ZMLUVA O KLINICKOM SKUSANI
uzatvorend podlfa § 269 ods. 2 anasl zakona

513/1981 Zb. Obchodny zékonnik v platnom zne
(dale] len ,Obchodny zékonnik’) (dalej len

Zmluva’)

Medzi

Novartis Slovakia s.r.o0.

sidlo: Zizkova 22B, 811 02 Bratislava
1ICO: 36 723 304

DIC 2022302425

ICDPH: SK 2022302425

zapisany v Obchodnom registri Mestského

sUdu Bratislava Ill, oddiel: Sro,

vioZka & 44016/B
v mene ktorého koné/zastupeny:
Ing. Peter Takécs, na zaklade pinomocenstva
PharmDr. Andrea  Urbanova, na
pinomocenstva

bankové spojenie:

SWIFT: GEBACZPP

IBAN: CZ71 6300 0644 5061 0188 0008
(dalej len "Novartis”)

L

Fakultna nemocnica Nitra

so sidiom:  Spitalska 6, 949 01 Nitra

Pracovisko: Interna klinika, Intema ambulancia

[olo} 17 336 007

Di¢: 2021205197

IC DPH: SK 2021205197

Zriadena: Prispevkova organizacia zriadena
Zriadovacou listinou MZ SR &.
3724/1991-AMIII-1 zo dha
09.12.1991, v zneni neskoriich
rozhodnuti

v mene ktorého kona/zastapeny:

Mgr. Michal Fajin, MBA, LL.M, MPH, riaditef

bankové spojenie: Stétna pokladnica, Radlinského

3z,
Bratislava
IBAN: SK 49 8180 0000 0070 0028 0649
BIC/SWIFT: SPSRSKBA
(dalej len “Centrum” alebo “Zmluvny Partner” )

A

Zmiuva o kinickom skiéanl - verzia 26 11.2021

zéklade

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 City
Court Bratislava Ill, Section:
Sro, Insertion No. 44016/B
Represented by:
Ing. Peter Takacs, based on the power of
attorney
PharmDr. Andrea Urbanova, based on the
power of attorney
Bank Details:

SWIFT: GEBACZPP
IBAN: CZ71 6300 0644 5061 0188 0008

(hereinafter referred to as “Novartis”)
AND
Fakultna nemocnica Nitra

Registered office: Spitalska 6, 949 01 Nitra
Site: Interna klinika, Interna ambulancia

Company ID: 17 336 007

Tax ID: 2021205197

VAT ID: SK 2021205197
Registration: Contributory organization

established by the Establishment Document of
the Ministry of Health of the Slovak Republic
No. 3724/1991-A/MIII-1 dated 09.12.1991, as
amended by later decisions

Represented by:

Mgr. Michal Fajin, MBA, LL.M, MPH, Director

Bank Account: Statna  pokladnica,
Radlinského 32, Bratislava
IBAN: SK 49 8180 0000 0070 0028 0649

BIC/SWIFT: SPSRSKBA

(hereinafter referred to as the “Center” or the
“Contracting Partner" )

AND
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Skigajici lekar:

Doc. MUDF. Peter Minérik, PhD.

bydlisko: Liptovska 9, 949 01 Nitra
datum narodenia: 07.02.1976

IBAN SK72 0900 0000 0002 3118 7052

(dalej len , Hlavny skusajoci’ alebo

‘Zmluvny
Partner” )

!Centmm' a Hlavny skusajuci spolu dalej len
Zn_-lluv_m_ partneri’, Novartis s Centrom a Hlavnym
Skusajucim spoly dalej len .Zmluvné strany")

Preambula

VZHUADOM K TOMU, 2E Novaris poziadal
Zmiuvnych partnerov, aby vykonali klinické skusanie
so ski3anym liekom INCLISIRAN (dalej len
“Skusany liek") s nazvom Randomizované dvojito
zaslepené multicentrické klinické skasanie
kontrolované placebom na vyhodnotenie tginku
inklisiranu na primarnu prevenciu zavainych
neziaducich kardiovaskularnych prihod u
vysokorizikovych  pacientov (VICTORION-1
PREVENT) (dalej len "Klinické skisanie"), ktoré je
blizSie popisané v protokole &. CKJX839D12302,
ktory bude Zmluvnym partnerom odovzdany
Novartisom a ktory méze byt Novartisom
Jjednostranne doplfiovany (dalej len "Protokol”).

VZHLADOM KTOMU, 2E Novatis je
splnomocnenym zastupcom zadavatefa Klinického
skusania v Slovenskej republike podla § 29 ods. 10
zakona €. 362/2011 Z z. o liekoch a zdravotnickych
pomockach a o zmene a doplneni niektorych
zakonov v zneni neskorSich predpisov, (dalej len
.Zakon o liekoch"), uzatvarajici tito Zmluvu wo
viastnom mene ana viastny Géet, a ma zaujem
realizovat Klinické skusanie vyvinutého Skianého
lieku v Centre podfa podmienok definovanych v tejto
Zmluve. Zadéavatelom Klinického skosania je
spolofnost Novartis Pharma AG, zaloZena
a existujica podla prava Svajéiarska, so sidiom na
Lichtstrasse 35, 4056 Bazilej, Svajéiarsko. (dalej len
Zadavatel).

VZHLADOM K TOMU, ZE Zmluvni parineri
disponuju  znalostami, skusenostami a zdrojmi
potrebnymi na vykonanie Klinického sk(gania podla

Zmiuva o Kinickom skigan| — verzia 25 11 2021
Novarts / Fakulind nemocnica Nitra - 3321
Protokol € . CKJIXB39012302

Investigator:

Doc. MUDr. Peter Minarik, PhD.

Address: Liptovska 9, 949 01 Nitra

Date of Birth: 07.02.1976

IBAN: SK72 0900 0000 0002 3118 7052

(hereinafter as the * “Principal Investigator”
or the “Contracting Partner )

(the Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners’, Novartis with the
Centre and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Parties")

Preamble

WHEREAS, the Novartis asked the
Contracting Partners to conduct a clinical trial
involving  the study drug INCLISIRAN
(hereinafter called the “Investigational
medicinal product’) named A randomized,
double-blind, placebo-controlled
multicenter study to evaluate the effect of
inclisiran on preventing major adverse
cardiovascular events in high-risk primary
prevention patients (VICTORION-1
PREVENT) as described in more detail in
protocol no. CKJX839D12302 (hereinafter
referred to as the “Clinical Trial") which will be
provided to the Contracting Partners by
Novartis and which may be uni laterally updated
by Novartis (hereinafter referred to as the
“Protocol”).

WHEREAS, Novartis is the authorized
representative of the sponsor of the Clinical
Trial in the Slovak Republic pursuant to Section
29 para. 10 of Act No. 362/2011 Coll. on
Medicinal Products and Medical Devices and
on Amendments to Certain Laws, as amended
(hereinafter as the “Pharmaceuticals Act’),
concluding this Agreement in its own name and
on its own behalf, and is interested in the
conduct of the Clinical Trial of the developed
Investigational medicinal product in the Center
in accordance with the conditions defined in
this Agreement. The sponsor of this Clinical
Trial is Novartis Pharma AG, a company
established and operating under the laws of
Switzerland, with its registered seat at
Lichtstrasse 35, 4056 Basel, Switzerland.
(hereinafter referred to as the “Sponsor’).

WHEREAS, the Contracting Partners possess

knowledge, experience and resources
necessary for conducting the Clinical Trial,
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ich  najlepgieho  vedomia maju
pqzsdm«anému pottu subjektov skugania
kritérii pre zaradenie alebo vyradenie tak, a
vymedzené v Protokole,
skusanie vykonat'

VZHLADOM KTOMU, ZE Zmiuvné

pristup  k

podla
ko su

a si ochotni Klinické

strany

whla_suljﬁ_. Ze pred uzavretim tejto Zmluvy dékladne
zvazili riziké a obtiaze, tieto porovnali s oakavanym

prinosom pre Subjekty ski%ania apre verejny

zéujem a dosli
Klinického
predvidatelné rizika a obtiaje.

k zaveru, Ze okakévany prinos tohto
skusania  ospravedifuje pripadné
Zmluvné strany

vyhlasuju, Ze si nie su vedomé ziadnych prekazok,
h’ttoré by branili tomu, aby sa dohodli na predmete,
utele a vietkych ostatnych ustanoveniach tejto

Zmluvy,

tak sa Zmluvné strany rozhodli uzavriet tito Zmiluvy,
tak ako je uvedené nizgie.

1.1,

€L 1 - Predmet Zmluvy

Predmetom tejto Zmluvy je vykonanie
Klinického skugania v Centre a rozdelenie
povinnosti sdvisiacich s Klinickym skuganim
medzi Novartis a Zmluvnych partnerov.
Predmetom tejto Zmluvy s0 zavazky
Zmluvnych partnerov tykajice sa vykonania
Klinického  skiSania za  podmienck
dohodnutych v tejto Zmluve a zavazok
Novartisu k Ghrade odmeny za spravne
vykonanie Klinického skiSania. Akékolvek
odchylky od Protokolu a dodatky k
Protokolu, vratane aviak nielen
akéhokolvek vySetrovania alebo skisania
doplfiujicich  klinickych & laboratérnych
parametrov,  vyZaduji predchadzajlci
pisomny sUhlas Novartisu. Zmenu,
poruéenie postupu, & odchylku od Protokolu
méze Zmluvny partner vykonat len v
pripade, Ze je nutné wyliéit okamZité
nebezpedenstvo hroziace subjektu
, pricom je povinnost tuto
skutofnost okamiite oznamit Novartisu
akoukolvek formou, pisomne  vsak
najneskér do 2 dni od okamihu, kedy tato
skutofnost' nastala, a v pripade ak to
stanovuje pravny predpis, Zmiluva alebo
Protokol, ozndmit aj etickej komisii, &
Statnemu Gstavu pre kontrolu lie&iv.

Zmiuva o Kiruckom skisani - verzia 25 11.2021
Novartis | Faxuitnd nemocnica Nitra - 3321
Protokol €. CKJIX830012302

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.

WHEREAS, the Contracting Parties declare
that before entering into this Agreement, they
had considered the risks and difficulties,
compared them with the expected benefit for
the Trial Subjects and for the public interest
and arrived at the conclusion that the expected
benefit of this Clinical trial justifies any potential
expectable risks and difficulties. The
Contracting Parties declare that they are not
aware of any obstacles that would prevent
them from agreeing on the subject-matter,
purpose, and all other provisions of this
Agreement,

therefore, Contracting Parties decided to enter
into this Agreement as stipulated below.
Article 1 - Subject of the Agreement

11.  The subject of the Agreement is the
performance of the Clinical Trial at the
Center and the division of Clinical Trial-
related obligations among MNovartis
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 Novartis 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 Novartis. Contracting
Partners are only allowed to make any
amendment, breach any procedure or
deviate from the Protocol in case it is
necessary to exclude an imminent
danger for the Trial Subject; in such
situation they have to notify Novartis of
this matter immediately in any form, but
within 2 days from the occurrence of
the matter in writing, and if prescribed
by a legal regulation, contract or
Protocol, to notify the ethics committee
or State Institute for Drug Control as
well.

™
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1.2.

2.1.

Klinické skiganie liekov sa vykonava podla
§ 26 aZ 44 Zakona o liekoch

oL2 -

Povinnosti Zmluvnych Partnerov

Zmiuvni partneri sa
zdokumentovat'

hospodame a ¢

zavazuji vykonat' a
Klinické skusanie
néleZitou odbomou
starostlivostou v prisnom sulade s (a)
Protokolom; a (b) podmienkami tejto
Zmluvy; a (c) etickymi zasadami Helsinskej
deklardcie; a (d) Harmonizovanym
trojstrannym usmemenim ICH pre spravnu
klinickd prax vratane jeho naslednych zmien
a vSeobecne akceptovanymi  normami
spravnej klinickej praxe: a (e) vietkymi
prislusnymi  pravnymi predpismi; a (f)
vietkymi povoleniami, prikazmi a
smernicami prislusnych organov verejnej
moci a spravy, zdravotnych poistovni a
etickych komisii, ak takeé existuji; (g)
inStrukciou Novartisu nazvanej _Priruéka
pre skusajuceho” (Investigator's Brochure)
obsahujiuce] vietky v sucasnej dobe zname
informacie o Medicinskom produkte
pouZitom v Klinickom skudani a jeho
viastnostiach. Priruéku Novartis odovzdal
Hlavnému skiSajicemu a bude ju
aktualizovat v periodicite vyZadujucej
stavom Klinického skuSania alebo stanove;
pravnymi  predpismi.  Prirugka bude
pripojena k dokumentacii  Klinického
skusania, (h) so vieobecnymi podmienkami
Novartisu (pokial ich Novartis vydal a
poskytol Centru) o vykonévani klinickych
skusani, s vynimkou tych podmienok, ktoré
si  modifikované toutc Zmluvou, (i)
konsolidovanou smericou © spravnej
klinickej praxi Medzinarodnej konferencie o
zoslladeni technickych poZiadaviek na
registraciu  farmaceutik na  humanne
pouzitie, (j) pisomnymi pokynmi Novartisu a
ostatnymi véeobecne zavaznymi pravnymi
predpismi a platnymi poZiadavkami spravnej
klinickej praxe. Centrum je poskytovatefom
zdravotne] starostlivosti a zavazuje sa
poskytn(t’ primerané zdroje a vybavenie na
vykonavanie Klinického sk(sania v sulade s
touto Zmiuvou a platnymi pravnymi
predpismi.

Zmiuva o kinickom skidan| - verzia 25 11.2021
Novartis / Fakulind nemocrica Nitra - 3321
Protokol & CKJXB39012302

12.  The Clinical Trial is performed

pursuant to Sections 29 to 44 of
Pharmaceuticals Act.

Article 2 - Obligations of the Contracting
Partners
21.  The Contracting Pariners 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 approvalsipermits, orders
and directives of competent public
administration  authorities,  health
insurance companies and ethics

committees, if any. (g) an instruction
issued

by Novartis entitied
“Investigator's Brochure®, which
contains all currently known

information on the Medicinal Product
used in the Clinical Trial and on its
properties. Novartis 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 Novartis (provided that
Novartis has issued them and
submitted them to the Center) on the
conduct of clinical trials, except for the
conditions modified by this Agreement,
(i) consolidated guideline on good
clinical practice of the International
Conference on Harmonization of
Technical Requirements for
Registration of Pharmaceuticals for
Human Use, (j) written instructions
given by Novartis and other generally
binding regulations and applicable
requirements for good clinical practice.
The Center is an entity which provides
healthcare a shall provide adequate
resources and facilities for the
performance of the Clinical Trial in line
with this Agreement and current
legislation.
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2.2.

23.

Zmluvni partneri berd na vedomie, Ze 2.2.

Novartis a jeho prepojené osoby (tak ako su
definované v &lanku 2 12 ) musia dodriavat’
ustanovenia (i) zakona  Spojeného
krélovstva o Uplatkarstve 2 roku 2010 (the
Bribery Act 2010 of the United Kingdom
(Bribery Act)). (i) zakona Spojenych tatov
americkych o uplatkarskych praktikdch v
zahrani&i z roku 1977 (the Foreign Corrupt
Practices Act 1977 of the United States of
America (FCPA)) a (i) akychkolvek dalsich
protikorupénych pravnych predpisov (dalej
spolofne len “Prisludné protikoruptné
pravne predpisy”). Zhrnutie kficovych
principov  Prisludnych  protikorupénych

ch predpisov je uvedené v Prilohe &
3. Zmiuvni Partneri nemézu priamo alebo
nepriame povolit ani nabadat svojich
zamestnancov, zastupcov, poradcov alebo
inych spinomocnencov, aby sa zapojili do
akejkolvek cEinnosti, ktord je zakazana
Prislusnymi  protikorupEnymi  pravnymi
predpismi, vratane Uplatkarstva, ilegélnych
provizii, ilegalneho wyplécania vynosov
alebo inych kerup&nych obehodnych praktik.

Centrum sa zavazuje, Ze Hlavny skusajuci,
zamestnanci Institicie ako aj iné osoby
zOtasthujice sa na klinickom skasani 1)
budu dodrZiavat' prislusné pravne predpisy,
2) budy dodrZiavat vietky povinnosti podfa
tejto Zmiuvy, 3) sa oboznamia s Protokolom,
ktory budy dodrZiavat

Klinické ski3anie bude v Centre
vykondvané pod dohladom Hlavného
skigajuceho, ktory je odborne zodpovedny
za jeho riadny priebeh. Hlavny skidajici
zarovef prehlasuje, Ze nema
zruSenl/pozastavenu licenciu/povolenie na
vykonavanie zdravotnickeho povolania,
resp. e mu tatoftoto nezaniklo. Hiavny
skisajici je zodpovednym veducim skupiny
skiajucich v pripade, Ze Klinické skasanie
je v Centre vykondvané viac ako jednym
skogajicim (dalej len “Skasajdci). Hlavny
skudajlci je zodpovedny za celkovi pohodu
subjektov  skU$ania ziasthujicich  sa
Klinického skigania z hfadiska poskytovania
zdravotnickych sluzieb na odbornej trovni.

Hiavny sk(8ajici sGéasne slZi pre Novartis
ako kontakiné osoba v Centre vo vztahu ku
Klinickému skisaniu, pokial nie je nizsie v
tejlo Zmiuve stanovené inak. Hiavny
skidajici 8 Skugajici vykonévaju Klinické

Zmiuva o Kiinickom skidan| - verzis 26.11.2021
Novartis / Fakultnd nemocnica Nitra - 3321
Protokol & CKIXB39012302

23.

24.

The Contracting Partners
acknowledge that Movartis and its
Affiliates (as defined in art. 2.12.) need
to adhere to the provisions of (i) the
Bribery Act 2010 of the United
Kingdom (Bribery Act); (ii) the Foreign
Corrupt Practices Act 1977 of the
United States of America (FCPA) and
(iii) any other applicable anti-corruption
legislation (jointly hereinafter referred
to as the "Applicable Anti-Corruption
Legislation"). A summary of the key
principles of the Applicable Anti-
Corruption Legislation is set out in
Appendix 3. The Contracting Partners
shall not permit or induce employees,
agents, consultants or  other
representatives, whether directly or
indirectly, to engage in any activity that
is prohibited by the Applicable Anti-

Corruption  Legislation  including
bribery, kickbacks, payoffs or other
corrupt business practices.

The Center shall ensure that the
Principal  Investigator and  the
Institution's employees and other
persens invelved in the Trial will 1)
adhere to all applicable laws, 2) comply
with all obligations set forth in this
Agreement, 3) fully understand and
adhere to the Protocol.

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
also certifies and warrants that he/she
does not have a revoked or suspended
medical license/certification or that this
license/certification does not cease to
exist. 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.

The Principal Investigator also serves
as the contact person for Novartis with
regard to the Clinical Trial at the
Center, uniess this Agreement
specifies otherwise. The Principal
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2.5,

skusanie v rAmci svoj

ho pracovného pomeru
k Centru.

Ceptrurn sa zavazuje umoinit a Hiavny
sku_snjuci $a zavazuje zabezpefit, aby
Skusajici a ostatné osoby zahmuté do

kondvania Klinického skusania (dalej len
"Clenovia &tudijného timu") konali v
sulade s podmienkami tejto  Zmiluvy
Centrum sa prostrednictvom Hlavného
skiSajiceho zavazuje zabezpedit, e
pbvodni aj novi Clenovia &tudijného timu sa
riadne predkoleni, kvalifikovani a vzdelani,
obzvidst, e sa zuastiujl  vietkych
Skoliacich stretnuti o Klinickom skasani,
vrétane Skoleni na spravnu klinicku prax
vyZadovanych a zabezpecovanych
Novartisom (Clenovia tudijného timu vEak
nemusia kolenie na spravnu klinick( prax
absolvovat, ak sa preukazu certifikdtomn z
absolvovaného $kolenia spravnej klinickej
praxe me starsim ako 3 roky odo dAa zaéatia
Klinického skisania). Novartis ma pravo
odmietnut’ konkrétnych Clenov Studijného
timu, ak sa Novartis domnieva, Ze nie su
prislusne vzdelani a / alebo kvalifikovani;
takato osoba sa nesmie Klinického skisania
z0casthovat. Hlavny skisajicije povinny do
7 dni od urtenia Clena Studijného timu
oznamit identifikaéné Udaje tejto osoby
Novartisu; uvedené rovnako plati pri
akejkolvek zmene Clena $tudijného timu.
Clenovia &tudijného timu su zdravotnicki
pracovnici a zamestnanci Centra. Skdsajuci
budd vykondvat Glohy podfa tejte Zmluvy
ako zamestnanci Centra a nie ako
samostatni  poskylovatelia  zdravotne;
starostlivosti v zmysle platnych pravnych
predpisov. Clenovia Studijného timu a
Hiavny skisajici sa budi ziéastiovat
Skoleni, ktoré v slvislosti s Klinickym
skusanim pre tielo osoby Novartis
zorganizuje a Centrum je povinné takito
U€ast umoZnit. Novartis nahradi primerané
cestovné a ubytovacie naklady sdvisiace so
vzdelavanim podla tohto &lanku, ak to bude
potrebné, ale za Uéast na tomto vzdelavani
nendlezi GEastnikom ani nikomu inému
Ziadna odmena. Centrum alebo Hlavny
skusajici sU povinni viest aktudlny zoznam
Clenov &tudijného timu.

Zmiuva o kinickom skigani - verzia 26 112021
Novartis / Fakultng nemocnica Nitra - 3321
Protoiol & CKJIXBIS012302

Investigator and Investigators shall
conduct the Clinical Trial as part of
theirs employment at the Center.

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
Movartis (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). Novartis shall
have the right to reject specific Clinical
Trial Team Members, if Novartis
deems them not appropriately
educated and/or qualified; such person
shall not participate in the Clinical Trial,
Principal Investigator shall report to
Novartis identification details of Clinical
Trial Team Member within 7 days from
his/her appointment; the same applies
to any replacement of Clinical Trial
Team Member. Clinical Trial Team
Members are healthcare professionals
and employees of the Center.
Investigators  shall conduct the
activities under this Agreement as
employees of the Center and not as an
independent healthcare providers in
accordance with applicable law.
Clinical Trial Team Members and the
Principal Investigator shall attend
trainings organized for them by
Novartis in connection with the Clinical
Trial, and the Center shall allow such
persons to attend. Novartis 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.
The Center or Principal Investigator
are obliged to maintain current list of
Clinical Trial Team Members on a
continuous basis.
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6.

2.7

2.7.1.

2.7.2.

Centrum sa zavazuje umoznit Hlavnému
skugajocemu, Skusajucim a  Clenom
Studijného timu, zGCastiovat sa podfa
potreby stretnutia skugajucich a
telekonferencii uskuto&iovanych v priebehu

Klinického skusania v rozsahu
poZadovanom Novartisom.
KaZzdé  uzatvorenie  subdodavatelskej

zmluvy, ktorej predmet pinenia tretej strany
sa bude tykat ktorejkolvek z povinnosti
Centra alalebo Hiavného skusajuceho,
Skugajacich, Clenov Studijného timu na
zéklade tejto Zmluvy, si vyZaduje
predchadzajuci pisomny siuhlas Novartisu.
Udelenie takéhoto suhlasu je na vyluénom
rozhodnuti Novartisu. V pripade udelenia
takéhoto suhlasu zo strany Novartisu
Zmluvni Partneri zodpovedaji tak, ako by
tieto €innosti vykonali sami. V pripade, ak je
s0 sUhlasom Novartisu poverena vykonanim
povinnosti podfa tejto Zmluvy ina osoba,
Hlavny skusajuci nesie zodpovednost za
pracovnikov tejto poverenej osoby ako keby
boli sGéastou Clenov Studijného timu.

Je povinné zabezpedit u subjektu, na ktorého
svoju povinnost prenaSa, dodrZiavanie
podmienok, (a) ktoré sO wvzhfadom k
charakteru poZadovanej sluZby relevantné a
rovnocenné podmienkam tejto Zmluvy
vratane, aviak nielen, lehét na plnenie
povinnosti, (b) na zaklade ktorych fretia
strana postipi véetky préva k vysledkom
svojej &innosti / Klinického skisania na
Novartis a (c) podfa ktorych tretia strana
umoéni Novartisu alebo tretim stranam
Zmluvne opravnenym  Novartisom a
prisluénym regulaénym Gradom vykonanie
auditov a indpekcii u takejto tretej strany, éo
sicasne neznamena obmedzenie
povinnosti Centra vo vztahu k auditom a
inépekcii; a

bude niest zodpovednost' za riadne plnenie
ych povinnosti, ktoré bud( predmetom
subdodavatefskych zmldv.

Zmluvni partneri sa zavézuji vynaloZit
véetko C(silie na zaradenie subjektov
skisania do Klinického skuumav;uhla;as
poZiadavkami na zaradovanie a lehotami
ustanovenymi v Protokole. Sifasné lehoty
vztahujoce sa k vykondvaniu Klinického
skiéania sU nasledovné:

Zmiuva o Kinickom sk(8ani = verzia 25 11,2021
Novartis / Fakuitnd nemocnica Nitra - 3321
Protokol &.. CKJXBI9D 12302

2.6.

2.7.

2.7.1.

2.7.2.

2.8.

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 Novartis

Any subcontracting of any of the

Center's and/or Principal
Investigator's, Investigators’, Clinical
Trial Team Members' obligations

under this Agreement to a third party
requires the prior written consent of
Novartis. Granting of such consent
shall be within the Novartis' sole

discretion. In the case that such
Novartis' consent is granted, the
Contracting Partners shall be

responsible in the same way as if they
had done these activities themselves.
Whenever a  subcontractor is
appointed and approved by Novartis,
the Principal Investigator shall be
responsible for the oversight of the
subcontractor's personal as part of the
Clinical Trial Team Members.

make sure that such subcontractors
observe the terms and conditions (a)
that are relevant to the nature of
requested services and equivalent 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
Novartis and (c) based on which the
third party shall allow Novartis or third
parties contracted by Nowvartis 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
be responsible for due performance of
all subcontracted duties.

The Contracting Partners agree to
make maximum efforts to enroll Tral
Subjects in the Clinical Trial in
accordance with the inclusion
requirements and timelines set forth in
the Protocol. The current timelines for
conducting the Clinical Trial are as
follows:
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2.8.1.

2.8.2.

2.9,

Predpokiada
skusar}in je od iniciagnej névitevy subjektu
. Ktory bude po Zverejneni tejto Zmluvy
vzmysle &. 10.1 Zmluvy a predpokladané
ukonéenie 31.03.2025 Nabor subjektov

skiSania  sa vidy radi aktualnymi
podmienkami Protokolu "

Hiavny skidajici a Centrum suhlasia, Ze
Novartis méZe jednostranne kedykolvek
Zmenit pofet subjektov skigania, ktorych
Hiavny skidajici do Klinického skusania
mbie zaradit' alalebo &asovy harmonogram
né.boru. 8 to prostrednictvom vydania
prislusného pokynu ku Klinickému skaganiy
Takyto pokyn sa nebude vztahovat na u3
zaradené subjekty skigania

Hlavny skidajuci sa zavazuje do Klinického
skidania zaradit iba riadne spdsobilé
subjekty skisania v silade s Protokelom a
oznamit zaradenie subjektu skGdania do
Klinického skuSania s uvedenim &isla
rozhodnutia o povoleni Klinického skugania
a datumu zaradenia subjektu skusania do
Klinického skuSania zdravotnej poistovni
vykonavajucej verejné zdravotné poistenie
subjektu skisania bezodkladne po zaradeni
subjektu skidania do Klinického skagania v
sulade s ustanovenim § 44 pism. o) Zakona
o liekoch. Po zaradeni subjektu ski3ania si
Zmluvni  Partneri  povinni  informovat
poskytovatela zdravotnej starostlivosti, s
ktorym ma subjekt skudania uzatvorend
dohodu o poskytovani zdravolne)
starosthivosti, Ze subjekt ski3ania je
zaradeny do Klinického sk(Sania. Pokial
Hiavny ski$ajici zisti v priebehu Klinického
ski8ania, Ze subjekt skisania zaradeny do
Klinického skigania nevyhovuje kritériam,
bude o tom Hlavny skiSajici okamiite
informovat’ pisomne, formou deporuéeného
listu doruéeného do viastngch ruk
zastupcovi Novartisu uvedeného v zahlavi
tejto Zmiuvy, a8 po dohode s nim subjekt
skidania z priebehu Klinického skisania
vyradi.

Zmiuva 0 kiinickom skigani - verza 25.11 2021
Wovarus / Fakulind nemocnica Nitra - 3321
Protokol & CHJXB30012302

ny zadiatok néboru subjektov 2.8.1.

2.8.2.

29,

Recruitment of Trial Subjects is
expected since the initiating visit of the
subject, which shall be after the
publication of this Agreement in
accordance with Aricle 10.1 of the
Agreement and to be completed by
31.03.2025. Recruitment of Tral
Subjects is always governed by current
lerms and conditions of the Protocol.

The Principal Investigator and Center
agree that Novartis 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

The Principal Investigator agrees to
include in the Clinical Trial only such
Trial Subjects that are duly suitable for
the Clinical Trial in compliance with the
Protocol and announce the inclusion of
the Trial Subject to the Clinical Trial
specifying the number of authorization
for the conduct of the Clinical Trial and
the date of inclusion of the Trial Subject
in the Clinical Trial fo the health
insurance company conducting the
Public Health Insurance of Tral
Subject immediately after inclusion of
the Trial Subject to the Clinical Trial in
accordance with the provisions of
Section 44 letter o) of the
Pharmaceuticals Act. After enrolment
of the Trial Subject, the Contracting
Partners are obliged to inform the
healthcare provider with whom the
Trial Subject entered into the contract
on healthcare provision that the Trial
Subject is enrolled in the Clinical trial.
If during the Clinical Trial, the Principal
Investigator finds out that a Trial
Subject enrolled in the Clinical Trial
does not meet the relevant criteria, the
Principal Investigator will immediately
notify of such fact in writing, by means
of a registered letter delivered to the
attention of the representative of
Novartis listed in the heading of this
Agreement, and upon agreement with
the representalive exclude such Trial
Subject from the Clinical Trial.
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2.10.

2.11.

2.12.

Pred zaradenim kaidého potencidineho 2.10.

subjektu skisania do Klinického skiusania je
Hlavny skosajuci povinny z medicinskeho
hladiska nezavisle wvyhodnotit vhodnost
jeholjej zaradenia do Klinického skusania z
hladiska podmienok  stanovenych v
Protokole. Hlavny skiajici sa zavazuje
konzultovat s  Novartis  akékolvek
pochybnosti Hlavného skisajlceho
ohfadom vhodnosti zaradenia potencialneho
subjektu skugania do Klinického skusania.

V pripade multicentrického  klinického
skuSania je Novartis na zaklade svojho
slobodného uvéZenia opravneny od
Zmiuvnych partnerov poZadovat, aby
ukonéili nabor subjektov skasania, a to pred
dosiahnutim touto Zmluvou
predpokiadaného po&tu subjektov skisania.
Zmluvni partneri sa po takejto poZiadavke
Novartisu zavazuju ukonéit nabor subjektov
skiSania, a to bez ndroku na akikolvek
kompenzaciu s tym sivisiacu

Zmiuwni partneri sa zavazuju zabezpetit, Ze
Klinické skusanie bude vykonavané v silade
s povolenim alebo suhlasom k chlaseniu
vydanym Stitnym Gstavom pre kontrolu
lietiv a suhlasmi prisludnych etickych
komisii (povolenie, resp. suhlas Stitneho
Ostavu pre kontrolu lieGiv a sihlasy
prisiugénych etickych komisii su sucastou
dokumentécie k Protokolu). Zmluvni partneri
sa zavazuju poskytnit Novartisu a/alebo
Zadévatefovi s(&nnost pri pineni ich
(najm#) zékonnych povinnosti, pri priprave
dokumentov tykajucich sa Klinického
skiiéania a odovzdat Novartisu alebo tretej
strane uréenej Novartisom bezodkladne
vietky vyhlasenia potrebné na povolenie
Klinického skisania regulaénymi orgénmi a
| alebo etickymi komisiami, vratane aviak
nielen (i) Viyhlésenie o finanénych zaujmoch,
(ii) CV a (iii) potvrdenie o zodpovedajucom
vybaveni miesta skigania. Zmluvni parineri
sa zavézuji zabezpelit, Ze poskylnuté
dokumenty tykajice sa Klinického skigania
s( (ipiné a spravne. Napriklad, Vyhlasenie o
finan&ngch zéujmoch musi obsahovat
vetky finanéné vztahy medzi Hlavnym
skifajocim a  klorymkolvek  Clenom
$tudijného timu, a ich finanéné zéujmy, na
jednej strane a Novartisom alebo
ktoroukofvek spoloénostou prepojenou s
Novartisom, na strane druhej, vratane -
avBak nielen - odmeny alebo iného
finanéného prijatého kaZdym z
nich od Novartisu alebo kiorejkolvek zo

Zmiuva o idinickom skidan - verzia 25.11.2021

211,

212,

Before entering a prospective Trial
Subject into the Clinical Trial, the
Principal Investigator shall exercise
independent medical judgement as to
the qualification of each prospective
Trial Subject with the requirements of
the Protocol. The Principal Investigator
shall consult with Movartis of all
instances in which, in the Principal
Investigator's judgement, there is any
queslion as to any prospective Trial
Subject’s suitability for participation in
the Clinical Trial.

In a multicentre clinical trial, Novartis
reserves the right, at its sole discretion,
to require the Contracting Partners to
cease enrolment of the Trial Subjects
prior to enrolment of the targeted
number of the Trial Subjects. The
Contracting Partners undertake to
cease such enrolment upon request of
Novartis and further undertake not to
seek any compensation thereof.

The Contracting Partners agree to
ensure that the Clinical Trial shall be
conducted in compliance with the
approval or consent with notification
issued by the State Institute for Drug
Control and approvals of the
competent ethics committees
(approval event. consent of the State
Institute for Drug Control and
approvals of the competent ethics
committees are part of the Protocol
documentation). The Contracting
Pariners agree to cooperate with
Novartis and/or the Sponser in
performing their (namely) statutory
obligations, in preparing documents
concerning the Clinical Trial and to
immediately provide Novartis or a third
party specified by Novartis with all
declarations necessary for the
approval of the Clinical Trial by
regulatory authorities andlor ethics
committees, including without
limitation, if applicable, (i) Financial
Interest Declarations, (i) CVs and (iii)
confirmation of adequate trial site
facilities. The Contracting Partners
shall ensure that the provided Clinical
Trial documents are complete and
corect. For example, the Financial
Interest Declarations shall contain all
financial relations between, and
financial interests of, the Principal
Investigator and any Clinical Trial
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213,

spolo&nosti prepojenych s Novartisom za
konzulta&né Cinnosti  alebo ing sluzby
nepokryté touto Zmiluvoy Potvrdenia o
ﬁnan_cnsrch Zéujmoch by mali byt prediozens
Vv pnebehu Kiinického skuania, pri jeho
zmene a jeden rok po skongeni Klinického
skudania. "Prepojenou osobou" je
akékolvek pravnickd  osoba alebo
spolonost, ktorg (a) je oviadanou 0sobou v
Zmysle § 66a ods 1 Obchodného
zékonnika, (b) je oviadajicou osobou v
Zmysle § 66a ods, 2 Obchodného
zékonni_ka. (c) je osobou oviadanou tou istouy
oviadajicou 0sobou, (d) je lenom tej istej

(e) ktord priamo alebo

. n rednictvom jedného alebo
viacerych Sprostredkovatefowv,

kontrolu, je kontrolovana alebo je pod
spolo&nou kentrolou so Zmluvnou stranou.

Hiavny skidajuci sa zavazuje vietky
subjekty skusania zodpovedajlcim
spdsobom informovat o cieloch, metddach,
predpokladanych prinosoch a potencidinych
rizikach  Klinického skuSania a o
okolnostiach, za ktorych by ich oscbné (daje
mohli byt spristupnené Novartisu, jeho
Prepojenym osobam, prislusnym organom,
tretim stranam, ktoré poskytujd  sluzby
Novartisu a / alebo etickym komisiam.
Centrum sa zavazuje, Ze poéas Klinického
skuSania bude v Centre k dispozicii
konzultaéné miesto, kde Hlavny skasajdci
alalebo Skusajlci alalebo ini kompetentni
Clenovia &tudiného timu budd  méct
poskytnit nevyhnutné informacie vietkym
subjektom skiSania. Hlavny skugajuci sa
zavazuje zabezpelit, Ze subjekty skisania
sa zl€astnia Klinického skigania az potom,
€o podpiSu informovany sihlas subjektu
skoSania poskytnuty Novartisom a po ich
riadnom pouceni. Zaradenie subjektov
skiSania do Klinického skisania je mozné
uskutognit' iba po overeni totoZnosti subjektu
skusania a jeho spdsobilosti na pravne
ukony, a to najma kontrolou obéianskeho
preukazu subjektu skusania a Gdajov v fiom

uvedenych, télo skutoénost musi byt
vyznatend v informovanom uﬁhlage
avzdrojove] dokumentécii. VyZiadanie

a udelenie informovaného sﬁhlasu’ od
subjeklov sklSania musi byt v silade
s Protokolom, etickymi principmi, spravnou

Zmiuva o Klinickom skisan! - verzia 25 11.2021
Novartis / Fakultng nemocnica Nitra - 3321
Protokol £ - CKJXB39D12302

2.13.

Team Member, on one hand, and
Novartis or any of the Novartis’
affiliates, on the other hand, including -
but not limited to - remuneration or
other financial benefits received by
each of them from Novartis or any of
the Novartis' 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 (&) which
directly or indirectly, through one or
more  intermediaries, controls, is
centrolled by or is under joint control
with a Contracting Party.

The Principal Investigator agrees to
appropriately inform all Trial Subjects
of the aims, methods, expected
benefits and potential risks of the
Clinical Trial and the circumstances
under which their personal data might
be disclosed to Novartis, its Affiliates,
competent authorities, third parties
providing services for Novartis and/or
ethics  committees. The Center
undertakes to ensure a consultation
place, available in the Center
throughout the duration of the Clinical
Trial, where the Principal Investigator
and/or Investigators andfor other
competent  Clinical Trial Team
Members may provide all Trial
Subjects with necessary information,
The Principal Investigator agrees to
ensure that the Trial Subjects shall not
participate in the Clinical Trial until they
sign their informed consent provided
by Novartis and after they have been
properly instructed. Enrolment of Trial
Subjects in the Clinical Trial is only
possible after the identity of the Trial
Subject and his/her legal capacity have
been verified, in particular by means of
checking the identity card of such Trial
Subject and data included therein: this
fact must be indicated in the Informed
Consent Form and source
documentation. The informed consent

Strana 10 z 60



klinickou praxou a vdetkymi prislusnymi
pravnymi predpismi. Novartis spracuje a
odovzdéd Hlavnému skudajicemu formular
pisomného informovaného sahlasu subjektu
skiSania so zaradenim do Klinického
skisania a pisomného poudenia pre subjekt
skuSania;, ktoré budu suéastou jedného
dokumentu. Hlavny skusajuci a Centrum sa
zavazujlu pouzivat  tieto  formuldre
poskytnuté Novartisom bez akychkolvek
odchylok  neschvalenych Novartisom.
Informovany suhlas musi subjekt skusania
riadne podpisat este pred wvykonanim
akéhokolvek vySetrenia suvisiaceho s
Klinickym skaSanim. Dokumenty podpisané
subjektmi skusania (pri  neplnoletych
subjektoch a subjektoch nespdsobilych k
prévnym Ukonom, ich  zakonnymi
zéstupcami) o ich pouéeni a sthlase musia
byt uloZené v dokumentécii o Klinickom
skudani vedenej Hlavnym skusajicim.
Jedno vyhotovenie podpisaného formuléru
informovaného suhlasu musi byt Hlavnym
skusajicim poskytnuté subjektu skasania
(pri  neplnoletych subjektoch skuisania
asubjektoch  skoSania  nespésobilych
kpravnym  dkonom  ich  zakonnym
zastupcom). Hlavny ski3ajici uchova
original takého sdhlasu a poutenia v
zdravotnickej dokumentacii subjektu
skiania. Ak subjekt skiania svoj sthlas v
priebehu  Klinického skuSania odvola,
Zmiuvni partneri nesmu vo vztahu k tomuto
subjektu vykonat Ziadne dalSie postupy v
ramci  Klinického  skiSania  okrem
pripadnych opatreni tykajicich sa dalieho
sledovania predpisanych Protokolom, s
ktorymi subjekt skugania sdhlasil. Nasledna
lieba subjektu, ktord nesuvisi s Klinickym
skiganim, je  wyhradnou  lekéarsku
zodpovednostou a pravnou
zodpovednostou Zmiuvnych partnerov.
Zmluvni partneri beri na vedomie, Ze
pousitie formuléru informovaného suhlasu
Hiavnym sk(sajicim nezbavuje Hlavného
skigajiceho a Centrum zodpovednosti za
plnenie ich zékonnych, zmluvnych a inych
prislunych povinnosti, ktoré v savislosti s
informovanym sGhlasom maji a je ich
zodpovednostou, aby tieto boli spinené.
Zmluwni partneri bud( véas informovat
Novartis ak subjekt skGSania odvolé svoj
slhlas alebo ak bude nesuhlasit s pouZitim
svojich osobnych Gdajov. Zmluvné strany sa
zavézujl spolupracovat pri zohfadneni
osobitnych poZiadaviek subjektov skugania.

Zmiuva o Kinickom skdgan! — verzia 25.11.2021
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must be obtained from the Trial
Subjects and given by the Trial
Subjects in accordance with the
Protocol,  ethical principles, good
clinical practice and all applicable laws.
Novartis shall process and submit to
the Principal Investigator a draft form of
written  informed  consent  with
enroiment to the Clinical Trial for the
Trial Subject and a written instruction
form for the Trial Subject; both forms
may be included in a single document.
The Principal Investigator and the
Center undertake to use those forms
provided by Novartis without any
differences not approved by Novartis.
The informed consent must be duly
signed by the Trial Subject prior to
performance of any assessment in
connection with the Clinical Trial.
Documents signed by the Trial
Subjects (or by their legal
representatives in case of minor
subjects and subjects without legal
capacity) regarding their instruction
and consent must be kept in the
Clinical Trial documentation
maintained by  the Principal
Investigator. The Principal Investigator
shall provide to the Trial Subject (to
his/her legal representatives in case of
minor subjects and subjects without
legal capacity) one copy of signed
informed consent form. The Principal
Investigator shall keep the original of
such consent and instruction in the
Trial Subjects’ medical records. If such
consent is revoked in the course of the
Clinical Trial, no further Clinical Trial-
related procedures may be performed
by the Contracting Partners with regard
to the respective Trial Subject, except
for any Clinical Trial-related follow-up
monitoring laid down in the Protocol
and consented to by the Trial Subject.
Subsequent treatment of the Trial
Subject, which is not related to the
Clinical Trial, lies in the sole medical
responsibility and legal liability of the
Contracting Partners. The Contracting
Partners acknowledge that the use of
the Informed Consent Form does not
release the Center and the Principal
Investigator  from  their  legal,
contractual or other relevant
obligations relating to informed
consent, and that it remains their
responsibility to ensure that those
obligations are complied with. The
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2.15.

Zmluvni partneri sa zavazujl zabezpeldit, e 2.14.

subjektom  skudania zaradenym do
Kiinickéha skisania sa v Centre nebudd
podaval iné neregistrované lieky podia § 46
zékona o liekoch a v zmysle Vyhladky
Ministerstva zdravotnictva SR & 507/2005
2z, ktorou sa upravuji  podrobnosti o
povolovani terapeutického pouZitia
hromadne  vyrabanych liekov, ktoré
r_mepodhehalo registracii, a podrobnosti o ich
Uhrade na zaklade verejného zdravotného
poistenia, ani sa nebudl zigasthovat iného
klinického skidania, pri kterom by subjekty
skusania dostavali v Siovenskej republike
neregistrovany liek v priebehu Klinického
skusania bez predchadzajuceho pisomného
suhlasu Novartisu.

Ak potas Klinického skiZania v Centre
dbjde k poikodeniu zdravia subjektu
skisania alebo kpodozreniu ohfadom
poskodenia zdravia subjektu skiSania,
Zmluvni partneri sa zavazujl okamiite
informovat o kaZdej takejto udalosti Novartis
(i) v pripade zavaZného neziaduceho Géinku
alalebo zadvaine] neliaducej udalosti
alalebo v pripadoch tehotenstva, ak také
existujd, najneskdr do 24 hodin od ich
zistenia a (ii) v pripade neZiaduceho G&inku
alalebo neiiaducej prinody bezodkladne v
ramci lehét stanovenych v Protokole a inych
pokynoch danych Novartisom o hlaseni
Udajov  tykajicich sa  bezpeénosti.
Predmetné hlasenia budd nasledne
dopinené Centrom a Hlavnym skisajocim
o podrobné pisomné spravy v sillade so
vietiymi pravnymi a regulaénymi
poiiadavkami. Sicastou takého hlasenia
musi byt tiez posidenie priginnej sivislosti.
O akomkolvek inom poskodeni zdravia
subjektu skiSania alebo akomkolvek
zéavainom porudeni Protokolu alebo
pokynov spravnej klinickej praxe musia
Zmluvni partneri informovat Novartis bez
zbytoéného odidadu. Zmiuvni partnen budid
vidy spolupracovat s Novartisom pri jeho
hiaseniach véetkych zavaZnych neliaducich
udalosti a podozreni na nekiaduce UCinky
produkiov alebo Skiganych liekov Statnemu
Ustavu pre kontrolu liediv, elickej komisil,
prisiuénej zdravotnej poistovni

Zmiuva o Kinickom skidani — verzia 25 11 2021
Novarus | Fakuitnd nemocnica Nira - 3321
Protokol & CKIXBIS012302

2.15.

Contracting Partners shall timely
inform Novartis when a Trial Subject
withdraws consent or opposes the use
of hisher personal data. The
Contracting  Parties agree _to
collaborate in the context of Trial
Subjects’ individual requests.

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

If in the course of the Clinical Trial at
the Center Trial Subjects’ health is
harmed or if suspicion on the adverse
reactions to Trial Subjects’ health
occurs, the Contracting Partners shall
immediately inform Novartis of any
such event (i) in case of any serious
adverse effect and/or serious adverse
events andlor, if applicable, in case of
pregnancy, within 24 hours after
becoming aware of such events and
reactions, at the latest and (i) in case
of any adverse effect andlor adverse
event immediately within the timelines
specified in the Protocol and other
instructions on safety-related data
reporting provided by Nowvartis. The
Center and Principal Investigator shall
subsequently supplement the reports
with detailed wrtten statement in
accordance with  all

legal and
regulatory requirements Such
reporting must also include an

assessment of causality. Any other
harm to health of Trial Subjects or any
serious breach of the Protocol or good
clinical practice guidelines must be
reported to Movartis without undue
delay. The Contracting Partners will
always cooperate with Novartis in its
reports of all serious adverse events
and adverse effect suspected of
products or medicines to State Institute
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2.16.

217.

vykonévajuce] verejné zdravotné poistenie
subjektu ski3ania, pripadne prislugnym
organom &lenskych Statov, na ktorych tuzemi
sa wvykondva multicentrické  klinické
skuanie, a v pripade ak to stanovujl pravne
predpisy alebo o to poZiada Novartis,
poskytnu prislusnym organom aj
poiadonné informacie. Zmluvni partneri su
povinni poskytovat Novartisu sudinnost' s
plnenim povinnosti tykajicich sa hlaseni
neZiaducich GEinkov. Po vyskyte zavaZnych
neZiaducich udalosti, prip. aj ostatnych
neZiaducich udalosti, & neziaducich G&inkov
uskuto&ni Hlavny skasajici po konzultacii s
Novartisom vietky nevyhnutné opatrenia na
ochranu subjektov skl(Zania, ktoré sO
vystavené riziku. Centrum prostrednictvom
Hlavného skisajiceho zabezpedi, aby bol
subjekt skusania v nevyhnutnej miere
informovany o vietkych otazkach tykajicich
sa Klinického skisania.

Zmiluvni partneri sa zavazujl bez
zbytoéného odkladu zodpovedat' vsetky
otdzky Novartisu alebo oséb poverenych
Novartisom tykajice sa dokumentacie
i i udalosti. Toto zahffia najma
aktivne nasledné sledovanie a objasnenie
prisludnych nezrovnalosti v hldseniach
neziaducich udalosti a udalosti tehotenstva.
Na G&el hlasenia neZiaducich udalosti a
udalosti tehotenstva st Zmluvni partneri
povinni pouzivat formulére poskytnuté
Novartisom, ak také existujd.

Poéas a po skonéeni Klinického skisania sa
zavazujl Zmiuvni  partneri  predioZit
Novartisu vBetky dokumenty prijaté od
&tatnych orgénov, etickych komisii a/alebo
prisiusnych regulaénych organov tykajlce
sa akychkolvek suhlasov alebo povoleni
alebo prisluénej komunikécie o bezpeCnosti
vo vztahu ku Klinickému skisaniu do 24
hodin od ich obdrZania. Zodpovednost za
styk a rokovanie s etickou komisiou a
Stétnym Gstavom pre kontrolu lietiv prebera
v rémci tohto Klinického sitﬁQr1ll‘_:mN§uwm'tlsJ
pokial nie je v tejto Zmiuve a uvnym
stranami dj:hodnuﬁ v konkrétnom pripade
inak. Uchovévanie dokumentéacie a
podévanie sprév sa riadi touto Zmluvou, jej
prilohami, dalsimi dokumentmi, na ktoré
Zmiuva odkazuje, 8 vieobecne zévaznymi

predpismi.

Zmiuva o kiinickom skidanl - verzia 26 11.2021
Nowvartis / Fakuitnd nemocnica Nitra - 3321
Protokol & CKJX838012302

2.16.

217.

for Drug Control, the Ethics
Committee, the relevant health
insurance company performing public
health insurance of Trial Subjects, or
the competent authorities of the
Member States in whose territory is
performed the multicentre clinical trial,
and in case it is stipulated by the
legislation or required by Novartis, will
provide to the relevant authorities also
requested information. The
Contracting Partners are obliged to
cooperate with Novartis with the
reporting of adverse effects. Following
the occurrence of serious adverse
events, event. also other adverse
events, or adverse reactions, the
Principal Investigator, after having
consulted Novartis, shall take all
measures necessary in order to protect
the Trial Subjects exposed to risk. At
the same time, the Centrum shall
ensure  through  the  Principal
Investigator that the Trial Subject is
informed of all issues related to the
Clinical Trial to the necessary extent.
The Contracting Partners agree to
immediately answer any questions of
Novartis or persons authorzed by
Novartis regarding adverse event
documentation. This includes - but is
not limited to - active follow-up
moenitoring and clarification of relevant
inconsistencies in adverse event and
pregnancy reports. For the purposes of
adverse event and pregnancy
reporting, the Confracting Partners
must use the forms provided by
Novartis, if applicable.
During and after completion of the
Clinical Trial, the Contracting Partners
shall submit to Novartis all documents
received from authorities, ethics
committee/s, andfor competent
regulatory authorities regarding any
consent or authorization or safety-
related communication with respect to
the Clinical Trial within 24 hours
following their receipt. Unless agreed
otherwise in this Agreement or by the
Contracting parties for a specific
? Novartis accepls
responsibility for the liaison and
negotiations with the Ethics Commitiee
and State Institute for Drug Control
during this Clinical Trial. Maintenance
of documentation and reporting are
governed by  this Agreement,
appendixes  hereto and  other
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Zmiuvni

panner sa zavAzuji pouzival 2.18.
Skudany |

ek vyluZne na ucely vykonavania
Klinického skugania a iba spdsobom
Specifikovanym v Protokole.  Zmiuwni
partnen si zodpovedni za riadne prijimanie,
pouzivanie, nakladanie, skladovanie,
podavanie a vedenie dokladnej a presnej
evidencie zaobchadzania $0  Skudanym
liekom v priebehu Klinického skusania v
sulade s potiadavkami spravnej klinickej
praxe, spravnej 1ekarenskai praxe,
Protokolom g ostatnymi prislunymi
prévnymi predpismi. Zmluvni partneri sl
povinni na poziadanie Novartisu alebo
opravnenych Statnych alebo zahraniénych
organov  vyssie uvedent  evidenciu
spristupnit. V evidencii musi byt uvedeny
datum, druh a mnoZstvo  vydaného,
pouZitého, prip vrateného Skusaného lieky
S uvedenim o0séb, ktoré ich vydali alebo
subjektov skisania, ktorym bol Skasgany liek
vydany alebo podany, aby bolo mozné
kedykolvek spatne dohladat’  pouzitie
kaZdého balenia. V pripade, ak sa to pri
Klinickom skigani vyZaduje, mézu byt (daje
tykajuce sa subjektov skugania
zaznamenané v kédovane; forme. Naviac sa
i parineri zavazuji vratit alebo
zabezpedit riadnu likvidaciu nepouZitého
v lieku, ak si Novartis likvidaciy
vyZiadal (na naklady Novartisu), a tito
iU riadne zdokumentovat.| V pripade

nacatého a nespotrebovaného Skiganého

lieku, ktorého forma podania je infazia,
zaistia Zmluvni partneri likvidaciu ihned po
priprave & Uprave Skisaného lieky. Po
ukonéeni Klinického skagania vrati Centrum
/ Hiavny ski8ajlci vietok zvysny Skusany
liek Novartisu a poda vysvetlenie (ak sa to
vyzaduje, pisomne) ohfadom mnoistva a
druhu Sku8aného lieku, ktory bol zni¢eny
alebo chyba. Ak sa tak nestane, Novartis je
opravneny vyGétovat Centru néklady na
vietok  Skigany liek, ktory  podfa
podpisaného protokolu o jeho odovzdani a
prevzati nebol pouzity v sdlade s touto
Zmiuvou alebo nebol vrateny Novartisy.
Tym nebude dotknuta akéakolvek ina pravna
zodpovednost Centra za neoprévnené
nakladanie so SkGSanym liekom a
spdsoben( $kodu.

documents to which this Agreement
refers and  generally  binding
regulations.

The Contracting Partners agree to use
the Investigational medicinal product
exclusively for the purposes of
conducting the Clinical Trial and only
as specified in the Protocol. The
Contracting Partners are rasponsllble
for the proper receipt, use, handling,
storage, administration and keeping
detailed and accurate records of
handling of the Investigational
medicinal product in the course of the
Clinical ~ Trial pursuant to the
requirements of good clinical practice,
good pharmacy practice, Protocol and
other applicable legislation.
Contracting Partners shall make such
records available upon request by
Novartis or competent state or foreign
authorities. These records must
contain date, type and amount of
dispensed, used or returned
Investigational medicinal product as
well as persons who dispensed them
or Trial Subjects to whom this
Investigational medicinal product has
been dispensed or administered, so
that the use of each package can be
traced back any time. I required during
the Clinical Trial, the data regarding
Trial Subjects can be recorded in
encoded form. The Contracting

_ Partners agree to return

turn any unused

Investigational medicinal productor
properly  liquidate any  unused
Investigational medicinal  product,
provided that Novartis requested such
liquidation (at the expense of Novartis),
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. After
completion of the Clinical Trial, the
Center/Principal Investigator  shall
return any remaining Investigational
medicinal products to Novartis with the
explanation (in writing, if so required) of
the amount and type of the
Investigational medicinal products that
have been destroyed or are missing. If
this does not happen, Novartis is
entitled to charge the Center for the
costs of all Investigational medicinal
products that pursuant to the signed

[z1): Musim overit
kvidacie nespotrebovaného lieku

bﬂw-oww"vm% 11.2021
Novartis / Fakuling nemocnica Nitra - 3321
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2.18.

Centrum sa tymto zavazuje zabezpedit
uskladnenie, pripravu, kontrolu a distribuciu
Skusaného lieku v silade s ustanovenim
Protokolu, ako aj v silade so vieobecne
zavaznymi prévnymi predpismi a v sllade so
vietkymi ustanoveniami pokynov pre
klinické skudanie liekov Statneho Ustavu pre
kontrolu lie€iv. Zmluvni partneri nebudu
vyzadovat zaplatenie Skasaného lieku
alebo akejkolvek sluzby  hradenej
Novartisom podfa tejto Zmiluvy od subjektu
skugania alebo od tretej strany, ako je
napriklad zdravotna poistiovia.

Centrum sa zavazuje menovat' dostatoény
podet zastupcov, ktori splfajo kvalifikaéné
poziadavky na vykon povolania farmaceuta
alebo farmaceutického laboranta v zmysle
zakona & 578/2004 Z.z, o poskytovatefoch
zdravotnej starostlivosti, zdravotnickych
pracovnikoch, stavovskych organizacidch v
zdravoinictve a o zmene a dopineni
niektorych zakonov, v zneni neskorSich
predpisov a v zmysle nariadenia viady &.
296/2010 Z.z. o odbomej spdsobilosti na
vykon zdravotnickeho povolania, spdsobe
dalsieho  vzdelavania  zdravotnickych
pracovnikov, sistave  Specializaénych
odborov a sustave  certifikovanych

ych éinnosti, v zneni neskoriich
predpisov.  Tito  zastupcovia  budl
zodpovedni za nakladanie so Skasanym
liekom a za vedenie sivisiacich zaznamov a

Hiavny sk(Sajlci sa zavézuje odoberat
Sk(&any liek v stlade s Protokolom, a to v
dévkovani potrebnom pre kaZdd jednotlivu
névitevu subjektu skigania.

Kedykofvek o to Novartis poZiada, zavazuju
sa Zmiuvni partneri podat hldsenie o
postupe v Klinickom skiSanl v Centre
vritane (dajov o zaradovani subjekiov
skigania. Hlavny skigajici sa je povinny za
tymto Glelom stretnOt so zéstupcami
Novarisu a poskytnaf im potrebné
informécie a zéznamy.

Zmiuva o kinickom skGéani - verzis 26.11.2021
Novartis / Fakultnd nemocnica Nitra - 3321
Protokol &, CKIXE30012302

2.19.

2.20.

2.21.

2.22.

protocol on their handover and
takeover have not been used in
accordance with this Agreement or
have not been returned to Novartis.
This is without prejudice to any other
legal responsibility of the Center for
any improper handling of the
Investigational medicinal products and
for any caused damage.

The Center hereby agrees to ensure
that the 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 Novartis 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  assistance
pursuant to Act no. 578/2004 Coll., on
healthcare  providers, healthcare
workers, health organizations, and
amendments to certain acts, as
amended, and within the Government
Decree no. 296/2010 Coll. on the
professional competence for the
performance of the medical profession,
on the training method of health
workers, on the system of specialized
branches and on the system of certified
work activities, as amended. These
representatives shall be responsible
for handling the Investigational
medicinal product and for keeping
related records and documentation.
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 Parners agree to
report on the progress of the Clinical
Trial at the Center, including
information about the enrolment of
Trial Subjects, upon the Novartis'
request. Principal Investigator shall for
this purpose meet with Novartis'
representatives and provide them with
necessary information and records
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2.23,

Hiavny skusajici je povinny zhromazdovat 2.23.

udaje a vkiadat ich do 5 dni od ich vytvorenia
do elektronickych zéznamovych listov
ALEBO zéznamowych listov v listinnej
podobe (dalej len "CRF") v silade s
nélezitostami stanovenymi v Protokole.
Hiavny skugajuci zaisti spravne, Upiné,
Citatelné a viasné Zaznamendvanie Udajov
opatrené prisludnym datumom a podpisom v
zéznamoch subjektov  skadania a vo
vietkych poskytovanych spravach. Hiavny
skusajoci sa Zavazuje pravidelne
odovzdévat Novartisu CRF a vietku

dokumentaciu vyzadovani Protokolom, aby
ich  Novartis mohol priamo  alebo
prostrednictvom iného subjektu priebezne
spracovavat. Pokial sa nedohodlo inak,

vietky zaznamy (najmé avsak nie vyluéne

CRF  zaznamy, zaznamy tykajice sa
identifikécie subjektu skusania, zdravotné
zaznamy, laboratére testy atd.) pri ktorych
Novartis alebo CRO vyZaduje, aby im boli
predioZené Zmluvnym partnerom, budd mat’
formu, ktori stanovi Novartis. Zmluvni
partneri budy dbat na to, aby zaznamy boli
vypinené kompletne a v silade 8
Protokolom. Kazdé hlasenie/zaznam/spravu
musi Hlavny skosajici schvalit a podpisat’.
Toto schvélenie sa neméze bezdévodne
zdrziavat . Tieto zaznamy majd v primeranej
miere déverny charakter. V pripade
omeskania dihiom ako 10 pracovnych dni s
vkladanim Gdajov je Novartis opravneny, na
zaklade pisomného oznamenia doruéeného
Hlavnému skisajocemu, zastavit’
zaradovanie subjektov skiSania Hlavnym
skusajicim aZ do doby, kedy bude vkladanie
udajov aktualizované. Pokial bude mat toto
za nasledok omeskanie v zaradovani
subjektov ski$ania, Novartisu prinalezia
prava stanovené v &l. 11.4. tejto Zmluvy. V
lehote 5 pracovnych dni po oSetreni
posledného zo subjektov skisania musi byt
dokoncené vioZenie vietkych zostavajlcich
CRF, sOvisiacej dokumenticie a takisto
nepouZité CRF v listinnej podobe, ak také
existujl, musia byt odovzdané Novartisu
alebo na poZiadanie Novartisu zniéené.
Zmiuvni parineri sa zavazuju poskytovat
su¢innost pri bezodkladnom objasfiovani
akychkolvek otazok tykajicich sa Gdajov v
CRF a venovat sa tymto otdzkam a
zodpovedat ich najneskdr v lehote [5
(piatich)] pracovnjch dni. Novartis moze
poZadovat odpovede aj v kratéom &asovom
Useku s ohfadom na kliCové &tadia
Klinického sk(Sania, ako napr. &ista
databéza. Zmluvni parineri sa dalej na
Ziadost Novartisu zavézuji poskytovat
Zmiuva o Kinickom skidan| - verzia 26 11,2021

Novartis | Fakuling nemocnica Nitra - 3321
Protokol £ - CKJX839012302

The Principal Investigator must collect
data and enter them within 5 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 shall ensure
correct, complete, legible and timely
recording of data, accompanied by the
relevant date and signature, in the
records of the Trial Subjects and all
submitted reports. The Principal
Investigator agrees to regularly
forward CRFs and any documentation
required in the Protocol to Novartis so
that Novartis could process them
directly or through another entity on a
continuous basis. Unless agreed
otherwise, all records (namely but not
exclusively CRFs, Trial Subjects’
identification, medical notes,
laboratory tests etc.) required from the
Contracting Partner by Novartis or
CRO shall have the form prescribed by
Novartis. The Contracting Partners
shall ensure that the records are filled
out completely and in accordance with
the Protocol. Each report must be
approved and signed by the Principal
Investigator. Such approval should not
be unreasonably withheld. These
records are confidential in nature, as
appropriate. In case of a delay with
data entering for more than 10 working
days, Novartis 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, Novartis shall
have the rights set forth in Article 0. 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
Novartis or destroyed upon Novartis'
request. The Contracting Partners
agree to assist in promptly clarifying
any questions concerning CRF data
and to address and answer such
questions within [five (5)] working days.
Novartis may request answers sooner
than that due to key Clinical Trial
milestones, such as a clean database.
Furthermore, the Contracting Partners
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2,24,

primeranu sG&innost’ pri priprave celkovej
spravy o Klinickom ski3ani. Centrum
zabezpeli, e CRF nebudi pristupné
nikomu inému ako Clenom &tudijného timu a
Hiavnému skudajucemu a pristup k nim, ak
budu v elektronickej podobe, bude chraneny
pristupovym menom a heslom.

Hlavny skiSajuci je povinny zabezpedit', Ze
vietky CRF poskytnuté Novartisu su
pravdivo, presne a riadne vypinené a Ze su
vemym odrazom skutoénych vysledkov
Klinického skoSania. Hlavny skuSajici sa
tieZ zavézuje odovzdat Novartisu képie
vietkych  sprév, vrdtane  vietkych
aktualizécii a zmien, ktoré si vyZiadala eticka

Centrum sa zavazuje uchovavat vietku
elektronick( aj ind dokumentaciu, vratane
zdrojovej  dokumentdcie a  zloZky
Skudajuceho, zoznamu  identifikaénych
kddov subjektov skudania a zdravotnej
dokumentécie subjektov skusania
vztahujicej sa ku Klinickému skisaniu,
ktoré s0 wvyZadované na zéklade ICH
predpisov a ostatnych prislunych pravnych
predpisov  upravujlicich  vykonévanie
Klinického  skd3ania, dihdej z
nasledujicich dvoch déb: 1) dvadsat (20)
rokov po skoneni alebo prerudeni
Kiinického ski3ania alebo 2) aklkofvek
dihdiu dobu pre archiviciu dokumenticie
stanovenu prislusnymi pravnymi predpismi.
Dokumentécia o Klinickom skisani musi byt
uchovavana na vhodnom mieste a vhodnym
sposobom a Centrum je povinné viest
zéznamy o mieste, kde je dokumentécia o
Klinickom skiani uchovdvand, aby tato
bola okamZite k dispozicii na poZiadanie

zéstupcu Novartisu, etickej
komisie, auditora alebo prislusnych Statnych
organov. Centrum je povinné Novartis
informovat' v pripade, Ze planuje archivovat
dokumentaciu o Klinickom skusani v inych
priestoroch ako s0 te, ku kiorym ma
Centrum viastnicke alebo iné uZivacie
prévo..

Zmiluvni partneri sG si vedomi, Ze Novartis
alebo v jeho mene tretia strana dokladne
monitoruje vykonavanie Klinického skisania
a pravidelne navétevuje Centrum. Zmiuvni
partneri sa zavézuji primerane podporovat
tieto monitorovacie aktivity, vratane ale bez
obmedzenia, poskytnutim pristupu
poverenému zéstupcovi Novartisu do
priestorov, v kiorych sa vykonéva Klinické

Zmiuva o idinickom skidan| - verzia 26 11 2021
Novartis / Fakutind nemocnica Nitra - 3321
Protokol €.: CKJX839012302

2.24,

2.25.

2.26.

agree to reasonably assist in preparing
the overall Clinical Trial report upon the
Novartis' 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 Novartis are
true, complete, correct and accurate
and reflect the actual results of the
Clinical Trial. The Principal Investigator
also agrees to provide Novartis 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) twenty (20) 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 Novartis’ appointed
representative, the ethics committee,
an auditor or competent authorities.
The Center must notify Novartis 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 Novartis or a third party on behalf
of Novartis closely monitors the
performance of the Clinical Trial and
regularly visits the Center The
Contracting Partners agree to
appropriately support such monitoring
aclivities, including without limitation,
by providing the Novartis’ appainted
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2.27.

2.28.

skudanie a k udajom podra potreby a dalej
sa zavazujl spolupracovat s Novartisom
alebo prisludnou tretou stranou v tomto
ohlade. Na Ziadost Novartisu si Hiavny
skudajici a Clenovia &tudijného timu povinni
sa zGgasinit osobnej diskusie.

Novartis a $tatne organy, ako je napr. Urad
Spojenych &tatov americkych pre potraviny
a lieky (dalej len ‘FDA") maju pravo
vykonavat audit alebo kontrolu zaznamov
Zmluvnych partnerov, ktorychkolvek inych
dokumentacii a priestorov  sivisiacich s
vykonévanim Klinického skidania, a to
kedykolvek v priebehy a I alebo po dobu 25
rokov po skon&eni Klinického skusania a
bez akychkolvek narokov  Zmluvnych
parinerov na zviadtne finanéné pinenie.
Takyto audit alebo kontrolu je MNovartis
povinny primerane vopred ohlasit v pripade,
Ze je vykonavany Novartisom. Zmluvni
partneri si povinni poskytovat Novartisu,
nim poverenym zéstupcom alebo vietkym
Statnym organom sd&innost pri plneni ich
dloh v sdlade s Protokclom a podniknit'
vietky  primerané kroky  poZadované
Novartisom alebo Statnymi organmi na Ucely
odstrénenia nedostatkov zistenych poéas
auditu alebo kontroly.

Zmiuvni Parineri budl spolupracovat s
Novartisom a s kvalifikovanymi osobami,
ktoré poveril Novartis alebo CRO (ak
existuje) pri vykonavani monitorovania
alalebo dohfadu tymito osobami nad
priebehom Klinického skisania, a to za
Utelom preverenia & je Klinické skiganie
vykonévané v silade s Protokolom,
Zmiuvou, platnymi pravnymi predpismi a
zasadami Spravnej klinickej praxe ako ajza
UCelom preverenia presnosti  informacif
ziskanych v priebehu Klinického skigania.
Zmiluvni Partneri predovéetkym zabezpetia
slebo poskytni kaZdej z tychto vyssie
uvedenych osbb pristup na vietky
pracoviska, na ktorych sa Klinické sk(&anie
vykonava za (Celom ich kontroly ako aj ku
véetkym zéznamom, ktoré sa uchovavajl
pre potreby Klinického sk(gania, za G&elom
preverovania, kontroly a kopirovania udajov,
dokumentov a informécil tykajicich sa
Klinického skG&ania. V miere, v ktorej to
Zmluvnym  partnerom pravne predpisy
dovolujo, Zmluvni  partneri  umoZnia
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2.27.

2.28.

representative with access 1o me
fagl:isas in which the Clinical Trial is
being conducted and data as
necessary and further agree to
cooperate with Novartis or the ra_levlant
third party in this regard. The Principal
Investigator and Clinical Trial Team
Members must participate in personal

discussions upon the request of
Novartis,

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

The Contracting Partners  shall
cooperate with Novartis and qualified
persons appointed by Novartis or CRO
(if any) while monitoring or overseeing
the course of the Clinical Trial in order
to verify whether the Clinical Trial is
conducted in accordance with the
Protocol, Agreement, applicable laws
and regulations and principles of good
clinical practice, as well as in order to
verify the accuracy of information
collected in course of the Clinical Trial.
The Contracting Partners shall in
particular ensure or provide to each of
such persons access to all sites where
the Clinical Trial is conducted in order
to inspect them, as well as access to all
records maintained for the needs of the
Clinical Trial in order to verify, inspect
and copy the data, documents and
information relating to the Clinical Trial,
To the extent allowed to the
Contracting  Partners by legal
regulations, the Contracting Partners
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2.29,

Novartisu resp. jeho poverenym osobam
alebo osobém poverenym CRO (ak existuje)
pristup ku vietkym zaznamom tykajicim sa
subjektov skifania a v potrebnej miere im
tie2 umoZnia kontrolu zdznamov tykajlcich
sa Klinického skigania. Centrum zabezpedi,
aby Hiavny Skusajuci alalebo Clenovia
Studijnéhe timu boli Novartisu resp. jeho
poverenym osobam alebo  osobam
poverenym CRO (ak existuje), k dispozicii
potas uvedeného
monitorovania/ivykonavania kontroly, a to za
utelom prediskutovania vy3sie uvedenych
zéznamov, Udajov a informécii a pripadného
odstrénenia akychkolvek pochybnosti s nimi
sUvisiacimi.

Centrum umozni audit dodrZiavania najma
Protokolu, Zmiluvy, prisludnych pravnych
predpisov a zésad Spravnej klinickej praxe
na pracovisku a v priestoroch skladovania
Skusaného lieku, Vybavenia & uz auditormi
Novartisu alebo predstavitelmi dozorného
organu ktorejkolvek krajiny, kde sa uvauje
o registracii Ski3aného lieku alebo kde je
registrovany Ski3any liek, a to aj po
skondeni platnosti tejto Zmluvy. Zmiuvni
partneri vytvoria prisludnému dozornému
organu podmienky na vykonanie auditu a
poskytne mu potrebnl siéinnost. Zmluvni
partneri predovietkym zabezpelia alebo
poskytn( prislu$nému dozomému organu
pristup ku zéznamom, ktoré sa uchovavaiju
pre potreby Klinického skisania za tcelom
preverovania, kontroly a kopirovania ddajov,
dokumentov a informécii tykajicich sa
Klinického sk(3ania. V miere, v ktorej to
Zmluvnym partnerom pravne predpisy
dovoluji, Zmluvni partneri umoZnia
prislunému dozomému orgénu pristup ku
vietkym zéznamom tykajlicim sa subjektov
skigania a v potrebnej miere mu tieZ
umoznia kontrolu zéznamov tykajlicich sa
Klinického sk(fania. Centrum zabezpedi,
aby Hiavny skosajici afalebo Clenovia
tudijného timu boli prislu§nému dozomému
orgénu k dispozicii potas inépekcie/auditu, a
to za Géelom prediskutovania
uvedenych zaznamov, dajov a informécii a
pripadného  odstrénenia  akychkolvek
pochybnosti s nimi sGvisiacimi.
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2.29,

shall allow Novartis, event. its
authorized representatives or persons
authorized by CRO (if any) access to
all records pertaining to the Trial
Subjects and to the necessary extent
allow them inspecting records related
to the Clinical Trial. The Center shall
ensure that the Principal Investigator
andfor Clinical Trial Team Members
are available for Movartis and its
authorized representatives or persons
authorized by CRO (if any) during the
above-mentioned inspection/audit in
order to discuss such records, data
and information and to resolve any
questions relating to such records,
data and information.

The Center shall allow auditing the
observance of namely the Protocol,
Agreement, applicable laws and
principles of goed clinical practice at
the site and in the premises where the
Investigational medicinal  product,
Equipment is kept, either by the
auditors of Novartis or representatives
of the supervising authority of any
country where registration of the
Investigational medicinal product is
contemplated or  where the
Investigational medicinal product is
registered, and that even after expiry of
this Agreement. The Contracting
Partners shall create conditions for the
competent supervising authonty to
enable it the performance of audit and
shall provide it with relevant
assistance. The Contracting Partners
shall in particular ensure or provide to
competent  supervising  authority
access to records maintained for the
needs of the Clinical Trial in order to
verify, inspect and copy the data,
documents and information relating to
the Clinical Trial. To the extent allowed
to the Contracting Partners by legal
regulations, the Contracting Partners
shall allow competent supervising
authority access to all records
pertaining to the Trial Subjects and to
the necessary extent allow them
inspecting records related to the
Clinical Trial. The Center shall ensure
that the Principal Investigator and/or
Clinical Trial Team Members are
available for competent supervising
authority during the above-mentioned
inspection/audit in order to discuss
such records, data and information and
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2.30.

2.31.

2.32.

2.33.

Zmluvni Partneri budu Novartis okamzite, 2.30.

najneskdr vBak do 24 hodin, informovat v
pripade, Ze kompetentny dozomy organ
planuje, pripadne uZ neplanovane zaéne,
vykonévanie inSpekcie/auditu a poskytnu
Novartisu képie akychkolvek pisomnosti
vypracovanych dozomym organom, ktoré s
vysledkom takejto indpekcie/auditu, a to
ihne_yd Po ich obdrzani. Zmluvni Partneri
vyvini  vietku snahu, aby ziskali pre
Novartis povolenie ziZastnit sa takejto
inspekcie/auditu a v pripade, #e to nebude
moZné si povinni zabezpe&t viasné a
nepretriité  informovanie Novartisu o
priebehu danej indpekcielauditu.

Zmluvni Partneri sa zavazuju uskutoénit
akékolvek primerané kroky vyZadované zo
strany  Novartisu a/alebo  prisluiného
dozomého organu za Ggelom odstranenia
nedostatkov zistenych potas auditu alebo
inpekcie. Novartis bude mat zéroved pravo
preskimat a odslhlasit  akékolvek
pisomnosti uréené kompetentnému
dozormému orgdnu vypracované v reakcii na
inSpekciu/audit  zo  strany  takéhoto
dozormého orgénu, a to predtym ako takito
pisomnost  Zmluvni  partneri  tomuto
dozomému organu predioZia.

Zmluvni partneri sa zavazujl, Ze poéas a po
skoneni Klinického ski3ania umoznia a
budd podporovat’ vietky kontroly
zodpovednych  Statnych organov bez
akychkolvek narokov na osobitni odmenu &
nahradu.

Zmluvni partneri nesmu vedome vyuZivat
sluZby, bez ohfadu na ich rozsah, Ziadnej
osoby, kiorym bolo poskytovanie tychto
sluzieb zakazané FDA alebo ktorymkolvek
inym prisluSnym organom v priebehu
vykonévania Klinického skiSania. Zmluvni
partneri dalej zavazne vyhlasuju, Ze podfa
ich vedomosti ani im ani ich zamestnancom,
splnomocnencom alebo zastupcom, ktori sa
zutastfujo vykonévania Klinického
skisania, nebolo zakézané vykonavat
€innosti, kioré sl wykonavané v ramci
Klinického skl8ania, zo strany FDA alebo
iného orgénu, ani podfa ich najlepéieho
vedomia v sGasnosti neprebieha Ziadne
konanie tykajuce sa takéhoto zékazu vo
Zmiuva o iinickom skiéani - verzia 25 11 2021
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2.32.

2.33.

to resolve any questions relai_ing to
such records, data and information.

The Contracting Partners shall inform
Novartis immediately, but not later than
within 24 hours, if any competent
supervising authority plans  an
inspection/audit or  starts  any
unplanned inspection and shall provide
Novartis with copies of any documents
elaborated by

the  supervising
authority, which result from such
inspectionfaudit, immediately after

they have obtained such documents.
Contracting Partners shall use their
best efforts to obtain approval for
MNovartis or its agents to be present at
the inspection/audit or otherwise keep
Novartis timely and constantly
informed of the progress.

The Contracting Partners undertake to
take any appropriate steps required by
Novartis and/or competent supervising
authority in order to remove any
deficiencies discovered during the
audit or inspection. At the same time,
Novartis shall have the right to inspect
and approve any documents intended
for the competent supervising
authority, which have been prepared in
response to an inspectionfaudit by
such supervising authority, before the
Contracting Partners submit such
document to the supervising authority.

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 may not
knowingly use the services, regardless
of their wvolume, 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
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vztahu k tymto osob&m, najma na zaklade
nasledujucich pravnych predpisov: (i) United
States 21 USC § 335a a/alebo (i) Hlavy 21
Code of Federal Regulation § 312,70
alalebo (i) § 306 pism. a) alebo b)
F&deftlnaho zékona Spojenych &tatov
americkych o kontrole potravin, liekov a
kozmetickych pripravkov. Zmiuvni partneri
$a zavéizuju v priebehu Klinického skisania
& po dobu 3 rokov po jeho ukongeni ihned
informovat' Novartis, ak sa dozvedia, ze sa
zatne takéto konanie vo vztahu k Hiavnému
skusajucemu, Centru &i jeho
zamestnancovi. Zmluvni partneri  dalej
zaruujl a zavazuji sa, Ze podlfa ich
vedomosti

nie sU subjektom
predchadzajicich  ani  prebiehajicich
vySetrovani, wvyziev, upozomeni alebo

nepodliehaji vykonu rozhodnuti organov
$tatnej spravy vztahujucich sa ku klinickym
skuskam, ktoré by neboli oznamené
Novartisu. V pripade, Ze nastane skutoénost’
podla predchadzajucej vety vo vztahu ku
Klinickému skd3aniu, Zmluvni partneri to
bez zbytoéného odkladu oznamia Novartisu.

Zmiuwvni Partneri prehlasuji a zavazuji sa,
Ze zo strany prisludnych Statnych organov
sa u nich v minulosti ani v sucasnosti
neuskutoénilo/neuskutoériuje vy3etrovanie
alalebo niteny vykon rozhodnutia ktoré by
suviseli s vykonavani klinickych skisani
alebo im zo strany tychto organov nebolo/nie
je udelené upozornenielvarovanie, ktoré by
stviselo s vykondvani Klinickych skuani
(dalej spoloéne len .Zasah prisluéného
organu®), o ktorych by Novartis nemal
vedomost. Zmluvni partneri sa zavazujl
bezodkladne informovat Novartis o
skuto&nosti, Ze im bol ohldseny wykon
Zasahu prisluéného orgdnu v suvislosti s
dodrziavanim etickych, vedeckych,
reguladnych  Standardov  upravujicich
vedenie klinickjch skasani alebo Ze uZ
takyto Zé&sah prislusného orgénu u nich
prebieha, a to v pripadoch ak sa tento Zasah
prisluiného orgénu tyka skutoénosti a
éinnosti, ktoré nastali pred alebo potas doby
vykonévania Klinického skigania podfa tejto
Zmiuvy.

Zmiuvni partneri potvrdzujl a zavézujl sa,
%e nie si vzédjomne ani vo vztahu k
Novartisu v konflite zéujmov, ktory by
znemozfioval alebo ovplyviioval vykon ich
&innosti podra tejto Zmluvy. Zmiuvni partneri
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2.34,

2.35.

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 andlor (iii) Sec. 306
letter a) or b) of the Federal Food, Drug
and Cosmetic Act of the United States
of America. During the Clinical Trial
and for a period of 3 years after its
completion, the Contracting Partners
agree to promptly notify Novartis about
any such proceedings initiated against
the Principal Investigator, the Center or
its employees. Furthermore, the
Contracting Partners represent and
warrant that, as far as they know, they
are not the subject of any past or
current  investigations,  inquiries,
wamnings or enforced decisions of
public administration authorities that
concern the clinical trial and have not
been disclosed to Novartis. The
Contracting Partners shall notify
Novartis about the fact deseribed in the
previous sentence without undue
delay.

The Contracting Partners certify and
warrant that they are not the subject of
any past or pending governmental or
regulatory investigation, inquiry,
waring, or enforcement action
(hereinafter collectively referred to as
“‘Competent  Authority  Action”)
related to their conduct of clinical trials
that has not been disclosed to
Novartis. The Contracting Partners will
notify Movartis promptly if it receives
notice of or becomes the subject of any
Competent Authority Action regarding
their compliance with ethical, scientific,
or regulatory standards for the conduct
of clinical trials, if the Competent
Authority Action relates to events or
activities that occurred prior to or
during the period in which the Clinical
Trial under this Agreement was
conducted.

The Contracting Partners confirm and
warrant that there is no conflict of
interests between them or between
them and Novartis that would inhibit or
affect their performance of the work
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2.36.

2.37.

2.38.

dalej prehlasuju a zavazujli sa, Ze budu
Novartis bezodkladne informovat ak by
takyto konflikt zaujmov potas platnosti tejto
Zmluvy nastal a taktie: prehlasuji a
zavazujl sa, ze vykonom ich &innosti podfa
tejto Zmiuvy neporusujl Ziadnu zmluvuy,
ktoru pripadn

e maji uzatvorend s inou
tretou osobou.

Zmluvni partneri sa zavazuju zabezpedit, ze
Hlavny skogajuci ako aj vietci Skiajuci
z0Zastneni na Kiinickom skuSani poskytna
Novartisu  alebo  nim urlenej osobe
Zverginenie finanénych informacii, ktoré
podfa 21 CFR, &asti 54 vyZaduje FDA, a to
na takych formuléroch, ktoré im doda alebo
schvali Novartis alebo nim uréend osoba.
Pogas platnosti tejto Zmluvy ako aj jeden (&)
rok po ukonéeni Zmluvy, sa Zmluvni partner
zavazuu poskytnit sG@innost Novartisu/
Zadavatelovi alebo nim uréenym osobam v

ziskani aktualizovanych vyssie uvedenych
formularov.

Vo  vietkjch materialoch tykajucich sa
Cinnosti podra tejto Zmiluvy, ktoré st uréené
externému publiku sa Hlavny ski3ajici
zavazuje zverejnit/uviest/spomendt:

a) Ze spolofnost Novartis vyuZiva
Hiavného skidajiceho na vykon
odbornych  &innosti  sivisiacich s
vykonavanim Klinického skasania a

b) akékolvek iné vztahy medzi
Novartisom a Hlavnym skusajacim,
ktorych zverejnenieluvedenie/

spomenutie by rozumna a morélna
osoba povaZovala za hodné
zverejnenia/uvedenia/spomenutia.

V pripade, Ze Hlavny skisajici v priebehy
Klinického skagania ukonéi pracovnopravny
vztah s Centrom, Centrum je povinné o tejto
skutotnosti informowvat’ Novartis
bezodkladne potom, ako sa o tom dozvie, a
suCasne navrhnit riadne kvalifikovani
osobu ako nového hlavného skisajiceho.
Novartis mé pravo podat namietku vodi
novému Hiavnému skigajicemu. Centrum
sa zavazuje s vynaloZenim maximéalneho
Usilia poZadovat po novom hlavnom
skidajicom, aby sa pisomne zaviazal k
dodrZiavaniu  podmienock dohodnutych v
tejto Zmluve. Ak Centrum a Novartis nie sd
schopni dohodndt sa na osobe nového
hlavného skigajuceho alebo ak novy hlavny

Zmiuva o Kinickom sk(éan! - verzia 25 11 2021
Novartis | Fakuling nemocnica Nitra - 3321
Prolokol € CKJAB39012302

2.36.

237,

2.38.

specified in this Agreement The
Contracting Partners further certify and
warrant that they will promptly inform
Novartis in the event any conflict of
interests arises during the
performance of this Agreement an;l
cerlify and warrant that their
performance hereunder does not
violate any other agreement they may
have with any other third party.

As the case may be, the Contracting
Pariners shall ensure that the Principal
Investigator and all Investigators
involved in the Clinical Trial provide
Novartis or its designee with the
appropriate  financial  disclosures
required by the FDA under 21 CFR
Part 54, on such forms as Novartis or
its designee may supply or approve.
During the term of this Agreement and
one (1) year following its expiration or
earlier termination, the Contracting
Pariners agree to  assist the
Novartis/Sponsor or its designee in
obtaining updated forms.

In all materials relating to services
under this Agreement intended for an

external audience, Principal

Investigator shall disclose:

a) that Novartis has retained
Principal Investigator for

professional services in relation to

the conduct of the Clinical Trial
and

b) any other relationships that
Novartis has with the Principal
Investigator which a reasonable
and ethical person would expect
1o be disclosed.

In the event that the Principal
Investigator terminates his or her
employment at the Center, the Center
shall inform Novarlis as soon as it
leams about it and shall propose a duly
qualified person acting as a new
principal investigator. Novartis 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
Novarlis are unable to agree on the
new principal investigator or if the new
principal investigator is unwiling to
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skuSajuci nie je ochotny zaviazat sa k
podmienkam stanovenym v tejto Zmluve,
Novartis je oprévneny odstipit od Zmluvy v
sulade s &l. 11.5. tejto Zmluvy, ustanovenia
predoSlych viet tohto é&lanku Zmluvy sa
primerane vztahuji aj na iné dovody
ukonéenia Gcasti Hlavného skusajliceho na
vykonévani Klinického skusania. Centrum a
Hlavny ski$ajoci si povinni bezodkladne
pisomne informovat Movartis o vietkych
zmenéach, ktoré maju vplyv na dostupnost’
zdrojov a / alebo Clenov tudijného timu
vykonavajucich Klinické skiusanie.

Zmluvni partneri sa zavézujl priamo a
bezodkladne informovat’ Novartis
(peter.takacs@novartis.com, 00421 917
564 586) v pripade, Ze subjekt skuSania
z0Easthujici sa Klinického skiadania oznami
&i vyjadri nazor, Ze doslo k poskodeniu jeho
zdravia v dosledku G€asti na Klinickom
skidani, a Ze ma preto pravo na finanéné
odSkodnenie.

Zmluvni partneri sa zavdzuji umozZnit
vyskumnym organizéciam, ktoré majo
uzatvorenti zmluvu s MNovartisom alebo
ktorejkofvek z Prepojenych oséb, aby v
mene Novartisu vykonavali ktorékolvek z
prav a povinnosti Novartisu na zéklade
takejto Zmiuvy, v pripade, Ze sa preukaiu
poverenim & plnomocenstvom, z ktorého
vyplyva ich opravnenie vykonavat prava a
povinnosti Novartisu. Zmiuvni partneri sa
zavézuji  spolupracovat s  takymito
vyskumnymi organizaciami.

Zmluwni partneri sa zavazujl poskytovat
zdravotné sluzby subjektom, ktorych G&ast' v
na Klinickom skusani neskonCila, v pripade
Giastoéného uzatvorenia Klinického
skigania, a dalej tieZ subjektom zaradenym
do néasledného sledovania po skongeni
Klinického skiiania, v stlade s etickymi
pravidiami.

V pripade, Ze pri Klinickom skisani iva
Centrum, Hlavny ski$ajici alebo Clenovia
$tudijného timu pristrojové vybavenie, ktoré
vyiaduje servis, kalibréciu alebo ind
osobitn( starostiivost, Centrum sa zavéizuje
udrfiavat také pristrojové vybavenie
spbsobilé riadnej prevadzky, o Com je
povinné Novartisu na vyZiadanie poskytnit
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2.39.

2.40.

2.41.

242

agree to the terms and conditions
stipulated in this Agreement, Novartis
shall have the right to withdraw from
this Agreement in accordance with
Article 0., provisions stipulated in the
previous sentences of this article of the
Agreement also apply accordingly on
other reasons of termination of
Principal Investigator's participation in
the Clinical Trial. The Center and the
Principal Investigator must
immediately inform Nowvartis in writing
about any and all changes having an
impact on the availability of resources
andlor Clinical Trial Team Members
conducting the Clinical Trial.

The Contracting Partners agree to
inform Novartis
(peter.takacs@novartis.com, 00421
917 564 586) directly and immediately
in the case that a Trial Subject
participating in the Clinical Tral
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 Nowvartis or any of its
Affiliates to exercise any of the
Novartis' rights and to perform any of
the MNovartis' obligations under this
Agreement on behalf of Novartis,
provided that they have authorization
or a power of attorney to exercise the
Novartis' rights and to perform the
Novartis’ obligations. The Contracting
Partners agree to cooperate with such
research organizations.

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

In the case that the Center, the
Principal Investigator or Clinical Tral
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
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zodpovedajucu dokumentaciu (laboratéme
certifikaty, referentné hodnoty, revizne
sprévy na pouZité pristroje a zaradenia,
doklady o ich kalibracii, certifikaci a
pravidelnych kontroldch, vratane inych

relevant documentation (laboratory
certificates, reference values,
reference values, audit reports on used
instruments and equipment, evidence

of their calibration, ceniﬁcglion and
dokladov v zmysle pravnych predpisov, periodic inspections, including other
ktoré savisia s riadnym a bezpe&nym legal documentation relatled to the
uZivanim pristrojov a zariadeni a ing). proper and safe use of the instruments
Centrum prehlasuje a rugi, e predmetné and equipment, etc) thereof to
pristrojové  vybavenie riadne  spifa Novartis upon the request of Novartis.
podmienky stanovené platnymi pravnymi The Center represents and warrants
predpismi a ostatnymi predpismi that pertinent devices meet all the
Specifikovanymi v bode 2.1. tejto Zmluvy, a conditions stipulated by applicable law
Ze boli schvalené Statnym ustavom pre and other regulations specified in art.
kontrolu lie&iv

21. hereof and that they were
approved by the State Institute for
Drugs Control.
Zmluvni partneri vyhlasuji a Novartisu sa 2.43. The Contracting Partners represent
zavazuju, Ze polas trvania Klinického and undertake that they shall ensure
skusania vykonavaného podfa Protokolu a the possibility of the unblinding of Trial
tejto Zmluvy  zabezpedia  moznost Subjects in the course of the Clinical
odslepenia subjektov skisania kedykolvek,

Trial under the Protocol and this
to znamena 24 hodin denne, 7 dni v tyzdni, Agreement at any time, that means 24
tak ako to vyZaduje Protokol. Za tymto hours a day, 7 days a week, as
Ucelom poskytni  subjektom  skdgania required by the Protocol. For this
telefonicky kontakt na  Hlavného purpose, they shall provide Trial
skusgjuceho a na prislusnych Clenov

Subjects with telephone contacts to the
Studijného  timu, pricom na tychto Principal Investigator and to the
telefonnych Eislach bude 24 hodin denne a relevant Clinical Trial Team Members,
7 dni v tyzdni zastihnutelna aspof jedna z with at least one of these persons
uvedenych osdb. being available on these telephone

numbers 24 hours a day, 7 days a
week.
Zmluvni partneri budl okamZite reagovat na 2.44. The Contracting partners  shall
vietky Ziadosti Novartisu predkladané poéas

immediately respond to all requests by
Kiinického skisania tykajlce sa posudeniaa Novartis that will be submitted during
prerokovania postupu Klinického skisania a the Clinical Trial and will pertain to the
suvisiacich otdzok so zastupcami Novartisu. evaluation and negotiation of the
Hiavny ski$ajici vyhlasuje, Ze sa za tymto Clinical Trial progress and associated
cielom stretne so zastupcami Novartisu a questions with the representatives of
poskytne potrebné informacie a zaznamy, Novartis. The Principal Investigator
za €o vrovnakom rozsahu zodpoveda aj declares that for this purpose helshe
Indtitlcia.

will meet with the representatives of
Novartis and provide them with the
necessary information and records, as

for the same extent is responsible also
the Center.

€1.3 - Povinnosti Novartisu Article 3 - Obligations of Novartis

Kontakinymi osobami Novartisu vo vztahu 3.1. The Novartis' contact persons
ku Klinickému sk(ganiu s0 regarding the Clinical Trial are:

Ing. Peter Takécs Ing. Peter Takécs
alebo kiorékolvek dalSie osoby oznamené or any other person announced to the
Hlavnému skuajlicemu Principal Investigator

Zmiuva o Kinickom skidan! - verzia 26 11 2021
N | Fakuhng
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32

Novartis sa zavazuje Zmluvnym partnerom 3.2

poskytnut' bezplatne v mnoistve a asovych
intervaloch na riadne vykonanie Klinického
skusania SkuSany liek, newyhnutné vzory
CRF a daldie informécie a daliie lieivo /
placebo vyladované na vykonévanie
Klinického  ski3ania, napr. Prirutka
skidajiceho (posledné verzia 16, datum
30.11.2022).

Skusany liek (ako aj daldie liecivo, placebo,
ak je vyiadované Protokolom) bude
dodévané na nasledujucu adresu:

Fakultnad nemocnica Nitra
Nemocniéna lekéref
Spitalska 6
950 01 Nitra

Kontaktna osoba: PharmDr. Maria Szdcsova, tel.
kontakt 037 / 65 45 705, email: mariasz@fnnitra.sk

3.4. Skosany liek, newyhnutné vzory CRF a 3.4.

3.5.

3.6.

dalSie  informacie  vyZadované na
vykonévanie Klinického skusania
poskytnuté Centru si a zostavajl

viastnictvom Novartisu. Novartis prehlasuje,
#e su spinené vietky podmienky stanovené
prisluénymi pravnymi predpismi na vjrobu
(dovoz) dodévaného Skasaného lieku a jeho
distriblciu do Centra.

Novartis sa zavézuje poskytovat' Hlavnému
skosajicemu prisiuéné nové informéacie o
bezpetnosti tykajice sa Ski3aného lieku
bez zbytoéného odikladu. Hlavny skugajici
je povinny tieto informécie nasledne
poskytnit’ prislunej etickej komisii,

Novartis mbZe poskytnGt Zmiuvnym
partnerom vybavenie na CGlely jeho
vyhradného pouZitia v Klinickom skagani, o
ktorom Zmlyvn| partneri budG viest' plsomn(
evidenciu, rozsah a podmienky poskytnutia
80 wymedzené v prilohe & 4. Zmiuvni

Zmiuve o idinickom sk(dani - verga 26.11.2021
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3.3.

3.5.

3.6.

to provide the

Novartis agrees
with  the

Contracting  Partners
Investigational medicinal  product,
necessary CRF templates, other
information and other drugs/placebo
required for the performance of the
Clinical Trial free of charge and in the
quantity and frequency necessary for
the proper performance of the Clinical
Trial, for example the Investigator's
Brochure (version 16, date
30.11.2022).

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

Fakultna nemocnica Nitra
The hospital pharmacySpitalska 6
950 01 Nitra

The contact person: PharmDr. Méria
Szocsova, phone number: 037 / 65
45 705, email: mariasz@fnnitra.sk

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 Novartis' property. Novartis
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.

MNovartis agrees to provide the
Principal Investigator with new
information regarding the safety of the
Investigational medicinal  product
without undue delay. Principal
Investigator  shall  submit  such
information to the respective ethics
committee.

Novartis may provide the Contracting
Partners with equipment for the
purposes of its exclusive use in the
Clinical Trial, about which the
Contracting Partners shall keep a
written inventory; the scope and
conditions of its provision are defined

Strana 28 z 60



4.1,

4.2,

43,

partner vybavenie po skonteni Klinického
skisania vratia Novartisu

Cl 4 -Odmena

Novartis sa zavézuje zaplatt' za riadne
vykonané &innosti na zaklade tejto Zmluvy
vratane prevodu prév podfa 0 tejto Zmluvy
odmenu wvo vydke, spdsobom a za
podmienck  dohodnutych  Zmluvnymi

stranami dalej v tomto &lanku Zmluvy a v
priche & 1. .

Za nadne vykonanie sluZieb a odovzdanie
vietkych podkladov, ktoré Zmiuvni Partneri
v prospech Novartis poskytnd podfa tejto
Zmiuvy, zaplati Novartis uhrady za
podmienok a spbsobom podfa Prilohy €. 1
tejto Zmiluvy. Uhrady podfa Prilohy € 1
obsahuji vBetky naklady Zmluvnych
parnerov spojené s vykonanim Klinického
skusania, vratane nakladov na vySelrenia
spojené s tymio Klinickym skidanim, ktoré
sU nad rémec S$tandardnej zdravotne]
starostlivosti a ktoré nie s0 hradené zo
zdravotného poistenia, a vratane nakladov a
odmien pracovnikov Centra, pokial nie je
uvedené inak. Uhrady uvedené v Prilche &.
1 predstavuju jediny a wyluény spdsob
finanéného vyrovnania medzi Novartisom
a Zmluvnymi partnermi, Zmluvni partnen
nemaji narok na akékolvek dalie finanéné
&i obdobné pinenie.

Véetky odmeny a finanéné nahrady, ktoré
majl byt zaplatené Novartisom na zéklade
tejto Zmluvy, sU splatné v lehote 60 dni odo
dha, kedy bude Novartisu dorueny
zodpovedajici dafiovy doklad (faktira) so
véetkymi nalezitostami podfa prislusnych
pravnych predpisov upravujicich daf z
pridanej hodnoty.,

Bankové O&ty zmluvnych Partnerov sl
nasledovné:
Bankovy Glet Centra:

Zmiuva o kinickom skidani - verzia 25 11 2021
Novarts / Fakultnd nemocruca Nitra - 3321
Protokol & - CKJIX839012302

41.

4.2,

4.3,

in Appendix 4. The Cpnlractinu
Partners shall return the equ1pm_en'l to
Novartis 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, Novartis agrees to pay the
remuneration in the amount, by means
and under the terms agreed by the
Contracting parties below herein and in
Appendix 1.

Novartis shall pay for due performance
of services and handover of all details
provided by the Contracting Partners
for the benefit of Novartis pursuant to
this Agreement, under the conditions
and in the manner according to
Appendix 1. Payments according to
Appendix 1 cover all costs of the
Contracting Pariners associated with
the conduct of the Clinical Trial,
including costs of examinations
associated with this Clinical Trial that
are beyond the standard healthcare
and that are not covered by the public
health insurance, including costs and
rewards for the employees of the
Center, unless is not specified
otherwise. Payments listed in
Appendix 1 present the only and
exclusive method of financial
compensation between Novariis and
the Confracting Partners, and the
Contracting Partners are not entitled to
any further financial or similar
performance.

Any remuneration and reimbursement
to be paid by Novartis under this
Agreement, must be paid within 60
days of the day Novartis 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:

The bank accounts of the Contractual
Partners are as follows

Bank account of the Centre:
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Banka: Statna pokladnica

Adresa: Spitalska 6,950 01 Nitra

Kéd banky: 8180

Majitel G&tu: Fakultna nemocnica Nitra

IBAN: SK 49 8180 0000 0070 0028 0649
BIC/SWIFT: SPSRSKBA

Bankovy Géet Hlavného skusajiceho:
IBAN: SK72 0900 0000 0002 3118 7052

Ako varnabilny symbol bude pouZité Eislo
faktiry Zmiluvného partnera na zéklade
odsihlasenych podkladov..

budl realizované v pefaZnej mene
EURO a véetky bankové poplatky znasa
Novartis.

Faktiry musia byt' zasielané Novartisu s
uvedenim é&isla Protokolu a d&isla
objednévky, a to na adresu Novartis
Slovakia, s.r.o., Zi a 22B, 811 02
Bratislava. Odmeny a finanéné néahrady
podra tejto Zmluvy a prilohy €. 1 (s vynimkou
odmien a finanénych nahrad, u ktorych je
splatnost zviast upravena v prilohe & 1
Zmiuvy) budid Zmluvnému Partnerovi
uhradené takto: Spétne za bezprostredne
uplynulé a doteraz nefakturované obdobie
vﬁﬂyzakazdypolrok(hbruﬁr jul a august
— januar) poénic prvym zaradenym
subjektom sk(Bania. Zmluvni partneri si
spoloéne s Novartisom navzéjom pisomne
alebo formou e-mailu odsuhlasia prehfad
poétu, druhu a im zodpovoda;uu hodnoty
jednotiivych (konov wkonmych Hlavnym
skifajicim a / alebo inymi Clenmi
$tudijného timu, ktoré maji byt podla tejto
Zmluvy Novartisom hradené (tzv. névrh

vyGétovanie vietkych néviiev, vydetreni a
dalich sluZieb vykonanych v prisluénom
poiroku. Na  zéklade vzéjomného
odsUhlasenia néwhu faktiry vystavi
Zmiuvny Partner faktoru na odmenu a
pripadné finanéné néhrady, ktord doruél
Novartisu. Novartis zaplatl Zmluvnému
Partnerovi na zéklade riadne vystavene] a
riadne dorutene; fakilry prisiunli odmenu a
pripadné oprévnene fakturované finanéné

Zmiuva o kdinickom skidani - verzia 26 11 2021

Bank: Statna pokladnica

Address: Spitalska 6,950 01 Nitra
Bank code: 8180

Account holder. Fakultnd nemocnica
Nitra

Account No.: SK 49 8180 0000 0070
0028 0649

BIC/SWIFT: SPSRSKBA

Bank account oft he Principal
Investigator:

IBAN: SK72 0900 0000 0002 3118
7052

Invoice number of the invoice issued
on the basis of the documents
approved by the Contracting Partner
shall be used as the variable symbal.

Payments shall be made in EUROs
and all bank fees shall be bome by
Novartis.

Invoices must be addressed to
Novartis, must include Protocol
number and order number and must be
sent to the address Novartis Slovakia,
s.ro, Zizkova 228, 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 Contracting Partner r 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 Novartis shall approve in
writing or by e-mail an overview of the
number, type and value of individual
aclivities, which were performed by the
Principal Investigator andfor other
Clinical Trial Team Members and
which are to be paid by Novartis based
on this Agreement (i.e. draft invoice),
sent by a person authorized by
Novartis. 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 Contracting Partner
shall issue an invoice for remuneration
and potential reimbursement and shall
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nahrady za obdobie, pre ktoré bol

predmetny navrh faktiry podra tohto &lanku
odsihlaseny.

V pripade, Ze Novartis nezasle Zmluvnému
Partnerovi vy3Sie uvedeny prehfad (navrh
faktury) na odsuhlasenie v lehote 20 dni odo
dfia ukongenia prisludného polroku, zasle
Zmluvny Partner Novartisu pisomni vjzvu a
ak Novartis nezasle uvedeny prehfad (navrh
faktary) ani v lehote 30 dni od dorudenia
takejto vyzvy, je Zmluvny Partner opravneny
vystavit faktGru a Novartis je povinny uhradit
Zmluvnému Partnerovi odmenu a finanéné
nahrady za vietky fakiurované uUkony
vykonané v obdobi prisiuného polroku
Hlavnym ski&ajicim al/alebo ingmi Clenmi
Studijného timu.

V pripade, Ze Zmluvny Partner zisti, Ze si v
prehlfade (navrhu faktiry) nedostatky, tieto
oznami bez zbytoéného odkladu Novartisu,
ktory je povinny ich odstranit. Ak ma
Novartis zato, 2e v prehlade (navrhu faktary)
Ziadne nedostatky nie si, oznami toto
Zmluvnému Partnerovi. Zmluvny Partnera
Novartis sU nasledne povinni si navzajom
poskytnit  sG&innost  nevyhnutnd  na
odstréanenie pripadnych rozporov.
Neposkytnutie sléinnosti sa povaZuje za
nepodstatné porugenie Zmluvy.

Ak neodstréni Novartis nedostatky v
prehlade (navrhu faktUry) ani v lehote 45 dni
odo dha dorutenia ozndmenia podfa
predchédzajiuceho odseku, alebo v tej istej
lehote necznami Zmluvnému Partnerovi, Ze
v prehfade (névrhu faktlry) Ziadne
nedostatky nevidi, plati, Ze rozhodny pre
vystavenie fakilry je prehfad (navrh faktiry)
v zneni pripomienck Zmluvného Parinera,
na zaklade ktorého je Zmiuvny Pariner
oprévneny vystavit fakiru a Novaris je

Zmiuva o kinuckom skgdani - verzia 25 11 2021
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send it to Novartis. Based on the du!y
issued and delivered invoice, Novartis
shall pay the Contracting Partner 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 Contracting Partner the aforesaid
overview (draft invoice) for approval
within 30 days of the end of the
relevant half-year, the Contracting
Partner 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 Contracting Partner shall
have the right to issue an invoice and
Novartis shall pay the Contracting
Partner 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 Confracting Partner must
immediately report any potential
deficiencies in the overview (draft
invoice) to Movartis, and Novartis must
remedy such deficiencies. In the case
that Novartis believes that the overview
(draft invoice) has no deficiencies,
Novartis shall announce it to the
Contracting Partner. The Contracting
Partner and Novartis 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
Contracting Partner that Novartis
believes that the overview (draft
invoice) has no deficiencies, within 45
days of announcement based on the
previous paragraph, the Contracting
Partner shall use its version of the
overview (draft invoice), based on
which the Contracting Pariner shall
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4.4,

4.5.

4.6.

povinny odmenu a finan&né nahrady za
fakturované wykony wykonané v obdobi
prisludného polroku Hiavnym skisajicim a /
alebo inymi Clenmi &tudijného timu centru
uhradit.

Novartis mé prdvo zadriat a: 10% z
prisiunej sumy odmeny za obdobie
prisludného polroku (dalej len “zadriné").
Novartis sa zavazuje uhradit’ Zmluvnému
Partnerovi zAdriné potom, &o budu
predioZené vietky prisiudné CRF, budu
zodpovedané vietky otdzky s ohladom na
déta obsiahnuté v tychto CRF a budd
odstréanené  vietky nespravnosti a
nedostatky v Udajoch v databaze.

Pokial tato Zmluva neustanovi inak, vietky
sumy uvedené v tejto Zmluve a v ich
prilohéch su uvedené bez DPH. Ak niektoré
platby sluZby podliehaju DPH, Novartis
zaplati prisludni sumu DPH vo vyske podla
prévnych predpisov Géinnych ku dfiu
uskutoénenia zdanitefného plnenia na
zéklade prislusného dafiového dokladu
(faktury), ktora bude splfat vietky
néalezitosti predpisané prisluSnymi pravnymi
predpismi.  Zmluvny  Partner  nesie
zodpovednost za uhradenie v3etkych
ostatnych dani v suvislesti s platbami na
zéklade tejto Zmluvy. Zmluvné strany
konétatujd, Ze pinenie poskytnuté podfa tejto
Zmiuvy Zmluvnému Partnerovi

predstavuje  prijem z  vykondvania
Klinického skasania, ktory nie je predmetom
dane z prijmu vyberanej zrazkou, ale je
zdafiovany Zmluvnym Partnerom.

Zmiuvni partneri s si vedomi, Ze Novartis
méZe zverejni na centrdingj webovej
stranke koncemu www.novartis.sk platby a
iné pinenia tykajice sa vyskumu a vyvoja, tj.
(1) platby vykonané zo strany Novartisu na
zéklade tejto Zmluvy a (2) vietky vydavky na
ubytovanie, sivisiace vydavky na
obderstvenie a na dopravu Zmiuvnych

, ktoré Novartis uhradi na zéklade
tejto Zmiluvy a (3) vBetky kongresové
registraéné poplatky, GCastnicke poplatky
alebo obdobné poplatky, ktoré Novartis
uhradi na zéklade tejto Zmluvy, a to
anonymnym spbsobom, tj. na agregovanej
grovni. Tieto informécie mbZu byt tieZ
publikované ako sGZast tejto Zmluvy v
registri zmlGv na zéklade ustanovenia §5a a
§ 5b zékona & 211/2000 Z.z,, o slobodnom
pristupe k informéciém a o zmene a
doplneni niektorych zékonov (zékon o
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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
andlor other Clinical Trial Team
Members.

Novartis has the right to retain up to
10% of the remuneration for the
relevant half-year (hereinafter referred
to as the “Retainer”)Novartis agrees to
pay the Contracling Partner 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.

4.4,

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,
Novartis 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 Contracting Partner shall be
responsible for paying any other tax with
respect to the payments made based on this
Agreement. The Contracting Parties declare
that payment to the Contracting Partner under
this Agreement forms an income from the
conduct of the Clinical Trial which is not subject
to withholding income tax, but is taxed by the
Contracting Partner.

4.6. The Contracting Partners understand that
MNovartis may disclose on the central website of
the www.novartis.sk group any payment and
any transfer of value relating to research and
development, ie. (1) payments made by
Novartis under this Agreement and (2) any cost
of accommodation, refreshments and travel of
the Contracting Partners, which Novaris
covers under this Agreement and (3) any
congress registration or participation fees or
similar fees, which Novartis 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 (Freedom of Information Act), as
amended. Notwithstanding the
aforementioned, Novartis may also disclose
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4.7,

slobode informécil), v zneni neskorsich
predpisov. Bez ohfadu na vyssie uvedené
mbze Novartis zverejnit' prevod akejkolvek
hodnoty poskytnutej v ramci tejto Zmluvy.
Zmiuvné strany sa dohodli, Ze tato Zmiuva
bude zverejnend vyluéne v rozsahu av
podobe prilozenej k tejto Zmluve ako prilcha

€. Error! Reference source not found. tejto
Zmluvy

Centrum berie na vedomie, Ze v sulade s
platnymi pravnymi predpismi, najma, nie
vak vyluéne podfa Zakona o liekoch je resp.
mbZe byt spoloZnost Novartis alebo tretia
osoba, povinna oznamovat' prislusnym
orgénom a zverejfiovat vydku a el
pefiaznych alalebo nepenainych pineni
poskytnutych  priamo  alebo nepriamo
zdravotnickemu pracovnikovi alebo
poskytovatelovi zdravotne] starostlivosti v
rozsahu a za podmienck stanovenych
platnymi pravnymi predpismi. Centrum a
Hlavny skusajuci sugasne bery na vedomie,
Ze predmetom Zverejnenia bude aj vyska
finanéného ohodnotenia Hiavného
skiSajuceho,  SkuSajicich a  Clenoy
Studijného  timu za Klinické skisanie.
Centrum sa zavazuje poskytnit Novartisu
akukolvek si&innost nevyhnutne potrebni
na pinenie oznamovacich povinnosti
Novartisu podla Zakona o liekoch. Pre Gcely
Oznamovania penaznych a nepefaznych
pineni Hiavného skisajuceho, Skisajlcich
a Clenov &tudiného timu za Kiinické
skusanie Centrum prehlasuje, Ze takéto
pefiainé a nepenazné plnenie Hlavného
skuSajiceho, Skifajucich a Clenoy
Studijného timu za Kiinické skiganie
vykondvané na zaklade tejto Zmluvy
predstavuje sumu O eur; v pripade, 7e v
danom  kalenddnom  polroku  bude
Hiavnému skisajicemu,
Skusajocim a Clenom $tudijného timu
pefiainé alebo nepefiazné plnenie za
Klinické skiganie podra tejto Zmiuvy a teda
vyhlasenie Centra podla predchadzajicej
vety sa stane neakiudinym, Centrum sa
zavazuje oznamit' Novartisu vysku/hodnotu
tohto pefiazného alalebo nepenazného
pinenia Hiavného skisajiceho, Skasajucich
a Clenov &tudijného timu za Kiinické
skidanie a to bezodkladne, najneskér do
151. alebo do 157 prisludného
kalendarneho roka za obdobie
predchédzajiceho kalendémeho polroka, v
kiorom bolo predmetné zverejfiované
pefiainé alebo  nepefazné pinenie

Zrﬂwacmmumi-wmm 11.2021
Novarus / Faiuling nemocnica Nilra - /N
Protokol & CHJZB39012302

any transfer of value under this Agreemeqt.
The Contracting Parties have agreeld that this
Agreement shall be disclosed exclusively in the
scope and form attached to this Agreement as
Appendix Errorl Reference source not
found. of this Agreement.

4.7. The Center takes into account, that in
accordance with applicable laws, mainly, but
not limited to the Pharmaceuticals act, Novartis
or a third person is, or eventually may be
obliged to notify the relevant authorities and to
disclose the amount and purpose of any
monetary or in-kind considerations directly or
indirectly provided to a healthcare professional
or a healthcare provider to the extent and under
conditions stipulated by applicable laws. The
Center and the Principal Investigator are aware
of the fact that the amount of the financial
remuneration of the Principal Investigator,
Investigators and Clinical Trial Team Member
for the Clinical Trial shall also be subject to
disclosure. The Center undertakes to provide
Novartis with any assistance necessary for
fulfilment of reporting obligations of Novartis
under the Pharmaceuticals act For the
purposes of the notification of the amount of
monetary or in-kind consideration of the
Principal Investigator, Investigators, Clinical
Trial Team Members for the Clinical Trial, the
Center declares that such monetary or in-kind
consideration of the Principal Investigator,
Investigators, Clinical Trial Team Members for
the Clinical Trial conducted under this
Agreement shall represent EUR 0, in case that
in the respective calendar half-year the
Principal Investigator, Investigator, Clinical
Trial Team Members will be provided with
monetary or in-kind contributions for the
Clinical Trial under this Agreement and thus the
declaration of the Center pursuant to the
preceding sentence will become not up-to-
date, the Center undertakes to notify to
Novartis the amount/value of the monetary or
in-kind  consideration of the Principal
Investigator, Investigators, Clinical Trial Team
Members for the Clinical Trial immediately, at
the latest till January 15 or July 15 of the
calendar year in question for the time-period of
preceding calendar half-year, in which the
respective disclosed monetary or in-kind
consideration was provided. The Center is
responsible for accuracy, completeness and
correctness of data and information which are
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438.

5.1.

poskytnuté.  Centrum  zodpovedd za
presnost'_._ uplnost a spravnost’ udajov a
informacii, ktoré Centrum poskytuje

spo!oénoali Novartis v suvislosti s plnenim
povinnosti podfa tohto bodu Zmiuvy.

Zmiluvné strany vzdjomne prehlasuju a
zavazujl sa, 2e Uhrady v suvisiosti s
Klmid_&irn skusanim (i) predstavuju realnu
trhovl hodnotu za vykonanie Klinického
skusania, (i) neboli stanovené Ziadnym
spbsobom, ktory zohfadfuje objem alebo
hodnotu akychkolvek odporiéani, nahrad
alebo obchodov medzi Centrom alalebo
Higvnym  skidajicim  a  spoloénostou
Novartis a (i) nie sU ponikané ani
poskytované, uUplne alebo é&iastoéne, so
zémerom priamo alebo  nepriamo,
nevysiowne alebo wvyslovne ovplyviiovatl
alebo povzbudzovat' ich prijemcu, aby
nakupoval, predpisoval, sprostredkival,
predéval, zabezpe&oval nakup alebo predaj
produktu Novartisu alebo nepredstavuji
odmenu za ich minulé spravanie.

€I 5 - Prava k vysledkom

Pokial nie je pisomne dohodnuté inak,
dokumentécia Klinického skusania, vietky
zéznamy, vratane elektronickych, ktoré boli
vytvorené v sivisiosti s Klinickym skasanim,
programy a rézne druhy navrhov
zabezpedovanych alebo vykendvanych v
zéujme Novartisu alebo Zadavatefa, si a
zostani vyhradnym viastnictvom Novartisu
alebo Zadavatela resp. préva k
nim pri predmetoch duSevného viastnictva
st @ zostani vyhradnym vlastnictvom
Novartisu alebo Zadavatefa. Novartisu,
resp. Zadévatelovi patria vyhradné préva ku

ym vy , Gdajom zisteniam,
objavom,  vyndlezom,  $pecifikéciam,
informéciam a dokumentom bez ohfadu na
to & s{ spdsobilé byt predmetom patentovej
ochrany alebo nie, ktoré wvznikli, boli
vytvorené, odvodené,  vyprodukované,
objavené, vymyslené alebo inak urobené
Centrom, Hiavnym sk(8ajocim alalebo
Clenmi  &tudijného timu v sivislosti s
vykonévanim Klinického sk(gania (dalej len
“Vysledky’). Zmluvni partneri tymto vopred
postupuji vBetky svoje majetkové préva k
Vysledkom na Novartis, resp. Zadévatela a
Novartis, resp. Zadévatel tieto postipené
préva prijima. Odmena za tento preved je uZ
zahmutd v odmene Zmiuvnjch partnerov
podfa Cl. 4 a Prilohy & 1 tejto Zmluvy.
Zmluvné partner neziskavaju k Vysledkom
pinenim tejto Zmluvy Ziadne préva.

Zmiuve o idinickom skifani - verzia 26.11.2021
Novartis / Fakuling nemocnica Nita - 3321
Protokol ¢ - CHJIXB830012302

provided by the Center to Novartis in relation to
fulfilment of obligations under this paragraph of
Agreement.

4.8. Each of the Contracting Parties represents
and warrants to the others that the payment of
the fees related to the conduct of the Clinical
Trial (i) represents the fair market value for the
conduct of the Clinical Trial, (ii) has not been
determined in any manner that takes into
account the volume or value of any referrals,
reimbursements or business between the
Center and/or the Principal Investigator and
Novartis, and (iii) is not offered or provided, in
whole or in part, with the intent of, directly or
indirectly, implicitly or explicitly, influencing or
encouraging the recipient to purchase,
prescribe, refer, sell, arrange for the purchase
or sale of a Novartis product or as a reward for
past behavior.

irticle 5 - Rights to Results

§.1. Unless agreed otherwise in writing, the
Clinical Trial documentation, all records,
including electronic, which have been
produced in connection with the Clinical Trial,
programs and various types of proposals
ensured or executed in the interest of Novartis
or the Sponsor are and shall remain exclusive
property of Novartis or the Sponsor, or the
ownership rights to them, in case of items
forming intellectual property, are and shall
remain exclusive property of Novartis or the
Sponsor. Novartis, event. the Sponsor shall
own the exclusive rights to all results, data,
findings, discovernes, inventions,
specifications, information and documents
whether patentable or not, that were criginated,
conceived, derived, produced, discovered,
invented or otherwise made by the Center, the
Principal Investigator andfor 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 Novartis, event. the Sponsor in advance and
Novartis, event. the Sponsor accepls 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 and Appendix
1 hereto. The Contracling Partners shall not

acquire any rights
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5.2,  Vietky zdravotnicke dokumentacie

a 5.2.Al medical records and original source
pdvodné zdrojova dokumentacia zostani

majetkom Centra, aviak, Novartis, resp.
Zadavatel je opréavneny ich pouzit v silade
S touto Zmluvou a na z&klade suhlasu, ktory
udelia subjekty skigania Spristupnenie
Vysledkov akémukolvek subjektu, vratane
zmiuvne] vyskumnej organizacie &i etickej
komisii alebo regulatnému organu nebude
povaZované za udelenie viastnickeho prava
K tymto informaciam tychto subjektov.

5.3.Vrozsahu, v akom

prava dudevného viastnictva
k Vysledkom nie sy

> prevoditelné, udefuju tymto
Zmluvni partneri Novartisy, resp.  Zadavatelovi
vyhradnd, neodvolatefni v mieste a dase
neobmedzeny licenciu s pravom  udelovat
sublicencie, a to na véetky spdsoby pousitia tychto
Vysledkov. Odmena za tdto licenciu je uz zahmuta v
odmene Zmluvnych partnerov podla CI. 4 a Prilohy

€ 1 tejte Zmiuvy. Centrum sa zavazuje vyvinut
maximaine usilie na to, aby sk

utoni viastnici tychto
prav dutevného viastnictva, t j

-- Zamestnanci Centra
& | alebo zainteresované tretie strany, umoznili

Centru udelit vy3&ie uvedeny licenciu Novartisu,
resp Zadavatelovi..

5.4.Pre odstranenie pochybnosti plati, Ze vynalezy,
ktoré sU vylepSeniami, alebo novym pouzitim &
novymi liekovymi formami Skisaného lisku sl
vylu&nym viastnictvom Novartisu, resp. Zadavatela.

5.5.Zmiluvni partner sa zavazujl zabezpeédit, ze
vietky Vysledky (dalej len “Vynalezy"),
dosiahnuté zamestnancami Centra alebo inymi
stranami zahmutymi Zmluvnymi partnermi do
vykonavania  Klinického skG3ania, budd
bezodkladne ozndmené Novartisu.

5.6.Novartis, Zadavatel alebo ktorakolvek s nim
Prepojena osoba su opravneni podat’ prihlagku
patentu pre tieto Vynalezy vo svojom mene
alebo v mene uréenej tretej strany, na vlastné
naklady, s uvedenim mena vynalezca (-ov) v
prihiaske patentu. Zmiuvni partneri sa zavazujd
podpisat a zabezpetit, aby zamestnanci Centra
a dalie subjekty zahmuté Zmluvnymi partnermi
do vykonévania Klinického ski3ania podpisali
vietky listiny a poskytli také svedectva, aké
Novartis, Zadavatel alebo ktorakolvek s nim
Prepojené osoba uzné za potrebné na ucel
podania prihlagky patentu a ziskania patentu s
ciefom ochrénit oprévnené zéujmy Novar‘tisu.l
Zadavatela alebo kiordkolvek s nim Prepojenej
osoby tykajuce sa dusevného viastnictva, ktoré
vznikni v suvislosti s Klinickym skasanim.

Zmiuve o Kinickom skGgan - verzia 26 11 2021
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documents shall remain the property of the
Center; however, Novartis, event. the
Sponsor shall be permitted to use them in
accordance with this Agreement and
based on the consent of Trial Subie_cls.
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, Novartis,
event. 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 and Appendix
1 hereto. The Center shall make maximum
efforts so that the actual owners of the
intellectual property rights, i.e. employees of
the Center and/or involved third parties, would
allow the Center to grant the aforementioned
license to Novartis, event. the Sponsor.
5.4. To eliminate any doubts, an invention that
iS an improvement, a new use or a new dru
form of the Investigational medicinal product
shall be the sole property of Novartis, event.
the Sponsor.
5.5. The Contracting Partners agree to ensure
that all Results (hereinafter the ‘Inventions”)
made by employees of the Center or other
parties included in the Clinical Trial by the
Contracting Partners shall be reported to
Novartis without undue delay.

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

intellectual property interests arising from the
Clinical Trial.
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5.7.Novartis a jeho Prepojené osoby mézu uzivat,

ruzmnogovat' a prevadzat anonymizované
réqmlogndté I diagnostické snimky zhotovené v
priebehu  Klinického skidania v rozsahu
uvedenom v informovanom suhlase na vietky
Utely, vedecké alalebo komeréné, v akejkolvek
podobe a akymkolvek spésobom, elektronickym
alebo mechanickym, vrdtane vyhotovovania
fotoképii, elektronickych zéznamov (napr. na
CD-ROM), mikro-képil, alebo prostrednictvom
systémov uchovévania a obnovovania Gdajov,
vrétane databank a internetu. Na tento (el
udefujl Zmluwni partneri MNovartisu, resp.
Zadéavatelovi vyhradnU, miestom neobmedzend
a neodvolatelni licenciu, vratane prava udelit
sublicencie Prepojenym osobam Novartisu, na
uZivanie vyssie uvedenych snimok. Odmena za
tuto licenciu je uZ zahrmuté v odmene Zmluvnych
partnerov podia Cl. 4 a Prilohy &. 1 tejto Zmluvy.
Ak nie si Centrum alebo Hlavny skisajici
viastnikmi prédv k tymto snimkam, Centrum
alalebo Hlavny skuSajici sa zavazuju
zabezpetit, aby skutony vlastnik tychto prav,
tzn. zamestnanci Centra afalebo tretie osoby
zahrnuté do vykonévania Klinického skisania,
umoznili Zmiluvnym stranam udelit vy3sie
uveden licenciu Novartisu, resp. Zadavatelovi.
Zmiluvni partnen potvrdzujl, Ze vietky takéto
snimky budl ziskané so sihlasom subjektu,
ktory Centru odovzdd Novartis a Ze nebudu
obsahovat Ziadne informécie, prostrednictvom
ktorych by mohol byt identifikovany konkrétny
subjekt skigania.

5.8.Novartis, resp. Zadavatel udefuje Zmluvnym

partnerom nevyhradni licenciu k Vysledkom
vytvorenym v Centre na intemé nekomeréné
vyskumné a vzdeldvacie Gtely pri dodrZani
podmienck zachovania ddvernosti a podmienok
pre publikovanie, kioré si obsiahnuté v tejto
Zmiuve. Této licencia neopréviiuje k udefovaniu
akychkolvek sublicencil.

6.9.Pokial nie je pisomne dohodnuté inak, vietko
Viybavenie, sUvisiaca dokumentécia, vrétane
dokumentov, Gdajov, informécil, pristrojov a
zaradenl, pombcok, Skidanych liekov, kioré
dodal Novartis, & uZ v pisomnej, Ustnej,
elektronickej alebo inej podobe, za Olelom
Klinického skifania s a zostan( majetkom
Novartisu, resp. Zadévatela alebo ich
Prepojenych osdb podla tohto, v koho
viastnictve sa nachédzaj(.

€. 6 - Zachovévanie dovernosti

Zmiuva o kinickom skidan| — verzia 26 11.2021
Novartis / Fakultnd nemocnica Nitra - 3321
Protokol & CHJX838012302

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

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

5.9. Unless agreed otherwise in wrting, any
Equipment, the related documentation,
including documents, data, information,
devices and facilities, aids, Investigational
medicinal products supplied by Novartis in
writlen, verbal, electronic or other form for the
performance of the Clinical Trial are and shall
remain the property of Novartis, event. the
Sponsor or their Affiliales, depending who is
the owner of them.

Article 6 - Confidentiality
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6.1. Zmluvni partneri sa zavAzujs zaobchadzat so  6.1.The Contracting Partners agree fo treat as

vietkymi informaciami oznatenymi ako "Dévemné” a
prijatymi od Novartisu, resp. Zadavatela alebo v ich
mene alebo od Prepojenych osdb Novartisu, resp.
Zadéavatela v sivislosti s Klinickym skudanim,
Skusany liekom, Protokolom alebo touto Zmluvou a
s Vysledkami( dalej len .Déverné informacie") |
prisne déverne. Zmluvné strany sa zarovef dohodli,
Ze =0 Zmluvni partner povinni zaobchadzat' ako s
dovernymi aj s tymi informaciami, ktoré sice ako
.Dévemé" nie si oznatend, ale méazu byt
povazované za déverné informacie, a to na zaklade
|_d1 povahy alebo podmienck, ktoré sa vztahovali k
ich poskytnutiu alebo spristupneniu, vratane, h,
\fivet_k)"ch Udajov tykajucich sa Klinického skudania,
Udajov pre wnutornu potrebu, alebo informacii
vytvorenych na zaklade Klinického skugania, a to
napriklad vratane Protokolu, sGboru informaci
skisajuceho &i predbeznych vysledkov Klinického
skudania,. Zmluvni partneri sma pouzivat Doverné
informacie iba na U&ely pinenia tejto Zmluvy a
zavazuju sa nespristupnit takéto Déverné informacie
Ziadne] trete] strane bez predchadzajuceho
pisomného suhlasu Novartisy, resp. Zadavatela a
mimo  strdn  poverenych  Novartisom, resp.
Zadévatelom. Zmluvni partneri sa zavazujl umoznit
pristup k Dévernym informaciam len osobam, ktoré
sa s Ddvernymi informéaciami maju potrebu
zoznamovat na Ucel poskytovania sluZieb na
zaklade tejto Zmiuvy, a aj to len vtedy, ak tieto osoby
boli Zmluvnymi partnermi preukazatefne zaviazané
k reSpektovaniu podmienck aspori tak prisnych, ako
sU podmienky podla tohto 0.

6.2. Povinnost na zachovavanie dovernosti sa
nevztahuje na tie pripady, ked Zmiuvni partneri si

opravneni publikovat Déverné informéacie v sllade
sClLe

6.3. Pojem Déverné informécie, ako je pouZivany v
tejto Zmluve, sa nevztahuje na udaje a informacie,
pri ktorych méZu Zmluvni partneri preukazat, Ze (i)
nimi Centrum alebo Hlavny skd3ajici disponovali
bez povinnosti zachovavat o nich miéanlivost v
¢ase, ked im boli spristupnené Novartisom alebo
jeho Prepojenymi csobami alebo menom niektorych
z nich, (ii) s alebo sa stanU sifastou verejnych
informécii inak ako konanim alebo opomenutim
Zmluvnych parinerov, zamestnancov Centra alebo
spolupracovnikoy Centra, (iii) ich Centrum alebo
Hlavny skuéajuci prévom nadobudli od tretej strany,
kioré nie je voti Novartisu alebo jeho Prepojenym

Zmiuva o Kinickom skudan - verzia 26 11 2021
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strictly confidential all information marked
as "Confidential’ and received from or on
behalf of Novartis, event. the Sponsor of
any of theirs Affiiates in relation to _tha
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 Novartis, event. the
Sponser  without the Novartis’, event.
Sponsor’s prior written consent. The
Contracting Partners agree to provide
access to Confidential Information only to
persons that need to know Confidential
Information for the purpose of providing
services based on this Agreement and only
if such persons were provably bound by the
Contracting Partners to observe conditions

that are at least as stringent as the
conditions under this 0.

6.2.The confidentiality obligation shall not

apply as long as the Contracting Partners
have the right to publish Confidential
Information in accordance with Article 6.

6.3. The term Confidential Information, as used

in this Agreement, does not apply to data
and information where the Contracting
Partners can prove that such data and
information (i) were already in possession
of the Center or the Principal Investigator
without the confidentiality obligation at the
time of their disclosure to them by or on
behalf of Novartis or any of its Affiliates, (i)
are or become a part of public information
by means other than by an act or omission
on the part of the Contracting Partners or
Center's employees or its collaborators,
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osobam viazand wyslovnou alebo implicitnou
povinnostou mitanlivosti, alebo (iv) boli vytvorené
nezavisie Centrom alebo Hlavnym skigajucim bez
odkazovania sa na Doverné informacie alebo ich
pouitie.

5.4: MavySe si Zmluvni parineri opravneni
spristupnit Déverné informécie v takom rozsahu, v
akom je takéto zverejnenie vyZadované zakonom
alebo vykonatelnym sidnym rozhodnutim, aviak za
podmienky, 2e Zmluvni partneri o tejto skutoénosti v
primeranom &asovom predstihu informuju Novartis a
na jeho Ziadost s nim budu spolupracovat v snahe
dosiahnut’ opatrenia na Gcéely ochrany alebo iného
primeraného pravneho prostriedku. Zmluvni partneri
sa zavézuju vyvinit' vietko primerané usilie, aby
zabezpetili ddverné zaobchadzanie s ktoroukofvek
z Dévernych informécii, ktora bude spristupnena.

6.5. Tieto povinnosti zachovavat' miéanlivost' a zakaz
pouzivania Dovemych informécii podfa tejto
Zmluvy zostanu v platnosti aj po skonéeni tejto
Zmiuvy.

Zmluvni partneri sa zavézujl na Ziadost
Novartisu zlikvidovat a zmazat Déverné
informacie, ktorymi disponuju alebo ich vrétit
Novartisu.,

6.6. Vietky dohody existujice pred uzavretim tejto
Zmluvy, ktoré sa tykaji povinnosti zachovavat
micanlivost vo vztahu ku Klinickému skdsaniu,
sa nahradzaji touto Zmluvou a len pokial sa
tykaju Klinického skusania.

6.7.Novartis sa zavazuje zachovavat micanlivost o
skutoénostiach, ktoré Centrum oznaéi ako
skutoénosti  dovemné,  pokial  povinnost’
spristupnenia informécii tretim osobam nie je
stanovena zékonom

6.8. Vo véetkych materidloch tykajlcich sa SluZieb,
ktoré si uréené pre externé publikum, hlavny
skusajici uverejni, 2e si ho Novartis ponechal
pre profesiondine sluby spojené s vedenim
klinického skiiSania a tiez zverejni akékolvek
daléie vztahy, kioré mé& Novartis s hlavnym
skisajlicim, a to v rozsahu, v akom rozumné a

j zmyélajica osoba ofakévala ich

6.9. Vietky strany sa dohodli, Ze urobia vietky daldie
zverejnenia a / alebo oznémenia, ktoré sa mbZu
vyZadovat v sivisiosti 8 uzatvéranim, pinenim
alebo prijimanim odmien podfa tejto dohody, a
hlavny skiSajici bude v tejto sivislosti
dodrZiavat vetky prisiuéné prévne predpisy
vritane tych, kloré sa tyksjd odbornych
schopnost! hlavného skiSajoceho, vztahy s

Zmiuva ¢ Klinickom skidani - verzia 26.11.2021
m:fﬂimm-m|

(iii) were legally acquired by the Center or
the Principal Investigator from a third party
not bound to Novartis or its Affiliates by an
explicit or implied confidentiality obligation
or (iv) were created independently by the
Center or the Principal Investigator without
reference to Confidential Information or its
use.

6.4. 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 Novartis
reasonable advance notice and shall
cooperate with Novarlis to seek a
protective order or any other appropriate
remedy upon the request of Novartis. The
Contracting Pariners agree to make
maximum reasonable efforts to ensure
confidential treatment of any Confidential
Information that shall be disclosed.

6.5. This confidentiality obligation and the

prohibition to use Confidential Information as

specified in this Agreement shall remain in
effect even after this Agreement is terminated.

The Contracting Pariners agree fto liquidate
and delete any Confidential Information in their
possession or to return it to Novartis upon the
request of Novartis.,

6.6. 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.

6.7. Novartis agrees not to disclose any fact
that the Center designates as confidential,
unless the obligation to disclose information to
third parties is provided for by law

6.8. In all materials relating to Services
intended for an external audience, principal
investigator shall disclose that Novartis has
retained principal investigator for professional
services in relation to the conduct of the Tnial;
and any other relationships that Novartis has
with Principal Investigator which a reasonable
and ethical person would expect to be
disclosed.

6.9. All parties agree to make all other
disclosures and/or notifications as may be
required in connection with entering into,
performing, or receiving compensation under
this Agreement, and principal investigator shall
follow all Applicable Laws in this respect,
including those relating to principal
investigator's professional relationships with
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rozhodovacimi  orgdnmi alebo organmi (ak
existuju), ako  napriklad  odmietnutie
akychkofvek  hlasovani,  diskusii  alebo
odporucani tykajicich sa vysetrovanych alebo
predanych produktov Novartis, bez ohfadu nato,
¢ su predmetom sluzieb. Okrem toho sa
uplathuji aj zverejnenia prevodov hodnoty v
sulade s narodnymi  kddexami  zdruZeni

farmaceutického priemyslu, ktorych je Novartis
stranou

6.10. Novartis wuznava zaujem Zmluvnych
partnerov.  na  nekomergnom  vedeckom
publikovani Vysledkov, bez ohfadu na to, &
vysledok Klinického skisania je pozitivny alebo
negativny. S ohladom na opravnené zaujmy
Novartisu sa Zmluvni partneri zavazuju

dodrZiavat' nasledujuce povinnosti a podmienky
na publikovanie:

6.11.1. Zmluvni partneri sa zavazuji poskytovat
Novartisu v3etky navrhy na publikovanie alebo Ustne
prezentacie tykajuce sa Klinického sku$ania alebo
Ski3aného lieku alebo Vysledkov (dalej len
"Publikacie”) najmenej Sestdesiat (60) dni pred
zamyslanym predioZenim alebo prezentaciou
Publikacie alebo ich spristupnenim osobe, ktora nie
J& zamestnancom Centra a ktord nema rovnakd
povinnost micanlivosti ako Zmluvni partneri podfa

tejto zmluvy, aby ich Novartis mohol skontrolovat a
pozadovat ich dopinenie.

Pojem ,Publikdcie® uvedeny v tejto Zmluve sa
zamenitelne  pouZiva aj na  oznadenie
recenzovanych wvedeckych rukopisov  (napr.
primarmych a sekundarnych rukopisov predloZenych
do vedeckych alebo lekarskych Easopisov),
abstraktov z vedeckych kongresov a
zodpovedajucich posterov a Ustnych prezentacii.

6.11.2. Pokial Novaris neoznami Zmluvnym

nedostatky Publikacie v ramci lehoty 45
dni odo dha, ked mu bola dorucenad zamyslfana
Publikécia, Zmiuvni partneri sa zav8zuju pripomenut
Novartisu predpokiadany datum Publikacie. Zmluvni
partneri nie s opravneni publikovat' Publikacie bez
vyslovného sthlasu Novartisu.

6.11.3. Zmiuvné strany beru na vedomie a suhlasia,
e v pripade multicentrickych Kiinickych skusani sa
Vysledky Klinického sku$ania publikuju iba
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decision-making authorities or bodies (if any),
such as, for instance, recusal from any votgs,
discussions or recommendations regarding
investigational or marketed products  of
Novartis, regardless of whether puch are
subject to the Services. In addition, dlsdosurgs
of transfers of value in acoordancelw_rnh
national pharmaceutical industry association
codes to which Novartis is a party shall also
apply.

6.10. Novartis acknowledges the interest of tha
Contracting Partners in the non-commercial
scientific publication of Results, regardless gf
whether the outcome of the Clinical Trial is
positive or negative. Considering the Novartis’
reasonable interests, the Contracting Pariners
agree to comply with the following publication
obligations and terms:

6.11.1 The Contracting Partners agree to
provide Novartis 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 or its
submission to anyone who is not
employed by the Center and is not
under an obligation of non-disclosure
at least substantially identical to that
imposed on the Contracting Partners,

in order to allow Novartis to review and
amend it.

The term “Publication” used in this
Agreement is also used
interchangeably to refer to peer-
reviewed scientific manuscripts (e. g
primary and secondary manuscripts,
submitted to scientific or medical
journals), scientific congress abstracts,
and corresponding posters and oral
presentations.
6.11.2 If MNovartis does not notify the
Contracting Partners of defects of the
Publication within 45 days of the
Novartis' receipt of the intended
Publication, the Contracting Partners
agree to remind Novartis of the
intended date of the Publication. The
Contracting Partners are not allowed to
publish  Publications without the
explicit consent of Novartis.
The Contracting Parties acknowledge
and agree that, in case of multi-center
clinical trials, Results of the Clinical

6.11.3
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prostrednictvom koordinacie s Novartisom na ucel
kombinovania vysledkov zo wvdetkych centier
zotastnenych Klinického ski8ania. Zverejnenie
Giastkovych sOborov Gdajov sa bude mobct
uskutoénit a2 po zverejneni uplnych Gdajov.

6.11.4. Novartis @ Zmluvni partneri sa zavazuju
prediskutovat véetky rozdiely v nazoroch na
zamyilany obsah Publikacie s ciefom najst riedenie
uspokojivé pre Novartis aj pre Zmluvnych partnerov.
mms je opravneny navrhnut akékofvek zmeny
Publikacie, ktoré odévodnene povaZuje za potrebné
na vedecké Uéely. Zmluvni partneri sa zavazuju, Ze
implementacia takychto odporuéanych zmien
nebude bezdévodne odmietnuta.

6.11.5. Ak moZno ofakévat, Ze takato Publikacia by
mohla mat ne#iaduci uginok na zachovanie
dévernosti  kiorejkolvek z Dévernych informacii
Novartisu, Zmluvni partneri sa zavazujl zabrénit
takejto Publikécii, ibaZe by predmetnd Déverna
informacia nemohla byt vymazana z Publikacie bez
ujmy vedeckej spravnosti Publikécie; predchédzajici
sthlas Novartisu so zverejnenim Publikécie tymto
nie je dotknuty.

6.11.6. Ak by Publikécia z pohfadu Novartisu mohla
mat nefiaduci G&inok na schopnost ziskat patentovi
ochranu pre kiorykofvek Vynalez, Novartis mé pravo

détumu.kedybolaﬂovartisul’ublikédaduuﬂen&na
kontrolu alebo odo diia kedy sa véetky prislusné
udaje z Klinického skigania dali Novartisu k
dispozicii, podrammidéwmnmm_
i pravo poZadoval dalsi odklad
Publikécie, ak patentova prihlaska
prihléSkasptﬂvomprudmslijemﬁplnéavrﬁmd1
mkaodpodanilprihﬂkysp'ivanpmdnosﬁmusi
byt do Ziadosti dopineny predmet patentovej

informécia, kiord je sposobilé byt predmetom
mdum.mzplﬁmmdmblm
odstranend.
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6.11.4.

6.11.5.

6.11.6.

Trial are published only through
coordination with Novartis in order to
combine the results of all centers
participating in the Clinical Trial.
Publication of partial data sets shall not
be made until the full data is released.
Novartis 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 Novartis
and the Contracting Partners. Novartis
may recommend any changes in the
Publication, which Novartis reasonably
deems necessary for scientific
purposes. The Contracting Partners
agree that the implementation of such
recommended changes shall not be
unreasonably refused.

If such Publication is expected to have
an adverse effect on the confidentiality
of any of the Novartis' 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; prior consent of
Novartis on publication of Publication
is not affected thereby.

If the Publication may - in Novartis’
view - have an adverse effect on the
ability to obtain patent protection for
any Invention, Novartis 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 Novartis; such period,
however, may not to exceed six (6)
months from the day Novartis received
the intended Publication for review or
from the day when all relevant data
from the Clinical Trial are available to
Novartis, whichever occurs later.
Novartis 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, Novartis has the
right to request a posiponement of any
Publication wuntil completion of the
priority application. Novartis shall not
prohibit  the  Publication it the
patentable information was removed
from the planned Publication.
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8.11.7. Zmluvni partneri sa zavazujl zahmit do 6.11.7. The Contracting Partners agree to
kaZdej

Publikécie ustanovenia informujice, Ze
vytvorenie udajov bolo podporené Novartisom a
sutasne sa Zmluvni partneri zavazujl informovat o
svojej miere angaZovanosti na Klinickom skugani a
prospechu, ktory im z Kiinického skudania plynul.
!\ut‘orstyo a uznanie za vedecké publikavanie by mali
byt v stlade s jednotnymi poZiadavkami na rukopisy
vydanymi Medzinarodnym vyborom redaktorov
Iekars_kych tasopisov - ICMJE  (Uniform
Raqglnemenls for  Manuscripts.  Akakolvek
Pub!lkét:la glebo zverejnenie musia byt v silade
s prisluSnymi  préavnymi predpismi a musia byt
ouned;ené len na publikdciu a zverejnenie
vedeckych zisteni. Bez toho, aby bola prva veta
tohto podu dotknuta, Publikacia alebo zverejnenie
nesmu nama predstavovat propagaciu, resp.
reklamu podla prisluénych pravnych predpisov.

Vietky osoby musia preto poias tvorby
publikécie spinit vietky Styri autorskeé kritéria
ICMJE, aby mohli byt do publikacie zahrnuti
ako autori, a to nasledovne:

a) podstatne prispeli
alebo  dizajnu  diela; alebo

!( ziskaniu, analyze alebo
interpretacii udajov k dielu: a

ku koncepcii

b) vypracovali dielo alebo kriticky
prehodnotili  jeho  intelektualny
obsah; a

c) schvalili koneénu verziu, ktord sa

ma uverejnit; a

d) suhlasia, Ze  preberd  pind
zodpovednost za wvietky aspekty
prace aby bolo zabezpecené, ze sa
otazky tykajuce sa presnosti alebo
integrity ktorejkolvek ¢&asti diela
vyriedia.

6.12. Zmluvni partneri sa zavazujl zaviazat
rovnakymi povinnostami a poZiadavkami na
publikovanie, ktoré si stanovené v 6 tiez
Skusajicich a véetkych Clenov Studijného
timu.

6.13. Autori za napisanie publikicie neobdrZia
#iadnu odmenu ani priamo od spoloénosti Novartis,
ani prostrednictvom odbornej lekarske) agentury.

6.14. \V sulade s akymikolvek autorskymi pravami,
koré patria zverejhujicej osobe, spolofnost
Novartis a jej zastupcovia mbZu pouiival, odkazovat
a &int dotlaéky vedeckych, lekarskych a inych
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include in  every  Publication
information that the creation of data
was supported by Novartis as well as
information about their involvement in
the Clinical Trial and their benefits from
the Clinical Trial. Authorship and
acknowledgements  for  scientific
publications should be consistent with
the Uniform Requirements  for
Manuscripts issued by the
International Committee of Medical
Journal Editors (ICMJE). Any such
Publication or disclosure must comply
with all applicable laws and must be
limited to scientific findings. Without
prejudice to the first sentence of this
paragraph, Publication or disclosure
must, in particular, not constitute
promotion under the applicable laws.

All persons must therefore fulfill all four
ICMJE authorship criteria  during
publication development to be included

as authors on the publication, as
follows:

a) substantial contributed o
conception or design of the
work, or the acguisition,
analysis, or interpretation of
data for the work; and

b) drafted the work or revising it
critically for important
intellectual content; and

c) approved the final version to
be published; and

d)

agreed to take all responsibility
for all aspects of the work in
ensuring that questions related
to the accuracy or integrity of
any part of the work are
appropriately investigated and
resolved

6.12. The Contracting Partners agree to
impose the same obligations and requirements

for publications as set forth

in & on

Investigators and all Clinical Trial Team
Members.

6.13.

6.14.

Authors will not receive remuneration
for their writing of a publication, either
directly from Novartis or through a
professional medical writing agency.

Subject to any copyright rights owned
by the applicable publisher, Novartis
and its agents may use, refer to and
disseminate reprints of scientific,
medical and other published articles
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publikm{anfrch &lénkov, v ktorych je uvadzany nazov
Zmiuvnych partnerov

6.15. Povinnosti stanovené v Errorl Reference
source not found.6 zostani v platnosti aj po
predtasnom ukonleni alebo po ukonleni tejto

Zmiuvy.

6.16. Novartis alalebo jeho Prepojené osoby su
opréavnené zveranr vysledky Klinického skdsania
spéaobomjcbry uznaju za vhodny, a to ako po celd
dubq trvania tejto Zmiuvy, tak aj po jej ukonceni,
dalej si Novartis a/alebo jeho Prepojené osoby
opravnené umiestnit informéacie o Klinickom skisani
a2 o Vysledkoch na intemet, napr. na stranky
www ClinicalTrials.gov (zverejnenie registra) a na
stranky pre zverejnenie vysledkov, na firemné
stranky Novartisu a/alebo jeho Prepojenych os6b
(zverejnenie registra a vysledkov) a v ktorejkolvek
databéaze a/alebo v registri v silade s pravnymi
predpismi a s prislusnymi normami vo vztahu k
rozsahu, forme a obsahu. Na spraciivanie osobnych
Udajov za Géelom podfa tohto bodu sa aplikuje
primerane 09 tejto Zmiuvy.

6.17. Zmluvni partneri sa zavazujl nepublikovat
siadne tladové spravy alebo iné verejné oznadmenia
o Kiinickom ski$ani, Vysledkoch Klinického
skiania alalebo  Skusanom  lieku  bez
predchadzajiceho  pisomného sUhlasu Movartisu
alebo Zadavatela, s vynimkou oprévnene

uverejnenych a verejne dostupnych informéacii.

Klinického skiéania na sociélnych sletach.
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6.15.

6.16.

6.17.

6.18.

which disclose the name of the

Contracting Partners.

The obligations set forth in Errorl
Reference source not found.6 shall
remain in effect even after early
termination or expiration of this
Agreement.

Novartis and/or its Affiliates may publish
Results of the Clinical Trial in any
manner it deems appropriate, both
during, and following termination of this
Agreement; Novartis and/or its Affiliates
may also post information about the
Clinical Trial and Results on the
Internet, e.g. on www.ClinicalTrials gov
(register posting) and on websites for
results posting, on the Novartis’ andfor
its Affiliates’ website (register and
results posting) and in any other
database andfor registry required by
laws in accordance with applicable
standards regarding scope, form and
content. 99 of this Agreement shall
apply accordingly for the processing of
personal data for the purpose under this
paragraph.

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

The Contracting Partners are not
entitled to disclose the existence of this
Agreement or its association with
Novartis, or use the name of Novartis or
its agents in any press release, article or
other method of communication, without
the express prior written approval of
Novartis. Provided, however, that in
order for the Center to satisfy its
reporting obligations, it may identify the
Sponsor as the Trial sponsor and
disclose the amount of funding received
for the Trial, but it shall not include in
any such report any information that
identifies any product by name or the
therapeutic area(s) involved in the
Clinical Trial, except as otherwise
required by the applicable Laws. The
Contracting Pariners, the Investigators
and the Clinical Trial Team Members
shall not use the name of Novartis or its
agents or any information that identifies
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byl pouzivany v Zadnom reklamnom alebo inom
materiali Zmiluvnych partnerov bez
predchadzajiceho pisomného schvalenia
Novartisom alebo Zadavatelom

€. 7 - Zodpovednost a odékodnenie

7.1. Zmluvni partneri sa Zavazuju Novartisu nahradit'
ujmu (vratane u

jmy nemajetkove] a smrti subjektu
skisania) vzniknutej z dévoedu (i) nedbanlivého
¥ ného protipravneho konania alebo
opomenutia a / alebo (i) porusenia ktorejkolvek z
povinnosti prijatych na zaklade tejto Zmluvy ako aj
(i) porusenia pravnych predpisov ktorymkolvek z
nich, alebo ktorymkolvek zo Zamestnancov Centra
alebo zmiuvnych partnerov, ktori budl participovat’
na plneni tejto Zmiuvy. Narok na nahradu Skody
nevznika, pripadne vznika len v pomernej vyske, ak
Yma na zdravi (vratane smri) bola spdsobena
Zavinenim & spoluzavinenim

subjektu skisania &
jeho zakonného zastupcu, &o a) z nedbanlivosti.

7.2. Novartis je Zmiuvnym partnerom (Centrum
alebo  Hlavn

y skiSajici  dalej na Ucely
odskodfiovania oznadovani len "OdSkodiovana
strana”) povinny nahradit umu (vratane ujmy
nemajetkovej) v rozsahu, v akom je voli nim na
prislusnom side subjektom skdgania alebo inymi, na
to podla platnych pravnych predpisov opravnenymi
osobami, Uspesne uplatneny narok na nahradu ujmy
na zdravi (vrétane smrti) vzniknutej z dévodu
uZivania SkuSaného lieku alebo akéhokolvek
vykonu alebo postupu vykonaného na subjekte
skisania podfa poziadaviek Protokolu, a to za
podmienky, Ze tato ujma:

7.2.1. nevznikla z dovodu, 2e Odékodfiovana strana
nekonala v sllade (a) s podmienkami tejto Zmluvy;
alalebo (b) Protokolom; alalebo (c) v!:;kgmi
isluSnymi pravnymi predpismi a pravidlami
ﬁfprawjay:mi vykonavanie Klinického sklgania;
alalebo (d) bezpe€nostnymi opatranlamlk a
pisomnymi  pokynmi Novartisu alebo jeho
Prepojenych oséb; a/alebo

7.2.2. nevznikla z dévodu nedbanlivostného alebo
Umyseiného  protiprdvneho  konania  alebo
opomenutia Odékodfiovanej strany; a/alebo
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6.18. Nazov Novartisu alalebo Zadévatela nesmie 6.19.

7.2.Novartis must indem

the Investigational medicinal p_roducl or
Clinical Trial in any social media.

The name of company Novartis and/or
the Sponsor may not be used in any
advertising or any other material of 1{19.
Contracting Partners without Nuvgrﬁs
or Sponsor's prior written authorization.

Article - Liability and Indemnity

7.1 The Contracting Partners agree fo

indemnify Novartis for any damage
(including  non-pecuniary damage and
death of Trial Subject) incurred as a result
of (i) a negligent or willful illegal act or
omission andlor (i) a breach of any
obligations assumed under this Agreement
as well as (jii) breach of legal regulations
by either of them or any employee of the
Center or contractors used for the
purposes of fulfilment of this Agreement.
Claim for damages does not arise, or
anises only in a proportional amount, if
health-related harm (including  death)
occurred due to the fault or contributory
fault of the Trial Subject or hisiher legal
fepresentative, also due to negligence.

nify the Contracting
Partners (hereinafter the Center and the
Principal Investigator collectively for the
purposes of indemnification referred to as
the “Indemnified Party’) for damage
(including non-pecuniary damage) to the
extent to which a Trial Subject or any other
under law entiled person successfully
claims damage to health (including death)
as a result of using the Investigational
medicinal  product or any clinical
intervention or procedure required by the
Protocol in a competent court of Justice,
provided that such damage:

7.21. did not arise from the failure of the

Indemnified Party to comply with (a)
the terms of this Agreement: and/or (b)
the Protocol, andlor (c) all applicable
laws and regulations governing the
performance of the Clinical Trial,
andlor (d) safety measures and written
instructions of Novartis or its Affiliates:
andfor

7.22. does not arise from a negligent or

willful illegal act or omission of the
Indemnified Party; and/or
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7._2.3. nie je pine hradena z poistenia dohodnutého v
sulade s pravnymi predpismi v prospech
Od&kodfiovanej strany; alebo

7.2.4, nevznikla z ddvodu, e Skisany liek, ktory
spéso!:‘il I..Ijl"!'li-l. na zdravi (vratane smni)'nm
Hiavnym 5kq5qucarn podany v sulade s Protokolom
a prislugnymi prévnymi predpismi; alebo

7.25. nevznikla z dévodu, #e by nebola preukazana
pri&inna stvislost medzi pouZitim Skisaného lieku a
spbsobenou ujmou na zdravi (vrétane smrti); alebo

7.2.6. nevznikla z dévodu, Ze Zmluvni Partneri
neuskuto&nili vietky rozumne poZadovatelné Gkony
za (&elom zniZenia sumy néhrady skody.

7.3. Dalej plati, 2e ak vznikne takd ujma iba sCasti z
dévodov na strane Odskodfiovanej strany
uvedenych v &. 0., alebo 0., Odskodiiovanej strane
vzniké narok na nahradu ujmy vodi Novartisu v
rozsahu, v akom vznikla Skoda mimo dévodov
uvedenych v &. 0. a/alebo 0.

7.4. Pravo Zmiuvnych partnerov na nahradu ujmy
podfa &l. 0. dalej nevznikne a Novartis nebude mat
povinnost' néhradu 8kody poskytnit, v rozsahu, v

ktorom bude mat porusenie niektorej z nizdie
. ot

partnerov negativny .
brénit proti uplatnenému néroku na nahradu ujmy:

7.41. Zmiuvni partneri sa zavézuji pisomne
informovat Novartis o kaZzdom néroku

rozsahu, podra tychto ustanoveni o néhrade
ujmy, a to bezodkladne, viak do
pamastich(ﬁ)dniododﬁl.kedno nich
dozvedia, a s(éasne sa zavazuji umoZnit
Novartisu, aby schvaloval vietky Gkony a
obranu proti takto uplatnenému ndroku
alebo Zalobe wratane rozhodovania ©

urovnan| spory; @

7.4.2. Zmiuvni partner si povinni spolupracovat' s
Novartisom @ jeho prévnymi zéstupcami a
poistovatelmi pri obrane proti takému
néroku alebo Zalobe, a zabezpeCit takito
spoluprécu zo strany svojich zamestnancov;

7.2.3. is not fully covered by insurance taken

out in compliance with applicable laws
for the benefit of the Indemnified Party;
and/or

7.2.4. does not arise from the reason, that the

Investigational  medicinal product
causing the bodily injury (including
death) was not given by the Principal
Investigator in accordance with the
Protocol and relevant regulations
andfor

7.2.5 does not arise from the reason, that a

causal relationship was not proven
between the use of Investigational
medicinal product and the bodily injury
(including death); and/or

726. does not arise from the failure of the

Institution and/or  the  Principal
Investigator to take all reasonable
steps to mitigate the amount of any
claim for indemnification.

7.3.In the case that such damage incurs only

in part due to reasons on the part of the
Indemnified Party as specified in Article
7.2.1. or 7.2.2., the Indemnified Party shall
be entitled to indemnification from Novartis
to the extent to which the reasons indicated
in Aricle 7.2.1. andlor 7.2.2. did not
contribute to the damage.

7.4.The Contracting Partners shall not be

entitled to indemnification under Article 72
and Novartis shall not provide
indemnification, if the Contracting Partners
breach any of the following obligations and
such breach has a negative impact on the
possibility of successful defense against
the lodged claim:

7.4.1. The Contracting Partners agree to

notify Novartis in writing and as much
as possible about a claim and/or
lawsuit, as well as about all pertinent
information relating thereto, according
to these provisions on indemnification
immediately, however not later than
within fifteen (15) days of learning
about such a claim or lawsuit and to
allow Novartis to approve all acts and
defense against such a claim or
lawsuit, including the right to decide on
its settiement; and

7.42. The Contracting Pariners must

cooperate and require its employees (o
cooperate, with Novartis and its
attorneys and insurers in the defense
of such a claim or lawsuit; and
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745

746

7.5.

81

Zmluvni partneri nesmu uznat' ani uspokojit
Ziadny takyto narok mimo alebo v ramci
sudneho konania bez predchadzajuceho
pisomného sihlasu Novartisu, a

Centrum alebo Hlavny skddajici alebo
Skusajuci alebo Clenovia tudijného timu
porudili svoju povinnost' uchovaval' a viest
prisludni dokumentaciu, pokial chybajuca
dokumentacia mbdie byt dévodom na vznik

alebo priznanie naroku na nahradu Skody
alebo jeho vysky, a

Centrum alebo Hlavny skiSajuci alebo
Skudajuci alebo Clenovia Studijného timu
porudili informaénl povinnost, ktord im
stanovuje tato Zmiuva alebo platné pravne
predpisy; a

Centrum alebo Hlavny skusajici alebo
Skusajuci alebo Clenovia Studijného timu
porusili svoju povinnost poskytnit subjektu

The Contracting Partners may not
recognize or setlle any such claim or
lawsuit without the prior written
consent of Novartis; and

The Center or Principal Investigator of
Investigators or Clinical Trial Team
Members breached their obligation to
keep and  maintain  relevant
documentation, unless the lack of
documentation may give rise to liability
or entitiement to compensation or the
amount thereof; a

The Center or Principal Investigator or
Investigators or Clinical Trial Team
Members breached their obligation to
provide information which they have
under this Agreement or applicable
legal regulations; and

TAS.

7486 The Center or Principal Investigator or

Investigators or Clinical Trial Team

skudania riadnu a bezodkladnd zdravotni
starostlivost, v dbsledku &oho 3koda na

zdravi subjektu ski3ania vznikla alebo sa
zvacsila

Novartis je Od&kodihovanej strane povinny
nahradit ujmu na zdravi (vratane smrti), ktora
vznikla subjektu skisania vyhradne v dosledku
uZivania Skusaného lieku pouZitého v ramci
Klinického skusania a to za predpokladu, Ze
narok nevznikol v ddsledku porusenia povinnosti
Zmluwnych partnerov.

€L 8- Poistenie

Novartis zodpoveda za zabezpelenie

poistenia
na Gtel Kinického skidania v silade s

Members breached their obligation to
provide the Trial Subject with proper
and immediate health care and as a
consequence the Trial Subject
suffered harm, or the suffered harm
became more serious.

7.5MNovartis 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.

8. Article - Insurance

8.1. Novartis shall be responsible for taking out

prisiuénymi prévnymi predpismi. Na tento Gcel
Novartis prehlasuje, Ze Novartis, resp.
alebo ich Prepojené osoby
zabezpedili poistenie zodpovednosti Novartisu,
Centra a subjekiov skidania za ikodmuv_rétgne
i ujmy, okrem nemajetkovej ujmy
. iy ;'&Junirn prdv na ochranu
mena, urdZkou na cti, ohovaranim,
obtazovanim,  nerovnakym
& inymi spbsobmi
prostrednictvom kiorého je
8j odékodnenie v pripade u_-nm
subjektu skifania alebo Vv pripade  ujmy
vzniknute] na zdravi subjektu skusania Vv
m-omm-mz&nm1

hovarus | F skuitnd nemocnica Niva - 3321
Protokol ¢ CKJAB3PD12302

s
osobnosti &

e for the purposes of the Clinical
Trial in compliance with applicable legal
regulations. For these purposes, Novartis
represents and warrants that Novartis,
event. the Sponsor or their Affiliates took
out insurance of liability of Novartis, the
Center and Trial Subjects 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, har t, unequal tr tor
by any other way of discrimination),
including indemnification in case of death
ofaTna‘nSubwdordammlohunhbot
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9.3 Zadévatel bude

d_dsredku vykonavania Klinického skidania v
sulade s § 43 pism. h) bod 3 Zakona o liekoch
w_ﬁtlape_ vykonavania  urgitych &innosti
suvisiacich s Kiinickym  skianim, ako je
naprﬂ(lgd podavanie Ska3aného lieku mimo
praccwsllna Klinického skusania. Novartis dalej
_pl'!hlasuie..io Novartis, resp. Zadavatel alebo
ich Prepnjen_é osoby zabezpelili poistenie
zodpovednosti Centra za 8kodu, ktord mdze byt
spbsobens subjektu skiania v silade s § 43
pism. h) bod 4. Zakona o liekoch. Pre vyliéenie
MMPGtI Novartis a Zmluvni partneri
vyhlasuji, Ze poistenie podla tohto odseku
nenahradza poistenie vztahujuce sa k aktivitam,
ktoré nesavisia s Klinickym skosanim napr.
beZné poskytovanie zdravotnych sluZieb.

€1. 9 - Ochrana a spristupnenie osobnych
udajov

9.1. Zmluvni partneri a Novartis sa zav&zuju konat' v
sulade s prisludnymi pravnymi predpismi na
Gseku ochrany osobnych Udajov, najma s
Nariadenim Eurépskeho pariamentu a Rady
(EU) 2016/679 z 27. aprila 2016 o ochrane
fyzickych osdb pri spracovani osobnych udajov
a vofnom pohybe tychto Gdajov @ o zruSeni
smemice 95/46/ES (vSeobecné nariadenie o
ochrane osobnych Udajov) (dalej len
Nariadenie"), dalej so zakonom & 18/2018 Zz.
o ochrane osobnych Udajov a o zmene a
dopineni niektorych zakonov v platnom zneni
(dalej len .,Zakon o ochrane osobnych
adajov’) a v sulade s prislunymi pokynmi
Statneho Gstavu pre kontrolu lieciv, najma
pokynom MP 131/2018, ak sa uplatni.

8.2 Pre Géely tejto Zmluvy sa Zadavatel aj Centrum
pova2uji za prevéadzkovatelov osobnych ddajov
Nariadenia. KaZda zo stdr_l bucfe

povaZovany za
prevédzkovatela ohfadom spracivania Udajov
tykajlcich sa vykonévania Klinického skasania,
ktorymi s( osobné Udaje subjeklov skusania a
Gdasje Hiavného  Skusasjuceno a Clenov
étudijného timu (dalej len ,Osobné (daje’).
Zmluvni partneri berl na vedomie, Ze pri

Trial Subject due to the Clinical Trial
performance pursuant to Section 43, letter
h) point 3 of Pharmaceuticals Act, including
in the event of performance of certain
Clinical trial related activities such as
Investigational medicinal product
administration outside of the clinical site.
Novartis further represents and warrants
that Novartis, event. the Sponsor or their
Affiliates took out insurance of liability of
the Centre for damage that may be caused
to the Trial Subject pursuant to Section 43
letter h) point 4 of Pharmaceuticals Act. In
order to eliminate any doubts, Novartis and
the Contracting Partners represent and
warrant that this insurance does not
replace insurance covering activities which
are not related to the Clinical Trial, e.g. a
regular provision of medical services

9. Article — Personal Data Protection and
Disclosure

9.1.The Contracting Partners and Novartis

agree to adhere to applicable personal data

protection laws, especially Regulation (EU)

2016/679 of the European Parliament and of

the Council of 27 April 2016 on the protection

of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing

Directive 95/46/EC (General Data Protection

Regulation) (hereinafter referred to as

‘Regulation’), the Act. No. 18/2018 Coll. On

Protection of Personal Data and on

Amendments to Certain Laws (hereinafter

referred to as ‘Data Protection Act’), as

amended and relevant guidelines of the State

Institute for Drugs Control, in particular

guideline MP 131/2018, if applicable.

8.2 For the purposes of this Agreement, both
the Center and the Sponsor shall be
considered as Data Controllers as defined
by the Regulation. Each of the Contracting
Parties shall be individually and separately
responsible complying with the obligations
that apply to it as a controller under the
Regulation and relevant legislation. The
Center shall be considered Data Controller
solely with respect to the provision of
health care.

9.3. The Sponsor shall be considered as Data
Controller with respect to the processing of
data regarding the conduct of the Clinical
Trial, which include personal data of Trial
Subjects and personal data of the Principal
Investigator and the Clinical Trial Team
Members (hereinafter referred lo as the
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vykonavani Klinického skudania podfa tejto
Zmluvy vystupuju v pozicii sprostredkovatela v
zmysle &l 4 bodu B Nariadenia, nakolko tieto
osobné udaje spracuvaji v mene Zadavatela.
Zastupcom Zadavatela j& v zmysle & 27
Nariadenia  Novartis, ktory  Zadavatela

Zastupuje, pokial ide o povinnosti Zadavatela v
Zmysle Nariadenia.

9.4 Spracivanie Osobnych

vykonévané v silade so Zmluvou, Protokolom,
formularom informovaného  sihlasu a
pisomnymi pokynmi Novartisu. Osobné udaje
poskytované Zmluvnymi partnermi v CRF
zaéznamoch budy Spracuvané iba pre ugely tejto
Zmiuvy. Centrum bude v8ak méct Udaje
Zozbierané podas Klinického skusania pouzit pri

poskytovani zdravotnej starostlivosti subjektom
skusania

Udajov  bude

9.5 Zmluvni partneri budi na zaklade tejto Zmluvy
spracuvat Osobné Gdaje subjektov skusania za
Géelom podfa najma Cl. 2 tejto Zmluvy, a to
potas trvania tohto Ucelu, ak osobitné prévne
predpisy neuréuji dihsiu lehotu

$.6.Zmluvni partneri sg povinni do spractvania
Osobnych udajov subjektov skisania podra
bodu 95 tejto Zmluvy nezapojit dalieho
sprostredkovatela bez predchadzajiceho
osobitného alebo  vieobecného pisomného

poveolenia Novartisu, alebo Zaddvatela, ak tato
Zmluva neuréuje inak.

9.7.Zmluvni partneri sG povinni spracivat osobné
udaje len na zaklade zdokumentovanych
pokynov Novartisu alebo Zadavatefa, a to E
pokial by iélo o prenos osobnych tdajov do tretej
krajiny alebo medzinarodnej organizacii, ak
osobitné pravne predpisy neurcuju inak.

©.8. Zmiuvni partneri s povinni zabezpegit, aby sa
véetky osoby, ktoré poverili vykonavanim
spracivania Osobnych (dajov, zaviazali, e
zachovajl dévernost véetkych ziskanych

©.8.Zmluvni partneri s0  povinnl zachovévat
dovernost Osobnych Gdajov. Osobné Udaje
nesml byt poskylnuté alebo prevedensd
akejkolvek tretej osobe bez predodlého
pisomného sGhlasu Novartisu alebo Zadéavatela,
ak tato Zmiuva alebo prisluéné pravne predpisy
neustanovujl inak.

Zmiuve o Kinickom skdani - verzia 25 11.2021
Novarts / Fakultng nemocnica Nitra - 3321
Prolokol £ CHJIXE39012302

" nal data’). The Contract!ng
:aertr::rs take into account, th_at conducting
of the Clinical Trial under this Agreement
they act as a processor gursua_nl to art. 4
para 8 of the Regulation since such
personal data are processedlon behalf of
the Sponsor. Representative of the
Sponsor is pursuant to art. 27 of the
Regulation Novartis who represents tlhe
Sponsor with regard to its respective
obligations under the Regulation.

9.4. The processing of Personal Data shall De
performed in  compliance with this
Agreement, Protocol, the informed consent
form, and any written instruction issued by
Novartis. Personal data provided by the
Contracting Partners in CRF forms shall be
processed solely for the purposes of this
Agreement. The Center however may use
the data collected in the course of the
Clinical Trial for the purpose of health care
provisions for the Trial Subjects.

9.5.The Contracting Partners shall process the
personal data of the Trial Subjects under this
Agreement for the purpose of namely Article 2
hereof during the term of this purpose, unless
specific legislation does specify otherwise,

9.6.The Contracting Partners shall be obliged
not to engage another processor without prior
specific or general written authorization of
Novartis or the Sponsor to the processing of
the personal data under the art. 0. hereof of this

Agreement, unless this Agreement specifies
otherwise.

9.7.The Contracting Partners
to process the personal
documented instructions from
Sponsor, including with regard to transfers of
personal data to a thirg country or an
international organization, unless required by
the specific legislation otherwise,

shall be obliged
data only on
Novartis or the

9.8.The Contracting Partners shall be obliged
to ensure, that all persons authorized to
process the personal data by the Contracting

Partners, have committed themselves to

confidentiality of all obtained information.

9.9.The Contracting Partners shall be obliged
to ensure that the Personal data are kept
confidential. The Personal data shall not be
disclosed or transferred to any third party
without prior written consent of Novartis unless

this Agreement or relevant legislation provides
otherwise.
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9.10. Zmluwni partneri su povinni  prijat
zretaronj na nfunn\.%ie poznatky, néi?zty :g
vykonanie takychto opatreni a na povahu
rozsah a kontext a uely spracivania, ako aj na
rizikd s rdznou pravdepodobnostou a
ztvainost_‘ou pre prava a slobody fyzickych
osbb, primerané technické a organizaéné
opatre:ma s ciefom zaistit' Urovei bezpeénosti
spracuvania Osobnych Gdajov  primeranu
tomuto riziku.

9.11. Zmluvni partneri budli zabezpecovat
procesy na zistovanie a reakciu na porusenie
sp_mu.'wanin Osobnych udajov ako to vyplyva z
prisludnych pravnych predpisov, vratane
porusenia ia  smerujice k
nahodnému alebo nezékonnému zniéeniu,
strate, zmene, neautorizovanému prezradeniu
alebo pristupu k Osobnym Gdajom. Zmluvni
partneri budl informovat’ Novartis o akomkofvek
poruSeni spraclvania Osobnych udajov bez
zbyto&ného odkiadu, ale nie neskdr ako do 24
hodin od zistenia takéhoto porusenia. Zmluvne
strany budi primerane spolupracovat pri
néprave takéhoto porusenia pred tym, ako budd
informovat’ prislugny organ o takomto porusgeni.

812 Zmluvni partneri sU povinni v &o najvaliej
miere pomahat Novartisu a Zadavatelovi
vhodnymi  technickymi a organizaénymi
opatreniami pri pineni povinnosti Novartisu,
resp. Zadavatela reagovat' na Ziadosti o vykon
préav dotknutych 0sdb v zmysle Nariadenia.

§.13. Zmluvni partneri si povinni po ukonéeni
ginnosti podla tejto Zmluvy na zéklade
rozhodnutia Novartisu alebo Zaddvatefa vietky
osobnbﬁdajevyrrmfdebowﬁtiruwarﬁsuu
vymazat existujice kopie, ak osobitné pri\mo
predpisy nepoZaduji uchovévanie tychto

inym auditorom, ktorého poveril Novartis alebo
Zadévatef a prispievat k nim.

9.15. Zmluvni partneri 80 povinni bez zbytoného
odkiadu informovat Novartis, ak sa podla ich
nézoru pokynom Novartisu slebo Zadévalela

Zmiyva o kinickom siOdani - verza 26.11 2021
Nowvartis / Fakuitng nemocnica Nilra - 3321
Protokol & . CHJIXE39012302

9.10.The Contracting Partners shall be obliged
to implement, taking into account the state of
the art, the costs of implementation and the
nature, scope, context and purposed of
processing as well as the risk of varying
likelihood and severity for the rights and
freedoms of natural persons, appropriate
technical and organizational measures to
ensure a level of security appropriate to the
risk.

9.11.The Contracting Partners shall maintain
procedures to detect and respond to a
Personal data breach as defined under
relevant legislation, including breach of
security leading to the accidental or unlawful
destruction, loss, alteration, unauthorized
disclosure of, or access to, Personal data being
processed. The Contracting Partners shall
notify Novartis of any Personal data breach
without undue delay, but no later than 24 hours
of discovery of such breach. Contracting
Parties shall reasonably cooperate o
remediate such breach before reporting such
breach to the relevant authority.

9.12.The Contracting Pariners shall be obliged
to assist Novartis or the Sponsor by
appropriate technical and organizational
measures, insofar as this is possible, for the
fulfilment of Novarlis' or the Sponsor's
obligation to respond to requests for exercising
the data subject's rights laid down in the
Regulation.

9.13.The Contracting Partners shall be obliged,
at the choice of Novartis or the Sponsar, delete
or return all the personal data to Novartis, after
the provision of the activiies under this
Agreement is over, unless specific legislation
requires storage of the personal data.

9.14.The Contracting Partners shall be obliged
to make available to Novartis or the Sponsor all
information necessary to demonstrate
compliance with the obligation laid down in the
Regulation and to allow for and contribute to
audits, including inspections, conducted by
Novartis, the Sponsor or by another auditor
mandated by Novartis or the Sponsor.

9.15.The Contracting Pariners shall be obliged

to immediately inform Novartis if, in their
opinion, an instruction from Novartis or the
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8.17.

porusuje Nariadenie, alebo iné pravne predpisy
tykajice sa ochrany osobnych udajov.

Zmluvni partneri sa
realizacie &innosti podfa tejto Zmluvy a aj po
skongeni platnosti tejto Zmluvy dodriiavat a
dbat na prislusné pravne predpisy na ochranu
osobnych udajov a informéacii o osobnych

pPomeroch subjektov skusania zaradenych do
Klinického skiiania

povinni v priebehu

Zmiuvni partneri sg si vedomi, ze Novartis
alalebo  Zadavater alebo tretia osoba
Novartisom a/alebo Zadavatefom poverena
budi vkladat Vysledky Klinického skadania a
vietky spravy sivisiace s Klinickym sk(sanim,
zaznamy o skoleniach v mieste realizacie
Klinického skigania a vystupy z akychkolvek
auditov vykonanych Novartisom alebo v jeho
mene podla pravidiel spravnej klinickej praxe
alebo indpekcii do internych elektronickych
databaz Novartisu a/alebg Zadévatela a / alebo
tretich osbb poverenych Novartisom afalebo
Zadévatelom. V ramci tejto spravy Gdajov mézu
byt v sllade s poziadavkami pravidiel spravnej
klinickej praxe a prislugnych pravnych predpisov
na useku ochrany osobnych  Gdajov
uchovavané, spracované a pouité Novartisom
alalebo Zadavatefom, ich Prepojenymi osobami
2 poverenymi tretimi stranami
tykajice sa Centra o vybaveni pracoviska,
kapacite pracovnikov a dalSie informacie
sUvisiace s vykonavanim Klinického skusania
na pracovisku a osobné Udaje Hlavného
skuSajuceho, a dalej tiez osobné udaje inych
zamestnancov Centra, Clenov $tudijného timu a
ich zaangaZovanie v Klinickom skigani a
vystupy auditov vykonanych Novartisom podla
pravidiel spréavnej klinickej praxe alebo indpekeii
a pravnych predpisov vztahujicich sa k ochrane
osobnych Gdajov. Takéto Gdaje zahffiaju meno,
priezvisko, adresu, kontakiné Gdaje, pracovné
skusenosti, odbomn( kvalifikdciu, publikacie,
suhrny, dosiahnuté wvzdelanie, informacie
o vykone povolania, finanéné zaujmy podla
Potvrdenia o finanénych zaujmoch (dalej len
.Udaje’). Zmluvni partneri budi vyssie uvedené
osoby informovat o spracivani ich osobnjch
udajov a ich prévach ako dotknutych oséb, a to
prostrednictvom informécie pre dotknutd osobu,
kiorej vzor tvori prilohu & 2. Novartis a!x_alebp
Zadavatel budl poskylovat tieto Udaje
externym verejnym databazam, ako je napr.
chnicaltrials. gov @ v nevyhnutnom rozsahu na
zéklade prisluénych pravnych predpisov liez
organom  verejnej moci. Udaje  budi
spracovavané pre plnenie pravnych povinnosti
Novartisu alalebo Zadavatefa a pre manazment,
vykonavanie, vyhodnocovanie tohto a budicich

informacie
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Sponsor infringes the Ragulat_iun or other legal
act regarding the data protection.

9.16.The Contracting Partners shall during lhle
implementation of activities ur_ldar m!s
Agreement and also after the expiry of this
Agreement respect and observe the relevant
legislation on protection of personal data ar_1d
information on personal matters of the Trial
Subjects enrolled in the Clinical Trial.

9.17.The Contracting Partners understand that
Novartis and/or the Sponsor or a third party
authorized by Novartis andlor the Sponsor
shall enter Results of the Clinical Trial, all
reports related to the Clinical Trial, site-training
records and outcomes of all audits performed
by, or on behalf of, Novartis and/or the Sponsor
into internal electronic databases of Novartis
andlor the Sponsor andlor third parties
authorized by Novartis andfor the Sponsoer in
compliance with good clinical practice rules or
inspections. As part of such data management,
the information regarding the Center on site
equipment, worker capacity and other
information associated with the conduct of the
Clinical Trial at the site and the personal data
of the Principal Investigator, as well as the
personal data of other employees of the
Center, Clinical Trial Team Members and their
involvement in the Clinical Trial and outcomes
of audits performed by Novartis and/or the
Sponsor in compliance with good clinical
practice rules or inspections and personal data
protection laws may be stored, processed and
used by Novartis andlor the Sponsor, their
Affiliates and authorized third parties in
compliance with good clinical practice rules
and applicable personal data protection laws.
Such information includes first and last name,
address, contact information, work experience,
professional qualification, publications,
summaries, achieved education, information
on job performance, and financial interests
according to the Financial Interests Declaration
(hereinafter referred to as ‘Data’). The
Contracting Partners shall inform these
persons about processing of their personal
data and their rights as a data subject by
providing an information for the data subject,
which model is attached as Appendix 2 hereto.
Novartis and/or the Sponsor shall provide Data
to extemal public databases, such as
clinicaltrials.gov, as well as, to the extent
necessary under applicable law, to government
authorities. Data shall be processed for the
purposes of compliance with Novartis' and/or
the Sponsor's legal obligations and for the
management, conduct and evaluation of this
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klinickych  skusani a registracie vysledkov
Klinického skudania. Udaje bud( spracovavané
po dobu neur&itd, najdihdie viak do naplnenia
Ulelu ana archiviciu po dobu stanovend
prévnymi predpismi.

9.18.  Zmluvni partneri sa zavazuji zabezpedit, Ze
do vykonévania Klinického skidania nebudd
zaangaZované Ziadne fyzické osoby, pokial by
pravny zéklad na spracivanie ich Udajov
vzmysle bodu 0. tefto Zmiuvy nevyplyval
zplnenia  povinnosti  Novartisu  afalebo
Zadévatefa ohlfadom Klinického skusania,
z préavnych predpisov, alebo
z pracovnopravneho vztahu Centra
s dotknutymi osobami alebo zo sdhlasu podia
nasledovnej vety. V pripade, ak by takyto pravny
zéklad okrem sdhlasu nebol dany, zabezpedi
Centrum pre Novartis a Zadavatela alebo ich
Prepojené osoby sihlas so spracivanim
osobnych Gdajov tychto osdb. Tento sihlas musi
byt zabezpedeny tak, aby umoZfioval spracivat
tieto Udaje v zmysle bodu 0. tejto Zmiuvy.

9.19. Hlavny skigajici zéroveri prehlasuje, Ze sa
oboznémil so svojimi pravami ako dotknutej
osoby v zmysle Nariadenia. Tolo oboznamenie
tvorf prilohu &. 2 tejto Zmiuvy.

9.20. Zmluvni partneri beri na vedomie a suhlasia
s tym, Ze Novartis mdie byt poZiadany
v réznych jurisdikcidch za &elom zosdladenia s
lokélnymi zékonmi alebo farmaceutickymi
pravidlami. Zmluvni partneri dévaji tymto sihlas
na zverejnenie konkrétnych informécil, ktorymi
mbZu byl aj osobné (daje za Géelom siladu s
predpismi regulujGcimi klinické skiSania, a to
najmé, ale nie vylutne nézvu Cenira, mena
a priezviska Hiavného skiéajlceho,
kontaktnych informécii na Centrum, ndzwvu
Klinického skagania, Zadavatefa, kdpie tejlo
Zmiuvy, @ nékladov @ poplatkov v suvisiosti s
tinnostou Centra v zmysle ftejlo Zmluvy.
Novartis na zéklade pisomného poZiadania

tykat'
skusajuceho. Na spracivanie osobnych Gda
Hhm skidajiceho podfa fohlo bodu j::
pouzije tento Eldnok Zmiuvy.

€1.10 - Trvanie Zmiuvy

10.1.  Télo Zmiuva nadobGda platnost dAom |
podplsania vietkymi Zmiuvnymi Ill‘ll'llmlj.l’

Zmiuva o inickom skidan -
Novarie / F sk nemocnics Nive —asss 22|
Protokol ¢ CHIXBI9D12302

and fulure clinical trials and for the registration
of the results of the Clinical Trial. Data shall be
processed for an indefinite period of time,
however, no longer than until the purpose, for
which they are processed, is fulfilled and for the
archiving for the period prescribed by legal
regulations.

9.18.The Confracting Partners agree not to
enroll any natural persons in the Clinical Trial if
the legal basis for processing of their Data
according to art. 0. hereof does not arise out of
the fulfillment of the MNovartis’ or Sponsor's
obligations regarding the Clinical Trial, any
laws or employment relationship between the
Center and the data subjects or out of a
consent according to the following sentence. In
cases where there is no such legal basis
except for the consent, the Center shall ensure
for the Novartis and the Sponsor or their
Affiliates consent with the processing of
personal data of such persons. This consent
shall be granted in a way which allows to
process Data in accordance with art. 0. hereof

9.19.The Principal Investigator also declares,
that it is acknowledged by its nghts of a data
subject in accordance with the Regulation. This
information is attached as Appendix 2 hereto

9.20.The Contracting Partners understand and
agree that Novartis may be required to disclose
certain information to relevant authorties in
different jurisdictions in order to comply with
local laws or pharmaceutical industry codes.
The Contracting Pariners consent to the
disclosure of cerain information that may
constitute personal data in order to comply with
laws regulating clinical trials, including but not
limted to the Center's name, Principal
lm_ruﬁg;tors first name and last name, Clinical
Trial site contact information, name of the
Clinical Trial, Sponsor, copy of the Agreement,
and costs and fees relating to Center's
activities performed under the Agreement
Novartis will provide upon written request a list
of any such discliosure made regarding the
Center andlor the Principal Investigator. This
Article of the Agreement shall be used for the
processing of parsonal data of the Investigator
pursuant to this para.

10. Article - Term of the Agreement

10.1. This Agreement shall become valid
upon signalure by all Contracting Parties
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oginnost  diom nasledujicim po dni jej
Zvergjnenia v zmysle § 47a ods. 1 zakona &.
40/1964 Zb. Obtiansky zakonnik, v zneni
neskorSich predpisov v centralnom registri
zmidv  na Www crz.gov.sk, nakofko ide
© povinne zverejfiovana zmiuvy v zmysle § 5a
ods. 1 zékona & 21112000 Z. z. o slobodnom
pristupe k informaciam a 0 zmene a doplneni
niektorych  zakonoy (zékon o slobode
informacii), v zneni neskorfich predpisov.
Novartis  zaroven udeluje svoj sihlas so
Zverejnenim tejto Zmluvy podfla
predchadzajice; vety. Centrum bezodkladne
zadle Zmluvu na nenie; pokial neddjde
k zverejneniu do 7 dni odo dia jej uzavretia,
mbZe Novartis podat névrh na jej Zverejnenie.
Centrum sa zavaz uje

vydat Novartisu pisomné
potvrdenie 0 zverejneni Zmluvy bez
zbytotného odkiadu po iei jneni

vy, ktoré obsahuju
informaciu, ktora sa podia platnych pravnych
predpisov nespristupfivje.  Platnost tejto
Zmluvy skonéi dfiom kedy (a) bude ukonéené
Klinické skiganie, t]. difom dosiahnutia cieloy
Klinického skigania, odovzdanim vietkych

nespotrebovanych Skaganych liekov,
protokolov, CRF  zaznamov, Vybavenia
acelkovej spravy o Klinickom

skigani
Novartisu alebo (b) bude vykonana posledna
platba Novartisom, prigom rozhodujica je ta z
tychto skuto@nosti, kiora nastane neskér.
Predpokladany termin ukonéenia Klinického
skisania je 30.07.2029. Hiavny skisajuci je
povinny  ozndmit  ukongenie  Klinického
skiSania na referét klinickych Stadii vo FN
Nitra, Spitalska 6, 950 01 Nitra, a to Mgr. Anne
Schellbergerovej, tel. & 037/6545331, email:

anna.schellbergerova@fnnitra sk. najneskér do
15 dni.

V pripade, Ze Kinické skisanie nebude
riadne  ukonfené (dosiahnuté ciele
klinického skugania, o%(::vzd:‘n:n vietky

odukty, protokoly, C amy a
3',..,3,31;. spolotnosti  Novartis) do
uplynutia_doby uvedenej v tomto &lanku
vybéie, Zmiuvné strany sa dohodli, Ze
uzavri dodatok k tejto Zmliuve, ktorého
predmelom bude pr ie platnosti

Zmiuva o iinickom skolani - verzia 26 11 2021
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and shall come into force on the day
following the day of its publication in
accordance with sec. 47a (1) of the Act
No. 40/1964 Zb. Civil Code, as amended
in the central register of contracts on
Www.crz.gov.sk since it is an Agreement
which must be disclosed pursuant to
section 5a (1) of the Act on free access to
information and on amendments to
certain acts (Freedom of Information Act),
as amended. Novartis also gives its
consent to the publication according to the
previous sentence. The Center shall
immediately send the Agreement for
disclosure; if the Agreement will not be
disclosed within 7 days following its
conclusion, Novartis may submit a
proposal for disclosure. The Center
undertakes to issue to Novartis a written
confirmation about the disclosure of the
Agreement without undue delay after its
publication. The Center is obliged to
ensure the non-disclosure of these
provisions of this Agreement, which is
under the current legislation confidential.
Validity of this agreement shall end on the
day (a) when the Clinical Trial is finished,

i.e. on the day when objectives of the
Clinical Trial ar

€ reached, all unused
Investigational

medicinal products
returned to Novartis, all protocols, CRF

records, Equipment and overall Clinical
Trial report handed over to Novartis, (b)
Novartis makes its last payment,
whichever occurs later. The Clinical Trial
is expected to be finished on 30.07.2029.
Principal Investigator is obliged to report
the termination of the Clinical Trial to the
Department of Clinical Trial of FN
Nitra, Spitalska 6, 950 01 Nitra, and that
Mgr. Anna Schellbergerova, phone n.
037/6545331, email;
anna.schellbergerova@fnnitra.sk at the

latest by 15 days after the Clinical Trial is
terminated.

In case, that the Clinical Trial will be not
properly completed (reaching
objectives of the Clinical Trial, returned
all unused Investigational medicinal
products, protocols, CRF records and
Equipment to Novartis) to the date of
expiration of the period mentioned
above in this article, the %our:itmcting
parties agree 1o conclude an
amendmen? to this Agreement,
concerning the extension of the validity
of this Agreement for the time

Strana 48 z 60




TN R

Zmiuvy na gag potrebny i
ukanﬁ_eme Klinického syl;us:?\ia nad::
gg::'nulinr:y, Zsr:;;:ftis Eéraveﬁ najnéskbr s

. i ent
preukazujici poistenie podr:J éléi?xtungint
ktoré bude zohradnovat predizenie platnosti
Zmluvy. I_Dpdatok spolu s dokladom
preukazujicim platnost poistenia aj na
predizené obdobie je povinny prediozit
Centru a Hlavnému sku$ajicemu Novartis
potas platnosti Zmluvy, miniméalne 1 mesiac
pred uplynutim planovanej doby trvania, a
Centmrp @ Hlavny skuajici su povinni
uzatvorit' takyto dodatok na potrebnu dobu
stanovenl Novartisom na zabezpetenie
spinenia Géelu tejto Zmluvy.

;‘msfia_rv for the proper completion of

e Clinical Trial, under the condition
that Novartis simultaneously at least
with Amendment submit to the Center
dopumen! proving the insurance under
article 8.1., which will count with the
extension of the validity of Agreement.
Amna_ndment together with document
proving the validity of insurance also
for the extended period shall Novartis
submit to the Center and the Principal
Investigator during the validity of the
Agreement, at least one month before
the expiration of scheduled duration,
and Center and the Principal
Investigator are obliged to conclude

such an amendment to the required
period specified by Novartis to ensure
the purpose of this Agreement.

10.2. The rights and obligations of Novartis

10.2. Prava a povinnosti Novartisu a Zmluvnych
and the Contracting Partners that are set

partnerov stanovené v tejto Zmiuve, ktoré

vzhladom na svoju povahu maju pretrvat’ aj po forth in this Agreement and by nature are

skon&eni tejto Zmluvy (vratane prav s ohfadom to survive this Agreement (including,

na viastnictvo, Vynalezy, zachovavanie without limitation, rights with respect to

mi&anlivosti, publikacie, protikorupénych ownership, Inventions, confidentiality,
publication, anti-bribery, liability and

ustanoveni, zodpovednosti a odskodnenia a ‘ il
zostavajl tnosti aj po skonceni tejto indemnification etc.) shall remain in effect
s e ape even after this Agreement is terminated.

Zmiluvy.

€1 11 - Ukonéenie
11.1. Notwithstanding any other termination

ékolvek i konéit'

Pl B mmum";a;oze byt xn%rfev:éuv tejto right set forth in this Agreement or in the
s vyplyva zo véeobecne zavaznych applicable generally binding legal
Zmiuve alebo : ovartis mé prévo ukonéit regulations, Novartis reserves the nght to
p.ns\m)fd‘ p'mkedy hlcuhrel( aj bez uvedenia terminate this Agreement at any time
) Zmlu;uﬁm isomnej vypovede s jedno without cause based on one (1) month
ot y pv;dnou dobou. Vypovedna written notice. The notice period begins on
(1) mesafniou vypoar prvym dfiom mesiaca the first day of the month following the
iaci ktorom bola month in which the written notice was

< dorudend y delivered to the other Contracting parties.
pmoﬂ'iﬂl_i nam. Ihned po doruéeni Immediately upon receipt of the written

Zmiuvnym .m: edelodstupenia tejto Zmluvy notice/withdrawal by other Contracting

P ok siandm zaklade rties based on any provision of this

ym _Zm = Egreement. the Center and the Principal

Investigator agree to (i) cease recruiting

savit and enrolling Trial Subjects in the Clinical

. inického skasania, (ii it Trial, (i) cease all procedures to the
skigania do ”M mm‘:." z:muz extent medically permissible on Trial
by iektov sk(&ania, a to v miere, v Subjects already enrolled in the Clinical

”'?"“‘Vd'l :“'b’er, o lekarske hadisko, a (iii) zdrZat Trial and (iil) refrain as much as possible

e e j moZnej miere vytvarania from incurring additional costs and

5 ¥ medne vydavkov. V pripade, Ze expenses. In the case that the Center or

11. Article - Termination

wﬂ' n:::omh:o:mcznﬂnl.hvfpovodni Novartis announces that the one (1)
doba v dlzke jedného (1) mesiaca je month notice does not provide enough
nedostatoéne dihé doba na vyhodnotenie rizik time to evaluate risks for enrolled Trial
pre zaradené subjekly skisania, ktorym sa Subjects who receive the Investigational
podéva Skiéany liek, budl Zmluvné strany medicinal product, the Conlracting Parties
? séan! - 11.2021
Zmiuva o Kinickom sk(dan/ m_zgwm
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11.2

spolupracovat’ na tom, aby bola bezpedne
ukonZend lietba tychto subjektov skudania
tymto Skudanym liekom v priebehu vzajomne
dohodnutej doby, ale v Zadnom pripade
nebude zévazok Novartisu dodavat Skusany

liek podla tejto Zmluvy trvat dihdie ako
primerand dobu

Zmluvni partneri a Novartis, kaidy z nich,
majd prévo ukondit' tite Zmluvu s okamiitym
oginkom  formou pisomného  odstupenia
doruteného zvysnym Zmluvnym stranam v
pripade, ze vykonavanie Klinického skidania v
Centre musi byt ukongené z lekarskych alebo

etickych dévodov. Uginky takéhoto odstupenia
nastand dhom jeho dorutenia poslednej zo
Zmiuvnych  stran Ukonéenie  Zmluvy
Zmluvnymi partnermi podfa predchadzajicej
vety je Hiavny skisajici povinny vopred
prekonzultovat s Novartisom. lhned po
doruCeni pisomného odstipenia od tejto
Zmluvy  zvyinym Zmluvnym strandm na
zaklade ktoréhokolvek ustanovenia tejto
Zmiuvy, sa Centrum a Hlavny skasajuci
zavazuju (i) zastavit nabor a zaradovanie
subjektov skisania do Klinického skisania, (D]
zastavit' vykonavanie vietkych postupov, u uZ
zahmutych subjektov skusania, a to v miere, v
akej to dovoluje lekarske hladisko, a (iii) zdrzat
s8 v maximaine] moZnej miere vytvarania
dalSich nakladov a vydavkov. Zmluvné strany
budu spolupracovat na tom, aby bola bezpeéne
ukongena lietba subjektov skiisania Skianym
liekom v priebehu vzajomne dohodnutej doby,
ale v Ziadnom pripade nebude zavazok
Novartisu dodavat Skisany liek podla tejto
Zmluvy trvat dihdie ako primerand dobu.
Centrum aHlavny skoajici v pripade
predéasného ukonéenia Zmluvy si povinni
vykonat akékolvek a vBetky Ukony nevyhnutné
na zabezpeCenie bezpeénosti aochrany
zdravia subjektov skisania a riadneho
ukoncenia  Klinického skiSania.  Hlavny
skusajlci ma povinnosti uvedené v tomto bode
a) v pripade, ak prestane vykonavat funkpiu
Hiavného skiSajuceho a sitasne neddjde
k ukonéeniu tejlo Zmluvy; v takom pripade je
Hiavny  skiSajuci  povinny  poskytnit
nevyhnutnd  sGéinnost a pomoc daliemu
skuSajicemu  uréenému vsGlade s touto
Zmiuvou, Centru a Novartisu za G&elom
zabezpefenia  kontinuity  vykonavania
Klinického skigania.
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erate so that the treatmepl of
ftr\\eal}rr?:? gub}ac{s with the Investigational
medicinal product would be safely
terminated during a mutually agreed
period of time; however Novartis gha!l not
be required to provide the Investigational

medicinal product based on . this
Agreement for an unreasonable period of
time.

1.2

The Contracting Partners and Novartis
each have the right to withdraw from this
Agreement with immediate effect by
giving written notice to the other
Contracting Parties in the case that the
Clinical Trial at the Center needs to be
terminated due to medical or ethical
reasons. Such withdrawal becomes
effective on the date of receipt of written
notice on withdrawal from the Agreement
by the last of the Contracting parties. The
Principal Investigator must consult such
withdrawal from this Agreement by the
Contracting Partners under the previous
sentence with Novartis beforehand.
Immediately upon receipt of the written
notice on withdrawal from this Agreement
by other Contracting party based on any
provision of this Agreement, the Center
and the Principal Investigator agree to (i)
cease recruiting and enrolling Trial
Subjects in the Clinical Trial, (ii) cease all
procedures to the extent medically
permissible on Trial Subjects already
enrolled in the Clinical Trial and (jii) refrain
as much as possible from incurring
additional costs and expenses. The
Contracting Parties shall cooperate so
that the treatment of the Trial Subjects
with the Investigational medicinal product
would be safely terminated during a
mutually agreed period of time; however
Novartis shall not be required to provide
the Investigational medicinal product
based on this Agreement for an
unreasonable period of time. Center and
the Principal investigator shall, in case of
early termination of the Agreement
execute any and all acts necessary for
ensuring of safety and health protection of
the Trial Subjects and of proper finishing
of the Clinical Trial. The principal
investigator shall observe the obligations
under this paragraph also in such case
that he/she stops to perform the function
of the Principal investigator and, at the
same time, this Agreement does not
terminate, in such case the Principal
investigator is obliged to provide
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113 V pripade,

11.4. Ak sa

Bez ohladu na predchadzaijuce ustanoveni

§ Py m'
v pripade kritickych alebo ddleZitych zisteni
v rdmci _auditu alebo indpekcie tykajlcich sa
sprévnej klinickej praxe, dohfadu nad liekmi
alebo regulaénych zaleZitosti, praxe alebo
postupu, ktoré maju nepriaznivy vplyv na
pra\:'a. bezpeénost, alebo celkovi pohodu
subjektov skd3ania alebo ktoré mdzu
predsltavovat' potencidine riziko pre verejné
Zdl’!!"h& alebo ktoré mézu mat' za nasledok
neprijatelnost’ Gdajov z Klinického skusania
alebo kioré predstavuju vaine porudenie
prisludnych pravnych predpisov a pravidiel,
mé Novartis pravo (podfa svojej volby) s
okamazitym G&inkom doéasne zastavit nabor
subjektov skugania, kym nebudu predmetné
zistenia Uplne posidené alebo s okamZitym
u&inkom pisomne odstipit od tejto Zmluvy.
Novartis ma pravo s okamZitym Gginkom
dodasne zastavit nabor subjektov skasania
aj z akéhokolvek iného dévodu alalebo aj
bez udania dévodu

3e ktorékolvek z povoleni alebo

na vykondvanie
skudania je () s pravoplatne
zamietnuté zruseng,
skonéi talo Zmiuva automaticky ~dAom
dorudenia oznamenia (rozhodnutia) o takomto

zamietnuti alebo pravoplatnom
zrubeni na referat Klinickych  tadii
Nitra, Spitélska 6,

950 01 Nitra a to Mgr. Anne
Schellbergerovej, tel. & 037/6545331, email:
anna.schelibergerova@fnnitra.sk.
Novartis primerane domnieva, ie
Zmiluvni partneri nebudd schopni zaéat' nabor
athplnirsvojcpovhmoﬁﬁkajuuﬂ naboru
v ramci dohodnutej lehoty, ma Novartis pravo
na zékiade oznamenia doruéeného Zmluvnym
partnerom (a) § okamzitym G&inkom zniZit
pocet subjektov ia, ktori sa maji zaradit
do Klinického skiiania; alebo (b) prediZit dobu
néboru; alebo (c) ukondit tito Zmluvu
odstipenim. Podfa pismena ¢) mbze Novartis
pisomne odstipit od Zmiuvy 8 okamZitym
vopred pisomne

M

pomdalmantmwvmtamjaodﬂovej
lehote, kiorG im na tento Géel stanovuje, @
Zmiuvni partneri ani v takej dodatoénej lehote
néprayu neurobia.

Zmiuve o kiinickom shibani = verzia 26.11 2021
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necessary assistance and cooperation to
the next investigator appointed in
accordance with this Agreement, to the
Center and to Novartis for the purpose of
ensuring continuity of the Clinical Trial

Without prejudice to the foregoing, in
the event of critical or important
findings from an audit or inspection
related to good clinical practice,
pharmacowvigilance  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, Novartis reserves the right (at its
own discretion) to temporarily stop the
recruitment of Tral Subjects with
immediate effect until the relevant
findings are fully assessed or to
withdraw from the Agreement by
written notice with immediate effect
Novartis has the right to temporarily
stop the recruitment of Trial Subjects
also from any other reason or even
without giving any reason to do so.
11.3.In the case that any authorization or
consent necessary for the performance of the
Clinical Trial is () finally rejected or (i)
withdrawn, this  Agreement  shall be
automatically terminated on the day of receipt
of notification (decision) of such final rejection
or withdrawal to FN Nitra, Spitalska 6, 950 01
Nitra and that Mgr. Anna Schellbergerova,
phone n. 037/6545331, email:
anna schellbergerova@fmnitra.sk.

11.4.In the case that Novartis reasonably
believes that the Contracting Partners shall be
unable to start recruitment or to fulfil their
recruitment obligations by the agreed deadline,
Novartis 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) withdraw from this
Agreement. According to (c), Novartis may
withdraw from this Agreement by written notice
on withdrawal with immediate effect, provided
that Novartis informed the Contracting Pariners
about their delay with recruiting Trial Subjects
in writing beforehand and asked them to
remedy this delay within an additional 30 day
period and the Conlracting Partners failed to
remedy this delay within such additional period.
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V pripade, e Novartis neschvali nového
Hlavného skusajliceho podr:

a ¢l 2.38 alebo sa
tento  nowvy Hiavny  skugajiici pisomne
nezaviaze k povinnostiam podfa tejto Zmluvy,
Novartis je opravneny odstupit od tejto Zmluvy
s UEinnostou dorugenia odstupenia Centru, V
pripade, ze Hlavny skosajici a Novartis maji
zaujem pokra&ovat v $polupraci pri vykonavani
Klm_ndceho skudania v inom zdravotnickom
zgnadeni. Centrum sa zavazuje poskytn(t
su&innost pri prevedeni relevantnych Gdajov,
informacii a materialu, ktoré nie s viastnictvom
Centra, v Prospech nového centra.

V pripade, ze

potas auditu alebo indpekcie
regulaénych org,

anov bude zistené porugenie
ustanoveni tejto Zmluvy, Protokolu alebo
prisludnych pravnych predpisov zo strany
Centra alebo Hiavného skugajuceho (alebo
nedodrianie  ustanoveni tejto  Zmiuvy,
Protokolu, prislugnych pravnych predpisov zo
strany ktoréhokolvek iného Clena Studijného
timu), ma Novartis pravo odstupit od tejto
Zmluvy s GEinnostou doruéenia pisomného
odstipenia zvy$nym Zmluvnym stranam. Pravo
odstupit od Zmluvy podla predodlych viet tohto
Slanku Zmluvy patri Novartisy aj v pripade, ze:
- bude rozhodnuté, ze je niektory Zmluvny
partner v konkurze, alebo bude navrh na
vyhlasenie konkurzu zamietnuty pre
nedostatok majetku:

le niektory Zmiuvny partner v platobnej
neschopnosti alebo ide do likvidacie z
inych prigin ako je transformacia alebo
zlu€ovanie, nema uréeného nastupcu,
ktory by prevzal jeho aktiva (majetok)
a zavézky a neuzavrie dohodu alebo iné
vyspornadanie so svojimi veritefmi:

niektory  Zmluvny  partner  strati
oprévnenie, kioré je pre riadne a véasné
pinenie povinnosti vyplyvajicich z tejto
Zmluvy nevyhnutné;

potrebné opravnenie, povolenie, sihlas
alebo wvynimka je odvolané‘ ::;giené
j platnost, alebo vyprs , na
m bolo vydané bez toho, aby bolo
prisiuéne predizené.

Zmiuva o kiinickom skiéani - verzia 25.11.2021
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11.5.In the case that Novartis does not approve
inci i ant to Article
a new Principal Investigator pursu
2.38. or a new Principal Investigator does n9t
accept in writing the obligations under this
Agreement, Novartis may withdraw from this
Agreement as of the day of delivery of written
notice on withdrawal to the Center In the case
that the Principal Investigator and Novartis
wish to continue to cooperate with regard to the
Clinical Trial in another medical facility, llhe
Center agrees to cooperate with transferring
relevant data, information and materials that
are not owned by the Center to such a medical
facility.
11.6.In the case that an audit or inspection of
supervising authorities discovers a breach of
this Agreement, the Protocol or relevant
legislation by the Center or the Principal
Investigator (or failure by any Clinical Trial
Team Members to observe the provisions of
this  Agreement, Protocol or relevant
legislation), Novartis shall have the right to
withdraw from this Agreement as of the day on
delivery of written notice on withdrawal to other
Contracting Parties. Novartis has the right to

withdraw from the Agreement also under
following circumstances:

if it is concluded that any of the
Contracting  partrers  is in
bankruptcy proceedings or g
proposal for fiing a petition for
bankruptcy shall be rejected due to
insufficient property;

if any of the Contracting partners is
insolvent or is to be dissolved for
other reasons than transformation
or fusion, no successor has been
appointed to take its assets
(property) and liabilities over and it
does not enter into agreement or
other settlement with its creditors;
if any of the Contracting partners
loses authorization which s
inevitable for proper and timely
performance of obligations
resulting from this Agreement;

if the required authorization, permit,
consent or exception is withdrawn
or its validity delayed or the period
for which it was issued expires
without prolongation.
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1 7.Zml:jov;artispj:° oprévneny odstipit od tejto
/ isomnym  odstipeni

nadmc:buda ucinnost’ doruéen?:'l ":fmru:nn;:
5:1 : erom na adresu uvedenu v zahlavi tejto
&l luvy, a to v pripade ak sa v lehote 90 dni od
i mn:z:_a(_ﬁngj navitevy centra (pracoviska)
(S_rtle |nl1lab0!'l Visit) nepodarilo nabrat do
Klinického skusania Ziadny subjekt skugania.

11.8. Novartis je povinny ubradit’ vietky diZné
Liastky za riadne poskytnuté sluzby Zmluvnymi
partnermi na zéklade tejto Zmluvy a néaklady,
ktoré' im odévodnene vznikli, ku diiu doruéenia
odstupenia od Zmluvy alebo v pripade
ukonZenia tejto Zmluvy podla &L 11.1. k
poslednému dfiu vypovednej lehoty alebo v
pripade ukon&enia tejto Zmluvy podia é. 11.3.
ku driu doruéenia prévoplatného
zamietnutia/zruSenia. Ak Centrum

kazatelne obdralo vyssiu sumu odmeny a
nakladov, na ktoré mu podra skutoéne
vykonanych ginnosti vznikol narok v sulade s
touto Zmluvou, Centrum sa prisluny rozdiel
zavazuje zaplatit spat Novartisu  bez
zbyto&ného odkladu. Centrum nemé narok na
nahradu inyeh nakladov, & uslého zisku.

snému ukonéeniu tejto

Ak pride k predéa ]
Zmiuvy je Zmiuvné strana, ktord spdsobila
ukonéenie tejto Zmiuvy alebo dala priginu
Kk ukongeniu tejto Zmluvy druhou‘z.mluvnog
stranou, povinnd nahradit druhej Zmluvnej
strane néaklady, ktoré tato skutocne v
savisiosti s pinenim tejto Zmluvy vynaloZila,
lnvmmpomm.vakomngdoéhk
spineniu jel predmetu a8 Géelu, tj. Pomgr
dokoncenych hodnoteni subjektov skasania
vzhfadom K objemu materialu, khorir'bol na
subjekty skisania celkovo poskytnuty.

11.8 2
rétit

zavazujd s materidl a predmety, Jdnr%im
poli uté v sovislosti & K_Jinldtym
D sanim, 8 1o najneskdr do trdsiatich (30)
puaovnid"dnlod détumu ukon&enia Zmiuvy.
v pripade, 8k dojde k ukonéeniu G&asti
110 v skissjicsho na Kinickom skisani
déjde k ukonteniu Zmluvy zo strany
Hiavného skugajuceho, zmiuvny vztah medzi

i Centrom ostdva zachova

Zmiuve o iinickom skiéan! - verzia 26 11.2021
uwwurmmw-m1
Protokol & - CKJXB3SD 12302

11.7.1f no Trial Subjects have been recruited at
the trial site (center) within 90 days after the
site initiation visit, Novartis may terminate this
Agreement in writing with effectiveness upon
delivery to the Contracting Partners to the
address stated in the heading of this

Agreement.

11.8 Novartis must pay all outstanding
amounts for the services properly provided by
the Contracting Partners based on this
Agreement and all reasonably incurred costs,
as of the day of receipt of the notice on
withdrawal from the Agreement or, in the case
that this Agreement is terminated pursuant to
Article 11.1, as of the last day of the
termination period or, in the case that this
Agreement is terminated pursuant to Article 0.,
as of the day of receipt of the final
rejectionfwithdrawal. In the case that the
Center provably received higher payments
than the payments due according to the work
actually performed based on this Agreement,
the Center shall refund the balance to Novartis
wilhout undue delay. The Center is not entitled
to reimbursement of other costs or lost profit.

In case of early termination of this
Agreement the Contracting party which
brought up termination of this
Agreement or provided a reason for
this Agreement to be terminated by the
other Contracting party, is obliged to
reimburse all costs incurred by the
other Contracting party with relation to
the performance of this Agreement in
proportion in which the subject-matter
and purpose of this Agreement were
not fulfilled, i.e. in the proportion of
completed evaluation of Trial Subjects
to the volume of materials provided for
Trial Subjects in the aggregate.

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

11.10.If the Principal Investigator ends his/her

jpation in the Clinical Trial or the
Agreement is terminated by the Principal
Invesligator, the contracting relationship
between Novartis and the Center remains
preserved and Novartis and the Center shall
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121

12.2.

12.3.

12.4

primerane podla bodov 2,38 a 11.5. tejto

Zmiuvy.
1 _V pripade  predéasného ukonéenia
Klinického skigania z akéhokolvek dévodu su

Zmluvni partneri povinni poskytnit Novartisu
nevyhnutne pozadovany suginnost' za ugelom
zabezpedenia radneho presunutia Klinického
skuSania k tretej osobe ako aj v zaujme

zabezpelenia bezpe&nosti g ochrany zdravia
subjektov skasania.

Cl. 12 - Rézne ustanovenia

Uzatvorenie tejto Zmluvy nie je podmienené
Ziadnym existujucim alebo buddcim
obchodnym  vztahom medzi Zmluvnymi
partnermi  a  Novartisom  ani Ziadnym
obchodnym rozhodnutim,  ktoré Zmluvni
partneri urobili alebo urobia vogi Novartisu
alebo vyrobkom obchodovanym Novartisom.

Na vyligenie pochybnosti Zmluvné strany
vyhlasuju, Ze vo vietkych pripadoch ked tato
Zmiuva odkazuje na Zmluvnu vyskumnu
organizaciu, kona tato Zmluvna vyskumna
organizacia vyluéne pod svojim menom a ako
zastupca Novartisu a nie je Zmluvnou stranou
tejto Zmiuvy.

Zmluvni partneri sa zavazuju plnit svoje
povinnosti podfa tejto Zmluvy spésobom, ktory
bude v sdlade s prisluSnymi  pravnymi
predpismi  zameranymi proti korupcii a
podplacaniu a v sulade s prilohou & 3. Zmluvni
partneri zavézne vyhlasujli, Ze v slvislosti s
Klinickym ski$anim neposkytli ani neposkytnu
Ziadnu platbu ani prospech, priamo alebo
nepriamo, dradnej osobe, zakaznikom,
obchodnym  partnerom, odbomikom v
zdravotnictve ani Ziadnej inej osobe na udel
ziskania nedovoleného prospechu alebo
nekalej obchodnej vyhody, nebudu ovplyviiovat'
rozhodovanie v sUkromnej ani verejnej sfére,
predpisovanie, ani nebudl nikoho podnecovat'
k porusovaniu profesijnych povinnosti alebo
pravidiel. Zmluvni partneri sa zavézgju
bezodkladne pisomne oznamit Novartisu
kazdé podozrenie &i zistené porudenie vyssie
uvedenych zésad v sivislosti s obchodnou
€innostou Novartisu a budd v tychto pripadoch
spolupracovat' s Novartisom pri pregetreni takej
zéleZitosti.

Zmiuvni partneri vyhlasujo, 2e nemaji v
sUCasnosti uzatvorenl Ziadnu zmluvu ani
zavézok, Kkiorych plnenie by negativne
ovplyvnilo pinenie povinnosti vo& Novartisu na

Zmiuva o iinickom skdgan( - verzia 26.11 2021
Novarts / Fakultné nemocnica Nitra - 3321
Protokol ¢ CKJXB39012302

proceed accordingly in accordance with para.
2.38. and 0. hereof.

11.11.In the event of early termination for any
reason, the Conlracting Partners shall provide
all such assistance as Novartis shall
reasonably require in order to ensure an
efficient handover of the conduct of the Clinical
Trial to a third party and with due regard for the
safety and welfare of the Trial Subjects.

12. Article - Miscellaneous
121, The conclusion of this Agreement is
not contingent on any existing or future
business relationship between Novartis
and the Contracting Partners or on any
business decision that the Contracting
Partners made or shall make with respect

to Novartis or the products sold by
Novartis.

12.2.To eliminate any doubts, the Contracting
Parties represent and warrant that research
organizations referred to in this Agreement act
in its name and as a representative of Novartis

and are not a contracting party to this
Agreement.

12.3The Contracting Partners agree to
perform their obligations under this Agreement
in compliance with applicable anti-bribery and
anti-corruption laws and in compliance with
Appendix 3. The Contracting  Partners
represent and warrant that in connection with
the Clinical Trial they did not provide and shall
not provide any payment or benefit, directly or
indirectly, to government officials, customers,
business partners, healthcare professionals or
any other persons in order to secure an
improper benefit or unfair business advantage,
shall not influence private or official decision-
making, shall not influence prescribing and
shall not instigate anyone to breach
professional duties or rules. The Contracting
Partners agree to immediately report to
Novartis in writing any suspected or detected
violation of the above principles in connection
with Novartis’ business activity and, in such
cases, shall cooperate with Novartis in
reviewing the matter.

12.4.The Contracting Partners represent and
warrant that they are not presently under any
agreement or obligation that would negatively
affect the performance of their obligations with
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zéklade tejio Zmiuvy a sulasne sa zavazuju po
celu dobu priebehu Kinického skusania 2iadnu
takilo zmiuvu neuzavnel ani Ziadny lakylo
jat Hiavny skusajic ruéi za lo,

Zmisava o Winiciom sheidiani —verte 25112024
Newarts / Falafind namocrica N - 3321
Protckel £ CHXBISOLZZ

i or representatve 10

and agree not to enter into any such

mmwmmhhmd
the Chnical Tnal The Prncpal Investigator
warrants that no Clinical Tnal Team Member IS
presently under any such agreement and
agrees to ensure that no Clincal Tnal Team
Member shall enter nto any such agreement

12 6 The Contracting Parties do not wish 1o
have any of thew nghts and obligabons implied
from cument or future practce established
between them or from usages observed in
or in the industry related the subject-
ser of this Agreement, uniess explicitly
agreed in the Agreement.
127 Each Contracting Party shall act as ar
independent entty and shal not be construed
for any purposes as a pariner, agent, empioy 8o
the other Contractng

Party

12.8 Novartis shall have the nght 1o assign this
Agreement (nghts and oblgations thereo). in
whole or in part, 10 any of iis Affisates Save for
the foregoing, neither Parly may sssgn 13
nghts or obkgations under Uus Agreement. I
m“mmb.mmmlhw
writlen consent of the other Partes This

.muaupam;uw!“
ther iegal successors and parties Lo which the
rights and obligabions of the Coniracting Parbes
shall be assgned in comphance with s

Aricle.

129 During the Clincal Trial hospializatbon wil
not be need.

12.11.The Contracting Parties underiake that.
f biological matenal samples are iaken, these
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bude mainé vyuzivaf len pre (Zely Kinického
skiSania alen polas vykonévania tohto
Kiinického skidana.

1212 Hiavny sk(dajici je pracovnikom nezévisiy
um.mmmm
ho nedefinuje ako

1213 Kaldé oznémenie podévané v sivisiost

.MMMMDW.ﬁMh
¥ Zmiuve stanovené inak, 8 musi byt dorutené
osobne, siebo zaslané doporutenou postou
alebo faxom na adresu uvedend v Zmiuve & na
wmmupimmzmw
strane. Za pisomné dorutovarve podia tejto
Zmiuvy sa rozumie dorutovanie osobne.
podtou, kunérom. faxom, mailom V pripade
zmeny, & zrubenia Zmiuvy sa nim povauje
mm.mam Kkurérom,
priom pisomnost odosland podtou alebo
Mﬂﬁuﬂl‘pﬂvdu‘.z.mvm_m
adresdt potvrdil jej pnjate Za deh dorutenia
D‘W“W““ﬂﬂﬁ.vwnml
odopne dorubovany pisomnost prevziat, siebo
v kory méme uplynie odbema lehota pre
vyzdwihnulie s1 zasielky na podie, alebo v kiory
je na doruCovane| zésielke preukazatelne
vyznatend pozndmka e _adresét

, ato a
v pripade, Ze druha Zmiuvna strana pisomnost
neprevezme alebo sa o nej nedozvie

konkrétneho ustanovenia tejlo Zmiuvy nemé
YPiyv na piatnost osiatnych ustanoveni
Zmiuvné strany sa zavazujl nahradt neplatné
@ nevymahatelné ustanovenie platnym a
vymahatelnym ustanovenim, podfa potreby,
kiorym bude o mono najbiidie dosahnuty
Gmysel, kiory strany mali v &ase uzavretia lejto
2Zmiuvy

‘2‘5-‘MM“P’“WW

suhlas alebo neuspedné dovolania sa

kioréhokolvek ustanovenia tejio Zmiuvy.

12.16. Pokial nie je v lejio Zmiuve dohodnuté inak,

povatuje sa za kontakin osobu Centra Hiavny
skiSajuc. Ukon urcbeny voli Centru sa
povaluje za riadne urobeny aj voti Hiavnému

Zmbuva o Minickom skisdani — veria 25 112021
1 Falastrid Nt - 3321

=
Protokol & CIDGBIS0 12302

shall mean a personal service,
senvice by mail, courier, fax, mail In case of a
change or termination of the Agreement it shall
mean a personal service, service by mail or
Courier, and a document sent by post or courier
shall be deemed deivered on day of its
acceptance by the addressee The date of
service of a document shall be considered the
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12.17. Zmiuvné strany sa dohodli, Ze tito Zmiuva

Prolocol A minor change in the Protocol
mmamnmmwmmdw:doumt
d'llnacmwopoorm-nwolpcm-dum[m
particular examination) performed by the

and has no Impact on remunerabon for
performing the Chmical Trial or on any other
prices specified in this Agreement Minor
changes in the Protocol shall come into effect
onthldlvofthowd-hlrywmn Center In
case, that there came to Major changes to the
Protocol Novartis underiake to submit to the
Center a draft of amendment 1o this Agreament
and the subject matter of the amendment will
be relevant amendment of the Protocol In case
that the change of the Protocol will mean
increase in the scope of actvles which will
mm.Monlraplrmmnmrdsnu
with Appendix 1, together with the amendment
of the Protocol, also a writlen acceptaton of
submitted amendment of this Agreement from
the Center 8 necessary Contracting Pariners,

noting the purposes of this Agreement, which
of the Cinical Tnal

is proper completion
(achieved objectives of the Chnical Trial
handed over all protocols, CRF

records and Novarts Equipment), are obliged
to accept in wriing 8n amendment lo the

withoul delay afer the agreement
the remuneration amangements  iIn

in case of
Novarts and will be obliged 10 pay

amendment
hhwumumm
procedures provided to amendments
bﬂwwwwndmmw
mﬂmmmmmmmn
the invoice, according to the valid
mudncﬂrumnmmw
those services are paying health insurance
wn-.mummmm
rembursed by the health insurance
in a reasonable amount with
mmumdhmmm'

42 18 The Contracting partes undertake thal
Mmuﬂmmﬂnlwm
Mb“dwﬂtﬂnm
necessary by at |east one of the Contracting
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1222 Zmiuvné strany vyhlasujl, 2e si Zmiuvu

precitali, jej obsahu pauumdtb_jum

d

potvrdenie toho, e obsah tleto Zmiuvy
zodpoveda ich skutotnej a siobodnej voli, ju
viastnoruéne podpisali.

€L 13 - Prilohy
Nasledujice prilohy tvoria neoddeliteln(
Wﬂbm.wmhvm
Zmiuve stanovend inak:

parties without undue delay and prolongations,
iLe in the shortest possible period and with
incurring lowest possible costs

1219 This Agreement is construed and
govemed by the Slovak law, The Contracting
parties, in accordance with the prowision of
Section 262 para. 1 and 2 of Commercial Code,
expressly that their contractual

be governed by the Commercial Code. The
Contracting Parties have further agreed that
any dispute arising from this Agreement shall
umwmmlwmwwmmpom
courts of the Siovak Republic.

prevail as agreed by the Contracting Parties.
This Agreement and all of its Appendices
fepresent an entire agreement of the
Ca\m\gpmmuwbmmpu—
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Prilcha & 1. Finan&né podmienky
Priloha & 2: i

Priloha & 3. Protikorupéné
Priloha & 4:

Priloha & 6:
vypustend

Priioha & 8 Popis Klinického ski8ania

Prilcha &. 7:

Priloha &. 8
Priloha & 9

Priloha &. 10
Priloha &. 11

Zriuva o Wirickem shdlan! - verzis 26.11.2021

Novartis / Fakuftind nivnocnics Nitra - 3321
Protokol & CKOBI9012302

. Rozhodnutie etickej komisie
Priloha & 12 Formuldr informovaného sGhiasu
Priioha &, 13: Vypis 2 Obchodného registra
Priloha & 14; Pinomocenstvo Zadévatela
Priloha &. 16: pre PharmDr. Andreu

Pinomocenstvo
Urbenovl 8 Ing. Pelra Takicsa

Appendix 1
Appendix 2
Appendix 3
Appendix 4

Appendix 5
Appendix &
Appendix 7
Appendix 8

Appendix 8.

Appendix 10
Appendix 11
Appendix 12
Appendix 13
Appendix 14

Appendix 15

Financial Terms
Information for the data subject

Anti-Bnbery Rules
Conditions  for  Equipment
Provision

Rules for Reimbursement of
Tnal Subject's Costs-
intentionally deleted

Pnncipal Investigator's Personal
Data Disclosure Form

Protocol

The summary of the protocol in
the Slovak language
Decision of the ethics committee
SIDC

Informed consent form
Certificate of Incorporation
Power of Attorney from the
Sponsar

Power of Attomey for PharmDr
Andrea Urbanové and Ing Peter
Takécs
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Novartis Slovakia s.r.0.

it W B S)

b
Obchox 810
Moo & 1 e  rrst s WATRERE' PharmOr. Ancrea Urbanovi. Novartis Slovakia s.r.o.
ne 28iiade Snomocsnete romey Zizkova 22B
E‘ 811 02 Bratislava
! ] F i -
= ! D#wm / Date apor. 'w‘fm
Obchodné meno / Business name Novartis sro

Meno 8 priezvisko / First and last name Ing Peter Takécs,
na zéklade pinomocenstva/based on power of attomney

Centrum / Center

Miesto / Place UU
ourfom 1101

zastupcal Statutory Representative

i e

Zrrhuva ¢ Kireckom sidan! - verms 25 11 2021
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