Clenmi &tudijného timu v suvislosti s
vykonavanim Studie (dalej len “Vysledky”).
Zmluvni partneri tymto vopred postupuju
vsetky svoje majetkové prava k Vysledkom
na Zadavatela a Zadavatef tieto postapené
prava prijima. Odmena za tento prevod je uz
zahrnutd v odmene Zmluvnych partnerov
podla €l. 4 tejto Zmluvy. Zmluvné partneri
neziskavaju k Vysledkom plnenim tejto
Zmluvy Ziadne prava.

52 VSetky zdravotnicke dokumentacie a
povodna zdrojova dokumentacia zostanu
majetkom Centra; avsak, Zadavatel je
opravneny ich pouZit v sulade s touto
Zmluvou a ;na zdaklade suhlasu, ktory udelia
subjekty skusania. Spristupnenie Vysledkov
akemukolvek subjektu, vratane Zmiluvnej
vyskumnej organizacie &i etickej komisie
alebo  regulaéného  organu nebude
povaZované za udelenie vlastnickeho prava k
tymto informaciam tychto subjektov.

53 V rozsahu, v akom prava dusevného
vlastnictva k Vysledkom nie st prevoditelné,
udeluju tymto Zmluvni partneri Zadavatelovi
vyhradnu, neodvolatelni v mieste a ¢ase
neobmedzenu licenciu s pravom udelovat'
sublicencie, a to na vSetky spésoby pouzitia
tychto Vysledkov. Odmena za tuto licenciu
je uz zahrnutd v odmene Zmiuvnych
partnerov podla ¢l. 4 tejto Zmluvy. Centrum
sa zavazuje vyvinut maximalne Usilie na to,
aby skutogni vlastnici tychto prav
du$evného vlastnictva, tj.. zamestnanci
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that this Agreement will be published in the
Central Register of Contracts (www.crz.gov.sk),
while the Center is responsible for the publication
of the agreement.

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 detail in Appendix 7 to this
Agreement.

Article 5 - Rights to Results

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

5.2 Al 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.

5.3 To the extent intellectual property rights to
Results are legally not assignable, the
Sponsor is hereby granted by the Contracting
Partners an exclusive, worldwide, sub-
licensable, time-unlimited and irrevocable
license for unlimited use of these Results.
The royalty fee for this license is already
included in the remuneration of the
Contracting Partners under Article 4 of this
Agreement. The Center shall make maximum
efforts so that the actual owners of the
intellectual property rights, i.e. employees of
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Centra a / alebo zainteresované tretie the Center and/or involved third parties,

strany, umoznili Centru udelit vy3sie would allow the Center to grant the
uvedenu licenciu Zadavatelovi. aforementioned license to the Sponsor.

54 Pre odstranenie pochybnosti plati, Ze | 5.4 To eliminate any doubts, an invention that is
vynalezy, ktoré su vylepSeniami, alebo an improvement, a new use or a new drug
novym pouzitim ¢& novymi liekovymi form of the Investigational medicinal product
formami Skusaného lieku su vyluénym shall be the sole property of the Sponsor.

vlastnictvom Zadavatela.

5.5 Zmluvni partneri sa zavazuju zabezpecit, ze | 5.5 The Contracting Partners agree to ensure that

vietky Vysledky (dalej len “Vynalezy"), all Results (hereinafter the “Inventions")
dosiahnuté zamestnancami Centra alebo made by employees of the Center or other
inymi  stranami  zahrnutymi  Zmluvnymi parties included in the Clinical Trial by the
partnermi do vykonavania Klinického Contracting Partners shall be reported to the
skusania, budu bezodkladne oznamené Sponsor without undue delay.

Zadavatelovi.

5.6 Zadavatel alebo ktorakolvek s nim | 5.6 The Sponsor or any of its Affiliates shall have

Prepojena osoba su opravneni podat the right to file a patent application for such
prinlasku patentu pre tieto Vynalezy vo Inventions under its own name or under the
svojom mene alebo v mene urlenej tretej name of a designated third party and at its
strany, na vlastné naklady, s uvedenim own expense, with the inventor(s) named in
mena vynalezca (-ov) v prihlaske patentu. the patent application. The Contracting
Zmluvni partneri sa zavazuju podpisat a Partners agree to sign and to have employees
zabezpetit, aby zamestnanci Centra a of the Center and other parties involved in the
dalSie subjekty zahrnuté Zmluvnymi Clinical Trial by the Contracting Parties sign
partnermi do vykonavania Klinického all documents and give such testimony as the
skusania podpisali vietky listiny a poskytli Sponsor deems necessary for filing a patent
také svedectva, aké Zadavatel uzna za application and for obtaining a patent in order
potrebné na ucel podania prihlasky patentu to protect its intellectual property interests
a ziskania patentu s cielom ochranit arising from the Clinical Trial,

opravnené zaujmy Zadavatela tykajuce sa
duSevného vlastnictva, ktoré vznikna v
suvislosti s Klinickym skuasanim.

5.7 Zadavatel a jeho Prepojené osoby mézu | 5.7 The Sponsor and its Affiliates may utilize,

uzivat, rozmnozovat a  prevadzat reproduce and transform anonymized
anonymizovaneé radiologickeé / diagnostické radiological/diagnostic images made in the
snimky zhotovené v priebehu Klinického course of the Clinical Trial, in compliance with
skudania v rozsahu uvedenom v the provisions of the informed consent and to
informovanom suhlase na vietky ucely, the extent specified in the informed consent,
vedecke alalebo komeréne, v akejkolvek for any scientific and/or commercial purposes,
podobe a  akymkolvek  spdsobom, in any form and by any means, electronic or
elektronickym alebo mechanickym, vratane mechanical, including making photocopies,
vyhotovovania fotokopii, elektronickych electronic recordings (e.g. on CD-ROM),
zaznamov (napr. na CD-ROM), mikro-képil, micro-copies, or by any data storage and
alebo prostrednictvom systémav retrieval systems, including data banks and
uchovavania a obnovovania udajov, vratane the Internet. The Contracting Partners hereby
databank a internetu. Na tento uéel udeluju grant to the Sponsor an exclusive, worldwide
Zmluvni partneri Zadavatelovi vyhradna, and irrevocable license, with the right to grant
miestom neobmedzent a neodvolatelnd a sublicense to the Sponsor's Affiliates, for the
licenciu, vratane prava udelit' sublicencie use of aforementioned images. The royalty
Prepojenym osobam Zadéavatela, na fee for this license is already included in the
uzivanie vy$Sie uvedenych snimok. remuneration of the Contracting Partners
Odmena za tato licenciu je uz zahrnuta v under Article 4 of this Agreement. In the case
odmene Zmluvnych partnerov podfa &l. 4 that the Center or the Principal Investigator is
tejto Zmluvy. Ak nie si Centrum alebo not the owner of these rights to such images,
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Hlavny ski$ajuci viastnikmi prav k tymto
snimkam, Centrum a/alebo  Hlavny
skusajuci sa zavazuju zabezpetil, aby
skuto€ny vlastnik tychto prav, tzn.
zamestnanci Centra al/alebo tretie osoby
zahrnuté do vykonavania Klinického
skusania, umoznili Zmluvnym stranam
udelit vyssie uvedenu licenciu Zadavatelovi.
Zmluvni partneri potvrdzuji, 2e vSetky
takéto snimky budu ziskané so suhlasom
subjektu, ktory Centru odovzda Zadavatel a
Ze nebud( obsahovat Ziadne informacie,
prostrednictvom ktorych by mohol byt
identifikovany konkrétny subjekt skusania.

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

5.8 Zadavatel udeluje Zmluvnym partnerom | 5.8 The Sponsor provides the Contracting
nevyhradnu  licenciu  k  Vysledkom Partners with a non-exclusive license to
vytvorenym v Centre na interné nekomeréné Results created at the Center for internal non-
vyskumné a vzdelavacie ucely pri dodrzani commercial research and educational
podmienok zachovania dévernosti a purposes, subject to confidentiality and
podmienok pre publikovanie, ktoré su publication terms specified in this Agreement.
obsiahnuté v tejto Zmluve. Tato licencia Such license does not allow for granting any
neopraviiuje k udelovaniu akychkolvek sub-licenses.
sublicencii.

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

so vSetkymi informaciami oznatenymi ako
"Doéverné" a prijatymi od Zadavatela alebo v
jeho mene alebo od Prepojenych o0séb
Zadavatela v suvislosti s  Klinickym
skaganim , Skusany liekom, Protokolom
alebo touto Zmluvou a s Vysledkami (dalej
len ,Ddverné informécie”) prisne déverne.
Zmluvné strany sa zaroven dohodli, Ze su
Zmluvni partneri povinnl zaobchadzat' ako s
doévernymi aj s tymi informaciami, ktoré sice
ako ,Doverné" nie st oznagené, ale mézu
byt povaZzované za Déverné informacie, a to
na zaklade ich povahy alebo podmienok,
ktoré sa vztahovali k ich poskytnutiu alebo
spristupneniu, vratane v&etkych udajov
tykajucich sa Klinického sku$ania, udajov
pre vnutornt potrebu, alebo informacii
vytvorenych na zaklade Klinického
skuSania, a to napriklad vratane Protokolu,
suboru informacii pre sku$ajuceho &
predbeznych vysledkov Studie. Zmluvni
partneri smu pouzivat' Déverné informacie
iba na Ucely pinenia tejto Zmluvy a zavazuj
sa nespristupnit’ takéto Doverné informacie
Ziadnej tretej strane mimo stran poverenych
Zadavatefom bez  predchadzajuceho
pisomného suhlasu Zadavatela. Zmluvni
partneri sa zavazuju umoznit pristup k
dbvernym informaciam len osobam, ktoré sa
s Doévernymi informaciami maju potrebu

strictly confidential all information marked as
“Confidential” and received from or on behalf
of the Sponsor or any of its Affiliates in relation
to the Clinical Trial, the Investigational
medicinal product, the Protocol or this
Agreement as well as Results (hereinafter
referred to as “Confidential Information”).
The Contracting Parties agree that the
Contracting Partners must also treat as strictly
confidential any information that is not marked
as “Confidential” but can be considered
Confidential Information based on its nature
or conditions under which it was provided or
disclosed, including any data concerning the
Clinical Trial, information for internal use only
or information created based on the Clinical
Trial, for example including the Protocol, the
dataset for the investigator or preliminary
results of the Clinical Trial. The Contracting
Partners may use Confidential Information
only for the purposes of performance of this
Agreement and agree not 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
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zoznamovat na ucel poskytovania sluzieb
na zaklade tejto Zmluvy, a aj to len vtedy, ak
tieto osoby boli Zmluvnymi partnermi
preukazatelne zaviazané k reSpektovaniu
podmienok aspon tak prisnych, ako su
podmienky podfa tohto ¢lanku. 6.

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

6.3 Pojem Doéverné informacie, ako je
pouzivany v tejto Zmluve, sa nevztahuje na
udaje a informacie, pri ktorych mozu
Zmluvni partneri preukazat, ze (i) nimi
Centrum alebo Hlavny skusajuci disponovali
bez povinnosti zachovavat o nich
miéanlivost v ¢ase, ked im boli spristupnené
Zadavatelom alebo jeho Prepojenymi
osobami , alebo menom niektorych z nich,
(ii) su alebo sa stanu suéastou verejnych
informacii inak ako konanim alebo
opomenutim Centra alebo Hlavného
skusajuceho, (iii) ich Centrum alebo Hlavny
skusajuci pravom nadobudli od tretej strany,
ktord nie je voéi Zadavatelovi alebo jeho
Prepojenym osobam viazana vyslovnou
alebo implicitnou povinnostou miganlivosti,
alebo (iv) boli vytvorené nezavisle Centrom
alebo Hlavnym skusajucim bez odkazovania
sa na Déverné informacie alebo ich pouZitie.

6.4 NavySe su Zmluvni partneri opravneni
spristupnit Ddverné informacie v takom
rozsahu, v akom je takéto zverejnenie
vyzadované zakonom alebo vykonatelnym
sudnym rozhodnutim, avSak za podmienky,
Ze Zmluvni partneri o tejto skutoénosti v
primeranom ¢asovom predstihu informuja
Zadavatela a na jeho zZiadost s nim budu
spolupracovat' v snahe dosiahnut opatrenia
na Ucéely ochrany alebo iného primeraného
pravneho prostriedku. Zmluvni partneri sa
zavazuju vyvinut' vdetko primerane usilie,
aby zabezpedili déverné zaobchadzanie s
ktoroukolvek z Dévernych informacil, ktora
bude spristupnena.

6.5 Tieto povinnosti zachovavat' mi¢anlivost a
zakaz pouzivania Doévernych informacii
podfa tejto Zmluvy zostanu v platnosti aj po
skonceni tejto Zmluvy.

6.6 Zmluvni partneri sa zavazuju na Ziadost
Zadavatela zlikvidovat a zmazat Doéverné
informacie, ktorymi disponuju alebo ich
vratit Zadavatelovi.
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6.2

6.3

6.4

6.5

6.6

such persons were provably bound by the
Contracting Partners to observe conditions
that are at least as stringent as the conditions
under this Article 6.

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

The term Confidential Information, as used in
this Agreement, does not apply to data and
information where the Contracting Partners
can prove that such data and information (i)
were already in possession of the Center or
the Principal Investigator without the
confidentiality obligation at the time of their
disclosure to them by or on behalf of the
Sponsor 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 independently by the Center
or the Principal Investigator without reference
to Confidential Information or its use.

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

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

The Contracting Partners agree to liquidate
and delete any Confidential Information in
their possession or to return it to the Sponsor
upon the request of the Sponsor.
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6.7

Véetky dohody existujuce pred uzavretim
tejto Zmluvy, ktoré sa tykaju povinnosti
zachovavat mi¢anlivost vo vztahu ku
Klinickemu sku$aniu , sa nahradzaju touto
Zmluvou a len pokial sa tykaju Klinického
skusania.

6.7

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

6.8 Zadavatel sa zavézuje zachovavat | 6.8 The Sponsor agrees not to disclose any fact
micanlivost o skutognostiach, ktoré that the Center designates as confidential.
Centrum oznati ako skuto&nosti doverné.

CL7- Publikovanie, tlatové spravy a | Article 7 — Publication, Press Releases and
verejné oznamenia Public Announcements

7.1 Zadavatel uznava zaujem Zmluvnych | 7.1 The Sponsor acknowledges the interest of the

partnerov na nekomerénom vedeckom
publikovani Vysledkov, bez ohladu na to, &i
vysledok Klinického skusania je pozitivny
alebo negativny. S ohladom na opravnené
zaujmy Zadavatela sa Zmluvni partneri
zavazuju dodrziavat nasledujuce povinnosti
a podmienky na publikovanie:

7.1.1 Zmluvni partneri sa zavazuju poskytovat

7.1.2 Pokial

Zadavatelovi vSetky navrhy na publikovanie
alebo ustne prezentacie tykajuce sa
Klinického sku3ania alebo Skusaného lieku
alebo Vysledkov (dalej len "Publikacie")
najmenej Sestdesiat (60) dni pred
zamyé&lanym predioZzenim alebo
prezentaciou Publikacie, aby ich Zadavatel
mohol skontrolovat'

Zadavatel neoznami Zmluvnym
partnerom v ramci lehoty 45 dni odo dna,
ked mu bola doru¢end zamyslana
Publikacia, Zmluvni partneri sa zavazuji
pripomenut’ Zadavatelovi predpokladany
datum Publikacie. Zmluvni partneri nie su
opravneni publikovat Publikacie bez
vyslovného suhlasu Zadavatela.

7.1.3 Zmluvné strany berlt na vedomie a

suhlasia, ze v pripade multicentrickych
studii sa Vysledky Klinického skusania
publikuja iba prostrednictvom koordinacie
so Zadavatelom na (&el kombinovania
vysledkov zo vietkych centier
zGcastnenych Klinického  skisania.
Zmluvni partneri su opravneni publikovat
Vysledky ich Centra za podmienky, Ze
celkové vysledky neboli publikované do 18
mesiacov od dokon&enia Klinického
skusania, a suCasne za podmienky
postupovania v sulade s podmienkami
stanovenymi v tomto &lanku.

7.1.1

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

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

If the Sponsor does not notify the Contracting
Partners within 45 days of the Sponsor's
receipt of the intended Publication, the
Contracting Partners agree to remind the
Sponsor of the intended date of the
Publication. The Contracting Partners are not
allowed to publish Publications without the
explicit consent of the Sponsor.

7.1.3 The Contracting Parties acknowledge and

agree that, in case of multi-center studies,
Results of the Clinical Trial are published only
through coordination with the Sponsor in
order to combine the results of all centers
participating in the Clinical Trial. The
Contracting Partners may publish Results of
their Centers on the condition that overall
results were not published within 18 months
of the completion of the Clinical Trial, subject
to the compliance with the terms set forth in
this Article.
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7.1.4 Zadavatel a Zmluvni partneri sa zavazujd
prediskutovat' vSetky rozdiely v nazoroch na
zamyslany obsah Publikacie s ciefom najst
rieSenie uspokojivé pre Zadavatela aj pre
Zmluvnych  partnerov. Zadavatel je
opravneny navrhnut akékolvek zmeny
Publikacie, ktoré odévodnene povazuje za
potrebné na vedecké ucely. Zmluvni

7.1.4 The Sponsor and the Contracting Partners
agree to discuss any difference of opinion with
regard to the intended content of the
Publication in order to find a solution
satisfactory for the Sponsor and the
Contracting Partners. The Sponsor may
recommend any changes in the Publication,
which the Sponsor reasonably deems

partneri sa zavazuju, Zze implementacia necessary for scientific purposes. The
takychto odporu¢anych zmien nebude Contracting Partners agree that the
bezddvodne odmietnuta. implementation of such recommended

changes shall not be unreasonably refused.
7.1.5 Ak mozno o¢akavat, ze takato Publikacia by {7.1.5
mohla mat' neziaduci G¢inok na zachovanie
dévernosti  ktorejkofvek z Dévernych
informacii Zadavatela, Zmluvni partneri sa
zavazuju zabranit' takejto Publikacii, ibaze
by predmetna Ddverna informacia nemohla
byt vymazana z Publikdcie bez ujmy
vedecke]j spravnosti Publikacie.

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

7.1.6 Ak by Publikacia z pohladu Zadavatela
mohla mat’ neziaduci ucinok na schopnost
ziskat' patentovu ochranu pre ktorykolvek
Vynalez, Zadavatel ma pravo poZadovat
odklad Publikacie na primerant dobu na
ucel pripravy a podania Ziadanej patentovej
prihladky Zadavatefom alebo v jeho mene,
avsak tato doba nesmie presiahnut Sest’ (6)
mesiacov od datumu, kedy Dbola
Zadavatelovi Publikacia doru¢ena na
kontrolu. Zadavatel ma pravo pozZadovat
dalsi odklad Publikacie, ak patentova
prihladka bola podana a ak prihladka s
pravom prednosti je neuplna a v ramci 1
roka od podania prihladky s pravom
prednosti musi byt do Ziadosti doplneny
predmet patentovej prihlasky. V tomto
pripade ma Zadavatel pravo pozZadovat
odklad akejkolvek Publikacie az do
doplnenia prihlasky s pravom prednosti.
Zadavatel nebude zakazovat Publikaciu v
pripade, ked informacia, ktora je spbsobila
byt predmetom patentovej ochrany, bola z
planovanej Publikacie odstranena.

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

7.1.7 Zmluvni partneri sa zavazuju zahrnuat' do The Contracting Partners agree to include in

kazdej Publikacie ustanovenia informujtce,
Ze vytvorenie  Udajov bolo podporené
Zadavatelom a suc¢asne sa Zmluvni partneri
zavazuju informovat o svojej miere
angazovanosti na Klinickom skasani i a
prospechu, ktory im z Klinického skisania
plynul. Autorstvo a uznanie za vedecké
publikovanie by mali byt v sllade s
jednotnymi poziadavkami na rukopisy

every Publication information that the creation
of data was supported by the Sponsor as well
as information about their involvement in the
Clinical Trial and their benefits from the
Clinical Trial. Authorship and
acknowledgements for scientific publications
should be consistent with the Uniform
Requirements for Manuscripts issued by the
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vydanymi Medzinarodnym vyborom International Committee of Medical Journal
redaktorov lekarskych Casopisov - ICMJE Editors (ICMJE).
(Uniform Requirements for Manuscripts).

7.2 Zmluvni partneri sa zavazuju zaviazat | 7.2 The Contracting Partners agree to impose the
rovnakymi povinnostami a poZiadavkami na same obligations and requirements for
publikovanie, ktoré su stanovené v &l. 7.1 publications as set forth in Article 7.1 on all
tiez vetkych Clenov $tudijného timu. Clinical Trial Team Members.

7.3 Povinnosti stanovené v ¢&l. 7.1 zostani v | 7.3 The obligations set forth in Article 7.1 shall
platnosti dalSich patnast (15) rokov po remain in effect for another fifteen (15) years
predéasnom ukon&eni alebo po ukonéeni after early termination or expiration of this
tejto Zmiuvy. Agreement.

7.4 Zadavatel je opravneny zverejnit vysledky | 7.4 The Sponsor may publish Results of the
Klinického skusania spédsobom, ktory uzna Clinical Trial in any manner it deems
za vhodny, a to ako po celu dobu trvania appropriate, both during, and following
tejto Zmluvy, tak aj po jej ukonéeni, dalej je termination of this Agreement; the Sponsor
Zadavatel opravneny umiestnit informéacie o may also post information about the Clinical
Klinickom skusani a o Vysledkoch na Trial and Results on the Internet, e.g. on
internet, napr. na stranky www.ClinicalTrials.qov (register posting) and
www.ClinicalTrials.gov (zverejnenie on websites for results posting, on the
registra) a na stranky pre zverejnenie Sponsor's company website (register and
vysledkov, na firemné stranky Zadavatela results posting) and in any other database
(zverejnenie registra a vysledkov) a v and/or registry required by laws in accordance
ktorejkolvek databaze a/alebo v registri v with applicable standards regarding scope,
sulade s  pravnymi predpismi a s form and content.
prisludnymi normami vo vztahu k rozsahu,
forme a obsahu.

7.5 Zmluvni partneri sa zavazuju nepublikovat | 7.5 The Contracting Partners agree not to publish
Ziadne tlatové spravy alebo iné verejné any press release or any other public
oznamenia o] Klinickom skusani, announcements about the Clinical Trial,
Vysledkoch Klinického sku3ania a/alebo Results of the Clinical Trial and/or the
Skusanom lieku bez predchadzajuceho Investigational medicinal product without the
pisomného sihlasu Zadavatela, s vynimkou Sponsor's prior written consent, except for
opravnene uverejnenych a verejne justifiably disclosed and publicly available
dostupnych informacii. information.

7.6 Nazov Zadavatela nesmie byt pouzivany v | 7.6 The name of the Sponsor may not be used in
Ziadnom reklamnom alebo inom materiali any advertising or any other material of the
Zmluvnych partnerov bez Contracting Partners without the Sponsor's
predchadzajuceho pisomného schvalenia prior written authorization.

Zadavatelom.
Cl. 8 - Zodpovednost' a odskodnenie Article 8 — Liability and Indemnity

8.1 Zmluvni partneri sa zavézuju Zadavatelovi | 8.1 The Contracting Partners agree to indemnify
nahradit' ujmu (vratane ujmy nemajetkovej a the Sponsor for any damage (including non-
smrti subjektu ski$ania) vzniknutej z pecuniary damage and death of trial subject)
dévodu (i) nedbanlivého alebo umyselného incurred as a result of (i) a negligent or willful
protipravneho konania alebo opomenutia a illegal act or omission and/or (ii) a breach of
/ alebo (i) porusenia ktorejkolvek z any obligations assumed under this
povinnosti prijatych na zaklade tejto Zmluvy Agreement as well as (iii) breach of legal
ako aj (iii) porusenia pravnych predpisov regulations by either of them or any employee
ktorymkolvek z nich, alebo ktorymkolvek zo of the Center or contractors used for the
zamestnancov Centra alebo Zmluvnych purposes of fulfilment of this Agreement.
partnerov, ktori budu participovat na plneni Claim for damages does not arise, or arises
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tejto Zmluvy. Narok na nahradu 3$kody only in a proportional amount, if health-related

nevznika, pripadne vznika len v pomernej harm (including death) occurred due to the
vySke, ak ujma na zdravi (vratane smrti) fault or contributory fault of the trial subject or
bola sposobena zavinenim ¢i his/her legal representative, also due to
spoluzavinenim subjektu skusania &i jeho negligence.

zakonného zastupcu, €o aj z nedbanlivosti.

8.2 Zadavatel je Zmluvnym partnerom | 8.2 The Sponsor must indemnify the Contracting

(Centrum alebo Hlavny skasajuci dalgj Partners (hereinafter the Center and the
oznacovani len "OdSkodiovana strana”) Principal Investigator collectively referred to
povinny nahradit ujmu (vratane ujmy as the “Indemnified Party”) for damage
nemajetkovej) v rozsahu, v akom je voéi nim (including non-pecuniary damage) to the
na prisludnom sudde subjektom skusania extent to which a trial subject or any other
alebo inymi, na to podla platnych pravnych under law entitled person successfully claims
predpisov opravnenymi osobami, uspesne namely damage to health (including death) as
uplatneny najma narok na nahradu ujmy na a result of using the Investigational medicinal
zdravi (vratane smrti) vzniknutej z dévodu product or any clinical intervention or
uzivania Skusaneho lieku alebo procedure required by the Protocol in a
akéhokolvek vykonu alebo postupu competent court of justice, provided that such
vykonaného na subjekte sku3ania podla damage:

poziadaviek Protokolu, a to za podmienky,
Ze tato ujma:

8.2.1 nevznikla z dovodu, Ze Odskodiovana | 8.2.1 did not arise from the failure of the Indemnified

strana nekonala v sulade (a) s podmienkami Party to comply with (a) the terms of this
tejto Zmluvy; a/alebo (b) Protokolom; a/alebo Agreement; and/or (b) the Protocol, and/or (c)
(c) véetkymi prislusnymi pravnymi predpismi all applicable laws and regulations governing
a pravidlami upravujacimi vykonavanie the performance of the Clinical Trial, and/or
Klinického skusania; alalebo (d) (d) safety measures and written instructions of
bezpecnostnymi opatreniami a pisomnymi the Sponsor or its Affiliates; and/or

pokynmi Zadavatela alebo jeho Prepojenych
os6b; a/alebo

8.2.2 nevznikla z dbvodu nedbanlivostného | 8.2.2 does not arise from a negligent or willful illegal

alebo umyselneho protipravneho konania act or omission of the Indemnified Party;
alebo opomenutia Od3kodfiovanej strany; and/ar
alalebo

823 nie je plne hradend z poistenia | 8.2.3 is not fully covered by insurance taken out in
dohodnutého v sulade s pravnymi predpismi compliance with applicable laws for the
v prospech Odg&kodinovanej strany. benefit of the Indemnified Party.

8.3 Dalej plati, ze ak vznikne taka ujma iba | 8.3 In the case that such damage incurs only in
stasti z dévodov na strane Odskodinovanej part due to reasons on the part of the
strany uvedenych v ¢l. 8.2.1, alebo 8.2.2, Indemnified Party as specified in Article 8.2.1
Odskodriovanej strane vznikd narok na or 8.2.2, the Indemnified Party shall be entitled
nahradu ujmy voci Zadavatelovi v rozsahu, to indemnification from the Sponsor to the
v akom vznikla $kodu mimo dévodov extent to which the reasons indicated in Article
uvedenych v €l. 8.2.1 alalebo 8.2.2. 8.2.1 and/or 8.2.2 did not contribute to the

damage.

8.4 Pravo Zmluvnych partnerov na nahradu [ 8.4 The Contracting Partners shall not be entitled
ujmy podlfa ¢&l. 8.2 dalej nevznikne a to indemnification under Article 8.2 and the
Zadavatel nebude mat' povinnost' nahradu Sponsor shall not provide indemnification,
ujmy poskytnut, s vynimkou ods. 8.4.3, len with the exception of Paragraph 8.4.3, if the
v rozsahu, v ktorom bude mat porusenie Contracting Partners breach any of the
niektorej z nizsie uvedenych povinnosti zo following obligations and such breach has a

strany Zmluvnych partnerov negativny vplyv
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na moznost uspeSne sa branit
uplatnenému naroku na nahradu ujmy:

proti

negative impact on the possibility of
successful defense against the lodged claim:

8.4.1 Zmluvni partneri sa zavazuju pisomne |8.4.1 The Contracting Partners agree to notify the
informovat Zadavatela o kazdom naroku Sponsor in writing and as much as possible
afalebo Zalobe v maximalnom mozZnom about a claim and/or lawsuit according to
rozsahu, podla tychto ustanoveni o these provisions on indemnification within
nahrade ujmy, a to do patnastich (15) dni fiteen (15) days of learning about such a
odo dna, ked sa o nich dozvedia, a si¢asne claim or lawsuit and to allow the Sponsor to
sa zavazuju umozZnit Zadavatelovi, aby approve all acts and defense against such a
schvaloval vietky ukony a obranu proti takto claim or lawsuit, including the right to decide
uplatnenému naroku alebo Zalobe vratane on its settlement; and
rozhodovania o urovnani sporu; a

8.4.2 Zmiuvni partneri si povinni spolupracovat’ [8.4.2 The Contracting Partners must cooperate and
so Zadavatelom a jeho pravnymi require its employees to cooperate, with the
zastupcami a poistovatelmi pri obrane proti Sponsor and its attorneys and insurers in the
takému naroku alebo Zalobe, a zabezpecit defense of such a claim or lawsuit; and
takuto spolupracu to strany svojich
zamestnancov, a

8.4.3 Zmluvni partneri nesmu uznat' ani uspokojit' [8.4.3 The Contracting Partners may not recognize

Ziadny takyto narok mimo alebo v ramci
sudneho konania bez predchadzajuceho
pisomného suhlasu Zadavatela.

8.5 Zadavatel je Odskodnovanej strane povinny

9.1

nahradit ujmu na zdravi (vratane smirti),
ktora vznikla subjektu skusania vyhradne v
dosledku  uzivania SkGSaného lieku
pouziteho v ramci Klinického skisania a to
za predpokladu, Ze narok nevznikol v
dosledku porusenia povinnosti Zmluvnych
partnerov.

Cl. 9 - Poistenie

Zadavatel zodpoveda za zabezpedenie
poistenia na ucel Klinického skasania v
stlade s prislusnymi pravnymi predpismi.
Na tento uCel Zadavatel prehlasuje, Ze
zabezpedil poistenie zodpovednosti
Zadavatela a Centra za $kodu (vratane
nemajetkovej ujmy, okrem nemajetkovej
ujmy spOsobenej porusenim prav na
ochranu osobnosti & mena, urdzkou na cti,
ohovaranim, $ikanovanim, obtaZovanim,
nerovnakym zaobchadzanim & inymi
sposobmi diskriminéacie), prostrednictvom
ktorého je zabezpetené aj odSkodnenie v
pripade smrti subjektu sku3ania alebo v
pripade ujmy vzniknutej na zdravi subjektu
skusania v  dosledku  vykonavania
Klinickeho skusania v sulade s § 43 pism.
h) bod 3 zakona o liekoch. Zadavatel dalej
prehlasuje, 2ze zabezpedil poistenie
zodpovednosti Centra za 5kodu, ktora moze
byt spdsobena subjektu skusania v stlade s

8.5

9.1

or settle any such claim or lawsuit without the
prior written consent of the Sponsor.

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
and used in Clinical Trial provided that such
claim was not due to a breach of the
Contracting Partners' obligations.

Article 9 - Insurance

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
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§ 43 pism. h) bod 4. zakona o liekoch. Pre Pharmaceuticals Act. In order to eliminate any
vylucenie pochybnosti Zadavatel a Zmluvni doubts, the Sponsor and the Contracting
partneri vyhlasuju, ze poistenie podla tohto Partners represent and warrant that this
odseku nenahradza poistenie vztahujuce sa insurance does not replace insurance
k aktivitam, ktoré nesuvisia s Klinickym covering activities which are not related to the
skasanim Stadiou, napr. bezne Clinical Trial, e.g. a regular provision of
poskytovanie zdravotnych sluzZieb. medical services.
€lI. 10 - Ochrana a spristupnenie Article 10 — Personal Data Protection and
osobnych tudajov Disclosure

10.1  Zmluvni partneri su si vedomi, Ze Zadavatel (10.1 The Contracting Partners understand that the
alebo tretia osoba Zadavatelom poverena Sponsor or a third party authorized by the
budu vkladat Vysledky Klinického skusania Sponsor shall enter Results of the Clinical
a vsetky spravy suvisiace s Klinickym Trial, all reports related to the Clinical Trial,
skudanim, zaznamy o Skoleniach v mieste site-training records and outcomes of all
realizacie Klinického sku$ania a vystupy z audits performed by, or on behalf of, the
akychkolvek auditov vykonanych Sponsor into internal electronic databases of
Zadavatelom alebo v jeho mene podla the Sponsor and/or third parties authorized by
pravidiel spravnej klinickej praxe alebo the Sponsor in compliance with good clinical
indpekcii do internych  elektronickych practice rules or inspections. As part of such
databaz Zadavatela a / alebo tretich oséb data management, the personal data of the
poverenych Zadavatefom. V ramci tejto Principal Investigator, such as first and last
spravy udajov moéZu byt v sulade s name, address and financial interests
poZiadavkami pravidiel spravnej klinickej according to the Financial Interests
praxe a prislusnych pravnych predpisov na Declaration, as well as the personal data of
useku ochrany osobnych udajov other employees of the Center, Clinical Trial
uchovdvané, spracované a pouzité Team Members and their involvement in the
Zadavatelom, jeho Prepojenymi osobami a Clinical Trial and outcomes of audits
poverenymi tretimi stranami osobné udaje performed by the Sponsor in compliance with
Hlavného skasajuceho, ako su meno, good clinical practice rules or inspections
priezvisko a adresa, finanéné zaujmy podla (hereinafter referred to as “Data”) and
Potvrdenia o finanénych zaujmoch, a dalej personal data protection laws may be stored,
tiez osobné udaje inych zamestnancov processed and used by the Sponsor, its
Centra, Clenov S$tudijného timu a ich Affiliates and authorized third parties in
zaangazovanie v  Klinickom sk(sani a compliance with good clinical practice rules
vystupy auditov vykonanych Zadavatelom and applicable personal data protection laws.
podla pravidiel spravnej klinickej praxe The Sponsor shall provide Data to external
alebo inSpekcii (dalej len ,Udaje”) a public databases, such as clinicaltrials.gov, as
pravnych predpisov vztahujucich sa k well as, to the extent necessary under
ochrane osobnych udajov. Zadavatel bude applicable law, to government authorities.
poskytovat' tieto Udaje externym verejnym Data shall be processed for the purposes of
databazam, ako je napr. clinicaltrials.gov a v compliance with the Sponsor's legal
nevyhnutnom rozsahu na  zaklade obligations and for the management of clinical
prislusnych  pravnych  predpisov tiez trials. Data shall be processed for an indefinite
organom verejnej moci. Udaje budud pericd of time, however, no longer than until
spracovavane pre plnenie pravnych the purpose, for which they are processed, is
povinnosti Zadavatefa a pre manazment fulfilled.
klinickych skusok. Udaje budd
spracovavané po dobu neuréitd, najdlhsie
v§ak do naplnenia ucelu.

10.2 Zmluvni partneri sa zavazuju zabezpecit, Zze |10.2 The Contracting Partners agree not to enroll
do vykonavania Klinického sku$ania any natural persons in the Clinical Trial until
nebudu zaangaZzované ziadne fyzické such persons grant their consent to the
osoby, kym tieto osoby neudelia suhlas so processing of their personal data to the extent
spracovanim svojich osobnych udajov v specified in Appendix 2 to this Agreement and
rozsahu podla prilohy €. 2 tejto Zmluvy a
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kym Zmluvni partneri nezaslu tento suhlas until the Contracting Partners send such
Zadavatelovi, consents to the Sponsor.

10.3 Zmluvni partneri sa zavazuju bezodkladne a | 10.3 The Contracting Partners agree to inform the
pisomne informovat  Zadavatela o Sponsor in writing about any breach of
akomkolvek  poruseni ustanoveni o personal data protection provisions without
bezpecnosti osobnych udajov, v kazdom undue delay; however, no later than five (5)
pripade vsak najneskér do piatich (5) dni od days following such breach.
datumu takéhoto porusenia.

10.4 Zmluvni partneri a Zadavatel sa zavazuju | 10.4 The Contracting Partners and the Sponsor
konat v silade s prisludnymi pravnymi agree to adhere to applicable personal data
predpismi na udseku ochrany osobnych protection laws, especially Regulation (EU)
udajov, najma s Nariadenim Eurdpskeho 2016/679 of the European Parliament and of
parlamentu a Rady (EU) 2016/679 z 27. the Council of 27 April 2016 on the protection
aprila 2016 o ochrane fyzickych oséb pri of natural persons with regard to the
spracovani osobnych udajov a volnom processing of personal data and on the free
pohybe tychto udajov a o zruseni smernice movement of such data, and repealing
95/46/ES (vSeobecné nariadenie o0 ochrane Directive 95/46/EC (General Data Protection
osobnych udajov), dalej so zakonom &. Regulation), the Act. No. 18/2018 Coll. on
18/2018 Z.z. 0 ochrane osobnych udajov a Protection of Personal Data and on
0 zmene a doplneni niektorych zakonov v Amendments to Certain Laws, as amended
platnom zneni a v sulade s prisludnymi and relevant guidelines of the State Institute
pokynmi Statneho Ustavu pre kontrolu liegiv, for Drugs Control, in particular guideline MP
najma pokynom MP 131/2018, ak sa 131/2018, if applicable.
uplatni.

Cl. 11 - Trvanie Zmluvy Article 11 - Term of the Agreement

11.1 Tato Zmluva nadobuda Gé&innost' ditom 11.1 This Agreement shall come into force on the
nasledujucim po dni jej zverejnenia v day following the day of its publication in the
centrainom registri zmluv na central  register of contracts on
www.crz.gov.sk, a sken¢i diiom kedy (a) www.crz.gov.sk and shall end on the day (a)
bude dokonéena celkova sprava o the overall Clinical Trial report is completed or
Klinickom skusani, alebo (b) bude vykonana (b) the Sponsor makes its last payment,
posledna platba Zadavatelom, pricom whichever occurs later. The Clinical Trial is
rozhodujuca je ta z tychto skuto&nosti, ktora expected to be finished on 04.05.2024.
nastane neskér. Predpokladany termin
ukontenia Klinického skisania je
04.05.2024.

11.2 Prava a povinnosti Zadavatela a Zmluvnych | 11.2 The rights and obligations of the Sponsor and
partnerov stanovené v tejto Zmluve, ktoré the Contracting Partners that are set forth in
vzhladom na svoju povahu maju pretrvat’ aj this Agreement and by nature are to survive
po skonceni tejto Zmluvy (vratane prav s this Agreement (including, without limitation,
ohfadom na vlastnictvo, Vyndlezy, rights with respect to ownership, Inventions,
zachovavanie  mléanlivosti,  publikacie, confidentiality,  publication,  anti-bribery,
protikorupénych ustanoveni, zodpovednosti liability and indemnification) shall remain in
a odskodnenie), zostavaju v platnosti aj po effect even after this Agreement is terminated.
skonceni tejto Zmluvy.

Cl. 12 - Ukonéenie Article 12 — Termination
12.1 Bez ohladu na akekolvek iné pravo ukonéit (12.1 Notwithstanding any other termination right
tato Zmluvu, ktoré médZe byt stanovené v set forth in this Agreement or in the applicable
tejto Zmluve alebo vyplyva zo vieobecne generally binding legal regulations, the
zavaznych pravnych predpisov, Zadavatel Sponsor reserves the right to terminate this
ma pravo ukoncit tuto Zmluvu kedykolvek aj Agreement at any time without cause based
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bez uvedenia doévodu na zaklade pisomnej on thirty-day written notice. The notice period

vypovede s tridsatdnovou (30) vypovednou begins on the first day of the month following
doba. Vypovedna doba za&ne plynat prvym the month in which the written notice was
dfiom mesiaca nasledujucom po mesiaci, v delivered to the other Contracting parties.
ktorom bola pisomna vypoved doruéena Immediately upon receipt of the written notice
ostatnym zmluvnym stranam. lhned po by other Contracting party based on any
doru¢eni pisomnej vypovede tejto Zmluvy provision of this Agreement, the Center and
druhej zmluvnej strane na zaklade the Principal Investigator agree to (i) cease
ktoréhokolvek ustanovenia tejto Zmiuvy, sa recruiting and enrolling trial subjects in the
Centrum a Hlavny sku$ajuci zavazuju (i) Clinical Trial, (ii) cease all procedures to the
zastavit nabor a zaradovanie subjektov extent medically permissible on trial subjects
skiSania do  Klinického skusania, (ii) already enrolled in the Clinical Trial and (iii)
zastavit' vykonavanie vietkych postupov, u refrain as much as possible from incurring
uz zahrnutych jedincov skd3ania, a to v additional costs and expenses. In the case
miere, v akej to dovoluje lekarske hladisko, that the Center or the Sponsor announces that
a (iii) zdrzat' sa v maximalnej moznej miere the thirty-day notice does not provide enough
vytvarania dal§ich nakladov a vydavkov. V time to evaluate risks for enrolled trial
pripade, Ze Centrum alebo Zadavatel subjects who receive the Investigational
oznami, 2ze vypovedna doba v dlzke medicinal product, the Contracting Parties
tridsiatich (30) dni je nedostatotne dlha shall cooperate so that the treatment of the
doba na vyhodnotenie rizik pre zaradené trial subjects with the Investigational
subjekty skusania, ktorym sa podava medicinal product would be safely terminated
Skusany liek, budt Zmluvné strany during a mutually agreed period of time;
spolupracovat’ na tom, aby bola bezpecne however, the Sponsor shall not be required to
ukonéend liecba tychto subjektov skisania provide the Investigational medicinal product
tymto  Skasanym liekom v priebehu based on this Agreement for an unreasonable
vzajomne dohodnutej doby, ale v Ziadnom period of time.

pripade nebude zavazok Zadavatela
dodavat Skusany liek podla tejto Zmiuvy
trvat' dihsie ako primeranu dobu.

12.2 Zmluvni partneri a Zadavatel, kazdy z nich, | 12.2 The Contracting Partners and the Sponsor

maju  pravo ukonéit tato Zmluvu s each have the right to terminate this
okamzitym G¢inkom formou pisomnej Agreement with immediate effect by giving
vypovede doruéenej druhej Zmluvnej strane written notice to the other party in the case
v pripade, ze vykonavanie Klinického that the Clinical Trial at the Center needs to
skudania v Centre musi byt ukonCené z be terminated due to medical or ethical
lekarskych alebo etickych dévodov. Uginky reasons. Such termination becomes effective
takejto vypovede nastant dfom jej on the date of its receipt by the last of the
dorucenia poslednej zo Zmluvnych stran. Contracting parties. The Principal
Ukonéenie Zmiuvy Zmluvnymi partnermi Investigator must consult termination of this
podla predchadzajicej vety je Hlavny Agreement by the Contracting Partners under
skusajuci povinny vopred prekonzultovat so the previous sentence with the Sponsor
Zadavatelom. Ihned po doruceni pisomnej beforehand. Immediately upon receipt of the
vypovede tejto Zmluvy druhej zmluvnej written notice by other Contracting party
strane na  zaklade ktorehokolvek based on any provision of this Agreement, the
ustanovenia tejto Zmluvy, sa Centrum a Center and the Principal Investigator agree to
Hlavny skusajaci zavazuju (i) zastavit' nabor (i) cease recruiting and enrolling trial subjects
a zaradovanie subjektov skisania do in the Clinical Trial, (ii) cease all procedures
Klinického  skusania, (i)  zastavit to the extent medically permissible on trial
vykonavanie vé&etkych postupov, u uz subjects already enrolled in the Clinical Trial
zahrnutych subjektov skidania, a to v miere, and (iii) refrain as much as possible from
v akej to dovoluje lekarske hladisko, a (jii) incurring additional costs and expenses. The
zdrzat sa v maximalnej mozZnej miere Contracting Parties shall cooperate so that
vytvarania dalsich nakladov a vydavkov. the treatment of the trial subjects with the
Zmluvné strany budu spolupracovat na tom, investigational medicinal product would be
aby bola bezpeéne ukongena lie¢ba safely terminated during a mutually agreed
subjektov skusania Skusanym liekom v period of time; however, the Sponsor shall not
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priebehu vzajomne dohodnutej doby, ale v
Ziadnom pripade nebude zavazok
Zadavatela dodavat Skusany liek podfa
tejto Zmluvy trvat dlihsie ako primeranu
dobu. Bez ohladu na predchadzajlce
ustanovenie, v pripade kritickych alebo
dolezitych zisteni v rédmci auditu alebo
inSpekcie tykajicich sa spravnej klinickej
praxe, dohladu nad liekmi alebo
regulatnych  zalezitosti, praxe alebo
postupu, ktoré maju nepriaznivy vplyv na
prava, bezpecnost, alebo celkovu pohodu
subjektov skusania alebo ktoré mozu
predstavovat potencialne riziko pre verejné
zdravie alebo ktoré mozu mat' za nasledok
neprijatelnost’ tdajov z Klinického skisania
alebo ktoré predstavuji vazne porusenie
prisluénych pravnych predpisov a pravidiel,
ma Zadavatel pravo (podfla svojej volby) s
okamzitym uéinkom docasne zastavit nabor
subjektov skudania, kym nebudl predmetné
zistenia uplne posudené alebo s okamzitym
ucinkom pisomne vypovedat tuto Zmluvu.

be required to provide the investigational
medicinal product based on this Agreement
for an unreasonable period of time. Without
prejudice to the foregoing, in the event of
critical or important findings from an audit or
inspection related to good clinical practice,
pharmacovigilance or regulatory matters,
practice or procedure that have a negative
impact on the rights, safety or well-being of
trial subjects or that may pose a potential risk
to public health or that may render Clinical
Trial data inadmissible or that seriously
violate applicable legal regulation and rules,
the Sponsor reserves the right (at its own
discretion) to temporarily stop the recruitment
of trial subjects with immediate effect until the
relevant findings are fully assessed or to
terminate by written notice this Agreement
with immediate effect.

12.3 V pripade, ze ktorékolvek z povoleni alebo | 12.3 In the case that any authorization or consent
suhlasov potrebnych na vykonavanie necessary for the performance of the Clinical
Klinického sku&ania je (i) s pravoplatne Trial is (i) finally rejected or (ii) withdrawn, this
zamietnuté alebo (ii) pravoplatne rusené, Agreement shall be automatically terminated
skonéi tato Zmluva automaticky dfiom on the day of receipt of notification (decision)
dorugenia oznamenia (rozhodnutia) o of such final rejection or withdrawal.
takomto pravoplatnom zamietnuti alebo
pravoplatnom zruseni.

12.4 Ak sa Zadavatel primerane domnieva, Ze | 12.4 In the case that the Sponsor reasonably

Zmluvni partneri nebudu schopni zacat
nabor alebo plnit svoje povinnosti tykajuce
sa naboru v ramci dohodnutej lehoty, ma
Zadavatel pravo na zaklade oznamenia
doru¢eného Zmluvnym partnerom (a) s
okamzitym ucinkom znizit pocet subjektov
skusania, ktori sa majo zaradit do
Klinického skasania; alebo (b) predizit dobu
naboru; alebo (c) ukonéit tato Zmiuvu
vypovedou. Podla pismena c¢) mobze
Zadavatel pisomne vypovedat Zmluvu s
okamzitym uginkom, av$ak len ak vopred
pisomne upozornil Zmluvnych partnerov na
ich omeskania s naborom subjektov
skusania a poziadal ich o napravu v
dodatognej primeranej lehote, ktorG im na
tento ucel stanovuje, a Zmluvni partneri ani
v takej dodatognej lehote napravu neurobia.
Zmluvni partneri musia byt o moznosti
Zadavatela vypovedat tuto Zmluvu s
okamzitym G¢inkom v pripade, ak Zmluvni
partneri nezjednajd napravu ani v
dodatoéne stanovenej lehote, nalezite
pisomne pouceni.

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

12.5 V pripade, ze Zadavatel neschvali nového | 12.5 In the case that the Sponsor does not approve
Hlavného skusajuceho podla €l. 2.27 alebo a new Principal Investigator pursuant to
sa tento novy Hlavny skusajuci pisomne Article 2.27 or a new Principal Investigator
nezaviaze k povinnostiam podla tejto does not accept in writing the obligations
Zmluvy, Zadavatel je opravneny tuto under this Agreement, the Sponsor may
Zmluvu ukonéit vypovedou ku dfu terminate this Agreement as of the day of
dorugenia vypovede Centru. V pripade, ze delivery of the termination notice to the
Hlavny skasajluci a Zadavatel maju zaujem Center. In the case that the Principal
pokracovat v spolupraci pri vykonavani Investigator and the Sponsor wish to continue
Klinického skusania v inom zdravotnickom to cooperate with regard to the Clinical Trial in
zariadeni, Centrum sa zavazuje poskytnut another medical facility, the Center agrees to
suc¢innost pri  prevedeni relevantnych cooperate with transferring relevant data,
udajov, informacii a materialu, ktoré nie su information and materials that are not owned
vlastnictvom Centra, v prospech nového by the Center to such a medical facility.
centra.

12,6V pripade, Ze pocas auditu alebo inSpekcie | 12.6 In the case that an audit or inspection of
regulagnych organov bude zistené porusenie supervising authorities discovers a breach of
ustanoveni tejto Zmiluvy alebo Protokolu zo this Agreement or the Protocol on the part of
strany Centra alebo Hlavného skusajuceho the Center or the Principal Investigator (or
(alebo nedodrzanie ustanoveni tejto Zmluvy failure by any Clinical Trial Team Members to
zo strany ktoréhokolvek iného Clena observe the provisions of this Agreement), the
Studijného timu), ma Zadavatel pravo tuto Sponsor shall have the right to terminate this
Zmiluvu pisomne vypovedat s okamzitou Agreement by written notice with immediate
ucinnostou, pricom u¢inky takejto vypovede effect, and such termination becomes
nastant dnom jej dorucenia poslednej zo effective on the date of its delivery to the last
Zmluvnych stran. of the Contracting Parties.

12.7 Zadavatel je povinny uhradit vsetky dizné | 12.7 The Sponsor must pay all outstanding
Ciastky za riadne poskytnuté sluzby amounts for the services properly provided by
Zmluvnymi partnermi na zaklade tejto the Contracting Partners based on this
Zmluvy a naklady, ktoré im odévodnene Agreement and all reasonably incurred costs,
vznikli, ku diu doruéenia vypovede alebo v as of the day of receipt of the notice or, in the
pripade ukonéenia tejto Zmluvy podfa &l case that this Agreement is terminated
12.1 k poslednému diu vypovednej lehoty pursuant to Article 12.1, as of the last day of
alebo v pripade ukonéenia tejto Zmluvy the termination period or, in the case that this
podila ¢l 123 ku dniu doruéenia Agreement is terminated pursuant to Article
pravoplatného zamietnutia. Ak Centrum 12.3, as of the day of receipt of the final
preukazatelne obdrzalo vy8Siu sumu rejection. In the case that the Center provably
odmeny a nakladov, na ktoré mu podia received higher payments than the payments
skutogne vykonanych €innosti vznikol narok due according to the work actually performed
v sulade s touto Zmluvou, Centrum sa based on this Agreement, the Center shall
prisludny rozdiel zavazuje zaplatit spat refund the balance to the Sponsor without
Zadavatelovi bez zbytoéného odkladu. undue delay.

12.8.  Pri skon€eni Zmluvy sa Zmluvni partneri | 12.8 Upon termination of this Agreement, the
zavazuju vratit  Zadavatelovi  vSetok Contracting Partners shall return to the
nespotrebovany material a predmety, ktoré Sponsor all unused materials and items
im boli poskytnuté v suvislosti s Klinickym provided to the Contracting Partners in
skdsanim, a to najneskor do tridsiatich (30) relation to the Clinical Trial within thirty (30)
pracovnych dni od datumu ukon&enia working days of the day of termination of this
Zm|uu)¢_ Agreemenl.
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Cl. 13 - Rozne ustanovenia Article 13 - Miscellaneous

13.1 Uzatvorenie tejto Zmluvy nie je podmienené | 13.1 The conclusion of this Agreement is not
Ziadnym  existujucim alebo  buducim contingent on any existing or future business
obchodnym vztahom medzi Zmluvnymi relationship between the Sponsor and the
partnermi a Zadavatelom ani Zziadnym Contracting Partners or on any business
obchodnym rozhodnutim, ktoré Zmluvni decision that the Contracting Partners made
partneri  urobili alebo urobia  voéi or shall make with respect to the Sponsor or
Zadavatelovi alebo vyrobkom the products sold by the Sponsor.
obchodovanym Zadavatelom,

13.2 Na vylacenie pochybnosti Zmluvné strany | 13.2 To eliminate any doubts, the Contracting
vyhlasuju, Ze vo vSetkych pripadoch ked Parties represent and warrant that research
tato Zmluva odkazuje na Zmluvnu organizations referred to in this Agreement act
vyskumnu organizaciu, kona tato Zmluvna in its name and as a representative of the
vyskumna organizacia vylutne pod svojim Sponsor and are not a contracting party to this
menom a ako zastupca Zadavatela a nie je Agreement.

Zmluvnou stranou tejto Zmluvy.

13.3 Zmluvni partneri sa zavazuju plnit svoje | 13.3 The Contracting Partners agree to perform
povinnosti podfa tejto Zmluvy spdsobom, their obligations under this Agreement in
ktory bude v sulade s prisludnymi pravnymi compliance with applicable anti-bribery and
predpismi zameranymi proti korupcii a anti-corruption laws and in compliance with
podplacaniu a v sulade s prilohou & 3. Appendix 3. The Contracting Partners
Zmluvni partneri zavazne vyhlasuju, ze v represent and warrant that in connection with
suvislosti s Klinickym skusanim neposkytli the Clinical Trial they did not provide and shall
ani neposkytnu Ziadnu platbu ani prospech, not provide any payment or benefit, directly or
priamo alebo nepriamo, uradnej osobe, indirectly, to government officials, customers,
zakaznikom,  obchodnym  partnerom, business partners, healthcare professionals
odbornikom v zdravotnictve ani Ziadnej inej or any other persons in order to secure an
osobe na uUcel ziskania nedovoleného improper benefit or unfair business
prospechu alebo nekalej obchodnej vyhody, advantage, shall not influence private or
nebudid ovplyviiovat rozhodovanie v official decision-making, shall not influence
sukromnej ani verejnej sfére, predpisovanie, prescribing and shall not instigate anyone to
ani nebudd nikoho podnecovat k breach professional duties or rules. The
poruovaniu profesijnych povinnosti alebo Contracting Partners agree to immediately
pravidiel. Zmluvni partneri sa zavazuju report to the Sponsor in writing any suspected
bezodkladne plsomne oznamit or detected violation of the above principles in
Zadavatelovi kazdé podozrenie i zistené connection with the Sponsor's business
porusenie vySSie uvedenych zasad v activity and, in such cases, shall cooperate
suvislosti s  obchodnou  &innostou with the Sponsor in reviewing the matter.
Zadavatela a budu v tychto pripadoch
spolupracovat so  Zadavatefom  pri
presetreni takej zalezitosti.

13.4Zmluvné strany vyhlasuju, Ze nemaju v | 13.4 The Contracting Partners represent and
su¢asnosti uzatvorend Ziadnu zmluvu ani warrant that they are not presently under any
zavazok, ktorych plnenie by negativne agreement or obligation that would negatively
ovplyvnilo  plnenie  povinnosti  voéi affect the performance of their obligations
Zadavatelfovi na zaklade tejto Zmluvy a with respect to the Sponsor based on this
sucCasne sa zavazuju po celt dobu priebehu Agreement and agree not to enter into any
Klinickeého sku$ania ziadnu takato zmluvu such agreement or accept any such
neuzavriet ani Zziadny takyto =zavazok obligation in the course of the Clinical Trial.
neprijat. Hlavny skosajuci rudi za to, ze The Principal Investigator warrants that no
ziadny z Clenov $tudijného timu nema v Clinical Trial Team Member is presently
sucasnej dobe uzatvorenu ziadnu takuto under any such agreement and agrees to
Zmluvu, a zavazuje sa zabezpetit, Ze ensure that no Clinical Trial Team Member

shall enter into any such agreement.
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2iadny z Clenov $tudijného timu takdito
zmluvu neuzavrie.

13.5 Tato Zmluva obsahuje Upiné dojednanie o

13.6

13.7

13.8

13.9

predmete Zmluvy a vSetkych nalezitostiach,
ktoré Zmluvné strany mali a chceli v Zmluve
dojednat, a ktoré povazuju za dblezité.
Suc¢asne Zmluvné strany vyhlasuju, ze si
vzajomne oznamili vetky informécie, ktoré
povazuju za ddlezite a podstatné na
uzatvorenie tejto Zmluvy.

Zmluvné strany prejavili vélu neuplatiovat'
akékolvek prava a povinnosti Zmluvnych
stran vyvodene z doterajsej alebo budlce;j
praxe zavedenej medzi nimi alebo zvyklosti
udrziavanych vieobecne ¢&i v odvetvi
tykajucom sa predmetu plnenia tejto
Zmluvy, pokial tato Zmluva neustanovuje
inak.

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

Zadavatel ma pravo postapit' tato Zmluvu
uplne alebo s¢€asti na ktorukolvek zo svojich
Prepojenych  oséb. Okrem  vyssie
uvedeného nie je Ziadna zo Zmluvnych
strdn opravnena postupit’ svoje prava a /
alebo povinnosti dplne ani s¢asti na tretiu
stranu bez predchadzajuceho pisomného
suhlasu ostatnych Zmluvnych stran. Tato
Zmluva zavazuje Zmluvné strany, ako aj ich
pravnych nastupcov a osoby, na ktoré budu
prava a zavazky Zmluvnych stran v sulade s
tymto ¢lankom postipené.

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

13.10 Jednostranné vzdanie sa prava alebo tichy

suhlas alebo neuspe$né dovolania sa
porusenia ktoréhokolvek ustanovenia tejto
Zmluvy Zmluvnou stranou nezaklada
jednostranné vzdanie sa prava v suvislosti s

13.5

13.6

13.7

13.8

13.9

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

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

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.

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

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

13.10 A unilateral waiver of a right or acquiescence

or failure to claim a breach of any provision of
this Agreement by either Contracting Party
shall not establish a unilateral waiver of such
right with respect to any subsequent breach of
any provision of this Agreement.
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akymkolvek naslednym porusenim
ktoréhokolvek ustanovenia tejto Zmiuvy.

13.11 Pokial nie je v tejto Zmluve dohodnuté inak, [13.11 Unless otherwise agreed in this Agreement,
povazuje sa za kontaktnu osobu Centra the Center's contact person shall be the
Hlavny ski$ajuci. Ukon urobeny voci Centru Principal Investigator. All actions taken with
sa povazuje za riadne urobeny aj voci respect to the Center shall be deemed as

Hlavnému skasajucemu, resp. Clenom actions taken respect to the Principal
Studijného timu. Investigator or Clinical Trial Team Members
as well.

13.12 Zmiuvné strany sa dohodli, Ze tato Zmluva |13.12 The Contracting Parties have agreed that this
méZe byl s dalej uvedenou vynimkou Agreement may be changed, excluding the
menena iba pisomne prostrednictvom exception mentioned below, only through
vzostupne o&lslovanych dodatkov written consecutively numbered amendments
podpisanych vietkymi Zmluvnymi stranami. signed by all Contracting Parties. The
Zmluvné strany nemusia uzavriet dodatok k Contracting Parties are not obliged to execute
tejto Zmluve v pripade tzv. nepodstatnych an amendment to this Agreement in case of
zmien Protokolu. Nepodstatnou zmenou so-called minor changes in the Protocol. A
Protokolu sa pritom rozumie takd zmena minor change in the Protocol means a change
Protokolu, ktora nemeni rozsah ¢&i spdsob in the Protocol that does not change the scope
vykonavania ukonov (najma vysetrenie) or manner of procedures (in particular
vykonavanych Zmluvnymi partnermi v ramci examination) performed by the Contracting
Klinického skusania a nema teda akykolvek Partners as part of the Clinical Trial and has
vplyv na vysku odmeny za vykonavanie no impact on remuneration for performing the
Klinického skusania ¢i inej ceny uvedenej v Clinical Trial or on any other prices specified
tejto Zmluve. Nepodstatné zmeny Protokolu in this Agreement. Minor changes in the
su uginné ditom ich doruéenia Centru. Protocol shall come into effect on the day of

their delivery to the Center.

1313 Tato Zmluva je vytvorend a riadi sa |13.13 This Agreement is construed and governed by
slovenskym pravom. Zmluvné strany sa v the Slovak law, The Contracting parties, in
sulade s ustanovenim § 262 ods. 1 a 2 accordance with the provision of Section 262

Obchodného zakonniku vyslovne dohodli,
Ze ich zavézkovy vztah upraveny touto
Zmluvou sa bude riadit Obchodnym
zakonnikom. Zmluvné strany sa dalej
dohodli, ze v3etky spory vzniknuté z tejto
Zmluvy budu rie§ené vecne a miestne
prisludnymi sudmi Slovenske] republiky.

13.14 Tato Zmluva je vyhotovena v slovenskom a

v anglickom jazyku, pricom Zmluvné strany
povazuju obe jazykové verzie za
rovnocenné, avsak pre pripad vykladovych
nezrovnalosti medzi jednotlivymi verziami
sa Zmluvneé strany dohodli, Ze prednost ma
slovenska verzia Zmluvy. Tato Zmluva a
vsetky jej prilohy predstavuju Gplnu dohodu
Zmiluvnych stran o predmete tejto Zmiuvy.

para. 1 and 2 of Commercial Code, expressly
agree that their contractual relationship
regulated by this Agreement shall be
governed by the Commercial Code. The
Contracting Parties have further agreed that
any dispute arising from this Agreement shall
be decided by materially and locally
competent courts of the Slovak Republic.

13.14 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.
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Cl. 14 - Prilohy

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

Priloha €. 1: Finanéné podmienky

Priloha &. 2: Suhlas so spracovanim

osobnych udajov

Priloha &. 3: Protikorupéné pravidla

Priloha &. 4: Podmienky poskytnutia vybavenia
Priloha ¢&. 5: Pravidla pre finanént nahradu
nakladov subjektu skisania

Priloha €. 6: Popis Klinického skusania

Priloha ¢. 7: Formular zverejnenia osobnych
udajov Hlavného skusajliceho

Zmluva o klinickom skusani — verzia 05.11.2019
Novartis / UN Martin
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Article 14 — Appendices

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

Appendix 1: Financial Terms

Appendix 2: Consent to Personal Data

Processing

Appendix 3: Anti-Bribery Rules

Appendix 4: Conditions for Equipment Provision
Appendix 5: Rules for Reimbursement of

Trial Subject's Costs

Appendix 6: Description of Clinical Trial

Appendix 7: Principal Investigator' Personal Data
Disclosure Form
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Zadavatel / Sponsor
Novartis Slovakia s.r.o.

707 hrr
Miesto / Place PATISLAY A

74

‘ o Datum / Date Y

Obchodné meno / Business name: Novartis Slovakia, s.r.0.

Meno a priezvisko / First and last name: PharmDr. Katarina Nosjean, na zaklade

plnomocenstva/based on power of attorney .

Funkcia / Position: Head of Country Operations/ Senior Clinical Study Manager Nova rtis Slovakia S.I.
Zizkova 225

81102 Bratislava

Datum / Date f/ é’ _/(/ -01-

Obchodné meno / Business name: Novartis Slovakia, s.r.o.

Meno a priezvisko / First and last name: Mgr. Hana Mrazova,

na zaklade pinomocenstva/based on power of attorney

Funkcia / Position: Trial Monitoring Country head Slovakia/GDD Country coordinator

A,
A',(J.’_/_)

Centrum / Center

/72A7 1%

Miesto / Place

Datum / Date

doc. MUDr, Dalbar Kurgas, PhD.

MESCINSKY Nadiigi Uinivi

Univerzitna nemocnica Martin

BRIy PV tam P da®im Moty IR

- : ]
et Yy e Vi

Univerzitna nemocnica Martin

Hlavny skusajuci / Principal Investigator

Miesto / Place /72271
Datumi/Date 6.0~ 2 A

Meno ;»pnezwsko / First and [ast name: MUDr. Peter Uhrik
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Priloha &. 1 - Finanéné podmienky

Appendix No. 1 — Financial conditions

Pojmy pouzité v tejto prilohe & 1 zaéinajuce
velkym zaciato€nym pismenom maju rovnaky
vyznam aky im je prisudzovany v tele Zmiluvy,
pokial nie je v tejto prilohe €. 1 uréené inak.

Term used in this appendix No. 1 which begin
with first capital letter have the same meaning as
attributed to them in the body of the Agreement,
unless stipulated otherwise in this appendix No.
1

VSetky uhrady sa vykonaju nasledovne:

All payments shall be made as follows:

Platby za navstevy zdokumentované
v zdravotnej dokumentacii subjektu ski3ania
(vSetky vy3etrenia vykonané v sulade s
Protokolom) sa budu uskutofiovat polrogne,
poénuc prvym zaradenym subjektom skd$ania,
ato vzavislosti na vykonani planovanych
navstev a odovzdanych kompletnych zdznamov
Z tychto navstev.

Payments for visits documented in the medical
documentation of the trial ssubject (all
examinations performed in accordance with the
Protocol) shall be made semi-annually, starting
with the first enrolled trial subject and depending
on the completion of scheduled visits and
submitted complete records of such visits

Novartis sa zavazuje, Ze na tcet Centra uvedeny
v ¢lanku 4.3 Zmluvy uhradi naklady a odmenu za
vykonanie Klinického ski3ania spolu vo vyske
2 680,- EUR za jeden riadne ukonéeny subjekt
skusania. Tato suma zahifia vsetky naklady
acinnosti  Centra  spojené s vykonanim
Klinickeho sku$ania. Nezahffia odmenu pre
Hlavného Skusajuceho, Skusajucich a Clenov
skusajuceho timu za uUkony nad ramec
poskytovania zdravotnej starostlivosti; tato je
dodatotnym nakladom spoloénosti Novartis
podfa odsuhlasenych podmienok Novartisom
v osobitnej zmluve/osobitnych zmluvach a nie je
predmetom Zmiuvy.

Novartis undertake that to the further mentioned
account of the Center will pay the costs and
remuneration for providing of the Clinical Trial
total in amount of EUR 2 680 for one duly
completed Trial subject. This amount includes all
costs and activities of the Center related to the
execution of the Clinical Trial. Do not include
remuneration for the Investigator and the
designated working team for activities beyond the
scope of healthcare provision; this is an
additional cost for Novartis under the terms
agreed by Novartis in a separate agreement with
the Investigator and is not subject - matter of the
Agreement with the Center.

Uhrada pre Instituciu: 5360, eur -
Celkovo
Uhrada pre Indtiticiu najviac: 2 680,- eur

(slovom: dvetisicSest'stoosemdesiat eur) za
kazdého kompletne a vyhodnotitelne
spracovaneho U¢astnika v klinickom skusani

sa vyplati nasledovne:

Platbaa) 300 eur — Po kazdej navsteve &.
SCR1aBL

Platbab) 190 eur — Po kazdej navsteve &
SCR2 a W48

Platbac) 170 eur — Po kazdej naviteve ¢&. W2,

W4, W8, W12, W16, W20, W24,
W32, W40, EOS/PSW FU W52

Payment for the Institution:
total

EUR 5 360 -In

Payment for the Institution maximum of: EUR
2680

(in words: two thousand six hundred and eighty
Euro) for each completely and in a manner
allowing for evaluation, processed Participant in
the clinical trial shall be paid as follows:

Payment a) EUR 300 - Following each of the
visits No. SCR1 and BL

Payment b) EUR 190 - Following each of the
visits No. SCR2 a W48

Paymentc) EUR 170 — Following each of the
visit No. W2, W4, W8, W12, W16,
W20, W24, W32, W40, EOS/PSW
FU W52

Uhrada pre Centrum navySe za VySetrenie —
zabezpecenie biopsie pecene .

za biopsiu pecene vratane hospitalizacie
ucastnika vo vyske 800,- EUR (slovom: osemsto
eur) za kazdé jedno Vysetrenie preukazatelne
absolvované  Uctastnikom; celkovy podet
Vy3etreni u jedného U&astnika predstavuje 2 (na
naviteve & SCR 2 a W48), pricom celkova
odmena za vSetky VySetrenia ujedného
Ucastnika predstavuje najviac 1600 EUR

Additional payment for the Center for the Test
— ensuring a liver biopsy:

for a liver biopsy including hospitalization of tne
participant in the amount of EUR 800 (in words:
eight hundred euro)

for each single Test demonstrably undergone by
the Participant; the total number of Tests of one
Participant amounts to 2 (on visit no. SCR 2,
W48), whereby the total compensation for all
Tests of one Participant amounts up to EUR 1
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(slovom: jedentisic Seststo eur). Predpokladany
potet U&astnikov je 7. Celkova odmena pre
véetkych uéastnikov je 11 200,- Eur.

600 (in words: one thousand six hundred euro).
The scheduled number of Participants is 7. Total
compensation for all Participants is Eur 11 200.

Uhrada pre Centrum navyse za VySetrenie za
vysSetrenie v lokalnom laboratériu (fedno
laboratérne vy$etrenie pozostéva zo spracovania
vzorky bioptovaného materialu podfa protokolu a
laboratérneho manuélu dodaného sponzorom) -
120 EUR (slovom: stodvadsat Eur) za kazdé
jedno Vysetrenie. Pre jedného Uc&astnika az 2
laboratérne vySetrenia (na navsteve SCR2
a W48), spolu najviac 14 laboratérnych vysetreni
pre 7 U&astnikov.

Uhrada za vdetky laboratérne vySetrenia pre
vietkych Ucastnikov je najviac 1 680 EUR
(slovom: jedentisicest'stoosemdesiat eur).

Pri odsuhlasenom spracovani viac ako
planovanych 14 vy$etreni platia vy5Sie uvedené
podmienky pre kazdé dalSie VySetrenie.

Additional payment for the Center for
examination in Local Laboratory (one
laboratory examination contains of biopsy sample
processing according to protocol and laboratory
manual supplied by sponsor) -~ EUR 120 (in
words: one hundred and twenty Euro) for each
single examination.

For one Participant up to 2 Ilaboratory
examinations (during visit SCR2 and W48}, in
total up to 14 laboratory examinations for all 7
Participants.

Maximum payment for all laboratory
examinations for all Participants amounts up to
EUR 1 680 (in words: one thousand six hundred
and eighty euro).

After approved execution of more than 14
planned examinations the conditions above
apply for each additional examination.

Uhrada pre Inétiticiu navyse za 5 Ugastnikov,
ktori nesplnia kritéria pre randomizaciu - tzv.
screening failures:

Uhrada pre Intittciu:
Celkovo

6 450,- eur -

Uhrada pre Instituciu najviac: 1 290,- eur
(slovom: tisicdvestodevatdesiat eur) za kazdeho
vyhodnotitelne spracovaného Uéastnika
v klinickom skusani

sa vyplati nasledovne:

Platbaa) 300 eur — Za kazdého Utastnika,
ktory nesplni Kritéria pre
pokracovanie v klinickom skuani pri
navsteve ¢. SCR1

Platbab) 190 eur - Za kazdého Ugastnika,

ktory nespini kriteria pre
pokracovanie v klinickom skdsani pri
navsteve ¢. SCR2

800 eur — Za kazdého Ugastnika,

u ktorého bola zrealizovana biopsia
petene vratane hospitalizacie
ucastnika, ktory nespini kritéria pre
pokragovanie v klinickom skusani pri
navsteve &. SCR2

Additional payment for the Institution for 5
Participants who will not meet the
randomization criteria — so-called screening
failures:

Payment for the Institution:
total

EUR 6 450 - In

Payment for the Institution maximum of: EUR
1290

(in words: one thousand two hundred and ninety
Euro) for each Participant in the clinical trial
processed in @ manner allowing for evaluation
shall be paid as follows:

Payment a) EUR 300 - For each Participant not
meeting the criteria for continuing
the clinical trial during visit No.
SCR1

Payment b) EUR 190 - For each Participant not

meeting the criteria for continuing

the clinical trial during visit No.

SCR2

EUR 800 - For each Participant

for whom a liver biopsy was

performed including participant’s
hospitalization who not meeting
the criteria for continuing the
clinical trial during visit No. SCR2

Pri  odstuhlasenom zaradeni viac ako
planovanych 2 randomizovanych U&astnikov, a 5
Utastnikov, ktori nesplnia  kritéria  pre
randomizaciu, platia vyssie uvedené podmienky
pre kazdého daldieho Uéastnika

After approved inclusion of more than 2 planned
randomized Participants and 5 Participants who
do not qualify for randomization the conditions
above apply for each additional Participant.
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V pripade, Ze subjekt skiSania bude uznany
nesposobily pre Klinické skisanie alebo pri jeho
ucasti bude poruseny Protokol, Novartis nie je
povinny zaplatit uhradu za takyto subjekt
skusania resp. je opravneny kratit uhradu za
takyto subjekt skusania az na 50 % z pbvodnej
sumy podla tejto prilohy.

V pripade, Ze subjekt skusania dobrovolne
odstupi alebo je z Klinického skusania vyradeny
(a) Novartisom alebo (b) Hlavnym skusajucim pre
akukolvek pri¢inu  in0  ako nesplnenie
pozZiadaviek spdsobilosti pre Klinické skusanie
alebo porusenie Protokolu, Novartis zaplati
proporcionalnu ¢ast’ Uhrady za subjekt skusania
az do dna vyradenia, splatnu po prijati vSetkych
formuldrov s nalezmi ainej pozadovanej
dokumentacie.

Ak po skongeni Klinického skudania Novartis
poskytol v ramci tejto Zmluvy sumy prevysujlace
opravnené uhrady podla vy$Sie uvedenych
podmienok, Centrum musi vratit Novartisu
prevy$ujucu sumu nad opravnené Uhrady.

If the trial subject is determined to be unfit for the
Clinical Trial or if the Protocol is breached during
his/her participation, Novartis shall not be obliged
to make payment for such trial subject or shall be
obliged to reduce the payment for such trial
subject by up to 50% of the original amount
pursuant to this Appendix.

If the trial subject voluntarily withdraws from the
Clinical Trial or is excluded from the Clinical Trial
(a) by Novartis or (b) by the Principal Investigator
for whatever reason other than failure to meet
requirements for inclusion in the Clinical Trial or
breach of the Protocol, Novartis shall pay a
proportional part of the payment for such trial
subject until the date of exclusion, which shall be
payable following receipt of all forms with findings
and other required documentation.

If after the completion of the Clinical Trial,
Novartis, within the framework of this Agreement,
provided amounts in excess of legitimate
payments according to the conditions above, the
Center must return the amount in excess of the
legitimate payments to Novartis.

Platby pre Institiciu zahifaju vietky lekarske
vySetrenia podfa Protokolu, okrem volitelnych
vySetreni fibrosken a MRI, ktoré sa na Slovensku
nebudu vykonavat vobec.

Payments for the Institution include all medical
screenings under the Protocol, except of optional
fibroscan and MRI examinations, which won’t be
performed in Slovakia at all.

VSetky pripadné neplanované navstevy &i vizity
a telefonické vizity vramci celého klinického
skudania su uZ zapotitané v uhrade Institicie
podfa Prilohy ¢€.2, tj. za takéto pripadné ukony
nebude hradena ziadna zvlast odmena i
uhrada.

All possible unplanned visits, doctors meeting or
telephone doctor meetings throughout the clinical
trial are included in the payment for the Institution
under Annex No. 2, i.e. for such activities will not
be paid any extra reward or compensation.

V pripade U€asti na Investigatorskom mitingu
realizovanom na zdaklade pokynov alen so
suhlasom Novartisu, Novartis preplati naklady
slvisiace s uc¢astou Hlavného skudajiceho
(resp. dohodnutého Clena sku3ajuceho timu)
v rozsahu podla vopred dohodnutych podmienok
(vratane emailovou komunikaciou). Pravidld
niektorych vydavkov st uréené nasledovne:
a) cesta hromadnym dopravnym
prostriedkom (autobusom, viakom) -
z miesta bydliska do miesta
Investigatorského mitingu a spat -
preplacanie  cestovného listka -
zdokladovat' cestovny listok,

b) cesta viastnym dopravnym prostriedkom
(osobnym autom) — z miesta bydliska do
miesta Investigatorského mitingu a spat
- preplacanie spotrebovanych
pohonnych hmoét podla priemerngj
spotreby vozidla podlfa technického
preukazu aceny pohonnych hmot
stanovenych Statistickymi ukazovatelmi
cien _pohonnych hmét v Slovenskej

In case of attendance at the Investigator Meeting
as instructed by and only with approval of
Novartis, Novartis shall reimburse costs
associated with the participation of the Principal
Investigator (or approved Clinical Trial Team
Member as agreed in advance (includin g e-mail
communication). Rules for certain expen ses are
determined as follows:

a) travelling by mass transportation vehicle
(bus, train) — from the place of residence
to the venue of the Investigator Meeting
and back — reimbursement of the travel
ticket — provide proof of the travel ticket,

b) travelling by own vehicle (personal car) —
from the place of residence to the venue
of the Investigator Meeting and back —
reimbursement of fuel consumption
according to average consumption of the
vehicle based on the certificate of
roadworthiness and the price of fuel
determined by statistical indicators of fuel
prices in the Slovak Republic (also in
case of travelling outside the territory of

Zmluva o klinickom skusani — verzia 05.11.2019
Novartis / UN Martin
Protokol ¢&.: CLUN452D12201C

Strana3z 4




republike (aj pri ceste mimo uUzemie
Slovenskej republike) -~ zdokladovat
technicky preukaz osobného vozidla,
podpisané prehlasenie o potte
kilometrov,

c) cesta taxikom - preplacanie nakladov na
taxik v ramci mesta (mesto
Investigatorského mitingu) - z miesta
letiska, vlakovej alebo autobusovej
stanice na hotel, ¢i miesto mitingu a spat’
- zdokladovat potvrdenie o uhrade.

Vydavky, ktoré neboli vopred odslhlasené, sa
nepreplacaju, hoci boli Centrom, Hlavnym
skisajucim  (resp.  dohodnutym  Clenom
skusajuceho timu) aj preukazatelne uhradené.

the Slovak Republic) - submit the
certificate of roadworthiness of the
personal car and signed statement of
kilometres travelled,

c) travelling by taxi — reimbursement of taxi
costs inside the town (the town of the
Investigator Meeting) — from the airport,
train or bus station to the hotel or venue
of the meeting and back — submit the
receipt.

Expenses not approved in advance shall not be
reimbursed, even if they were provably paid by
the Center, Principal Investigator (or approved
Clinical Trial Team Member.

Novartis vyplati 3pecifikované dohodnute a
preukazatelne vynalozené vydavky len vtedy, ak
tieto budu riadne zdokladované, pric¢om Centrum
resp. Hlavny skasajuci (resp. dohodnuty Clen
skusajaceho timu) predlozi Novartisu
vylctovanie nakladov s potrebnymi dokladmi
vnajneskér do 14 dni od ukonéenia
Investigatorského  mitingu.  V dohodnutych
pripadoch mbéze Novartis poskytnut' preddavok
na tieto vydavky.

V pripade, Zze sa preukaze, ze S3pecifikovane
dohodnuté a preukazatelne vynalozené vydavky
nie su spravne podlozené prisludnymi dokladmi,
resp. neboli vynaloZzeneé alebo su vrozpore
s internymi predpismi Novartisu, Novartis si
vyhradzuje pravo odmietnut ich prefinancovanie
av pripade, ak uz Novartis poskytol platbu na
prefinancovanie je Centrum povinneé vratit
Novartisu poskytnutu ¢iastku, ktora nebola
vynalozena v stlade stouto dohodou alebo
podloZena preukazatelnymi &i platnymi dokladmi.

Novartis shall pay for specified, agreed and
provable incurred costs only if such costs are
properly documented and the Center or Principal
Investigator (or approved Clinical Trial Team
Member) shall submit the settlement of costs with
required documents to Novartis within 14 days
after the completion of the Investigator Meeting.
In agreed cases, Novartis may provide advance
payments for such costs.

If it is proved that specified, agreed and provably
incurred costs are not appropriately supported
with relevant documents or if they were not
incurred or are in conflict with internal regulations
of Novartis, Novartis reserves the right to reject
their refunding and in case Novartis has already
made payment for their refunding, the Center
shall be obliged to return the amount which it
received and which was not incurred in
accordance with this agreement or supported by
provable or valid documents, to Novartis.

Okrem uvedeneho poskytne Novartis Institdcii aj
administrativno-pravny poplatek  suvisiaci
s procesom klinickeho skusania v sume 2.000,00
€, na zaklade faktiry vyhotovenej Institiciou po
nadobudnuti G&innosti Zmluvy a to so
splatnostou 60 dni od jej dorugenia.

In addition to the mentioned, Novartis shall
provide the Institution also with afee for
administrative and legal charge associated with
the process of clinical trials in the amount of €
2,000.00, on the basis of an invoice issued by the
Institution once the Agreement enters into force,
and payable within 60 days of its delivery.

Zmluvné strany sa zavazuja, Zze ak budu
odobrané vzorky biologického materidlu, tieto
bude mozné pouzivat vyluéne len pre ucely
Klinickeho skiSania alen pofas vykonavania
tohto Klinického skusania.

The Contracting Parties undertake that if any
biological material will be taken off, they will be
used solely for the purposes of the Clinical Trial
and only during the execution of this Clinical Trial.

Centrum vystavene faktiry doruéuje na adresu:

Novartis Slovakia, s.r.o., Zizkova 22B, 811 02
Bratislava

The issued invoices of the Center will be
delivered to the address of Novartis:

Novartis Slovakia, s.r.0., Zizkova 22B, 811 02
Bratislava
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Priloha ¢&. 2
Informacia pre dotknuti osobu

Appendix No. 2
Information for the data subject

Pojmy pouzité v tejto prilohe & 2 zatinajuce velkym
zaCiatoCnym pismenom maju rovnaky vyznam aky im je
prisudzovany v tele Zmluvy, pokial nie je v tejto prilohe
€. 2 urené inak.

Term used in this appendix No. 2 which begin with first
capital letter have the same meaning as attributed to
them in the body of the Agreement, unless stipulated
otherwise in this appendix No. 2.

Hlavny skusajuci vyhlasuje, Zze berie na vedomie, Ze na
ucely plnenia tejto Zmluvy dochadza k spractvaniu jeho
osobnych adajov Novartisom vrozsahu vzmysle
zahlavia Zmluvy, prip. élanku 10.1. Zmluvy.

Osobné udaje budi Novartisom spracivané po dobu
trvania daného ucelu, ak osobitné pravne predpisy
neurcuju dihsiu lehotu.

Hlavny skisajuci ma v zmysle Nariadenia nasledujice
prava, o ktorych bol riadne pouéeny a informovany:

- pravo ziskat' potvrdenie o tom, &i sa spractvaju
jeho osobné udaje, apravo ziskat pristup
ktakymto Udajom vratane urenia ugelov
spracuvania, kategorii osobnych udajov,
identifikaciu os6b, ktorym boli alebo budu
osobne udaje poskytnuté, predpokladanu dobu
uchovavania osobnych udajov, existencie
prava na opravu osobnych udajov alebo ich
vymazanie alebo obmedzenie spracuvania,
alebo prava namietat proti takémuto
spracuvaniu, prava podat staznost Uradu na
ochranu  osobnych  (dajov, existencie
automatizovaného  rozhodovania  vratane
profilovania ohladom osobnych udajov.
Osobné udaje budi poskytnuté v strojovo
citateflnom formate. Toto potvrdenie bude
vydané bezplatne, aviak za kazdé dalsie kopie,
o ktore Hlavny skusajuci poziada, mu méze byt
uCtovany primerany poplatok zodpovedajuci
nakladom na vyhotovenie takéhoto potvrdenia.
Hlavny skusajuci ma takisto pravo preniest tieto
udaje inemu subjektu, ktory bude jeho osobné
Udaje dalej spracovavat. Toto pravo sa viak
nevztahuje na spraclvanie nevyhnutné na
spinenie ulohy realizovanej vo verejnom
zaujme a nesmie mat’ nepriaznivé dosledky na
prava a slobody inych,

pravo na to, aby boli osobné Udaje, ktoré su
spracuvané a su nespravne, bez zbyto&ného
odkladu opravené. Takisto ma Hlavny skusajuci
pravo na doplnenie neuplnych osobnych
udajov, ato prostrednictvom poskytnutia
doplnkového vyhlasenia,

pravo na vymazanie osobnych udajov, ak nie su
osobné udaje potrebné pre Gely, na ktoré sa

The Principal Investigator declares, that it takes into
account, that for the purposes of the fulfilment of the
Agreement the processing of the Principal Investigator's
personal data by the Novartis in the scope in
accordance with the heading of the Agreement or para.
10.1. herein takes place.

Personal data shall be processed during the term of
such purpose, unless specific legislation does not
provide a longer term.

The Principal Investigator has the following rights under
the Regulation, of which he/she has been properly
instructed and informed:

the right to obtain the confirmation as to
whether or not the personal data concerning
him or her are being processed, and where that
is the case, access to the personal data
including the purposes of the processing, the
categories of personal data concerned,
identification of the persons to whom the
personal data have been or will be disclosed,
the envisaged period for which the personal
data will be stored, the existence of the right to
request rectification or erasure of personal data
or restriction of processing of personal data or
to object to such processing, the right to lodge
a complaint with the Office for personal data
protection, the existence of automated
decision-making, including profiling. Personal
data shall be provided in a machine-readable
format. Such confirmation shall be provided free
of charge, however, for each additional copy
requested by the Novartis, a reasonable fee can
be charged taking into account the
administrative costs of providing of such
confirmation. The Principal Investigator has
also right to transmit those data to another
subject for further processing. Such right shall
not apply to processing necessary for the
performance of a task carried out in the public
interest and must not affect the rights and
freedoms of others,

the right to rectification of inaccurate processed
personal data without undue delay. The
Principal Investigator has also right to have
incomplete personal data completed, by means
of providing a supplementary statement,

the right to erasure of personal data if such data
are no longer necessary in relation to the

Zmluva o Klinickom sku3ani — verzia 05.11.2019
Novartis / UN Martin
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ziskavali alebo spracuvali, ak sa osobne udaje
spractvali nezakonne, alebo ak osobne Gdaje
Hlavného sku$ajuceho musia byt vymazané
vzmysle osobitnych pravnych predpisov.
Osobné udaje vsak nemusia byt vymazane, ak
je ich zachovanie potrebné na uplatnenie prava
na slobodu prejavu a na informacie, na splnenie
zdkonnej povinnosti podla  osobitnych
predpisov, na spinenie ulohy realizovanej vo
verejnom zaujme, z dévodov verejného zaujmu
v oblasti verejného zdravia, na Gcely archivacie
VO verejnom zaujme, alebo na ugely vedeckeho
alebo historického vyskumu, &i na Statisticke
ucely, a na preukazovanie, uplatiovanie alebo
obhajovanie pravnych narokov,

- pravo na obmedzenie spractvania osobnych
Gdajov, ak Hlavny skusajlci napadol spravnost

osobnych udajov, ato pogas obdobia
umoznujuceho overit spravnost osobnych
udajov, spracivanie osobnych d(dajov je

protizakonné a Hlavny skusajluci namieta proti
vymazaniu osobnych udajov a Ziada namiesto
toho obmedzenie ich pouzitia, ak uz nie su
osobné udaje potrebné na ucely spracuvania,
ale Hlavny sku$ajuci ich potrebuje na
preukazanie, uplathovanie alebo obhajovanie
pravnych narokov,

pravo podat staznost proti spracuvaniu
osobnych Udajov dozornému organu, ktorym je
v Slovenskej republike Urad na ochranu
osobnych udajov Slovenskej republiky, so
sidlom Hraniéna 12, 820 07 Bratislava.

Hlavny sku$ajuci berie na vedomie, ze ma moznost
kedykolvek kontaktovat Oddelenie ochrany osobnych
udajov na adrese privacy.slovakia@novartis.com
v pripade, Ze bude mat’ akékolvek otazky tykajlice sa
zbierania, spracovania alebo pouzitia osobnych udajov
ako je uvedene vyssie.

purposes for which they were collected or
otherwise processed, the personal data have
been unlawfully processed, the personal data
have to be erased under specific legislation.
The personal data do not have to be erased if
its existence is necessary to for exercising the
right of freedom of expression and information,
for compliance with a legal obligation under
specific legislation, for performance of a task
carried out in the public interest, for reasons of
public interest in the area of public health, for
archiving purposes in the public interest,
scientific or historical research purposes or
statistical purposes, and for establishment,
exercise or defense of legal claims,

- the right to restriction of processing of personal
data, if the accuracy of the personal data is
contested by the Principal Investigator, for a
period enabling the controller to verify the
accuracy of the personal data, the processing
in unlawful and the Principal Investigator
opposes the erasure of the personal data and
requests the restriction of their use instead, the
personal data are no longer needed for the
purposes of the processing, but they are
required by the Principal Investigator for the
establishment, exercise or defense of legal
claims,

- the right to lodge a complaint against the
processing of the personal data with a
supervisory authority, which in Slovak republic
is the Office for personal data protection, with
its seat at Hrani¢na 12, 820 07 Bratislava.

The Principal Investigator takes into account, that it is at
any time entitled to contact the Data Privacy
Department on the electronical address:
privacy.slovakia@novartis.com in case it has any
questions regarding the collecting, processing or usage
of the personal data as described above.

Hlavny skus$ajuci / Principal Investigator

Yy
Vo lils) //\/

G.5.21

Miesto / Place

Datum / Date

Meno a priezvisko / MUDr. Peter Uhrik
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1. Uvod 1. Introduction

1.1 Ggel l.lml’urposc o
Nas Kodex spravania stanovuje, e nikoho | Our Code of Conduct states that we do not bribe |
nepodplacame.  Tieto  protikorupéné  zasady | anyone. This Policy sets forth the respective

vymedzuju prisludné zasady a pravidld a sposob ich
uplatiiovania.

principles and rules and how they must be
implemented.

1.2 Rozsah a pésobnost’

pracovnikov*.

L i A e e — ettt g s e B
- Tieto protikorupéné zasady sa vzt'ahuju na vietkych | This Policy applies to all Associates*.

1.2 Scope and Applicability

i
B
|

|
|

Tieto protikorupéné zasady sa zaoberaju roznymi
| situdciami, v ktorych moéZzu nastat problémy
| tykajiice sa podplacania. DalSie aspekty obchodnej
'etiky akorupcie, vratanc konfliktu  zaujmov
| apasivnej korupcie (napr. prijatic uplatku), ako
aj zneuzivanic doévernych informdcii v obchodnom
styku st upravené osobitne.

This Policy addresses a variety of contexts in which
bribery issues may arise. Other aspects of business
ethics and corruption, including conflicts of interest
and passive bribery (e.g. receipt of a bribe) as well
as insider trading, are regulated separately.

Tieto protikorupéné zasady obsahuji globalne
Standardy  spoloc¢nosti  Novartis. V niektorych
Krajinach maju pred principmi uvedenymi v tychto
protikorup&nych zasadach prednost’ prisnejsic platné
zakony, pravne predpisy alebo odvetvové kédexy.
Divizie a miestne organizicie spolotnosti Novartis
tiecz mozu zaviest' redtriktivnejsie postupy.

This Policy contains Novartis global standards. In
some countries. more stringent applicable laws.
regulations or industry codes supersede the
principles set out in this Policy. Divisions and local
Novartis organizations may also establish more
restrictive practices.

Tieto protikorupéné zasady nadobutidaji Gicinnost’ 1.
jula 2016 and musia ich implementovat vsetky
pobocky spolocnosti Novartis (s prihliadnutim na
| poZziadavky miestnej legislativy). Nahradzaju
predchadzajicu verziu protikorupénych zasad zo dia
1. marca 2012.

This Policy enters into force as of July 1. 2016, and |
must be implemented by all Novartis affiliates |
(taking into account local legal considerations). It |
replaces the previous version of the Anti-Bribery |
Policy dated March 1, 2012. ‘

*Riaditelia, veduci pracovnici, manaZéri
spolotnosti Novartis AG a jej pobocick

a zamestnanci

—y
*Directors, officers, managers, and employees of Novartis AG |
and its affiliates

2 Zasady ani-)_i:avi(-llzi

2. Principles and Rules

2.1 Zﬁkladné_bravidlé

2.1 Basic Rules

Zisady a pravidla




| Pracovnici nesmi sami poskytnut' uplatok atiez
'nesmi na poskytovanie uplatkov  vyuzZivat
| sprostredkovatelov, ako napriklad zastupcov,
- konzultantov, poradcov, distributorov alebo inych
' obchodnych partnerov.

Associates must not bribe and they must not use
intermediaries, such as agents, consultants,

advisers, distributors or any other business partners |

to commit acts of bribery.

Pokial' ide o podplacanie, spolo¢nost Novartis
nerozlisuje medzi verejnymi ¢initeI'mi
| a stkromnymi osobami: podpldcanie sa netoleruje
| bez ohl'adu na postavenie prijemcu.

Novartis does not distinguish between public |

officials and private persons so far as bribery is
concerned: bribery is not tolerated, regardless of the
status of the recipient.

Skor ako akejkol'vek osobe pontknete, poskytnete
alebo sl'bite cokol'vek, ¢o ma hodnotu, polozte si
| najprv otazku, ¢i by sa vami zamyslané konanie
| mohlo povazovat' za konanic s nelegitimnym
- umyslom. Ak je odpoved' .,ano", nesmiete takéto
konanie zahdjit.

Always ask yourself before offering, giving, or
promising anything of value to any person if’ what

you are considering could be viewed as having an |

illegitimate purpose. If the answer is yes, you must
not proceed.

V pripade akychkol'vek pochybnosti sa obrdtte na
pracovnika pravneho oddelenia alebo pracovnika
zodpovedného za dodrziavanie pravnych predpisov,
a to skor, ako takéto konanie zahajite.

|
|
|

If you are in any doubt, consult a lcéal or
compliance representative before proceeding.

Definicie

Definitions

| Podplacanic znamena ponutkanie, poskytovanie
| alebo sl'ubovanie nedovoleného prospechu (alebo
poverovanie inej osoby pontkanim poskytovanim
alebo sl'ubovanim nedovoleného prospechu), priamo
alebo nepriamo, sumyslom ovplyvnit' alebo
odmenit spravanie urditej osoby na Gcely ziskania
alebo udrzania obchodnej vyhody.

|

Bribery means offering, giving or promising (or
authorizing someone to offer, give, or promise) an

improper benefit, directly or indirectly, with the |

intention of influencing or rewarding the behavior
of someone to obtain or retain a commercial
advantage.

Podplicanie méze mat’ rozne podoby — poniikanie
- alebo poskytovanie penazi alebo cohokol'vek in¢ho,
| ¢o ma hodnotu. V skutocnosti aj bezné¢ obchodné
| praktiky alebo spolocenské aktivity, ako je
poskytovanie darov alebo pohostenia, mozu za
urtitych okolnosti predstavovat’ podplédcanie.

Bribery can take a variety of forms — offering or |

giving money or anything ¢lse of value. In fact, even

common business practices or social activities, such

as the provision of gifts and hospitality. can
constitute bribes in some circumstances.

- Situacie, v ktorych pracovnici dostant, suhlasia
| s tym, Ze dostan, pozaduju alebo prijimajt financny
| prospech alebo cokol'vek iné, ¢o ma hodnotu,
| upravuju zasady o konflikte zaujmov.

Situations when Associates receive, agree 1o |

receive, request or accept a financial benefit or
anything else of value are regulated by the Conflicts
of Interest Policy.

References




Protikorupéna smernica spolo¢nosti Novartis
tykajuca sa tretich osdb
Zasady  spolo¢nosti
zaujmov

Novartis o konflikte

«  Novartis Anti-Bribery Third Party Guideline

* Novartis Conflicts of Interest Policy

—
L]

.'2-2 Dary, pohostenie a zdbava

2.2 Gifts, Hospitality, and Entertainment

Zasady a pra_vidlzi

Principles and Rules

Vo vztahuk jednotlivym prijemcom musia byt dary.,
pohostenie a zabava skromné, primerané a nie prilis
casté.

|

Gifts. hospitality, and entertainment must be |
modest, reasonable and infrequent so far as any |
individual recipient is concerned. l

Dary. pohostenie a zabava sa nesmu nikdy sl'ubovat’.
ponukat' alebo poskytovat’ s umyslom, aby ich
prijemca svojim konanim zvyhodnil spolo¢nost
Novartis, aby takéto konanie odmenil alebo aby sa
| zdrZal konania, ktoré by znevyhodiiovalo spolo¢nost
i Novartis.

Gifts, hospitality, and entertainment must never be |
promised, offered, or provided with the intent of |
causing the recipient to do something favoring |
Novartis, to reward such behavior, or to refrain from |
doing something disadvantaging Novartis. '

Nikdy sa nesmic pdskylovat' hotovost alebo penazné
dary (napr. ndkupné poukazky).

Cash and gifts that are cash cqunalcnl (cg
shopping coupons) must never be given.

Nezabezpecujte zabavny program pre akéhokol'vek
ucastnika obchodnych rokovani, kongresov alebo
podobnych podujati spolo¢nosti Novartis, ak takyto
zabavny program nie je vhodnou sprievodnou
sucastou takychto podujati. Neplatte za Ziadne
vedlajsie alebo predizené vylety.

cestovné za Ziadnu osobu, ktoré sprevadza
| pozvaného  ucastnika  obchodného  rokovania,
Kongresu alebo podobného podujatia spoloénosti
Novartis. V situdciach, kedy neméze pozvana osoba
cestoval’ sama (napr. ak ide o pacientov alebo
neplnoleté  osoby).  cestovné  néklady za
sprevadzajicu osobu (napr. opatrovatel'a) sa moZu
uhradit” pod podmienkou, 7e ddvody tejto podpory
su legitimne, zdokumentované a zohladnuju platné
poziadavky na ochranu osobnych tdajov.

Do not provide entertainment to any participant to
Novartis  business meetings, congresses — or
comparable events. unless the entertainment is an |
appropriate and incidental part of such events. Do |

not pay for any side or extended trips. !

Neuhradzajte naklady na zabavu, pohostenie alebo

| Do not pay for the entertainment, hospitality. or |

travel costs of anyone who accompanies an invitee |
to a Novartis business meeting. congress. or |
comparable event. In situations where an invitee is |
unable to travel alone (e.g., patients or minors). |
travel costs for an accompanying person (e.g.. |
caregiver) can be paid for provided that the rationale |
for this support is legitimate, documented. and
considers applicable data privacy requirements.

Skor ako komukol'vek poskytnete dar alebo pre
kohokol'vek zabezpecite pohostenie alebo zabavu,
zvazte, ¢ by nemohlo dojst’ k poskodeniu dobrej
povesti spolocnosti Novartis, vasej vlastnej povesti
alebo povesti prijemcu v pripade, ak by sa sprava
o tomto dare, pohosteni alebo zabave objavila na
titulnej strane novin. Ak by sa kvéli tomu mala
spolo¢nost’”  Novartis alebo prijemca  ocitnat’

|V neprijemnej situdcii, upustite od takéhoto konania. |

Before giving a gift or providing hospitality or |
entertainment to anyone, consider whether the |
reputation of Novartis, yourself, or the recipient is |
likely to be damaged if news of the gift, hospitality, |
or entertainment appeared on the front page of a |
newspaper. If this would embarrass either Novartis |
or the recipient, do not proceed. '




Definicie

Definitions

Dary si benefity akejkol'vek povahy, ktoré sa
| nickomu poskytujii na dokaz ocenenia alebo
 priatel'stva bez otakavania akejkol'vek protisluzby.
. Zahfaji ,,zdvorilostné dary®, ¢o st drobné darceky
odovzdavané pri  uznavanych spologenskych
| udalostiach (napr. svadby, pohreby) alebo pri
| prilezitosti vyznamnych sviatkov (napr. Vianoce,
| Novy rok).

|
-
|
|
|

Gifts are benefits of any kind given to someone as a |
sign of appreciation or friendship without |
expectation of receiving anything in return. They '[
include ‘courtesy gifts’, which are small gifts given |
at culturally recognized occasions (e.g., weddings,
funerals) or special times of the year (e.g.
Christmas, New Year).

Pohostenie obvykle zahffia obcerstvenie, jedlo
| a ubytovanie.

Hospitality generally includes refreshments, meals. |
and accommodation. '

Zabava obvykle zahfiia navstevu divadelnych hier,
' koncertov a $portovych udalosti.

Entertainment generally includes attendance at
plays, concerts, and sports events.

References

° /asad\ a postupy pre odbornikov (P3)

e Principles & practices for professionals (P3) |

' 2.3 Granty, dary a sponzoring

2.3 Grants, Donations and Sponsoring T

Zisady a pravidla

S 1
|

Principles and Rules

Granty adary sa moézu poskytnut' len vtedy, ak
spolo¢nost’ Novartis za to neprijme (a ani nebude
vzbudzovat' dojem, ze by prijala) Ziadne hmotné
protiplnenie. Granty adary zdroven nesmu
odmenovat’ (a ani nesmu vzbudzovat dojem, Ze
| odmenuji) akékol'vek hmotné protiplnenie.

Grants and donations may only be given if Novartis
does not receive (and is not perceived 1o receive)
any tangible consideration in return. At the same
time, grants and donations must never reward (or be
perceived to reward) any tangible consideration.

K Ziadostiam o granty alebo dary sa musi
pristupovat’ s mimoriadnou obozretnostou, najmé
pokial' ide o ziadatel'ov, ktori mo6Zu ovplyviovat
i predaj produktov spolocnosti Novartis alebo mozu
| mat’ z udelenia grantu alebo daru osobny prospech.
' Napriklad, granty ani dary sa nesmu poskytnut' na
Gcely ziskania rozhodnutia o registracii alebo
akéhokol'vek iného povolenia ani na u¢ely priameho
| zvysenia predaja akéhokol'vek produktu spolognosti
Novartis.

Requests for grants or donations must be handled |
with special caution, in particular those from |
requesters who are able to affect the sales of
Novartis or may benefit personally if the request is
granted. For instance, grants or donations must not
be given to obtain a marketing authorization or any
other approval, or to directly increase the sales of a |
Novartis product in return.

Sponzoring sa nesmie vyuzivat (a ani nesmic
| vzbudzovat' dojem, Ze sa vyuZiva) na ucely ziskania
nepripustnej obchodnej vyhody. Sponzoring ziroven
nesmie odmenovat (a ani nesmie vzbudzovat dojem,
' ze odmenuje) nepripustni obchodni vyhodu.

commercial advantage.

Sponsoring must not be used (or perceived to be
used) to receive an improper commercial advantage
in return. At the same time, sponsoring must never
reward (or be perceived to reward) an improper




Granty, dary asponzormg sa nesmi pmkytovat
jednotlivcom.

Grants, donations, and sponsoring may not be
provided to individuals. '

| Definicie

Definitions

Granty a dary su benefity, ktoré spolo¢nost’ Novartis

| poskytuje vo forme penazi alebo vo forme
| nepeiaznych prispevkov (napr. dodanie produktu
| spolocnosti Novartis bezplatne alebo za znizenu
[ cenu).

|
]

Grants and donations are benefits given by Novartis |
in the form of money and/or in-kind contributions
(e.g.. the supply of a Novartis product for free or at
a reduced price). '

ikSpoloEnc'st' Novartis poskytuje granty adary na
| rozne legitimne lely, vratane financovania
| vyskumu alebo opatreni zameranych na zlepSovanie
| systému zdravotnictva apodpory charitativnych
projcktov.

Novartis provides grants and makes donations for a |
varicty of legitimate purposcs, including funding |
research or measures to improve health care systems |
and supporting charitable projects. '

| Hlav ny “rozdiel medzi grantmi a darmi spociva
vtom, Ze granty si poskytované na konkrétny ucel
(napr. vyskum alebo vzdelavanie), zatial’ ¢o dary su
poskytované pre humanitarne potreby, vratane
mimoriadnych situacii a prirodnych katastrof (napr.
zemetrasenic).

The main difference between grants and donations |
is that grants are given for a specific purpose (e.g.. |
research or education) while donations address
humanitarian needs. including emergency and
natural disaster situations (e.g., earthquake).

Sponzoring je zmluva so serioznou nezdravotnickou
indtitiiciou alebo spolo¢nostou, na ziklade ktorej
tato intitiicia alebo spolognost’ bude za odplatu
prijimat’  opatrenia na posilnenie vieobecného
povedomia o spolo¢nosti Novartis alebo jej dobrej
povesti.

Sponsoring is an agreement with a reputable non-

healthcare institution or company under which the
institution or company will. for payment. take
measures to enhance the general image or reputation
of Novartis. |

h{}dkazy

References

o Lésad) a poslupy pre odbornikov (P3)

e Prehlad sponzoringu adarov a schvalovaci
postup

o Urovne  schval'ovania pre  manazment

i (Management Authorization Levels, MAL)

e Sponsoring and Donations Review
Approval Procedure |
e Management Authorization Levels, also known |

as MALs

and .

2.4 Pravidla tykajuce sa verejnych &initel’ov

2.4 Rules Relating to Public Officials !
|

|
| Zasady a pravidld

Pr:i;lbiples and Rules

nerozlisuje mcd7.1 verejnyml Cinitel'mi
a zamestnancami  organizacii  zo  sukromného
sektora; je vSak dolezité mat na pamiti, Ze na
verejnych Cinitelov sa nezriedka vztahuji urgité
pravidla a obmedzenia, ktoré neplatia pre osoby
posobiace v siikromnom sektore.

|
Novartis does not distinguish between public |
officials and employees of private scctor |
organizations so far as bribery is concerned: |
however, it is important to recognize that public |
officials are often subject to rules and restrictions |
that do not apply to persons who operate in the |
private sector.

- T — _—



| Akvkol'vek vzt'ah s verejnymi &initeI'mi musi byt
| strikine v stlade s pravidlami a predpismi, ktorym
ticto osoby podliehaja (t. j. sakymikol'vek
pravidlami alebo predpismi platnymi v danej krajine,
ktoré sa tykaji verejnych ¢initel'ov alebo ktoré im
ulozil ich zamestnavatel’), pri¢om akakol'vek vyhoda
poskytnuta verejnému Cinitelovi musi byt uplne
transparentna, riadne zdokumentovana
a vyuétovana.

Any relationship with public officials must be in |
strict compliance with the rules and regulations to
which they are subject (i.c., any applicable rules or
regulations in the particular country relating to
public officials or that have been imposed by their
employer) and any benefit conveyed to a public
official must be fully transparent, properly |
documented, and accounted for.

Definicie

Definitions

Podla pomeme Sirokej interpretacie regulacnych

orgdnov pojem ,verejny Cinitel™ zahra:

+ akéhokol'vek voleného alebo menovaného

' aradnika  alebo  Statneho  zamestnanca,
zamestnanca ministerstva, §tatncho organu alebo
spolo¢nosti v uplnom alebo  ¢iastotnom
vlastnictve Statu,

« akychkolvek volenych

alebo menovanych

' uradnikov alebo zamestnancov  verejnych
| medzinarodnych organizacii, ako napriklad
OSN,

.+ akokol'vek osobu konajucu oficidlne v mene

‘ Statu alebo ministerstva, Statneho organu alebo
verejnej medzinarodnej organizécie,

l

| » politikov a kandidatov na politicku funkeiu,

|® akukol'vek inu osobu, ktord sa povaZuje za
i verejného Cinitel'a podla platnych zakonov,
| pravnych predpisov a odvetvovych kodexov.

The term ‘public official’ has been extensiv z,l\ 1
interpreted by regulators and includes 'a
* Any elected or appointed officer or employee of | |
a government or government department, |
government agency, or of a company owned or |
partially owned by a government,

* Any elected or appointed officers or employees
of public international organizations, such as the
United Nations,

* Any person acting in an official capacity lor or |
on behalf of a government or a government |
department, government agency, or of a public
international organization,

« Politicians and candidates for a political office,

« Any other person who is considered to be a
public official according to applicable laws, |
regulations and industry codes. |

' Podmienky pre verejnych ¢initel'ov splnaju lekarski
a vedecki pracovnici, ak pracuji v nemocnici, na
klinike, univerzite alebo v podobnom zariadeni
| v liplnom alebo Ciastoénom vlastnictve Statu.

Medical and scientific personnel qualify as public |
officials when they work at a hospital, clinic.i
university or other similar facility owned or partially |
owned by a government. g

V niektorych krajinach su lekari, lekdrnici, osoby
| zodpovedné za vykonavanie klinick¢ho skusania
| a zdravotné sestry verejnymi Cinite'mi bez ohl'adu
na to, ¢i pracuju v Statnej institaceii.

In some countries, doctors, phdrmamsls Clml.Ldl
trials investigators, and nurses are public officials
irrespective of whether they are working at ‘1|
government institution. |

2.5 Politické Brispcvky

2.5 Political Contributions

Principles and Rules R

Spo!ocnosl Novartis vicobecne neposkytujc Ziadne
politick¢ prispevky. Ked'Zze v3ak urlité aspekty
verejnej  politiky ovpl)*\'nUJu obchodnti  ¢innost’
' spolo¢nosti Novartis, jej zamestnancov a komunit,
| v ktorych spolocnost’ Novartis posobi, mdze byt

|
|
-
[ Zasady a pravidla
L
]
I
|
|

Generally, Novartis does not make political |
contributions. However, since public policy issues |
impact Novartis business, its employees, and the |
communities in which Novartis operates, in certain 1:
cases it may be appropriate to use its resources 10 |

[



v nicktorych pripadoch vhodné, aby vyuzila svoje
zdroje na poskytnutic politickych prispevkov.
Spolo¢nost’ Novartis moéze napriklad podporit’
kandidatov, komisie alebo iné organizicie, ktoré sa
usiluji o hospodarsky rozvoj, uzndvaji vyznam
inovacii v oblasti zdravotnej starostlivosti a zlep3uju
pristup pacientov k liecbe.

e e

make political contributions. For instance, Novartis |
may seek to support candidates, committees. or
other organizations that are committed to economic |
development, recognize the importance of |
healthcare innovation, and improve patient access o
therapies.

Politické prispevky nesmu byt nikdy poskytnuté
s ocakdvanim akejkol'vek priamej alebo okamzitej
navratnosti vo vzt'ahu k spolo¢nosti Novartis.

Political contributions must never be made with the _
expectation of a direct or immediate return for |
Novartis. l

Spolo¢nost” Novartis mdze poskytovat' politické
prispevky len vtedy, ak patria k politickej kultire
krajiny asi vnimané ako sucast spolocenskej
zodpovednosti firiem.

pO/Iddd\ ky:
byt vsulade splatnymi zakonmi,
predpismi a odvetvovymi kodexmi,

* byt financované z osobitnej rozpo&tovej kapitoly
schvélenej v ramci riadneho  procesu
Zostavovania rozpodtu,

* byt vopred schvalené prezidentom spolo¢nosti
Novartis v prislusnej krajine.

pravnymi

Politické prispevky musia spliiat’ vietky naslcdujﬁét_:m

Novartis may make political contributions onl_\-'?
where these are part of the political culture in a |
country and are seen as part of the corporate social |
responsibility of corporations. i

Political contributions must meet all of the

following requirements:

« Compliant with applicable laws. regulations. |
and industry codes,

+ Covered by a separate budget position, approved
in the ordinary budget process,

« Approved in advance by the relevant Novartis
Country President.

Definicie

Definitions

Politické prispevky si penazné alebo nepefiazné
(napr. zdroje, zariadenia) prispevky urCené na
podporu  politickych  stran,  politikov  alebo
politickych iniciativ.

Political contributions are monetary or non-
monetary (e.g., resources, facilities) contributions to
support political parties, politicians or political |
initiatives.

2.6 Lobing

2.6 Lobbying

iasad\ a pm\ idla

Principles and Rules

Spolo¢nost” Novartis sa zucastiiuje aktivit lobingu,

aby politikom poskytla Udaje arelevantné

informacie, ktoré umoznia informované

rozhodovanie napomdhajice zlepSeniu vysledkov
pre pacientov a udrZateI'nému podnikaniu.

-'- lobmg sa nesmie zneuzivat na Ziadne korupéné

alecbo nelegalne 1cely ani na nepripustné
ovplyviiovanie akéhokol'vek rozhodnutia. Prislusné
oddelenia (napr. oddelenie verejnych a statnych
zalezitosti) poskytuji navod, ako sa ma lobing
vykondvat' na ziklade hodnét transparentnosti,
Cestnosti a integrity.

-Lobb\ 1ng should not be misused for any corrﬁpi 0r

Novartis engages in lobbying activities to provide
policy makers with data and insights to enable
widely informed decision-making conducive to
improving patient outcomes and sustainable
business.

illegal purposes, or to improperly influence any ;
decision. Relevant functions (e.g.. Public & |
Government Affairs) provide guidance on hm-.l
lobbying should be conducted based on the \d!uu
of transparency, honesty and integrity.




Definicie

Definitions

.Lobing™ popisuje interakcie s politikmi a d'al§imi
externymi zainteresovanymi stranami s ciel'om
reprezentovat  hl'adisko  spolo¢nosti  Novartis
v politickom rozhodovani. Aktivne prispievanie
k politike je integralnou sucastou demokratického
procesu a legitimnou ¢innostou, pretoze umoziuje
reprezentaciu réznych spoloc¢enskych zaujmov.

‘Lobbying” describes interactions with policy
makers and other external stakeholders with the
intent to represent Novartis’ perspective in the
policy making process. Active contribution to
policy making is an integral part of the democratic
process and a legitimate activity as it enables the
representation of different societal interests.

Odkazy

References

* Koddex spravania

* Interny navod tykajuci sa lobingu

* Protikorupénd smernica spolo¢nosti Novartis
tykajuca sa tretich osob

*  Code of Conduct
* Internal Guidance on Lobbying
* Novartis Anti-Bribery Third Party Guideline

2.7 Odmeny za urychlené vybavenie

2.7 Facilitation Payments

[.;s.nh a pravidla

Principles and Rules

Spolotnoal_l\'zwarlls zakazuje poskytovat odmeny
za urychlené vybavenie bez ohl'adu na to, ¢i takéto
odmeny povol'uji miestne zakony.

Novartis  prohibits  facilitation  payments,
irrespective of whether local law permits facilitation
payments.

Definicie

Definitions

Odmeny za urychlené vybavenie st platby verejnym
Cinitel'om s cielom urychlit' plnenie povinnosti,
| ktoré nemaji charakter rozhodnutia na zaklade
| vlastného uvazenia. Ucelom tychto odmien je
| ovplyvnit' len ¢as vykonania tikonov verejného
| ¢initel'a (napr. odmena za urychlenie vydania viza
| alebo colného vybavenia tovaru), nie vsak ich
| vysledok.

Facilitation payments are payments 1o public
officials to expedite the performance of duties of a
non-discretionary nature. These payments are |
intended to influence only the timing of the public |
officials’ actions (e.g., payments to expedite the |
issuance of a visa or clearing goods thruu;ch
customs), but not their outcome.

| 2.8 Tretie qub\

2.8 Third Parties

Zisady a pravidla

Principles and Rules . !

Spolo¢nost’ Novartis je opravnena nadvizovat
obchodné vzt'ahy s tretimi osobami len vtedy, ak su
splnené vsetky nasledujice poZiadavky:

Novartis must only engage Third Parties if all of the |
following requirements are met: '




*  existuje odovodnena potreba ziskat' sluzby alebo
tovar, ktoré poskytuju,

* cena takychto sluzieb a tovaru nie je vys3ia ako
trhové cena,

+ tretia osoba je zprotikorupéného hladiska
vhodnd po posudeni dokladnym procesom
hibkového auditu (due diligence),

* bola uzatvorenia pisomna zmluva alebo iny
pisomny dokument spodobnym pravnym
a¢inkom (napr. nakupna objednavka).

* There is a legitimate need for the services or the
goods that they provide,

* The services and goods arc priced at no more
than market value,

* The Third Party is suitable from an anti-bribery |
perspective after assessment in a robust Due
Diligence process,

* There is a written contract or other writien
document with a similar legal effect (e.g..
Purchase Order).

Prijatic  sluzieb alebo tovaru musi byt
zdokumentované v sulade s poziadavkami
stanovenymi v ¢lanku 2.10 tychto protikorupénych
zasad.

':
} -

The receipt of services or goods must be |
documented and in line with the requirements
stipulated in Section 2.10 of this Policy.

| Obchodné vztahy stretimi osobami — vratane
| zdravotnickych pracovnikov — sa nesmu nikdy
| vyuzivat ako stimul alebo odmena ani na ziskanic
[nepripustncj obchodnej vyhody pre spolognost
| Novartis.

Engagement of Third Parties — including healthcare |
professionals — must never be used to create an |
incentive, or to reward or to secure any improper |
business advantage for Novartis.

£
| Definicie

Definitions _ !

| Tretia osoba je akakolvek fyzickd osoba alebo
tprzivnickzi osoba, sktorou spolo¢nost’ Novartis
prichadza do kontaktu, a ktora vzhl'adom na povahu
jej podnikania predstavuje urditi tdroven rizika
uplatkdarstva. Pobocky a pracovnici spolo¢nosti
Novartis sa vtychto protikorup&nych zasadach
nepovazuju za tretie osoby.

A Third Party is any natural person or legal entity |
with whom Novartis interacts and who poses. due to |
the nature of their business. a particular level of |
bribery risk. Novartis affiliates and Associates are
not considered Third Parties in this Policy.

" Odkazy

References

* Protikoruptna smerica spolo¢nosti Novartis
tykajuca sa tretich osob

* Protikoruptnd smernica pre nové obchody
a spolo¢né podniky (joint ventures)

* Novartis Anti-Bribery Third Party Guideline

«  Anti-Bribery Guideline for New Businesses and
Joint Ventures

2.9 Novy obchod a spolo¢né podniky (joint
ventures)

2.9 New Business and Joint Ventures

| Zasady a pravidla
|

Principles and Rules

Pred uzatvorenim dohody o novom obchode alebo
0 vstupe do spolo¢ného podniku musi byt vykonany
zodpovedajuci protikorupény proces due diligence.
Okrem toho je potrebné vytvorit' a zaviest plan
napravnych  opatreni,  ktory  bude  riedit
identifikované problémy.

Principles and Rules Before entering into an
agreement for new business or entering into a joint
venture, adequate anti-bribery due diligence must be
completed. In addition, a remediation plan should be
developed and implemented to address identified
issues.




Definicie

Novy obchod znamena akukolvek transakciu
zahfiajicu prevzatie alebo akviziciu celej tretej
strany alebo podniku alebo ich Casti alebo zlucenie
podniku spolo¢nosti Novartis s inou spolo¢nostou
 alebo podnikom.

|
Definitions ‘.
|

New business means any transaction invo lum__ the |
takeover or acquisition of all or any part of a third |

party or business, or the merger of a Novartis |
business with another company or business. |

Spolo&ny podnik (joint venture) znamend akykol'vek
typ spolo¢nej dohody alebo dojednania medzi
spolo¢nostou Novartis ajednou alebo viacerymi
tretimi  stranami o vlastnictve  a prevadzke
samostatného podniku vo vzdjomny prospech
spolo¢nosti Novartis atretej osoby alebo tretich
0s0b.

Joint venture means any type of joint agreement or
arrangement between Novartis and one or more
third parties to own and operate an enterprise as a |
separate business for the mutual benefit of Novartis |
and the third party or parties.

{ Odkazy

References |

-

« Protikoruptna smernica pre novy obchod
a spolo¢né podniky (joint ventures)

I?. 10 Uétovna cvldenc:a a zdznamy fvnutdrné

Kontroly

« Anti-Bribery Guideline for New Business and
Joint Ventures

2. 10 Books and Records/Internal Controls

|
i Zisady a pravidla

Principles and Rules

Spolocnosl I\ovams musi vytvorit avmbl uclovnu
| evidenciu a zaznamy, ktoré presne a dostatone
podrobne dokumentuji zdroj a spdsob pouzitia
prijmov a majetku spolo¢nosti Novartis.

Novartis must preparc and maintain books and |
records that accurately and in reasonable detail |
document the source and use of Novartis revenues |

Je prisne zakazané viest akékol'vek zaznamy mimo
uctovnej evidencie azapisovat' do ctovnej
evidencie  azaznamov  spolo¢nosti  Novartis
nepravdivé alebo zavadzajice udaje. VS3etky
finan¢né transakcic musia byt zdokumentované,
pravidelne kontrolované ariadne zauctované do
uctovnej evidencie a zaznamov prisludn¢ho subjektu
spoloc¢nosti Novartis.

|
and assets. !

‘Off-the-books’ accounts and false or deceptive |
entries in Novartis books and records are strictly 1
prohibited. All financial transactions must be |
documented, regularly reviewed and properly |
accounted for in the books and records of the |
relevant Novartis entity. :

“Musia sa dodrZiavat vietky platn:. poqtupy [mancnq
kontroly a schval'ovania.

All relevant financial controls and approval
procedures must be followed.

| Uchovavanic a archivacia ziznamov spolo¢nosti
Novartis musi byt vsilade so Standardmi
spolo¢nosti Novartis a s platnymi dafovymi a inymi
| zakonmi a pravnymi predpismi.

The retention and archive of Novartis records must
be consistent with Novartis standards and tax and |
other applicable laws and regulations.

!'}ef'mcu

Definitions




'lifétovné evidencia azéznamy zahrfiaju Udty,
| faktary, koreSpondenciu, tladené dokumenty, CD
|dmk) pasky, memorandad ainé dokumenty alebo
- prepisané informdcie akéhokol'vek charakteru.

Books and records include accounts. invoices. |
correspondence, papers. CDs, tapes, memoranda |
and any other document or transcribed mformalmn '
of any type.

| Odkazy References
. : N O —— "
j * Urovne  schvalovania pre  manazment | » Managcment Authorization Levels, also known |

(Management Authorization Levels, MAL)
'+ Manual finan¢nych kontrol spolo¢nosti Novartis
'+ Uttovny manudl spolo¢nosti Novartis

as MALs
* Novartis Financial Controls Manual
* Novartis Accounting Manual

I" 5 RS
|3 Implementacia

3. Implementation

. iﬂgﬂolcnic

3.1 Training

Pracovnici sa  musia  oboznamit' s tymito
protikoruptnymi zasadami. Pracovnici musia byt
vySkoleni podla planu $koleni spolo¢nosti Novartis
voblasti dodrziavania pravnych predpisov na
celopodnikovej  urovni. Miestne  organizicie
spolocnosti  Novartis mézu stanovit' dodatoéné
poziadavky na $kolenie,

|

Associates must familiarize themselves with this |
Policy. Associates must be trained per the Novartis-

wide compliance training curriculum. Local |
Novartis organizations may define additional |
training requirements. 5

| Poziadavky na $kolenie pre tretic osoby definuje
| protikorupéna smernica spolonosti  Novartis
tykajiica sa tretich osob.

Training requirements for Third Parties are defined |

by the Novartis Anti-Bribery Third Party Guideline. |

Externi dodavatelia a externi poskytovatelia sluzieb

External contractors and external service providers

konania/vyluéenie odvetnych opatreni

porueni  platnych  zdkonov alebo tychto
protikorupénych zasad, je povinny bezodkladne

svoje podozrenie nahlasit’ v silade s ¢lankom
kddexu spravania spolocnosti  Novartis  ,,Ako
nahlasovat’ mozné protipravne konanie.* Pozri

http://www.novartis.net/Pages/CodeOfConduct/I
ndex.aspx.

okrem tretich osob budi vy3koleni v stlade | other than Third Parties shall be trained according |
$ ramcovou smernicou. to the Framework Guideline. ,
3.2 Nahlasovanic moZzného protiprdvneho | 3.2 Reporting Potential Misconduct/Non-

_Etb;\:‘;m'gkmﬁrééﬁvn?ﬁ. ktory sa dozvie o moznom

Retaliation

Any Associate who learns of a potemlal violation of |
applicable laws or this Policy is required to report

his or her suspicion promptly in accordance with the |
section of the Novartis Code of Conduct entitled |
'How to report potential misconduct.’ See |
http://www.novartis.net/Pages/CodeOfConduct/ '
Index.aspx. 5

 Pracovnici, ktori v dobrq ‘viere nahlasia mozné
pronprdvnc konanie alebo ktori pmkvmu informacie
alebo budu inak asistovat' pri preverovani alebo
vySetrovani mozného protipravneho konania, budu
| chraneni pred odvetou.

Associates who, based on good faith, report
potential misconduct or who provide information or
otherwise assist in any inquiry or investigation of
potential misconduct will be protected against |
retaliation.

3_3 _[’prugé;:ie tychto protikorupénych zisad

3.3 Breach of this Policy




" Porusenia tychto protikorupénych zasad nebudi
tolerované amozu viest' k disciplinarnym alebo
inym opatreniam, a to vratane skoncenia pracovné¢ho
pomecru.

Breaches of this Policy will not be tolerated and \.51;1
lead to disciplinary and other actions up to and ‘
including termination of employment.

3.4 Vynimky

|
1
3.4 Exceptions :

7. dodrziavania platnych zdkonov, pravnych
predpisov aodvetvovych kodexov sa nemoZu
udel'ovat’ ziadne vynimky.

————— e e

No exceptions can be granted from complian_ééu\{-'i'l'h"‘
applicable laws, regulations and industry codes. ‘

O protikorupénych zélezitostiach, ktoré neupravuji
tieto protikoruptné zasady. rozhoduje hlavny
aradnik pre etiku a dodrziavanie pravnych predpisov
(Chief Ethics & Compliance Officer) a vedici
oddelenia sudnych sporov (Head Litigation) spolu
hlavnym pravnikom skupiny (Group General
Counsel).

The Chief Ethics & Compliance Officer and Head |
Litigation together with the Group General Counsel |
decide on anti-bribery related matters not addressed |
by this Policy. '

35 Zodpd_\;;dnosti a implementécia

3.5 Responsibilities and Implementation

Kazdy manazér spolo¢nosti Novartis je zodpovedny
za zabezpeCenie riadnej implementdcie tychto
protikorupénych zasad vramci oblasti svojej
funk¢nej zodpovednosti, musi st prikladom
ausmernovat’ svojich podriadenych. Manazéri
spoloénosti Novartis sa musia tiez usilovat’
| 0 zodpovedajice nastavenie stimulov a vykondvat
| hodnotenie vykonnosti v uvedenom zmysle.

It is the responsibility of every Novartis manager to
implement this Policy within his or her area of
functional responsibility, lead by example, andi
provide guidance to the Associates reporting to him |
or her. Novartis managers must also seek lo‘
structure incentives and conduct  performance |
assessments accordingly. ‘

Vsetci pracovnici st zodpovedni za dodrziavanie
zasad a pravidiel stanovenych v tychto
| protikorupénych zasadach.

All Associates are responsibi o for a dl—l-.c-f-i.ﬁg ” .l.h-c.“;
principles and rules set out in this Policy. ;

| Vlastnikom lj*cﬁia_prolikorllpén};fch zasad JeGr(;ufJ
| Integrity & Compliance.

The owner of this Anti-Bribery I;c;li_c; is .Gr-(I'l.l-p
Integrity & Compliance. '




Priloha €. 4
Podmienky poskytnutia vybavenia

Appendix No. 4
Conditions for Equipment Provision

Pojmy pouzite vtejto prilohe & 4 zaginajice
velkym zaciato€nym pismenom maju rovnaky
vyznam aky im je prisudzovany v tele Zmiuvy,
pokial nie je v tejto prilohe &. 4 uréené inak.

Term used in this appendix No. 4 which begin
with first capital letter have the same meaning as
attributed to them in the body of the Agreement,
unless stipulated otherwise in this appendix No.
4.

1. Vybavenim na Klinické skusanie (dalej ako
.Vybavenie“) sa rozumie material iny ako
Skusany liek, zariadenia a pomocky
potrebné na vykonanie Klinického skusania,
ktoré bezplatne doddva alebo zabezpe&uje
Novartis.

1. Equipment for the Clinical Trial (hereinafter
referred to as the “Equipment”) means any
material other than Investigational medicinal
product, facilities and aids necessary for the
conduct of the Clinical Trial, which is
supplied or ensured by Novartis free of
charge.

2. Novartis méze poskytnut' Centru Vybavenie
potrebné k vykonaniu Klinického skusania
alebo suvisiace s vykonavanim Klinického
skasania na zaklade svojho rozhodnutia za
U¢elom ve&asnej ariadnej realizacie
Klinického skusania. Aj v takomto pripade
viastnikom poskytnutého Vybavenia vzdy
ostava Novartis, resp. Zadavatel alebo ich
pridruzené osoby, podfa toho, v koho
viastnictve sa Vybavenie nachadza.

2. Novartis may provide the Center with
Equipment necessary for the conduct of the
Clinical Trial or associated with the conduct
of the Clinical Trial at its discretion in order
to ensure early and proper conduct of the
Clinical Trial. Even then Novartis, event. the
Sponsor or their affiliated persons, whoever
disposes of the Equipment, shall at all times
remain the owner of Equipment so provided.

3. Vpripade poskytnutia Vybavenia podla
bodu 2., je Centrum opravnené Vybavenie
uZivat' riadne v sulade s Gcelom, na ktory
obvykle slizi, pre potreby Centra
vykonavajuceho Klinické skusanie podla
tejto Zmluvy, zabezpetit riadnu starostlivost
podla navodu na pouzivanie a predpisov
vyrobcov, chranit pred akymkolvek
poskodenim, stratou, odcudzenim alebo
zni¢enim.  Centrum  zodpoveda za
poskodenie Vybavenia sposobené
porusenim pravnych povinnosti Centra,
najma vzniknuté neodbornym a nesetrnym
zaobchadzanim s vypoziéanym Vybavenim
alebo v rozpore s navodom na pouZivanie
alebo predpismi vyrobcov, ako aj za stratu,
znicenie, ¢&i odcudzenie zapozitaného
Vybavenia. Centrum nezodpoveda najma
za vady a poskodenia vzniknuté
prirodzenym starnutim a opotrebovanim
Vybavenia alebo vlastnou vnutornou
chybou Vybavenia. Novartis nenesie
zodpovednost za akékolvek $kody, ktoré by
mohli  vznikndt  Centru v suvislosti
s rozhodnutim Centra v pripade pouzitia
Vybavenia vrozpore stouto Zmluvou,
s navodom na pouzivanie alebo predpismi
vyrobcov. Novartis bude na viastné naklady
zabezpeCovat  vyrobcom  predpisané
servisné prehliadky vypozi¢aného
Vybavenia. Pokial nie je Zmluvnymi
stranami__ vyslovne  dohodnuté inak,

3. Incase the Equipment is provided pursuant
to para. 2., the Center is entitled to use the
Equipment in a proper manner and in
accordance with the purpose which it
usually serve, for the needs of the Center
performing the Clinical Trial according to
this Agreement, to ensure proper care
according to the instructions for use and
regulations of the manufacturers and to
protect them from any damage, loss, theft or
destruction. The Center is responsible for
damage of the Equipment caused by
violation of the legal obligations of the
Center, mainly caused by improper and
careless handling of borrowed Equipment or
contrary to the instructions for use or
prescribed by the manufacturer, as well as
for the loss, destruction or theft of borrowed
Equipment. The Center is not responsible
mainly for defects and damage caused by
the natural aging and wear and tear of the
Equipment or its own internal defects.
Novartis is not responsible for any damage
that might arise to the Center in connection
with the decision of the Center in the case
of using Equipment contrary to this
Agreement, contrary with instructions for
use or contrary to the specifications of the
manufacturer. Novartis will at its own cost
provide service inspections prescribed by
the manufacturer of the borrowed
Equipment. Unless otherwise expressly
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poskytnutie Vybavenia Novartisom podfa
tejto Zmluvy je bezodplatne.

agreed by the Contracting Parties, Novartis
shall provide Equipment under this
Agreement free of charge.

Odovzdanie Vybavenia Centru podla bodu
2. potvrdi Novartis a Centrum vo forme
podpisaného protokolu o odovzdani
a prevzati vybavenia, ktory bude obsahovat
aspon 3pecifikaciu odovzdaného Vybavenia
(typ, vyrobca, vyrobne &islo, iné), mnozstvo,
hodnota Vybavenia, jeho stav (nové alebo
pouzivané), dokumentacia odovzdavana
spolu s Vybavenim, datum a podpisy
odovzdavajuceho a preberajuceho;
Novartis a Centrum sa dohodli, ze na podpis
protokolu o odovzdani a prevzati vybavenia
podla tejto vety su opravneni v ich mene gj
ich veduci zamestnanci, ktori budu povereni
vykonavanim uloh suvisiacich s Klinickym
skusanim, priéom za Centrum mobzZe
podpisovat aj Hlavny skusajuci aza
Novartis aj uréeny monitor. V pripade, Ze
protokol o odovzdani a prevzati vybavenia
bude obsahovat’ s ohfadom na podmienky
upravené vtejto Zmluve aj dodatolne
podmienky alebo prehlasenia tykajuce sa
poskytnutia  konkrétneho  Vybavenia,
Novartis aj Centrum suhlasia, 2e takéto
podmienky sa budu povaZovat za platne
dohodnuté aj v pripade, 2e protokol
o odovzdani a prevzati vybavenia podpise
v ich mene niektora z oséb opravnenych v
zmysle prvej vety tohto bodu. Dokumentécia
odovzdavana spolu s Vybavenim bude
predstavovat navod na pouzitie
v slovenskom alebo c¢eskom jazyku,
pripadne iné predpisy vyrobcu na jeho
uzivanie, udrzbu aservis, ktorymi je
Centrum povinné sa riadit, av pripade
zdravotechniky aj vyhlasenie o zhode alebo
certifikat s registratnym €islom Statneho
ustavu pre Kkontrolu lie¢iv. V pripade
zdravotechniky, ktorej uzivanie nie je bezne
na zaklade navodu na uzivanie, Novartis
bezodplatne vykona zaskolenie
pracovnikov Centra, o ¢om bude spisany
protokol o zaskoleni, ktory bude obsahovat’
aspon 3pecifikaciu odovzdaného Vybavenia
a identifikdciu zadkolenych oséb, datum
apodpisy za Novartis, Centrum
a zaskolenych oséb. Centrum je povinne
zabezpedtit potrebnu su¢innost
k odovzdaniu a zaskoleniu. Centrum je
povinné zabezpeéit oznaéenie Vybavenia
ako veci, ktora vlastnicky patri Novartisu.
Poskytnutie Vybavenia podia tejto Zmluvy
zo strany Novartis nie je podnecovanim pre
odporiéanie, predpisovanie, kupu,
dodavanie, predaj alebo podavanie liekov

The submission of the Equipment to the
Center under point 2. confirms Novartis and
the Center in the form of signed protocol on
handover and acceptance of equipment
which will include at least the specification
of the submitted Equipment (type,
manufacturer, serial number, etc.), quantity,
value of the Equipment, its condition (new or
used), documentation submitted together
with the Equipment, date and signatures by
the transferor and recipient; Novartis and
the Center hereby agree that, on their
behalf, also their managers in charge of
performing the duties related to the Clinical
Trial are entitled to sign the protocol on
handover and acceptance of equipment,
whereby for the Center, also the Principal
Investigator is entitled to sign and for
Novartis, also the designated monitor is
entitled to sign. In case the protocol on
handover and acceptance of equipment
includes, with regard to conditions
stipulated in this Agreement, also any
additional conditions or representations
related to provision of a certain Equipment,
Novartis and the Center agree, that such
conditions shall be considered as validly
agreed even where 'the protocol on
handover and acceptance of equipment is
signed on their behalf by any of the
authorized persons according to the first
sentence of this paragraph. The
documentation submitted together with the
Equipment will constitute instructions for
use in Slovak or Czech language or other
instructions of the manufacturer for the use,
maintenance and service, which the Center
is obliged to follow, and in the case of
sanitary also declaration of conformity or
certificate with registration number of State
Institute for Drug Control. For sanitary
technology whose use is not common on the
basis of the instructions for use, Novartis will
carry out the staff training of the Center free
of charge, which shall be drawn up in the
protocol of the training, which will include at
least the specification of the submitted
Equipment and the identification of trained
persons, dates and signatures for Novartis,
Center and trained persons. The Center is
obliged to provide necessary cooperation in
the submission and training. The Center is
obliged to ensure to mark the Equipment as
Novartis' ownership. Provision of the
Equipment under this Agreement by
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a poskytnutie Vybavenia nie je podmienené
predpisanim, ¢&i uZivanim akéhokolvek
lieku, Ci akymkolvek inym plnenim alebo
konanim zo strany Centra alebo Hlavného
skusajuceho.

Novartis does not represent any motivation
to recommend, prescribe, purchase, supply,
sale or administrate the medicinal products
and the provision of the Equipment is not
conditioned by prescription or use of any
medicinal product or another consideration
or conduct by the Center or the Investigator.

Centrum a Skusajuci nepouzije Skasané
lieky, Vybavenie, dokumentaciu Klinického
skudania a suvisiacu dokumentaciu na
Ziadny iny uCel okrem vykonavania
Klinického skusania a bez
predchadzajuceho pisomného suhlasu
Novartisu neda Skusané lieky, Vybavenie,
dokumentaciu Klinického skusania
asuvisiacu  dokumentaciu  k dispozicii
Ziadnej tretej strane okrem tych, ktoré s
uvedené v Protokole alebo v Zmluve.

The Center and Investigator shall not use
Investigational medicinal products,
Equipment, Clinical Trial documentation
and related documentation for any purpose
other than conduct of the Clinical Trial and
shall not make the Investigational medicinal
products, Equipment, Clinical Trial
documentation and related documentation
available to any third party except those
listed in the Protocol or the Agreement,
without the prior written consent of Novartis.

V pripade poskytnutia Vybavenia podla
bodu 2 je toto poskytnuté maximaine na
dobu trvania Klinického ski$ania. Ak bude
mat’ Novartis odévodnentt pochybnost, Ze
Vybavenie poskytnuté podfa bodu 2. &i
akakolvek jeho ¢&ast boli pouzité na iné
ucely, nez tie, ktoré st uvedené v Zmluve,
je opravneny poziadat' Centrum o spravu a
dokazy o pouziti Vybavenia. V pripade, ze
Centrum nepreukaze Novartisu
poZadované do 20 dni po obdrzani takejto
vyzvy, ma sa za lo, ze Vybavenie bolo
pouZity v rozpore so Zmluvou. Centrum je
povinné Vybavenie poskytnuté podfa bodu
2. vratit, ak ho nepouziva riadne alebo ho
uZiva v rozpore so Zmluvou alebo v rozpore
s Ucelom  a podmienkami  dohodnutymi
v Zmluve, alebo ak o to Novartis poziada,
vliehote 10 dni. Centrum sa zavazuje
Vybavenie vratit Novartisu v rovnakom
stave, kvalite a v rovnakom zloZeni ako ho
prevzalo, s prihliadnutim na obvyklé
opotrebenie. Ak sa tak nestane, Novartis je
opravneny vyuctovat Centru cenu a naklady
na poskytnuté Vybavenie podfa bodu 2.
nevrateného v uvedene] lehote. Tym
nebude dotknutd akakolvek ind pravna
zodpovednost' Centra za neopravnené
nakladanie s Vybavenim aspbsobenu
Skodu.

In case of provision of Equipment according
to para. 2., the Equipment is provided for a
period of the Clinical Trial at the most. If
Novartis reasonably suspects that the
Equipment provided in accordance with
para. 2. or any part of it has been used for
other purposes than those listed in
Agreement, it is entitled to request that the
Center provides a report and evidence
regarding the use of the Equipment. If the
Center fails to do so within 20 days after
having received such request, it shall be
deemed that the Equipment has been used
in conflict with Agreement. The Center is
obliged to return the Equipment provided
pursuant to para. 2. within 10 days, if not
used properly or used in conflict with
Agreement or purpose and conditions
herein agreed, or if so requested by
Novartis. The Center undertakes to return
the Equipment to Novartis in the same
condition, quality and composition as when
taken over, taking into account regular wear
and tear. If this does not happen, Novartis
shall be entitled to charge the Center the
price and costs of Equipment provided
pursuant to para. 2. which have not been
returned during prescribed period. This is
without prejudice to any other legal
responsibility of the Center for any improper
handling of the Equipment and for any
caused damage.
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Priloha &. 5 - Pravidla pre finanénu nahradu
nakladov subjektov skusania

Appendix No. 5 — Rules for Reimbursement of
the Trial Subject’s Costs

Pojmy pouzité vtejto prilohe ¢. 5 zacinajuce
velkym zaciatotnym pismenom maji rovnaky
vyznam aky im je prisudzovany v tele Zmiuvy,
pokial nie je v tejto prilohe &. 5 uréené inak.

Term used in this appendix No. 5 which begin
with first capital letter have the same meaning as
attributed to them in the body of the Agreement,
unless stipulated otherwise in this appendix No.
5

Pri realizacii  Klinického skasania Novartis
poskytuje subjektom skusania za vykonané
navstevy v ramci Klinického skusania prispevok
na nahradu cestovnych nakladov a pripadne za
Cas straveny v Centre spdsobom av rozsahu
schvalenom regulaénymi a kontrolnymi organmi
a Protokolom.

Centrum sa zavazuje poskytnut’ administrativau
¢innost’ suvisiacu s vyplatenim a spracovanim
cestovnych vydavkov  a pripadne ¢asu
straveného v Centre pre subjekty skusania
zaradene do Klinického skuSania, ato
prostrednictvom Hlavného skusajuceho.
Podrobnosti mézu byt $pecifikované v osobitnej
dohode medzi Hlavnym skusajucim
a Novartisom. Centru za takuto &innost' Hlavného
skasajuceho neprislicha Ziadna odmena.

During the realization of the Clinical Trial,
Novartis will provide to the trial subjects, for
completed visits during the Clinical Trial, the
contribution to cover their travel costs and, where
appropriate, for the time spent at the Center in the
manner and scope approved by the regulatory
and supervisory authorities and the Protocol.

The Center undertakes to provide via the
Principal Investigator administrative activities
related to payment and processing of such travel
costs and, where appropriate, the time spent at
the Center to the trial subjects enrolled in the
Clinical Trial. The details may be specified in a
separate agreement between the Principal
Investigator and Novartis. The Center is not
entitled to any remuneration for such activities of
the Principal Investigator.
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Priloha &. 6

Annex No. 6

Nazov skusaného produktu/lieku:
tropifexor a likogliflozin

Name of the investigational product/medicine:
Tropifexor & Licogliflozin

Referenéné &islo:
LJN452 a LIK066

Reference number:
LJN452 & LIK066

Kaéd klinického skusania: CLJIN452D12201C

Clinical trial code: CLJN452D12201C

Nazov/Popis klinického skusania:
Randomizované dvojito zaslepené multicentrické
Klinické skusanie v paralelnych skupinach na
zhodnotenie Géinnosti, bezpeénosli a
znasanlivosti perorainej lieby kombinaciou
tropifexoru (LUN452) s likogliflozinom (LIK066) a
monoterapiou kazdym z oboch lie€iv, v porovnani
s placebom, pri liecbe dospelych ucastnikov s
nealkoholovou steatohepatitidou (NASH) a
fibrézou pecene (ELIVATE)

Title/Description of the clinical trial:

A Randomized, Double-blind, Parallel-group,
Multicenter Study to Assess Efficacy, Safety, and
Tolerability of Oral Tropifexor (LJN452) &
Licogliflozin (LIKO66) Combination Therapy and
Each Monotherapy, Compared With Placebo for
Treatment of Adult Patients With Nonalcoholic
Steatohepatitis (NASH) and Liver Fibrosis
(ELIVATE)

Datum finalnej verzie Protokolu: 18.09.2020

Date of final version of the Protocol: 18.09.2020

Skusajaci: MUDr. Peter Uhrik
Spoluskusajuci: MUDr. Lenka Nosakova, PhD.

The Investigator:  MUDr. Peter Uhrik
The Co-Investigator:MUDr. Lenka Nosékova,PhD

Centrum: Univerzitna nemocnica Martin,
Internd Klinika gastroenterologicka,
Kollarova 2, 036 59 Martin

Telefén: +421 43 4203622

Mobil: | !

Centre: Univerzitna nemocnica Martin,
Interna klinika gastroenterologicka,
Kollarova 2, 036 59 Martin

Telephone: +421 43 4203622

Mobile: |

Riaditel Intitucie:

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

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

Ing. Stanislav Skoria, ekonomicky riaditel

Telefon: +421 43 4203 315

Director of the Institution:

MUDr. Dusan Krkoska, PhD.,MBA, General
Director

Doc. MUDr. Dalibor Murga$, PhD., Medical
Director

Ing. Stanislav Skorfa, Director for Economics
Phone: +421 43 4203 315

islo centra: 6204

Centre number: 6204

Planovany poéet zaradenych pacientov: 2

Planned number of enrolled patients: 2

Monitor klinického skusania:
Ludmila Al Khoury

Clinical trial monitor:
Ludmila Al Khoury

Adresa:

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 5886

Address:

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 5886

Casovy rozvrh klinického skusania:
30.04.2021 - 04.05.2024

Clinical study schedule:
30.04.2021 - 04.05.2024

Zaciatok zaradovania pacientov:
30.04.2021

Commencement of patient enrolment:
30.04.2021

Ukonéenie zaradovania pacientov/randomizacie:
24.02.2022

End of patient enrolment/randomization:
24.02.2022

Ukonéenie klinického skusania najneskér:
04.05.2024

End of the clinical trial at the latest on;
04.05.2024
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Priloha &.7
Hlavny Skasajlci - formular sihlasu dotknutej
osoby so spracivanim osobnych udajov

v zmysle ustanovenia ¢lanku 6 ods. 1 pism. a), élanku
7 anasl. Nariadenia Eurépskeho parlamentu a rady
(EU) 2016/679 z 27.aprila 2016 o ochrane fyzickych
0séb pri spracivani osobnych Udajov a o volnom
pohybe takychto udajov, ktorym sa zru$uje smernica
95/46/ES (véeobecné nariadenie o ochrane (dajov)
(dalej len ,Nariadenie")

Annex No.7
Principal Investigator - the form of the consent of
the data subject with processing of its personal
data

according to provision of art. 6 para. 1 letter a), art. 7
and et. of Regulation of the European parliament and of
the council 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
95/46EC (General Data Protection Regulation)
(hereinafter as the "Regulation”)

Novartis Vas chce poziadat o suhlas so zaradenim
niektorych prvkov Vasich osobnych udajov do databazy
s nazvom GrantPlan vedenej tretou stranou. Zamerom
databazy GrantPlan, ktord vedie azadavatelom
farmaceutického vyskumu poskytuje spolo&nost TTC,
Spojené Staty americké (dalej len ,TTC"), je pomact
zadavatelom vyskumu v transparentnosti tykajucej sa
nakladov na klinické skiSanie. Databaza sa pouziva
ako pomoc pre odhad nakladov na klinické skiSanie
Specifickych pre uréitt krajinu a poskytnit' informacie
benchmarkingu s ciefom dosiahnut transparentnost
a poctivost' v stanoveni nakladov na uskuto&nenie
klinického skusania.

Novartis would like to ask you for consent to the
inclusion of certain elements of your personal data to a
database named GrantPlan, maintained by a third party.
The aim of GrantPlan database, which is led by and to
the sponsors of pharmaceutical research provided by a
company named TTC, the United States of America
(hereinafter as “TTC"), is to assist the research
sponsors in the transparency of the costs of clinical
trials. The database is used to help estimate the cost of
clinical trials specific to a particular country and to
provide benchmarking information to achieve
transparency and fairness in assessing the cost of
carrying out the clinical trial.

Informacie sa zapisuji do databazy tak, Ze nikto okrem
pracovnikov TTC nemdze vidiet Vase meno alebo
spojit Vase miesto uskuto€novania klinického skisania
s konkrétnym klinickym skuSanim alebo spoloénostou
zadavatela.

Information is entered into a database so that no one
except the TTC workers can not see your name or can
not connect the place of realization of the clinical trial
with the specific clinical trial or with the company of
SPONSOr.

So zretelom na uvedené tymto udelujete spolo&nosti
TTC ako prevadzkovatelovi suhlas so spracovanim
Vasich osobnych udajov v rozsahu Vasho mena,

kontaktnych  informacii miesta  uskuto&fiovania
klinickeho skuSania, nazvu klinického skusania,
zadavatefa, koépie zmluvy o klinickom skusani

a nakladov a honorarov tykajlcich sa uchovania Vasho
miesta uskuto&iovania klinického skusania spravcovi
tejto databazy od tretej strany. Vase osobné udaje sa
budd  spracuvat za  horeuvedenym  Gcelom
v informagnom systéme - databaze GrantPlan — a to po
dobu piatich rokov. Svoj suhlas udelujete vo vztahu
k véetkym spracovatelskym operacidm s osobnymi
udajmi, okrem ich zverejnenia; a to vratane ich prenosu
do tretich krajin, ktoré nemusia zaru€ovat primeranu
uroven ochrany osobnych udajov, vratane Spojenych
Statov americkych.

VysSie uvedenu prenosnost osobnych udajov do tretich
krajin tymto beriete na vedomie a podpisanim tohto
suhlasu davate svoj osobitny slhlas na prenos
osobnych ddajov do tychto tretich  krajin.
Prevadzkovatel viak zabezpecuje, aby bola zachovana
dovernost vsetkych ziskanych osobnych udajov na
rovnakej urovni ako garantuje Nariadenie.

With regard to the mentioned hereof, you hereby grant
a consent ta the company TTC being the data controller,
to process your personal data to the extent of your
name, contact information of place where is the clinical
trial conducted, the name of clinical trial, sponsor, a
copy of the clinical trial agreement and expenses and
fees related to the preservation of your place for
conducting clinical trial to manager of the database from
a third party. Your personal data will be processed for
the above mentioned purpose within the information
system - GrantPlan database - and that for a time-period
of five years. You grant your consent in relation to all
personal data processing operations, except for their
disclosure; and that including their transfer to third
countries that do not have to provide the same level of
personal data protection, including the United States of
America.

With regard to the abovementioned portability of the
personal data to the third countries, you hereby take into
account given information, and by signing of this
consent you grant your special consent to transfer of
your personal data to such third countries. The
controller however guarantees that the confidiality of the
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Osobné udaje budi do uvedeného informacného
systému GrantPlan poskytnuté spoloénostou Novartis
Slovakia s.ro. so sidlom Zizkova 22B, 811 02
Bratislava, ICO: 36 723 304, zapisana v Obchodnom
registri Okresného stdu Bratislava |, oddiel: Sro, vioZzka
¢. 44016/B. Tymto udelujete spoloénosti Novartis
Slovakia s.r.o. suhlas s poskytnutim  Vasich
horeuvedenych Udajov spolognosti TTC za uéelom ich
spraclvania spoloénostou TTC v rozsahu
horeuvedeného suhlasu.

Ak vykaonavate vyskum pre Novartis v inych krajinach
nez Spojené Staty americké, ako su krajiny v Eurépe,
beriete na vedomie, Ze Spojené Staty americké
neposkytuju rovnaku uroven ochrany, ako sa poskytuje
v Eurépe. Udelenie tohto suhlasu je dobrovolné a
neziadaju Vas o udelenie suhlasu na toto zverejnenie
preto, aby ste pokracovali v klinickom skaani. Ale ked
stuhlas date, pomodzete zhromazdit informacie
o primeranych nakladoch v klinickych skusaniach.
Tento suhlas mézete kedykolvek odvolat.

obtained personal data shall be maintained on the same
level as maintained by the Regulation.

Personal data will be provided to the mentioned
GrantPlan information system by the company Novartis
Slovakia s.r.o., with its registered seat at Zizkova 228,
811 02 Bratislava, Identification Number: 36 723 304,
registered with the Commercial Registry of District Court
Bratislava |, Section: Sro, Insertion No. 44016/B.
Hereby you grant consent to the company Novartis
Slovakia s.r.o0. to provide your above mentioned data to
the company TTC for the purpose of their processing by
the company TTC to the extent of the above mentioned
consent.

When you are conducting the research for Novartis in
other countries than the United States, such as
countries in Europe, you acknowledge that the United
States do not provide the same level of protection as is
granted in Europe. The granting of this consent is
voluntary and they are not asking you to consent to such
disclosure, therefore, to continue the clinical trial. But if
you give the consent, you will help gather information
about the reasonable cost of clinical trials. You can
withdraw this consent at any time.

Ako dotknuta osoba mate vzmysle Nariadenia
nasledujuce prava, o ktorych ste boli riadne pouéeny/a
a informovany/a

pravo ziskat potvrdenie o tom, &i sa spracuvaju
Vase osobné udaje, apravo =ziskat pristup
k takymto udajom vratane urenia Ucelov
spracuvania, kategérii osobnych udajov,
identifikaciu oséb, ktorym boli alebo budu osobné
udaje  poskytnuté, predpokladani  dobu
uchovavania osobnych udajov, existencie prava
na opravu osobnych udajov alebo ich vymazanie
alebo obmedzenie spracuvania, alebo prava
namietat’ proti takémuto spracuvaniu, prava
podat staznost Uradu na ochranu osobnych
udajov, existencie automatizovaného
rozhodovania vratane profilovania ohladom
osobnych udajov. Osobné tdaje budu poskytnuté
v strojovo Citatelnom formate. Toto potvrdenie
bude vydané bezplatne, avSak za kazde dalsie
kopie, o ktoré poziadate, Vam modze byt uctovany
primerany poplatok zodpovedajlci nadkladom na
vyhotovenie takéhoto potvrdenia. Takisto mate
pravo preniest tieto udaje inému subjektu, ktory
bude Va&e osobné udaje dalej spracovavat. Toto
pravo sa vSak nevztahuje na spracuvanie
nevyhnutné na spinenie Glohy realizovanej vo
verejnom zaujme anesmie mat nepriaznivé
dbésledky na prava a slobody inych,

You, as a data subject, have the following rights under
the Regulation, of which you has been properly
instructed and informed:

- the right to obtain the confirmation as to whether
or not the personal data concerning you are being
processed, and where that is the case, access to
the personal data including the purposes of the
processing, the categories of personal data
concerned, identification of the persons to whom
the personal data have been or will be disclosed,
the envisaged period for which the personal data
will be stored, the existence of the right to request
rectification or erasure of personal data or
restriction of processing of personal data or to
object to such processing, the right to lodge a
complaint with the Office for personal data
protection, the existence of automated decision-
making, including profiling. Personal data shall be
provided in a machine-readable format. Such
confirmation shall be provided free of charge,
however, for each additional copy requested, a
reasonable fee can be charged taking into
account the administrative costs of providing of
such confirmation. You have also right to transmit
those data to another subject for further
processing. Such right shall not apply to
processing necessary for the performance of a
task carried out in the public interest and must not
affect the rights and freedoms of others,
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pravo na to, aby boli osobné Udaje, ktoré su
spraclvané asu nespravne, bez zbyto&ného
odkladu opravené. Takisto mate pravo na
dopinenie neuplnych osobnych Gdajov, ato
prostrednictvom poskytnutia  dopinkového
vyhlasenia,

pravo na vymazanie osobnych udajov, ak nie su
osobné Udaje potrebné pre uéely, na ktoré sa
ziskavali alebo spracuvali, ak sa osobné ldaje
spracuvali nezakonne, alebo ak osobné udaje
musia byt vymazané vzmysle osobitnych
pravnych predpisov. Osobné udaje viak nemusia
byt vymazané, ak je ich zachovanie potrebné na
uplatnenie prava na slobodu prejavu ana
informéacie, na spinenie zakonnej povinnosti
podla osobitnych predpisov, na splnenie ulohy
realizovanej vo verejnom zaujme, z dbvodov
verejného zaujmu v oblasti verejného zdravia, na
ucely archivacie vo verejnom zaujme, alebo na
ugely vedeckého alebo historického vyskumu, &i
na Statistické ugely, ana preukazovanie,
uplatiovanie alebo obhajovanie pravnych
narokov,

pravo na obmedzenie spracuvania osobnych
udajov, ak ste napadli spravnost osobnych
udajov, a to potas obdobia umozdiujiceho overit
spravnost osobnych udajov, spracuvanie
osobnych udajov je protizéakonné a namietate
proti vymazaniu osobnych udajov a Ziadate
namiesto toho obmedzenie ich pouzitia, ak uz nie
sU osobné udaje potrebné na ucely spractivania,
ale ich potrebujete na preukazanie, uplatiiovanie
alebo obhajovanie pravnych narokov,

pravo podat staznost proti spracuvaniu
osobnych udajov dozornému orgéanu, ktorym je
v Slovenske] republike Urad na ochranu
osobnych udajov Slovenskej republiky, so sidlom
Hraniéna 12, 820 07 Bratislava.

Ako dotknuta osoba mate tiez pravo na zaklade
pisomnej Ziadosti alebo osobne, ak vec neznesie
odklad, u prevadzkovatela kedykolvek namietat a
nepodrobit sa rozhodnutiu prevadzkovatela, ktoré by
malo pre Vas pravne U¢inky alebo vyznamny dosah, ak
sa také rozhodnutie vyda vyluéne na zaklade ukonov
automatizovaného spracuvania Vasich osobnych
udajov. Mate pravo Ziadat prevadzkovatela o
preskimanie vydaného rozhodnutia metédou odlidnou
od automatizovanej formy spracuvania.

- the right to rectification of inaccurate processed
personal data without undue delay. You have
also right to have incomplete personal data
completed, by means of providing a
supplementary statement,

- the right to erasure of personal data if such data
are no longer necessary in relation to the
purposes for which they were collected or
otherwise processed, the personal data have
been unlawfully processed, the personal data
have to be erased under specific legislation. The
personal data do not have to be erased if its
existence is necessary to for exercising the right
of freedom of expression and information, for
compliance with a legal obligation under specific
legislation, for performance of a task carried out
in the public interest, for reasons of public interest
in the area of public health, for archiving purposes
in the public interest, scientific or historical
research purposes or statistical purposes, and for
establishment, exercise or defense of legal
claims,
the right to restriction of processing of personal
data, if the accuracy of the personal data is
contested by you, for a period enabling the
controller to verify the accuracy of the personal
data, the processing in unlawful and you oppose
the erasure of the personal data and requests the
restriction of their use instead, the personal data
are no longer needed for the purposes of the
processing, but they are required by you for the
establishment, exercise or defense of legal
claims,

- the right to lodge a complaint against the
processing of the personal data with a
supervisory authority, which in Slovak republic is
the Office for personal data protection, with its
seat at Hraniéna 12, 820 07 Bratislava.

You as data subject may also at any time, upon a written
request or in person, if the matter is urgent, object with
the data controller and refuse to submit to the decision
of the data controller, which would have legal effects or
a significant impact on you, if such decision is made
solely on the basis of automated processing of your
personal data. You shall be entitled to ask the data
controller to review the issued decision by a method
other than automated processing.

Ano, Tymto sdhlasim, ze spoloénost Novartis
méze zverejnit moje osobné (daje v suvislosti
s databazou GrantPlant.

o] Yes, | hereby agree that Novartis may disclose
my personal data in connection with the GrantPlant
database.
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o Nie, nesuhlasim so zverejnenim mojich | o No, | do not agree with the publication of my
osobnych udajov v suvislosti s databazou GrantPlant. personal data in connection with the GrantPlant
database.

‘?;M, @ A, A é f'; . /') A
Miesto a datum/Place and Date

Meno/Name: MUDr. Peter Uhrik
Skusajuci/Investigator
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