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ZMLUVA O KLINICKOM SKUSANI LIEKU PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CLOU064A2304 (dalej len ,,Protokol)

AGREEMENT ON THE CONDUCT OF A CLINICAL
TRIAL ACCORDING TO
THE CLINICAL TRIAL PROTOCOL CLOU064A2304
(hereinafter referred to as the “Protocol™)

Novartis Slevakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava, Slovenskd
republika

1¢0: 36 723 304

DIC: 2022302425

ICDPH:  SK 2022302425

zapisany: Obchodny register MS BA IIL, oddiel:

Sro, vloZka ¢. 44016/B
v mene ktorého kona/zastiipeny:
Ing. Peter Takécs, na zdklade plnomocenstva
PharmDr. Andrea Urbanovd, na ziklade
plnomocenstva
(@alej Ten ,,Novartis*)

a

Fakultni nemocnica Trnava

sidlo: A. Zarnova 11, 917 75 Trnava

1CO: 00610381

DRC: 2021191084

1CDPH: SK 2021191084

zapisany: Zriad'ovacia listina MZ SR, €.
1970/1991-A/1V-1 zo diia 14.6.1991,
v znen{ neskor&ich rozhodnuti

StatutArny zéstupca:

MUDr. Daniel Zitiian, MPH, riaditef

Bankové spojenie: Statna pokladnica

islo uctu: 7000 281 238/8180
IBAN: SK54 8180 0000 0070 0028 1238
BIC: SPSRSKBA

(dalej len ,.Ingtithacia™)
a

Skagajici lekdar: MUDr. Peter Kozub, PhD, MPH
bydlisko: i
datum narodenia:
IBAN:

MAIL: '

(dalej len ,Hlavny SkiaSajiici)

(Novartis, Ingtiticia a Hlavny Skasajuci tiez spolone ako
_zmluvné strany* alebo osobitne ,zmluvna strana®)

uzatvéarajil v zmysle ust. § 269 ods. 2 zakona &. 513/1991 Zb.
Obchodny zékonnik v zneni neskorSich predpisov (d'alej len
,ObZ), tito Zmluvu o klinickom skii$ani lieku (d’alej len
LLmluva®“):

Novartis Slovakia s.r.o.

Registered Seat:  Zizkova 22B, 811 02 Bratislava, Slovak
Republic
Company 1D: 36 723 304
Tax D 2022302425
VAT ID: SK 2022302425
Registration: Commercial Register maintained by
the City Court Bratislava 111,
section: Sro, insert No. 44016/B
Represented by:

Ing. Peter Takécs, on a basis of a power of
attorney

PharmDr. Andrea Urbanova, on a basis of
a power of attorney

(hereinafter referred to as “Novartis™)
and

Fakultné nemocnica Trnava
Registered office: A. Zarnova 11, 917 75 Tmava

Company ID: 00610381

Tax ID: 2021191084

VAT ID: SK 2021191084

Registration: Certificate of Incorporation Ministry of

Health of Slovakia, No. 1970/1991-A/1V-
1 dated 14.6.1991, as amended

Statutory Representative:
MUDr. Daniel Zitfian, MPH, director

Bank: Statna pokladnica

Bank account: 7000 281 238/8180

IBAN: SK54 8180 0000 0070 0028 1238
BIC: SPSRSKBA

(hereinafter as the “Institution”)
and
Investigator: MUDr. Peter Kozub, PhD, MPH
Address:

Date of Birth:

IBAN:
MAIL: 1

(hereinafter as the “Principal Investigator™)

(Novartis, Institution and Principal Investigator also jointly
referred to as the “Parties” and separately as the “Party™)

conclude pursuant to Section 269 (2) of Act No. 513/1991
Coll.,, The Commercial Code, as amended (hereinafter
referred to as the “CC”) this medicine Clinical Trial
Agreement (hereinafter referred to as the “Agreement”):

2/59

Zmiuva o klinickom skusani — verzia 24.11.2021 ~ viacero skisajucich

Novartis / Fakultna nemocnica Trnava- 2251
Protokol &.: CLOUQG4AZ2304



petra.porubcan


petra.porubcan


petra.porubcan



1. Preambula

1. Preamble

L.1.

Zmluvné strany uzatvéraji zmluvny vztah na
ziklade tejto Zmluvy vychidzajuc z existencie
nizdie uvedenych skutoénosti.

1.1.

The Parties are entering into a contractual relationship
based on this Agreement, building upon the exisience
of the following below mentioned matters.

1.2,

Klinické skufanie bude vykonané na ziklade
avsulade  sprisluinym  posidenim  podla
Nariadenia Eurépskeho parlamentu a Rady (EU) &.
5336/2014 zo 16. aprila 2014 o klinickom skiSani
liskov na humanne pouzitie, ktorym sa zruluje
smernica 2001/20/ES (dalej len ako ,,EU-CTRY),
pricom hodnotiaca sprava ohlPadom postdenia
Ziadosti Cast’ ladast’ II musi byt so zaverom
prijatelné”, pripadne ,prijatelné za podmienky
splnenia osobitnych podmienok” Klinické skufanie
bolo riadne povolené Eurdpskou liekovou
agentirou (d’alej len ,EMA*) povolenim EU CTR
zo diia 13.02.2024 pod &.: 2022-502161-19-00.
{dalej len ,Povolenie EU CTR®). Povolenie je
sidastou dokumentacie k Protokolun. Statny tstav
pre kontrolu lietiv (d'alej len ,SUKL*} v Slovenskej
republike predstavuje §tatnu indtituciu alebo organ,
ktorého kompetencie vo vztahu ku klinickému
skidaniu a sledovaniu ddajov o neZiaducich
udalostiach a neZiaducich u¢inkoch produktov alebo
lickov, zaznamenanych u Ulastnikov (ako su
definovan{ niZ§ie) st uvedené v § 129 zdkona ¢&.
362/2011 Zz. o lickoch a zdravotnickych
pomdckach a o zmene a doplneni niektorych
zékonov v zneni neskordich predpisov, (alej len
»LAakon o liekoeh™), Indtitacia a Hlavny sk(i8ajici
bert na vedomie, ze na priebeh skngania dohliadaju
nasledujuce institicie: Stitny tstav pre kontrolu
liegiv (dalej len . SUKL* a/alebo ,,Riadiaci organ™)
a Etickd komisia (d’alej len ,,EK*), ktoré boli
zriadené a zostavené podla plamych pravnych
predpisov.

The clinical trial shall be conducted under and in accordance

with the relevant assessment pursuant to the
Regulation (EU) No. 536/2014 of the European
Parliament and of the Council of 16 April 2014 on
clinical trials on medicinal products for human use,
and repealing Directive 2001/20/EC (hereinafter
referred to s “EU-CTR™), whereby the Report for the
Application Evaluation Assessment Part [ and Part 11
conclusion shall be ,,acceptable” or as the case may be
“acceptable subject to compliance with specific
conditions”. . A clinical study was duly approved by
the European Medicines Agency (hereinafter
referred to as “EMA™) permission EU CTR dated
13.02.2024 under No.:  2022-502161-19-00.
(hereinafter refetred to as “Permission EU CTR™)
The permission is part of the Protocol documentation.
The State Institute for Drug Control (hereinafter
referred to as “SIDC”) is a state institution or body in
Slovak republic whose competence in relation the
clinical trial and for monitoring data on adverse
events and adverse reactions to products or medicines,
which are observed in the Participants (as defined
below) pursuant to Section 129 of Act No. 362/2011
Coll. on Medicinal Products and Medical Devices and
on Amendments to Certain Laws, as amended
(hereinafter referred to as the “Medicinal Products
Act”),.. Institution and Principal Investigator
acknowledge that (hereinafter referred to as “SIDC”
and/or “Governing Body”) and an Ethics Committee
(hereinafter referred to as “EC”™), established and
constituted in accordance with applicable laws
oversee the conduct of the Study.

1.3.

Novartis je splnomocnenym zistupcom zadavatela
klinického skiifania v Slovenskej republike podla §
29 ods. 10 Zakona o liekoch), uzatvarajici tito
Zmluvuo vo vlastnom mene ana vlastny idet, a ma
zaujem realizovat klinické skufanie vyvinutého
produktu alebo licku v Indtiticii podla podmienok
definovanych  vtejto Zmluve. Zadavatelom
klinického sktidania je spolo¢nost’ Novartis Pharma
AG, zalo¥end a existujica podFa prava Svajéiarska,
so sfdlom na Lichtstrasse 35, 4056 Bazilej,
Svajéiarsko. (dalej len ,, Zadavatel™).

1.3.

Novartis is the authorised representative of the
sponsor of the clinical trial in the Slovak Republic
pursuant fo Section 29 para. 10 of Medicinal
Products Act, concluding this Agreement in its own
name and on its own behalf, and is interested in the
conduct of the clinical frial of the developed product
or medicine at the Institution 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 33,
4056 Basel, Switzerland. (hereinafter as the
“Sposor™).

1.4,

Indtiticia  je  poskytovatelom zdravoingj
starostlivosti a disponuje vietkymi technickymi
prostriedkami, ktoré Novartls potrebuje pre
vykondvanie klinického skiidania, aje schopna
zabezpelit' realizdciu klinického skafania podla
podmienok definovanych v tejto  Zmluve
avieobecne zavdznych pravnych predpisoch.
Intitiicia vyhlasuje & rudi, Ze jej zariadenia, ktoré sa
majil pouZit' na vykon kilinické¢ho skii¥ania, riadne
splitaji podmienky stanovené platnymi pravnymi
predpismi a ostatnymi zasadami/indtrukciami

1.4,

The Institution is a healthcare provider and possesses
all technical devices needed by Novartis for the
performance of the clinical trial and is able to ensure
conduct of the clinical irial in accordance with the
conditions defined in this Agreement and in the
generally binding legal regulations. The Institution
represents and warrants that its facilities to be used for
the clinical trial properly meet all the conditions
stipulated by applicable laws and other guidelines
specified in para. 3.8. hereof and that they were
approved by the SIDC.
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¥pecifikovanymi v bode 3.8. tejto Zmluvy, a Ze boli
schvélené SUKL

1.5. Skugajuci oznaluje zdravotnickeho pracovnika, | 1.5. Investigator means a healthcare professional,
vratane Hlavného skadajiceho (lekdra) s potrebnou including the Principal Investigator, (physician) with
kvalifikaciou, ktory je zamestnancom alebo inym relevant qualification, who is an employee or another
zmluvnym pracovnikom Institicie aje odborne contractual staff of the Institution and carries
zodpovedny za vykonavanie klinického skuSania v professional responsibility for the conduct of the
danom mieste skifania aza dodrZiavanie prav clinical trial at the relevant trial site and for the rights
a bezpetnosti Utastnikov a pokial klinické skusanie and safety of the Participants and if the clinical trial is
v jednom mieste vykonava tim osdb, tj. viaceri conducted by a team of persons, i.e. by multiple
Skugajoci (dalej ako ,SkaSajici®), tak vedici Investigators (hereinafter as the , Investigators™), ata
Skisajici, ktory nesie zodpovednost' za cely tim, single place, the supervising Investigator who is
sav takomto pripade oznafuje aj ako Hlavny carrying responsibility for the entire team is in such
skadajoci. Hlavnym skuSajicim pre toto klinické case called as the Principal Investigator. Principal
skiganie je MUDr. Peter Kozub, PhD, MPH. Investigator for this clinical trial is MUDr. Peter

Kozub, PhD, MPH.

L.6. Utastnik oznaduje udastnika klinického skusania, { 1.6.  Participant means clinical trial participant, a person
osobu (pacienta alebo zdravého dobrovolnika), (patient or healthy volunteer) who is taking part in the
ktory sa na zdklade informovaného sihlasu clinical trial and to whom the investigational product
zicastifuje klinického skuSania a ktorej sa ma or medicine is to be administered based on the
podavat alebo podiva skiSany produkt alebo liek informed consent form (hereinafier referred to as the
(falej len ,Subjekt hodnotenia®  alebo “Study Subject” or “Participant™).

,Utastnik™).

1.7. Organizacia na klinicky vyskum (CRO) oznaluje | 1.7. Clinical research organization (CRO) is each
kazd organiziciu, s ktorou Novartis uzavrie zmiuvu organization with which Novartis concludes
o vykonani niektorych alebo vietkych prav a/alebo agreement on exercising some or all rights and/or
povinnosti, ktoré mé ako zaddvatel’ alebo zéstupca performing some or all obligations that it has as a
zadavatela v Slovenskej republike v suvislosti s sponsor or representative of the sponsor in the Slovak
klinickym skaganim produktu alebo lieku (dalej len Republic in connection with the clinical trial of the
LCRO), product or medicine (hereinafter referred fo as

“CRO™).

1.8. Zmluvné strany vyhlasuji, ¥e pred uzavretim tejto | 1.8.  The Parties declare that before entering into this
Zmluvy dokladne zvazili rizikd a obtiaZe, tieto Agreement, they had considered the risks and
porovnali s odakdvanym prinosom pre Ugastnikov difficulties, compared them with the expected benefit
a pre verejny zaujem a dogli k zédveru, Ze oakavany for the Participants and for the public interest and
prinos tohto klinického skuSania ospravediiiuje arrived at the conclusion that the expected benefit of
pripadné predvidatelné rizikd a obtiaZe. Zmiuvne this clinical trial justifies any potential expectable
strany vyhlasujd, e si nie si vedomé Ziadnych risks and difficulties. The Parties declare that they are
prekézok, ktoré by branili tomu, aby sa dohodli na not aware of any obstacles that would prevent them
predmete, iéele a vietkych ostatnych ustanoveniach from agreeing on the subject-matter, purpose and all
tejto Zmluvy. other provisions of this Agreement.

2. Predmet Zmiuvy 2. Subject-Matter of the Agreement

2.1. Toto klinické skuSanie lieku je biomedicinskym | 2.1.  This clinical trial of a medicine is a biomedical
vyskumom na &loveku na ziklade zdravotnej research in humans based on a medical indication
indikacie podl'a § 26 a? 34 zikona &. 576/2004 Z. z. according to Sections 26 to 34 of Act No. 576/2004
o zdravotnej starostlivosti, sluzbach svisiacich s Coll. on Healthcare, Services Related to Healthcare
poskytovanim zdravotnej starostlivosti a 0 zmene a and on Amendments to Certain Laws, as amended
doplneni niektorych zdkonov v zneni neskorsich (hereinafter referred to as the “Healthcare Act”) and
predpisov  (dalej len ,Ziken o zdravotnej a clinical trial of medicines in accordance with
starostlivosti) a klinickym skasanim liekov podia Sections 29 to 44 of the Medicinal Products Act.

§ 29 a¥ 44 Zdkona o lickoch.

2.2. Predmetom tejto Zmluvy je zéviizok Inititicie | 2.2.  The subject-matter of this Agreement is the
umoznif na svojich pracoviskach klinické skiSanie undertaking by the Institution to enable conduct of the
lieku a s vyuZitim vietkych  technickych clinical trial of the medicine at its sites, and using all
prostriedkov vykonat klinické skusanie podl'a tejto technical facilities, to conduct the clinical trial in
Zmluvy a Protokolu, ktoré v prospech Novartisu accordance with this Agreement and the Protocol by
vykond Inititicia prostrednictvom Skusajucich, the Institution through Investigators who will proceed
ktori buda postupovat v silade s terminmi a to the benefit of Novartis and in accordance with the
podmienkami Protokolu klinického skusania podla terms and conditions of the Protocol of the clinical
Prilohy &. I tejto Zmluvy. V spojen{ s tym Indtitlcia trial pursuant to Annex No. 1 hereto. In this
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a Hlavny Skusajici vytvoria podmienky, poskytmia v
prospech Novartisu potrebné sluZby, zabezpedia
spravne uchovéavanie skaSanych produktov alebo
liekov a bezpedn(i manipuldciu s nimi najma podfa
poZiadaviek Zakona o liekoch a vnutornych
predpisov Indtiticie, plynuly pristup Skiiajucich
k nim, budq niest zodpovednost’ a dodrzavat’ vietky
prava a povinnosti v rozmedzi im prishichajicim
zavdzkom a povinnostiam tak, ako je uvedené v tejto
Zmluve, jej Prilohe &. 1 a vyvini primerané silie na
dodrZanie ¢asového pldnu uvedeného v Priiohe &. 1
Zmluvy; kaZ?dé omeSkanic bez odkladu ohlasi
Hlavny skuSajuci Novartisu a viemoZne sa bude
usilovat’ dasovd stratu vyrovnat, Intiticia sa lieZ
zavizuje, Ze pofas klinického skiania bude
v zariadeniach Inititicie k dispozicii konzultatné
miesto, kde Skiuajici aostaini kompetentni
pracovnici  Indtiticie budd mdct  poskytnif
nevyhnutné informdcie vietkym Utastnikom.

connection, the Institution and the Principal
Investigator shall create conditions as needed, provide
necessary services to Novartis and ensure correct
storage of investigational products or medicines and
their safe handling namely pursuant to the
requirements of the Medicinal Products Act and
internal regulations of the Institution, provide
continuous access to them by the Investigators and
take responsibility and obligations in the manner set
out in this Agreement, Annex No. | and exert
appropriate efforts in order to observe the schedule
listed in Annex No. I of the Agreement; Principal
Investigator shall promptly notify Novartis of any
delay and use all efforts in order to make up for the
lost time. The Institution also undertakes to ensure a
consultation place, available in those facilities
throughout the duration of the clinical trial, where the
Investigators or the representatives of Novartis may
provide all Participants with necessary information.

23, Zmluvné strany si nie st vedomé Ziadnej prekazky, | 2.3.  The Parties are not aware of any obstacles that would
ktora by branila alebo by mohla branit’ nasledujicim prevent or might prevent them from the following
vyhlaseniam: statements:

- Hlavny Skn¥ajici je ako lekdr plne - Principal Investigator is a physician who is fully
kvalifikovany bez akéhokolvek obmedzenia and without limits qualified to make all medical
prijimat’ vSetky lekarske rozhodnutia tykajice decisions pertaining to the Participants that will
sa Utastnikov, ktoré sa v stvislosti s klinickym be or will have to be made in connection with the
ska¥anim urobia alebo ktoré bude potrebné clinical trial, and provide all health care
urobit, a poskytovat vietku zdravotni associated with the clinical trial which the
starostlivost’ suvisiacu s klinickym skuganim, Institution and Investigator undertake to conduct
k vykonu ktorej sa Indtiticia a Skdasajici touto by means of this Agreement,

Zmluvou zavizuji,

- vietky osoby, ktoré¢ sa budd pedielat’ na - all persons involved in the conduct of the clinical
vykondvani klinického skii$ania, sii pre plnenie trial are professionally qualified to perform their
svojich uloh odborne vzdelané a disponuju tasks, and possess relevant knowledge and
prisludnymi vedomostami a skiisenostami. experience,

2.4, Indtiticia a Skdsajuci sa zoznamili so spravnym | 2.4. The Institution and Investigators have made
pouZivanim a vlastnostami hodnoteného produkiu themselves familiar with correct use and properties of
alebo lieku, ako aj so vietkymi informéciami the product or medicine under evaluation, as well as
obsiahnutymi v  prisiu$nych dokumentoch a with all information contained in relevant documents
Protokole, a budu postupovat’ vidy a len v stlade s and the Protocol, and shall at all times proceed strictly
nimi. in accordance with them.

2.5, Indtiticia a Hlavny Skuajici  vyhlasujn, Ze | 2.5. The Institution and the Principal Investigator
Sktifajuci st zdravotnickymi pracovnikmi a represent that the Investigators are ahealth care
zamestnancami  In§titicie, poskytuju  zdravotnu professionals and provides health care under an

starostlivost na zaklade pracovnopravneho alebo
iného zmluvného vztfahu s Indtitticiou a Skugajici
budti vykonavat’ ttlohy podla tejto Zmluvy v mene
av ramci Indtithcie anie ako samostatni
poskytovatelia zdravotnej starostlivosti v zmysle
platnych pravnych predpisov.

employment or other contractual relationship with the
Institution and the Investigators will conduct the
activities under this Agreement on behalf of and
within the Institution and not as an independent
healthcare providers in accordance with applicable
laws.

3. Zakladné podmienky realizacie klinického skiiSania

3. Basic Requirements for the Conduct of the Clinical

Trial

Klinické skifanic sa moZe zadat aZ po:

posideni podTa EUJ-CTR, pri¢om hodnotiaca sprava
ohladom posudenia Ziadosti Cast’ I a Cast’ H musi byt
so zaverom ,prijatelné”, pripadne ,prijatelné za
podmienky splnenia osobitnych podmienok™,
pisomnom s0hlase prisluiného organu alebo
organizacie (spolo¢nosti), ktory(d) vlastni alebo je
zodpovedny(4) za prevadzku priestorov, v ktorych

The clinical trial may only commence after:
assessment pursuant to the EU-CTR, whereby the
Report for the Application Evaluation Assessment
Part I and Part I conclusion shall be ,,acceptable” or
as the case may be “acceptable subject to
compliance with specific conditions™

the written approval of relevant authority or
organisation {company) that owns or is responsible
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sam4 uskutodnit klinické skiifanie, a to v pripade ak
tieto priestory nie su vlastnené alebo za ich
prevadzku nezodpovedé Indtiticia,

for the administration of the facility in which the
clinical trial is to be performed has been obtained, if
such auathority or organisation is not the Institution,

3.1.3.  tom &o bol formular informovaného suhlasu (8lanok | 3.1.3  the informed consent form (article 3.12.) has been
3.12.) schvdleny prisludnym orgénom, approved by the relevant auhthority,

3.1.4  nadobudnuti adinnosti tejto Zmluvy. 3.1.4. entry inio force of this Agreement.

Tieto dokumenty su pre zacatie klinického skiiSania These documenis are inevitable for the clinical
nevyhnutné. trial to commence.

32. Klinické skudanie sa vykonava len na pracovisku (v | 3.2, The clinical trial is only conducted at the site (centre)
centre) alebo na pracoviskich (v centrch), ktoré si or sites (centres) listed in Annex No. 1 hereto. The
uvedené v Prilohe & 1 tejto Zmluvy. Institicia Institution and the Principal Investigator shall ensure
a Hlavny skii$ajici zabezpedi a pisomne potvrdi, Ze and confirm in writing that each site (cenire)
kazdé pracovisko (centrum) mad nevyhnuiné possesses facilities and staff inevitable for the conduct
zariadenia a personal na vykonanie Klinického of the clinical trial and that the Institution and the
skigania a 7e Intitiicia a Hlavny skdfajici vyvinie Principal Investigator shall use its best endeavours,
maximdlnu  snahu, ktord je moZné od nej which may fairly be required, to ensure that these
spravodlivo poZadovaf, aby sa tieto podmienky conditions remain unchanged during the entire period
nezmenili po celi dobu jeho vykongvania. of the clinical trial.

3.3. Novartis a CRO (ak existuje) st opravneni vykonat' | 3.3,  Novartis and CRO (if any) are authorised to inspect
in¥pekciu kazdého navrhnutého pracoviska (centra) cach proposed site before commencement and during
pred zadiatkom i v priebehu klinického skisania s conduct of the clinical trial in order to make certain
cielom presvedtit’ sa, Ze pracovisko (centrum) je that the site (centre) is suitable and has all facilities
vhodné a ma vietky potrebné zariadenia a personal and staff necessary for the conduct of the clinical trial.
na vvkonanie klinického skijania.

34. K zmene miesta pracoviska (centra), v ktorom sa [3.4. The change of the site (centre) in which the clinical

vykondva klinické skaganie, a k ukonceniu ucasti
Skugajiceho na vykonavani klinického skusania,
k zmene &i doplneniu Skiidajiiceho, moZe prist’ len
na ziklade pisomného dodatku k Zmluve v salade
s ustanovenim 16.5 Zmluvy; na nového skaajuceho
sa v takom pripade pouZiju vietky ustanovenia tejto
Zmluvy o Skigajucom.

Mlavny skusajuci sa zavdzuje vlehote 10
pracovnych dni vopred pisomne informovat
Novartis o skutonosti, Ze Skugajuci uz d'alej nebude
vykondvat' tlohy SkuSajuceho alebo Ze tieto tlohy
u¥ Skudajici dalej vykonavaf nemdZe. InStitucia
a Hlavny skudajici sa zavizuju poskytn(t’ Novartisu
potrebni  sitinnost pri  hfadani a nahradzani
Skugajiiceho novym  skugajicim  vyhovujlcim
Novartisu. V pripade Hlavného skiSajiceho musi
byt Nabor novych Ukastnikov pozastaveny do &asu,
kym ddjde k nahradeniu Hlavného SkusSajiceho
novym hlavnym skilajucim. InStiticia berie na
vedomie, ¢ Novartis bude poskytoval’ platby za
Utastnikov, ktori boli nabrani do klinického
ski¥ania v ¢ase vykondvania klinického skiSania
Hlavaym Ska¥ajicim, aviak do vymenovania
nového hlavného skuajGeeho nebude poskytovat
platby za pripadnych novych Utastnikov.

Novartis méa pravo spomedzi zamesinancov
Ingtiticie vybrat pre Kklinické skaanie alebo
zamietnut akéhokoPvek nového skusajiceho,
ktorého navrhne Inititticia alebo Hlavny skasajici.
Povinnostou nového skigajuceho bude zaviazat' sa
k plneniu_podmienck stanovenych touto Zmnluvou

trial is performed, or discontinuation of the
participation of the Investigator in the conduct of the
clinical trial, or the replacement or adding of an
Investigator is possible only upon a written
amendment to this Agreement in accordance with
clause 16.5 of this Agreement; all provisions
regarding the Investigator under this Agreement shall
be applied to the new investigator in such case.

The Principal Investigator shall inform Novartis in
writing within ten (10) business days in advance about

the fact that the Investigator will not conduct the

clinical trial anymore or that the Investigator is unable

to continue to perform its duties as Investigator. The

Instition and Principal Investigator shall provide
reasonable assistance in finding a replacement
acceptable to Novartis. In case of Principal
Investigator, the enrolment of new Participants shall
be put on hold until the new Principal Investigator has
been appointed. The Institution acknowledges that

Novartis will continue te make payments for

Participants aiready enrolled by the prior Principal
Investigator but shall not make payments for new
Participants.

Novartis is entitled to select or refuse among the staff
of the Institution any new investigator proposed by the
Institution or Principal Investigator for the clinical
trial. Any new investigator will be obliged to
undertake to meet the conditions stipulated by this
Agreement by signing an amendment to this
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podpisom dodatku ktejto Zmluve v silade
$ ustanovenim 16.5. tejto Zmluvy; Indtiticia alebo
Hlavny skG3ajici sa zavizuje zabezpelit' takyto
zévizok asiOhlas nového skG8ajaceho. Podas doby
vyberu nového skil$ajuceho sa Zmluyné strany,
v zdujme riadneho pokradovania v névitevach
Utastnikov podFa Protokolu, dohodna na ustanoveni
do€asného skdfajiceho. Pokial’ sa Zmluvné strany
nedohodnti na novom skisajiicom v Iehote 30 dnf od
ukondenia 1fasti pbvodného Skidajiceho na
klinickom skifani, Novartis je opravneny od tejto
Zmluvy odstipit’ s okamZitou platnoston. V pripade
ak Hlavny skufajici prestane byt zamestnancom
alebo zmiuvnym spolupracovanikom Indtiticie,
Novartis je opravneny presunit vykondvanie
klinického skt$ania z Institicie do novej indtittcie,
ktorej sa stal Hlavny skiiajici zamestnancom alebo
s ktorou zadal zmluvne spolupracovat. Indtiticia sa
zavizuje poskytnut’ Novartisu a
Hlavnému skagajicemn  siéinnost pri  takomto
presune klinického skiSania do novej inititicie,
vratane poskytnutia  sG&innosti  pri  presune
zdravotnej dokumenticie Ugastnikov tykajiicu sa
tohto klinického skiSania.

Agreement in accordance with clause 16.5 of this
Agreement; the Institution undertakes or Principal
Investigator to ensure such obligation and approval of
the new investigator. During the selection process of
the new investigator, Novartis shall agree immediately
with the Institution {o appoint an ad interim
investigator in order to continue to perform the
Participants’ visits according to Protocol. I the Parties
do not agree on the new investigator within 30 days
after the original Investigator ceases to participate in
the clinical trial, Novartis will be entitled to withdraw
from this Agreement with immediate effect. If the
Principal Investigator stops to be an employee of the
Institution or ceases to be  affiliated with the
Institution, Novartis shall have the right to transfer the
conduct of the clinical trial from the Institution to the
new instition to which the Principal Investigator
became an employee or started to be affiliated with
and the Institution agrees to fully cooperate with
Novartis and the Principal Investigator in the
transition of such clinical trial, including assisting
with the transfer of any Participant’s medical records
relating to this clinical (rial

3k3:

Hlavny skiidajici méZe podl'a svojho uvéaZenia uréit
d’al3ie osoby spomedzi zamestnancov Inititicie ako
spoluskosajucich, ktori budd asistovat pri
vykondvani klinického skaSania. Hlavny skiSajici
je povinny do 7 dni od uréenia kazdej takejto osoby
oznamit’ identifikaéné adaje tejto osoby Novartisu;
uvedené rovnako plati pri akejkolvek zmene
takychto oséb. Novartis m4 pravo vyslovit nesthlas
s (¢astou konkrétnej osoby v klinickom skugani, a
to do 7 dnf od dorudenia oznamenia udajov o takejto
osobe alebo o zmene takejto osoby, a zarovell ma
povinnost’ oznamit’ tento svoj nesthlas Hlavnému
skadajucemu. Hlavny skdfajuci je povinny
zabezpelit, Ze osoba, voéi kiorej bol takyto nesihlas
vysloveny, sa klinického skf$ania neziic¢astni.
Indtiticia ani Hlavny skidajici neposkytni
spoluskidajiicim Ziadny Medicinsky produkt a/alebo
Materidl (ako su definované niZgie), pokial’ nebudd
matf  suhlas od Novartisu na menovanie
spoluskdsajucich do ich  funkcie. VSetci
spoluskifajiici budi adekvatne kvalifikovani,
adekvatnym sposobom preskoleni. Hlavny skafajuci
zodpoveda za vedenie timu spoluskisajicich, na
ktorych sa budi vo vietkych ohladoch vatahovat
rovnaké podmienky ako na Hlavného skugajuceho
na zdklade tejto Zmluvy. Indtiticia a Hlavny
Skiidajuci zodpovedajii za sluZby poskytované
pracovnikmi Institicie, t.j. poskytovanie zdravotnej
starostlivosti a vykondvanie klinického skdagania a
zavizuju sa, Ze poskytovanie vietkych tychio
sluZieb bude zverované kompetentnym osobam.
Hlavny SkdZajaei a Indtitiicia budd ukladat” vietky
prisludné pokyny k plneniu dloh vyplyvajicich z
tejto  Zmluvy osobam podielajicim sa na
vykonavani klinického skuSania v silade s pokynmi
Novartisu. Hlavny  skaSajici  je  povinny

3.5,

The Principal Investigator may, at his/her own
discretion, appoint further persons among employees
of the Institution as sub-investigators who will
provide their assistance in the course of the clinical
trial. The Principal Investigator is obliged to report to
Novartis identification details of such person within 7
days from appointment of such person; the same
applies to any replacement of such persons. Novartis
has the right to express its disapproval of the
participation of a particular person in the clinical trial
within 7 days from the delivery of the report with the
details of such person or the report announcing
replacement of such person, and at the same time has
obligation to notify the Principal Investigator of such
disapproval. The Principal Investigator is obliged to
ensure that the person against whom such disapproval
has been expressed may not participate in the clinical
trial. The Institution and the Principal Investigator
shall not provide the sub-investigators with any
Medicinal Product and/or Material (as specified
below), without the consent by Novartis with
assigning the sub-investigators to their positions. All
sub-investigators will be adequately qualified will
undergo adequate requalification. The Principal
Investigator is responsible for the supervision of the
team of sub-investigators who will be in all respects
subject to the same conditions as the Principal
Investigator pursuant to this Agreement. The
Institution and the Principal Investigator are
responsible for services provided by the employees of
the Institution, i.e. the provision of healthcare and the
conduct of clinical trials and undertake that only
competent persons will be enfrusted with the
provision of all services. The Principal Investigator
and the Institution will issue all instructions relevant
for the performance of tasks resulting from this
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zaznamenavat a dohliadaf’ na plnenie tloh, ktoré
boli Skfi¥ajucim/spoluskisajucim zverené. Hlavny
skasajici je povinny poskytnit Novartisu svoj
aktudlny podpisany Zivotopis ako aj aktudlny
podpisany Zivotopis Skusajiicich a spoluskii$ajéeich
ako aj pripadné d'aldie prisluiné dokumenty
osveddujice jehofjej/ich kvalifikiciu a odborné
skisenosti,. Na spractivanie oscbnych udajov
zamestnancov Indtitticie v zmysle tohto bodu sa
aplikuje ¢l. 12 tejto Zmluvy primerane.

Agreement to persons participating in the conduct of
the clinical trial in accordance with the instructions
given by Novartis. The Principal Investigator shall
document and oversee the duties delegated to the
Investigators/sub-investigators. The  Principal
Investigator shall provide Novartis with an up-to-date
signed CV of him/her and of the Investigators and the
sub-investigators as well as all other relevant
documents establishing his/her/their qualification and
professional experience. The processing of personal
data of employees of the Institution under this para.
shall be governed by the Art. [2 hereof accordingly.

3.6. Ak Skusajuci alebo Intitiicia pouziji na vykonanie | 3.6.  If the Investigators or Institution make use of an
niektorej analyzy &i vySetrenia, ktoré je potrebné pre external laboratory for the conduct of any analysis or
tigely klinického skuSania, externé laboratérium, assessment necessary for the purposes of the clinical
presveddi sa, & je dostatolne materidlne trial, they shall ascertain that such laboratory has
a persondlne vybavené na to, aby kompetentnym a sufficient materials and staff available for the
profesiondlnym spdsobom vykondvalo &innost' v performance of activities in a competent and
silade s poZiadavkami spravnej laboratérnej praxe; professional manner and in accordance with the
Indtiticia alebo Ska¥ajuci mdZu pouZit externé requirements of the good laboratory practice; the
laboratérium na vykon len tych analyz a vySetreni, Institution or the Investigators are entitled to make use
ktoré podla tejto Zmluvy alebo Protokolu alebo of an external laboratory for the conduct of only such
ozndmenia Novartisu nemajii byt vykonané analyses and examinations, which shall not be
v centralnych laboratériach pre klinické skiSanie conducted, under this Agreement or the Protocol, in
alebo inych laboratériach uréenych Novartisom. central laboratories for the clinical trial or in other
Okrem vyuZivania zmluvnych laboratérii podla laboratories determined by Novartis. In addition to the
predchédzajicej vety alebo podla iného pisomného use of contractual laboratories pursuant to previous
vyjadrenia Novartisu, Skuodajici alebo Indtitacia sentence or any other written statement by Novartis,
nezrudi alebo neodstipi od Ziadnej stGéasti prace, the Investigators or Institution will not cancel or
ktorn méa na zaklade Zmluvy vykonat' anenecha withdraw from any part of work they have to make
plnit’ nijaké povinnosti podla Zmluvy inej osobe. Aj based on the Agreement and shall not assign any
v pripade sihlasu Novartisu so subdodavkou, obligations pursnant to the Agreement to another
Ingtiticia a SkuSajici zodpovedaji akoby &innosti person. Even if Novartis agrees with a sub-delivery,
vykonali sami. Vykonavanic laboratérych the Institution and Investigators shall retain their
vysetreni ku  klinickému  skidaniu  bude responsibility as if they had performed such activities
zabezpedené, v pripadoch uréenych Novartisom themselves. Performance of laboratory examinations
priamo zo strany Novartisu resp. Zaddvatela related to the clinical trial shall be ensured, in cases
asobitnymi zm!uvami s prisluinymi laboratériami a determined by Novartis, directly by Novartis, event.
Novartis oznami tieto laboratorié Institacii. by the Sponsor, via separate contracts with the

relevant laboratories, whereby Novartis shall notify
Institution of those laboratories.
3.7. Pred zatiatkom Klinického skufania poskytne | 3.7. Prior to the commencement of the clinical trial,

Novartis Hlavnému Skigajacemu, prip. SkdSajucim
a In&titcii, priamo alebo prostrednictvom CRO (ak
existuje), Protokol, CRF/eCRF a daldie sivisiace
dokumenty, ako aj vietky déleZité farmakologicke,
toxikologické a klinické informacie, ktoré si
potrebné pre spravne naplanovanie a vykonanie
klinického  skisania (dalej len . Suvisiaca
dokumentacia®). Suvisiacu dokumentaciu bude
Novartis podla potreby aktualne
dopliat/aktualizovat i v priebehu klinického
skudania.  Povinnosf  Novartisu  poskytoval
dokumenty, informdcie, ktoré st sudastou
Stvisiacej dokumentacie sa nevyZaduje v pripadoch,
ak s tieto dokumenty, informdcie 'ahko dostupne v

Novartis shall provide to the Principal Investigator,
event. to the Investigators and the Institution, directly
or through a CRO (if any), the Protocol, CRF/eCRF
and other related documents as well as any and all
important pharmacological, toxicological and clinical
information which is needed for correct planning and
conduct of the clinical trial (hereinafter referred to as
the “Related Documentation™). Novartis will update
such Related Documentation as necessary even in the
course of the clinical trial. The obligation of Novartis
to provide documents, information which are part of
Related Documentation is not needed, if such
documents, information are easily available in
published materials, or if it can be reasonably

publikovanych materidloch, alebo ak sa di assumed that the Investigators have, as a result of their
opravnene predpokladat, Zc¢ SkuSajuci maju professional education, sufficient knowledge of the
vzhladom na svoje profesiondine vzdelanie relevant issue.

dostatoéné vedomosti o tejto problematike.
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3.8.

Inititicia a Skidajici vykonaja klinické skiidanie v
silade s platnymi pravnymi predpismi, a to najmé
Zdkonom o zdravotng) starostlivosti, Zikonom o
Hekoch, vykondvajiicimi predpismi Ministerstva
zdravotnictva  Slovenskej republiky najmd o
poFiadavkach na klinické skii¥anie a spravau klinicka
prax a na pracovisko (centrum), na ktorom sa
vykonava klinické skianie, Nariadenfm Eurdpskeho
parlamentu a Rady (EU) 2016/679 z 27. aprila 2016
o ochrane fyzickych osdb pri spractivani osobnych
tidajov a o vol'nom pohybe takychto iidajov, ktorym
sa zru¥uje smernica 95/46/ES (vieobecné nariadenie
o ochrane udajov) (d'alej len ,Nariadenie™) a
zakonom & 18/2018 Z. z. o ochrane osobnych
udajov a o zmene a doplnent niektorych zakonov
v zneni neskor§ich predpisov (d’alej len ,,Zdkon
0 ochrane osobnych idajov*), inymi prislunymi
nariadeniami, smernicami a etickymi predpismi, a v
zhode s podmienkami a zésadami stanovenymi:

a) v Posudeni podfa EU-CTR vydanom na
vykonanie  klinického  ski3ania a
pripadnymi  d'al§imi indtiticiami ako
vyplyva z prislu$nych ustanoveni tejto
Zmluvy;

b) v Protokole a vietkych jeho dodatkoch
vydanych Novartisom a oznamenych
Instithacii, ktoré sa takto stiAvaji sugastou
podmienok  tejto  Zmluvy. Zmenu,
porudenie postupu & odchyllu od
Protokolu moZno vykonat len v pripade, Ze
je nuiné vylagit okamZité nebezpedenstvo
hroziace Ugastnikovi, pridom je povinnost
toto  skutofnost  okamZite  oznamif
Novartisu akoukol'vek formou, pisomne
vak najneskdr do 2 dni od okamihu, kedy
tato skutoénost’ nastala, a v pripade ak to
stanovuje pravny predpis, Zmluva alebo
Protokol, oznamit' tito skutoénost aj
Etickej komisii &i Riadiacemu organu, resp.

akémukolvek inému orgdnu v sualde
s platnou legislativou;
<) v inStrukcii Novartisu nazvanej ,,Prirucka

pre skusajiccho™ (Investigator’s Brochure)
obsahujiicej vietky v siiGasnej dobe zname
informacie o Medicinskom  produkte
pouzitom v klinickom skifani a jeho
vlastnostiach. Prirucku Novartis odovzdal
Sknfajacim  abude ju  aktualizovat
v periodicite vyZadujlicej stavom
klinického  skifania alebo  stanovej
pravnymi  predpismi. Prirucka bude
pripojend k Dokumentacii §tidie;

d) vieobecnymi  podmienkami  Novartisu
{pokial' ich Novartis vydal a poskytol
Indtitieii  a SkdSajucim o vykonavani
klinickych sk$ani, s vynimkou tych

3.8.

The nstitution and Investigators will conduct the
clinical trial in accordance with applicable laws, in
particular with the Healthcare Act, the Medicinal
Products Act, implementing regulations of the
Ministry of Health of the Slovak Republic mainly
with regard to the requirements for clinical trials and
good clinical practice and for the site {centre), where
the clinical trial is to be conducted, Regulation of the
European parliament and of the Council on the
protection of natural persons with regard to the
processing of personal data and on the free movement
of such data, and repealing Directive 95/46EC
(General Data Protection Regulation) (hereinafter
referred to as the “Regulation™) and Act no. 18/2018
Coll. on Personal Data Protection and on
Amendments to Certain Laws, as amended
(hereinafter referred to as the “Persomal Data
Protection Aet™), other orders, directives and ethical
regulations and in line with the conditions and
principles set out in:

a) the assessment pursuant to the EU-CTR issued
for the conduct of the clinical trialor any other
institutions, as prescribed by the relevant
provisions of this Agreement;

b)  the Protocol and all annexes thereto issued by
Novartis and communicated to the Institution,
which thus become part of the conditions of
this Agreement. Any amendment, breach of
any procedure or deviation from the Protocol is
allowed only in case it is necessary to exclude
an imminent danger for the Participant; 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,
Agreement or Protocol, to notify the Ethics
Committee or or Governing Body as well, or
any other authority pursuant to the applicable
legislation;

c) an instruction issued by Novartis entitled
“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 Investigators
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 Trial
Documentation;

d) general terms and conditions of Novartis
{provided that Novartis has issued them and
submitted them to the Institution and the
Investigaiors on the conduct of clinical trials,
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podmienock, ktoré st modifikované touto
Zmluvou,

€) Spravnou klinickou praxou (GCP ICH) a
podmienkami vychadzajicimi z Helsinskej
deklaracie. Sprdvna klinicka prax (GCP
ICH) oznatuje medzindrodné smernice a
zasady tykajice sa spravnej klinickej praxe,
kioré konkrétne wurcil Novartis pre ucely
klinického skiania. V pripade, Ze neboli
konkrétne stanovené, platia tie zasady GCP
ICH, ktoré boli prijaté v krajine alebo v
krajinich, kde sa klinické sku3anie
vykonava. Helsinskd deklaracia oznatuje
najnoviin verziu Helsinskej deklaracie
svefove] lekarske] asocidcie v Case
vykondvania klinického skuSania, vratane
vietkych zmien uskutoénenych v priebehu
klinického skisania;

D Konsolidovanou smernicou © spravnegj
Klinickej praxi Medzindrodnej konferencie o
zostiladeni technickych poZziadaviek na
registraciu farmaceutik na humanne pouZitie
a ostatnymi vieobecne zaviznymi pravnymi
predpismi a platnymi poZiadavkami spravnej
klinickej praxe,

£) pisomnymi pokynmi Novartisu.

Skiigajici a Ingtitdcia berd na vedomie, Ze Novartis
ajeho pridruZené osoby (tak ako si definované
vélanku 13.6. Zmluvy) musia dodriavat
ustanovenia (i) zakona Spojendho krafovstva
o tiplatkarstve z roku 2010 (the Bribery Act 2010 of
the United Kingdom (Bribery Act)); (ii) zakona
Spojenych §tatov americkych o uplatkéarskych
praktikdch v zahrani¢i z roku 1977 (the Foreign
Corrupt Practices Act 1977 of the United States of
America (FCPA)) a (iii) akychkolvek daliich
protikorupénych  pravonych predpisoch  (dalej
spolotne len “Prislu§né protikorup&né privne
predpisy”). Zhmutic  kIugovych  principov
Prisludnych protikorupénych pravnych predpisov je
uvedené v prilohe €. 5 Zmluvy. Skusajici a Institicia
nemdZu priamo alebo nepriamo povolif' ani nabadat’
svojich zamestnancov, zastupcov, poradcov alebo
inych splnomocnencov, aby sa zapojili do
akejkolvek innosti, ktora je zakdzana Prislusnymi
protikorupénymi pravnymi predpismi, vratane
Gplatkéarstva, ilegdlnych  provizii, ilegalneho
vyplicania vynosov alebo inych korupénych
obchodnych prakiik.

Ingtiticia a SkO%ajici vyhlasuji, Ze  vyvinu
maximalnu snahu, ktord je moZné od nich
spravodiivo poZadovat', Ze, zamestnanci In3titicie
ako aj iné osoby ziufastiujice sa na klinickom
sktgani 1) budd dodrZiavat prisluiné pravne
predpisy, 2) budu dodrZiavat vietky povinnosti
podFa tejto Zmluvy, 3} sa oboznamia s Protokolom,
ktory buda dodrZiavaf’

except for the conditions medified by this
Agreement;

e) good clinical practice (GCP ICH) and
conditions based on the Declaration of
Helsinki. Good clinical practice (GCP ICH)
means international directives and principles
pertaining to good clinical practice, which have
been specifically determined by Novartis for
the purposes of the clinical trial. If they have
not been set out specifically, the principles of
GCP ICH adopted in the country or countries
where the clinical trial is conducted shall apply.
The Declaration of Helsinki means the latest
version of the Declaration of Helsinki issued
by the World Medical Association valid at the
time when the clinical trial is conducted,
including all amendments thereto made in the
course of the clinical trial;

f) Consolidated guideline on good clinical practice
of the International Conference on
Harmeonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use
and other generally binding regulations and
applicable requirements for good clinical
practice,

2) written instructions given by Novartis.

The Investigators and the Institution acknowledge
that Novartis and its Affiliates (as defined in art. 13.6.
of the Agreement) 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 Annex 5 of the Agreement.
The Institution and the Investigators 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 Institution and the Investigators declare that they
will make every effort that can fairly be required of
them, that the Institution’s employees and other
persons involved 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.

10/59

Zmluva o Klinickom skugani — verzia 24.11.2021 — viacero skasajticich
Novartis / Fakultna nemocnica Trnava- 2251
Protokol &.: CLOUDB4A2304



3.9.

Dokumenty uvedené v &lanku 3.7. tejto Zmluvy st
déverné a informacie o ich obsahu méi byt
poskytnuté len pracovnikom miesta vykonavania
klinického ski¥ania poverenym ¢&i menovanym
podla ¢l. 3. tejto Zmluvy a orgdnom a mstitliciam
uvedenym v tejto Zmluve. Povinné zvergjnenie
Zmluvy sa nepovaZuje za poskytnutie dévemnych
informécii. Dokumenty uvedené v Elanku 3.7. tejto
Zmluvy si/budi poskytnuté na ziklade preberacieho
protokolu.

3.9.

Documents listed in para. 3.7. hereof are confidential
and information on their content may only be
provided to the staff at the clinical trial site which has
been delegated or appointed in accordance with Art.
3. hereof and to bodies and institutions listed in this
Agreement. Obligatory disclosure of the Agreement
shall be not considered as providing confidential
information. The documents listed in para. 3.7. hereof
of this Agreement are/will be provided on the basis of
an aceepiance report

3.10.

Zodpovednost za styk a rokovanie s Etickou
komisiou a Riadiacim orgénom, resp. inymi organmi
posudzujucimi klinické skuganie preberd v rdmei
tohto klinického skiifania Novartis, pokial nie je
viejto Zmluve alebo zmluvnymi stranami
dohodnuié v konkrétnom pripade inak. Uchovéavanie
dokumentdcie a podivanie sprdv sa riadi touto
Zmluvou, jej prilohami, d’al§imi dokumentmi, na
ktoré Zmluva odkazuje a vieobecne zdvdznymi
predpismi.

3.10.

Unless agreed otherwise in this Agreement or by the
Parties for a specific occasion, Novartis accepts
responsibility for the liaison and negotiations with the
Ethics Committee and Governing Body, or other
authorities assessing the clinical trial during this
clinical trial. Maintenance of documentation and
reporting are governed by this Agreement, annexes
hereto and other documents to which this Agreement
refers and generally binding regulations.

311

Do klinického skigania bud zaradeni Utastnici
v poétoch urdenych v Prilohe & 1 tejto Zmluvy .
Akdkolvek zmena v potte Utastnikov musi byf
vopred pisomne schvdlend Novartisom (e-mail
osoby  poverengj monitorovanim  klinického
skifania vstlade sbodom 5.1, zaslany
Skid3ajucemu, sa povaZuje za postadujici).

V pripade multicentrického klinického skiSania je
Novartis na ziklade svojho slobodného uvaZenia
oprévneny od Institicie a Skagajicich pozadovar,
aby ukongili nabor Utastnikov, ato pred
dosiahnutim touto Zmluvou predpokladaného poctu
Utastnikov  klinického  skufania.  In3titicia
a Skafajuci sa po takejto poZiadavke Novartisu
zavizujii ukonéit nabor Utastnikov, a to bez naroku
na akukol'vek kompenzaciu s tym stvisiacu.

3.11.

Participants will be enrolled in the clinical trial in the
pumbers set out in Annex No. | hereto. Any change
in the number of Participants requires prior written
approval by Novartis (e-mail of the person entrusted
with monitoring the clinical trial in accordance with
point 5.1, sent to the Investigator, is considered
sufficient).

In a multicentre clinical trial, Novartis reserves the
right, at its sole discretion, to require Institution and
Investigators to cease enrclment of Participants prior
to enrolment of the targeted number of Participants.
Institution and Investigators undertake to cease such
enrolment upon request of Novartis and further
undertake nof to seck any compensation thereof.

312,

Zaradenic Utastnikov do klinického skidania je
mozné uskutoénit iha sich predchédzajicim
pisomnym informovanym sthlasom apo ich
riadnom poudeni. Zaradenie Utasinikov do
klinického skidania je moZné uskutoénit iba po
overeni totoznosti Utastnika a jeho spésobilosti na
pravne tkony, ato najmd kontrolou obéianskeho
preukazu Utastnika a idajov v flom uvedenych; tato
skuto¢nost’ musi byt vyznadend v informovanom
sahlase av zdrojovej dokumenticii. VyZiadanie
a udelenie informovancho sithlasu od
Utastnikov/Uastnikmi  musi byt v silade
s Protokolom, etickymi  principmi, spravnou
klinickou praxou a vietkymi prislu$nymi pravaymi
predpismi, Novartis spracuje a odovzda Skisajicim
formular  pisomného  informovaného  sihlasu
Ukastnika, stéatou ktorého je sihlas so zaradenim
do klinického skii$ania a pisomného poudenia pre
Ukastnika, ktoré budii siast'ou jedného dokumentu.
Hlavny Skufajici a/alebo Intiticia sa zavizuju
pouZivat ticto formuldre poskytnuté Novartisom bez
akychkol'vek odchylick neschvalenych Novartisom.
Indtitdcia a Hlavny Skigajici berd na vedomie, Ze

3.12,

Enrolment of Participants in the clinical trial is only
possible with their prior written informed consent and
after they had been properly instructed. Enrolment of
Participants in the clinical trial is only possible afier
the identity of the Participant and hisher legal
capacity have been verified, in particular by means of
checking the identity card of such Participant and data
included therein; this fact must be indicated in the
Informed Consent Form and source documentation.
The informed consent must be obtained from the
Participants and given by the Participants in
accordance with the Protocol, ethical principles, good
clinical practice and all applicable laws. Novartis
shall process and submit {o the Investigators a draft
form of written informed consent for the Participant,
which includes the consent with enrolment to the
clinical trial for the Participant and a written
instruction form for the Participant; both forms will
be included in a single document. The Principal
Investigator and/or the Institution undertake to use
those forms provided by Novartis without any
differences not approved by Novartis. The Institution
and the Principal Investigator acknowledge that the
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pouzitie  formularu  informovaného  sthlasu
Ska¥ajucim, nezbavuje Skudajiceho a Instituciu
zodpovednosti za plnenie ich  zadkonnych,
zmluvnych ainych prisluinych povinnosti, kioré
v stvislosti s informovanym sihlasom maji a je ich
zodpovednostou, aby tieto boli splnené. InSiticia
afalebo HlavnySkaajici budu véas informovat
Novartis ak Uastnik odvold svoj sithlas alebo ak
bude nesthlasif spouzitim svojich osobnych
tidajov. Zmluvné strany sa zavizujii spolupracovat
pri zohPadneni osobitnych po¥iadaviek Ugastnikov.

use of the Informed Consent Form does not release
the Institution and the Investigators from their legal,
contractual or other relevani obligations relating to
informed consent, and that it remains their
responsibility to ensure that those obligations are
complied with. The Institution and/or the Principal
Investigator shall timely inform Novartis when a
Participant withdraws consent or opposes the use of
his/her personal data. The Parties agree to collaborate
in the context of Participants’ individual requests.

3.13.

Informovany sahlas musi Ugastnik riadne podpisat
efte pred vykonanim akéhokol'vek vySetrenia
stivisiaceho s klinickym  skdSanim. Dokumenty
podpisané Utastnikmi (pri neplnoletych
Utastnikoch a  Utastnikoch  nespdsobilych
k pravnym Ukonom, ich zékonnymi zistupcami) o
ich poudeni a sihlase musia byt uloZené v
Dokumentacii §tidie vedenej Mlavnym SkiSajicim.
Jedno  vyhotovenic  podpisaného  formuldru
informovaného sthlasu  musi byt Hlavnym
Skufajocim  poskytnuté  Uastnikovi  (pri
neplnoletych  Utastnkoch a  Ulastnikoch
nesposobilych k pravnym tikonom ich zédkonnym
zAstapcom).

Pred zaradenim kazdého potencialneho téastnika do
klinického skuSania je Hlavny skGSajici povinny
zmedicinskeho hladiska nezivisle vyhodnotit
vhodnost jeho/jej zaradenia do klinického skiania
z hPadiska podmienok stanovenych v Protokole.
Hlavny skuajici sa zavizuje konzultoval s
Novartis akékol'vek pochybnosti Hlavného
skngajiceho  ohPadom  vhodnosti  zaradenia
potencidlneho ugastnika do kiinického skusania.

3.13.

The informed consent must be duly signed by the
Participant prior to performance of any assessment in
connection with the clinical trial. Documents signed
by the Participants (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 Trial Documentation maintained by the
Principal Investigator. The Principal Investigator
shall provide to the Participant (to his/her legal
representatives in case of minor subjects and subjects
without legal capacity) one copy of signed informed
consent form.

Before entering a prospective participant into the
clinica) trial, the Principal Investigaior shall exercise
independent medical judgement as to the qualification
of each prospective participant with the requitements
of the Protocol. The Principal Investigator shall
consult with Novartis of all instances in which, in the
Principal Investigator's judgement, there is any
question as to any prospective participant’s suitability
for participation in the clinical trial.

3.14.

Po zaradeni Ugastnika do klinickébo skusania je
Hiavny skigajuci povinny informovat’
poskytovatel'a zdravotnej starostlivosti, s ktorym ma
Utasinik uzatvorendt dohodu o poskytovani
zdravotnej starostlivosti, ze Utastnik je zaradeny do
klinického skdSania.

3.14,

After enrolment of the Participant in clinical trial, the
Principal Investigator is obliged to inform the
healthcare provider with whom the Participant
entered into the contract on healthcare provision that
the Participant is enrolled in the clinical trial.

3.15.

Pokial Hlavny Skogajuci zisti v priebehu klinického
skiigania, 7e Utastnik zaradeny do klinického
skugania nevyhovuje kritériam, bude o tom Hlavny
Skugajici okamZite informovat pisomne, formou
doporugeného listu doruteného do vlasinych rik
zéstupcovi Novartisu uvedeného v zéhlavi tejto
Zmluvy, a po dohode s nim Utastnika z klinického
skuisania vyradia.

3.15.

If during the clinical trial, the Principal Investigator
finds out that a Participant enrolled in the clinical trial
does not meet the relevant criteria, the Principal
Investigator will immediately inform 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
representative exclude such Participant from the
clinical trial.

3.16.

Novartis nebude vyZadovat od Ingtiticie alebo
Skagajicich, ani od Ziadneho ¢lena ich persondlu,
aby konal alebo sa podiel'al na innosti, ktora je v
rozpore so zakonmi Slovenskej republiky alebo v
rozpore s Jekarskou etikou.

3.16.

Novartis will not require that the Institution or
Investigators or any member of their staff acts or
participates in actions which are in conflict with the
laws of the Slovak Republic or medical ethics.

3.17.

V stivislosti s klinickym  skufanim sa  pred
za&iatkom klinického skigania ako aj potas jeho
realizacie uskutodfiuji investigatorské mitingy, na
ktorych sa oboznamuji ddlezité farmakologické,
toxikologické a klinické informacie, ktoré su

3.17.

In connection with the clinical trial, investigator
meetings take place prior to the commencement of the
clinical trial as well as during its conduct, in order to
share important pharmacological, toxicological and
clinical information needed for correct planning and

Zmluva o klinickom skiani — verzia 24.11.2021 — viacero skddajicich
Novartis / Fakultna nemocnica Trhava- 2251
Protokot &.. CLOUOB4AZ304

12159




potrebné pre sprivne napldnovanie a vykonanie
klinického skffania, a z(Castnené osoby sa
pripravuji aSkolia o danom klinickom sku3ani,
ddlezitych priebeznych okolnostiach a informdciach
a postupoch v danom klinickom sktSani (dalej len
Sinvestigatorské mitingy™). Vzhl'adom k tomu, Ze
Investigitorské mitingy st suéastou klinického

skugania, Skut#ajitci (resp. dchodmuty &len
skinsajuceho  timu)} sa  budd  zi&astiiovaf
Investigatorskych  mitingov  podla  pokynov

Novartisu. Utast’ na Investigatorskom mitingu bude
realizovana vzdy na zdklade pokynov (napr. miesto,
Cas, spdsob, atd.) alen so sthlasom Novartisu,
Ucast na Investigatorskom mitingu sa dalej
spravuje podmienkami organizitora
Investigatorského mitingu, Naklady suvisiace
s ufast'ou Skoiajucich (resp. dohodnutého ¢&lena
skisajuceho timu) na Investigatorskom mitingu
nahradi Novartis vrozsahu aza podmienok
stanovenych v Prilohe &. 2 tejto Zmluvy. Skasajuici
(resp. dohodnuty £len skiSajiceho  timu) sa
zudastiinju Investigatorského mitingu bezodplatne,
tj. za ufast na Investigdtorskom mitingu
neprislicha Skusajucim  (dohodnutému  ¢&lenovi
skiajiceho timu) Ziadna odmena. Odmeiiovanie
Ingtiticie v suvislosti s t€astou Skuajucich (resp.
dohodnutého  ¢&len  skdfajiceho timu)} na
Investigatorskom mitingu je riefené a cel¢ zahrnute
v odmetiovani za odborné Cinnosti poskytnuté pri
realizacii klinického skiSania podla podmienok
tejto Zmluvy. Vietky ustanovenia tejto Zmluvy,
vratane tych tykajicich sa najmi zdvizku
ml¢anlivosti, vlastickych prdv, publikécii,
vysledkov ¢innosti a ich pouZitia a ochrany, prév
dufevného a priemyselného vlastnictva, ochrany
osobnych udajov, sa rovnako vzfahuji na pravne
vzt'ahy sivisiace sugastou na Investigatorskom
mitingu. V pripade, Ze¢ Investigatorsky miting sa
uskutotnil e¥te pred podpisom tejto Zmluvy
s iidast'ou Skhsajucich (resp. dohodnutého ¢&lena
skifobného timu), zmluvné strany zhodne
konitatujd, Ze ustanovenia tejto Zmluvy sa vzt'ahuju
aj na pravne vztahy slvisiace s 0¢astou na takomto
Investigatorskom mitingu.

conduct of the clinical trial, and participants are
preparing for and get trained with regard to the
particular clinical trial, important continuous
circumstances and information and proceduares used
in the particular clinical trial (hereinafter referred to
as the “Investigator Meetings™). As Investigator
Meetings are part of the clinical trial, the Investigators
(or approved member of the Investigator’s team) shali
attend such Investigator Meetings as instructed by
Novartis. Participation at the Investigator Meeting
will always be in accordance with the instructions
(e.g. venue, time, method, etc.) and only with the
consent of Novartis. Participation at the Investigator
Meeting is further governed by the conditions of the
organizer of the Investigator Meeting. Costs
associated with the participation of the Investigators
{or approved member of the Investigator’s team) in
the Investigator Meeting shall be reimbursed by
Novartis in the scope and under conditions stipulated
in Annex No. 2 hereto. The Investigators (event. the
approved member of the Investigator's team) attend
the Investigator Meeting without receiving any
payment, i.e. the Investigators {(approved member of
the Investigator’s team) are not entitled to any
remuneration for the participation in the Investigator
Meeting, Rewards for the Institution in relation with
the participation of the Investigators (event. the
approved member of the Investigator's team) in the
Investigator Meeting are provided and included in
their entirety in the remuneration for professional
activities provided in the course of clinical trial
pursuant to the conditions of this Agreement. All
provisions of this Agreement, including namely those
related to the obligation of confidentiality, ownership
rights, publications, results of the activities and their
use and protection, intellectual and industrial property
rights, personal data protection pertain equally to
legal relations associated with the participation at the
Investigator Meeting. In case the Investigator Meeting
took place before this Agreement was signed and the
Investigators (or agreed member of the Investigator’s
team} attended the meeting, the Parties jointly state
that the provisions of this Agreement also apply to the
legal relations associated with the participation in
such Investigator Meeting,

3.18.

Hlavny Skusajuci a Indtitucia vyhlasuju
a Novartisu sa zavizuju, Ze pocas trvania klinického
skusania vykonavaného podla Protokolu atejto
Zmhvy zabezpetia moznost odslepenia Uastnikov
kedykol'vek, to znamend 24 hodin denne, 7 dni
v tyZdni, tak ako to vyZaduje Protokol. Za tymto
uéelom poskytnii Uastnfkom telefonicky kontakt na
Hlavného Slkifajiceho ana prisluiny personal
Institiicie (Sku¥ajiceho/spoluskusajiceho), ktory sa
bude podiel'at’ na vykonavani klinického skigania
podla tejto Zmluvy, pri¢om na tychto telefénnych
¢islach bude 24 hodin denne a7 dni v tyzdni
zastihnuteI'na aspofi jedna z uvedenych oséb.

3.18.

The Principal Investigator and the Institution
represent and undertake that they shall ensure the
possibility of the unblinding of Participants in the
course of the clinical trial under the Protocol and this
Agreement at any time, that means 24 hours a day, 7
days a week, as required by the Protocol. For this
purpose, they shall provide Participants with
telephone contacts to the Principal Investigator and to
the relevant staff of the Institution (Investigators/sub-
investigator} participating in the clinical trial under
this Agreement with at least one of these persons
being available on these telephone numbers 24 hours
a day, 7 days a week.

4. Medicinske produkty a Material na klinické skaanie

4. Medicinal Products and Material for the Clinical Trial
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4.1. Medicinsky produkt (dalej len ,Medicinsky | 4.1. A medicinal product (hereinafter referred to as the
produkt“) oznaluje vietky produkty alebo lieky “Medicinal Product”) means all products or
vritane placeba, ktoré sa podavajii Ugastnikovi v medicines including placebo, which are administered
priebehu klinického skidSania, a tieZ prostriedky na to the Participant in the course of the clinical trial, as
$pecialne spdsoby poddvania tychto produktov alebo well as instruments for special methods of
lickov, potrebné na vykonanie klinického skiiSania, administration of the same products or medicines,
ktoré bezplatne dodava alebo zabezpetnje Novartis. which are needed for the conduct of the clinical trial

and which are supplied or ensured by Novartis free of
charge.

4.2. Material na klinické skuganie (dalej len ,,Material“) | 4.2. Material for the clinical trial (hereinafier referred to
oznatuje vietok ostatny materidl, zariadenia a as the “Material”) mean any other materials, facilities
pomdcky potrebné na vykonanie klinického and aids necessary for the conduct of the clinical frial,
skiigania, ktoré bezplatne dodéva alebo zabezpetuje which are supplied or ensured by Novartis free of
Novartis. charge.

4.3. Novartis zabezpedf, aby bol vietok Medicinsky | 4.3. Novartis shall ensure that all Medicinal Products are
produkt, vyrobeny alebo pripraveny v stlade so manufactured or prepared in accordance with the
zédsadami spriavnej vyrobnej praxe. Medicinsky principles of good manufacturing practice. The
produkt bude zabaleny a oznadeny spsobom, ktory Medicinal Product shall be packed and labelled in
zodpoveda charakteru klinického skifania a platnym manner which corresponds with the nature of the
predpisom a bude dodany v mnoZstve a v &ase, ktoré clinical trial and applicable laws and shall be supplied
si nevyhnume potrebné na to, aby umoZnili in amounts and at the time as inevitable to allow the
Ingtitdcii  alebo  Skaajicim  vykonaf  klinické Institution or Investigators to conduct the clinical trial
sktiganie v silade so Zmluvou a Protokolom. in accordance with the Agreemenit and Protocol.

4.4. Ak Indtiticia mé zriadent lekdrveii vareali | 4.4. If the Institution has its pharmacy at the site (centre)
pracoviska (centra) alebo na pracovisku ma or conditions for maintenance of the investigational
vytvorené podmienky uvedené v Protokole pre product per Protocol at its site have been created, it
uchovavanie Medicinskeho produktn, vykond shall maintain the Medicinal Products (investigational
skladovanie Medicinskych produktov (skd3any product or medicine) in such pharmacy or at such
produkt alebo liek) v tejto fekarni resp. na tomto appropriate site. If the Institution does not have such
vhodnom pracovisku. Ak Indtiticia nemd takio pharmacy or appropriate site or if the Medicinal
zriadenti lekdrefi alebo vhodné pracovisko alebo Products (investigational product or medicine) cannot
vnich uchovavanie Medicinskych produktov be maintained there, Novartis shall ensure a special
(sk0gancho produktu alebo lieku) nie je moZné, pharmacy  where the Medicinal Products
Novartis zabezped! osobitni lekarel, v ktorej sa (investigational product or medicine) will be kept.
maji Medicinske produkty (skiSany produkt alebo The Institution shall ensure seamless supplies of the
skiSany liek) uchovédvat. Intiticia zabezpedi Medicinal Product to the Investigators so that they
plynuly prisun Medicinskeho produktu Sku3ajicim will be able to conduct the clinical trial in accordance
tak, aby mohli vykonat klinické skisanie v stlade so with the Agreement. The Institution and the Principal
Zmluvou. Inititicia a Hlavny Skii3ajici zabezpedia, Investigator shall ensure that all Medicinal Products
aby bol vietok Medicinsky produkt spravne a are correctly and safely maintained, received, stored,
bezpetne uchovavany, prijimany, skladovany, dispensed, used, administeredand safely handled. The
vydavany, pouZivany, podivany a aby sa s nim Institution and the Principal Investigator undertake to
bezpetne manipulovalo. Indtiticia  a Hlavny handle the Medicinal Product in accordance with the
Skudajici sa zavizuji s Medicinskym produktom instructions of the manufacturer, the Sponsor and
zaobchadzat  vsulade spokynmi  vyrobeu, Novartis and to use it solely in the manner prescribed
Zadavatela aNovartisu apouZit ho vyhradne in the Protocol and in accordance with GCP and other
sposobom predpisanym v Protokole a v stlade applicable regulations. Novartis undertakes to carry
s GCP ainymi prisludnymi predpismi. Novartis sa out the training of the hospital pharmacy staff of the
zaviizuje, 7e zabezpeti bezplame zaSkolenie Institution free of charge, in order to ensure the
pracovnitka nemocninej lekdme Indtiticie za preservation of Medicinal Product (Investigational
aéelom  zabezpeéenia uchovania Medicinskeho product / medicine) in accordance with the Protocol,
produktu (skuganého produktwlieku) v silade and the Principal Investigator ensure safe handling of
s Protokolom aHlavny SkuSajici zabezpedi the Medicinal Product and its proper storage.
bezpedn manipuldcin s Medicinskym produktom
a jeho spravne uchovdvanie.

4.5, Tnétiticia a Hlavny Skugajiaci budd viest presné a | 4.5. The Institution and the Principal Investigator shall
aktualne zdznamy o vietkych Medicinskych keep exact and up-to-date records on all Medicinal
produktoch, kioré dostali, a tieZ presni evidenciu, Products that they received, as well as exact records,
najmé skifanych produktov alebo liekov, ktoré in particular on investigational products or medicines
pouZili alebo vydali, s uvedenim ditumu, druhu which they used or dispensed, indicating the date,
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amnoZstva vydanych, pouZitych, prip. vratenych
sktiS$anych produktov alebo liekov, a s uvedenim
0sdb, ktoré ich vydali alebo Utastnikov, ktorym boli
tieto ski¥ané produkty alebo licky vydané alebo
podané, aby bolo moZné kedykol'vek spiitne
dohladat’ pouZitic kaZdého balenia, a na poZiadanie
Novartisu alebo opravnenych #titnych alebo
zahraniénych organov tato evidenciu spristupnit’. V
pripade, 2k sa to pri klinickom skdsani vyzaduje,
moéx byt udaje tykajice sa Ulastnikov
zaznamenane v koédovanej forme.

type and amount of dispensed, used or retumed
investigational products or medicines as well as
persons who dispensed them or Participants to whom
these investigational products or medicines have been
dispensed or administered, so that the use of each
package can be traced back any time, and make such
records available upon request of Novartis or
competent national or foreign authorities. If required
during the clinical trial, the data regarding
Participants can be recorded in encoded form.

4.6.

Novartis mbdZe poskytnif Indtitiicii a Skigajicim
Materidl potrebny k vykonanin  klinického
skiifania  alebo  suvisiaci s vykondvanim
klinického sktifania na zéklade svojho rozhodnutia
za lcelom veasnej a riadnej realizacie klinického
ski$ania. Aj vtakomto pripade vlastnikom
poskytnutého Materidln vidy ostdva Novartis,
resp. Zadavatel alebo ich pridruZené osoby, podla
toho, v koho viastnictve sa Materidl nachadza.
Materidl médZze byt’ pouZivany vyluéne Institaciou,
Skodajiicimi  a/alebo  schvalenym  timom
spoluskadajicich.

4.6.

Novartis may provide the Institution and the
Investigators with Material necessary for the conduct
of the clinical trial or associated with the conduct of
the clinical trial at its discretion in order to ensure
early and proper conduct of the clinical trial. Even
then Novartis, event. the Sponsor or their affiliated
persons, whoever disposes of the Matertal, shall at all
times remain the owner of Material so provided.
Material shall be used exclusively by the Institution,
the Investigators and/or the designated trial staff{sub-
investigators).

4.7.

4.8,

V pripade poskytnutia Materidlu podla bodu 4.6.,
Indtitiicia a/alebo Skii¥ajiici je opravnend/y
Material vzivat riadne v silade s tiéelom, na ktory
obvykle sliZi, pre potreby pracoviska (centra)
vykonavajiceho klinické skd3anie podla tejto
Zmluvy, zabezpefit' riadnu starostlivost podla
navodu na pouZivanie a predpisov vyrobcov,
chranif pred akymkol'vek pofkodenim, straton,
odcudzenim alebo znitenim. Novartis sa zaviizuje
a vyhlasuje, Ze v pripade poskytnutia Materialu, je
tento vo funkénom stave, nemé Ziadne viditené
faktické-technické a pravne vady, ktoré by branili
uzivat’ Materidl na dohodnuty Gdel, pocas doby
poskytnutia Materidlu.

Indtiticia a Hlavny skd¥ajici zodpovedaja za
potkodenie Materidlu spdsobené porufenim
pravnych  povinnosti, najmi  vzniknuté
neodbornym a nefetrnym zaobchadzanim
s vypoZidanym Materidlom alebo v rozpore
snavodom na pouZivanie alebo predpismi
vyrobcov, ako aj za stratu, zni¢enie & odcudzenie
zapoZi¢aného Materialu. Ingtitucia nezodpoveda
Ien za vady a poskodenia vzniknuté prirodzenym
starnutim  a opotrebovanim Materidlu  alebo
vlastnou vnutornou chybou Materidlu. Zmluvné
strany sa dohodli, Ze Novartis (i} nie je povinny
poistitt  Material proti  akejkolvek  fkode
spdsobenej na Materiali a/alebo Materidlom a (ii)
nie je povinny uskutodiiovat adrzbu Materialu.
Podas klinického skaSaniaz Indtitdcia a/alebo
Hlavny Skuafajici su povinni  bezodkladne
informovat’ Novartis o akychkol'vek poruchéch
Materialu, kioré vznikni pocas doby klinického
skuania.

4.7.

438.

In case the Material is provided pursuant to para.
4.6., the Institution and/or the Investigator is
entitled to use the Material in a proper manner and
in accordance with the purpose which it usually
serves for, for the needs of the site (centre)
performing the clinical trial according to this
Agreement, to ensure proper care according to the
instructions for use and regulations of the
manufacturers and to protect it from any damage,
loss, theft or destruction.

Novartis covenanis and represents that if the
Material is provided, the Material is in working
order and has no visible factual, technical or legal
defects that would prevent the use of the Material
for the agreed purpose during the period of the
provision of the Material.,

The Institution and Principal Investigator are
responsible for damage of the Material caused by
violation of the legal obligations, mainly caused by
improper and careless handling of borrowed
Material or handling conirary to the instructions
for use or prescribed by the manufacturer, as well
as for the loss, destruction or theft of borrowed
Material. The Institution is not responsible only for
defects and damage caused by the natural aging
and common wear and tear of the Material or
inherent internal defect in the Material. Novartis
shall be not responsible to (i} insure the Material
against any damages caused fo or by the Material,
and (if) do the maintenance of the Material during
the term of the clinical trial. During the term of the
clinical frial, Institution and/or the Principal
Investigator shall be responsible for immediately
notifying Novartis of any malfunctioning Material.
Responsibility for any damages incurred in
connection with the use of the Material by the
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Zodpovednost za skodu, vzniknutd v savislosti
s uZivanim Materidlu  SkdZajicimi  a/alebo
Indtiticiou, s jeho prevédzkovou poruchou ¢&i
chybnymi udajmi dosiahnutymi Materialom sa
riadi platnymi pravnymi predpismi. Pokial' nie je
zinluynymi stranami vyslovne dohodnuté inak,
poskytnutie Materidlu Novartisom podla tejto
Zmluvy je bezodplatng.

Investigators and/or Institution, its operational
defect or wrong data obtained by the Material,
shall be governed by applicable law. Unless
otherwise expressly agreed by the contractual
parties, Novartis shall provide Material under this
Agreement frec of charge.

4.9.

Odovzdanie Materialu Indtiticii podfa bodu 4.6.
potvrdi Novartis a Indtiticia vo forme oprdvnanymi
osobami zmluvnych stran podpisaného Protokolu
o odovzdani a prevzati veci, ktory bude obsahovat
aspoft druh, mnoZstvo a hodnotu Materidlu, tj.
nadobuidaciu cenu, dobu poskytnutia Materialu,
datum a podpisy odovzdévajliccho a preberajiceho;
Novartis a Indtiticia sa dohodli, Ze na podpis
Protokolu o odovzdani a prevzati veci podla tejto
vety si opravnen{ vich mene aj ich veduci
zamestnanci, ktori budi povereni vykonavanim tloh
sGvisiacich s klinickym skOanim, pritom za
[n¥titiciu je oprivneny podpisovaf’ referent pre
zdravotnicku techniku aza Novartis aj urdeny
monitor. Dokumentacia odovzdédvanid  spolu
s Materialom bude predstavovat’ ndvod na pouZitie
v slovenskom alebo &eskom jazyku, pripadne iné
predpisy vyrobeu na jeho uzivanie, idrzbu a servis,
ktorymi je Inititiicia povinna sa riadit’, a v pripade
zdravotechniky aj vyhldsenic ozhode alebo
certifikat s registradnym ¢&islom SUKL. V pripade
zdravotechniky, ktorej uZivanie nie je beZné na
zdklade ndvodu na uZivanie, Novartis bezodplatne
vykoné za¥kolenie pracovnikov Inititicie (vratane
Skiasajticich), o&om bude spisany Protokol
o zatkoleni, ktory bude obsahovat aspoi
$pecifikaciu odovzdaného Materidlu a identifikdciu
zaSkolenych os6b, datum apodpisy za Novartis,
Indtittcin a zadkolenych oséb. Indtitiicia je povinna
zabezpedit  potrebna  sidinnost’  k odovzdaniu
a za¥koleniu. Indtiticia je povimnd zabezpelit
oznatenie Materialu ako veci, ktora viastnicky patri
Novartisu. Poskytnutie Materidlu podla tejto
Zmluvy zo strany Novartisu nie je podnecovanim
pre odporutanie, predpisovanie, kipu, doddvanie,
predaj alebo podavanie liekov aposkytnutie
Materidlu nie je podmienené predpisanim ¢&i
uzivanim akéhokolvek lieku & akymkofvek inym
plnenim alebo konanim zo strany InStiticie alebo
Skugajucich.

49

Handover of the Material to the Institution in
accordance with para. 4.6. shall be confirmed in
the form of a signed Handover and Takeover by
by authorised persons of the contracting parties
which shall indicate at least the type and amount
of the Malterial, purchase price of Material, period
of provision of Material and contain date and
signatures of the transferor and the recipient;
Novartis and the Institution hereby agree that, on
their behalf, also their managers in charge of
performing the duties related to the clinical trial
are entitled to sign the Handover and Takeover
Protocol, whereby for the Institution, also sign
medical technology officer is entitled to sign and
for Novartis, also the designated monitor is
entitled to sign. The documentation submitted
together with the Material will constitute
instructions for use in the Slovak or Czech
language or other instructions of the manufacturer
for its use, maintenance and service, which the
Institution is obliged to follow, and in the case of
sanitary also declaration of conformity or
certificate with registration number of SIDC. For
sanitary technology whose use is not common on
the basis of the instructions for use, Novartis will
carry out training of the staff of the Institution
(including the Investigators) free of charge, what
will be drawn up the Protocol on the Training,
which will include at least the specification of the
submitted Material and the identification of trained
persons, dates and signatures for Novartis,
Institution and trained persons. The Institution is
obliged to provide necessary cooperation in the
submission and training. The Institution is obliged
to ensure to mark the Material as Novartis
ownership. Provision of the Material under this
Agreement by Novartis does not represent any
motivation to recommend, prescribe, purchase,
supply, sale or administrate the medicinal products
and the provision of the Material is not conditioned
by prescription or use of any medicinal product or
another consideration or conduct by the Institution
or the Investigators.

4.10.

[ngtiticia a Ska¥ajuci nepouziji Medicinske
produkty, Material, Dokumenticiu 3tadie (ako je
definovani niZ¥ie) a Suvisiacu dokumenticiu na
¥iadny iny 0&el okrem vykondvania klinického
skigania  vsflade s  Protokolom  abez
predchadzajiceho pisomného sihlasu Novartisu
nedajt Medicinske produkty, Material,
Dokumenticiu  §tddie a Stuvisiacu dokumenticiu

4.10.

The Tnstitution and the Investigators shall not use
Medicinal Products, Material, Trial
Documentation (as defined below) and Related
Documentation for any purpose other than conduct
of the clinical trial in accordance with the Protocol
and shall not make the Medicinal Products,
Material, Trial Documentation and Related
Documentation available to any third party except
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k dispozicii Ziadnej trete]j strane okrem tych, ktoré sg
uvedené v Protokole alebo tejto Zmluve.

those listed in the Protocol or this Agreement,
without the prior written consent of Novartis.

4.11.  Po ukonfeni klinického skifania vritia Intiticia / | 4.11, After completion of the clinical frial, the
Hlavny Skufajoci vietok zvyiny Medicinsky Institution/ the Principal Investigator shall return
produkt Novartisu a podaju vysvetlenie (ak sa to any remaining Medicinal Products to Novartis
vyZaduje, pisomne) ohladom mmnoZstva a druhbu with the explanation (in writing, if so required) of
Medicinskeho produktu, ktory bol znigeny alebo the amount and type of the Medicinal Product that
chyba. Ak sa tak nestane, Novartis je opravneny have been destroyed or is missing. If this does not
vyuctovat’ Ingtiticii ndklady na vietok Medicinsky happen, Novartis is entitled to charge the
produkt, ktory podl'a podpisaného protokelu o jeho Institution for the costs of all Medicinal Products
odovzdani a prevzati nebol pouZity v silade s touto that pursuant to the signed Handover and Takeover
Zmluvou alebo nebol vrateny WNovartisu. Tym Protocol have not been used in accordance with
nebude  dotkmutd  akdkolvek ima  pravna this Agreement or have not been returned to
zodpovednost IndtitGcie za neoprivnené nakladanie Novartis. This is without prejudice to any other
s Medicinskym produktom a spésobenn Skodu. legal responsibility of the Institution for any

improper handling of the Medicinal Product and
for any caused damage.

412,V pripade poskytiutia Materidlu podl'a bodu 4.6. je | 4.12. In case of provision of Material according to para.
tento poskyinuty maximalne na dobu trvania 4.6., the Material is provided for a period of the
klinického skufania. Ak bude mat Novartis clinical trial at the most. If Novartis reasonably
odévodnenti pochybnost, e Materidl poskytnuty suspects that the Material provided in accordance
podla bodu 4.6. & akdkol'vek jeho Gast’ boli pouZité with para. 4.6. or any part of it has been used for
na iné uéely, nez tie, ktoré si uvedené v tejto other purposes than those listed in this Agreement,
Zmluve, je opravneny poZiadat IntitGciu a/alebo it is entitled to request that the Institution and /or
Hiavného Skitfajiceho o spravu a dékazy o pouZiti the Principal Investigator provide a report and
Matetiglu. V pripade, Ze InstitGeia a‘alebo Hlavny evidence regarding the use of the Material. If the
Skasajuci nepreukd?u Novartisu  poZadované Institution or the Principal Investigator fail to do
skutoénosti do 10 dni po obdrZani takejto vyzvy, md so within 10 days after having received such
sa za to, Ze Materidl bol pouZity v rozpore s touto request, it shall be deemed that the Material has
Zmluvou. Intitdcia je povinng Material poskytnuty been used in conflict with this Agreement. The
podfa bodu 4.6. vratit’, ak ho nepouziva riadne alebo Institution is obliged to return the Material
ho uZiva v rozpore s touto Zmluvou alebo v rozpore provided pursuant to para. 4.6, within 10 days from
sucelom apodmienkami dohodnutymi v tejto a given fact, if not used properly or used in conflict
Zmluve alebo ak ofo Novartis poZiada alebo with this Agreement or purpose and conditions
v pripade ukonéenia klinického skiiania, to vietko herein agreed, or if so requested by Novartis or in
v lehote 10 dni od danej skuto&nosti. Ingtitucia sa the case of completion of the clinical trial. The
zaviizuje Materidl vratit Novartisu v rovnakom Institution undertakes to return the Material to
stave, kvalite a v rovnakom zloZeni ako ho prevzala, Novartis in the same condition, quality and
s prihliadnutim na obvyklé opotrebenie. Ak sa tak composition as when taken over, taking into
nestane, Novartis je opravneny vyictovat’ Institicii account regular wear and tear, If this does not
a Indtitiicia je povinna nahraditt Novartisu cenu happen, Novartis shall be entitled to charge the
andaklady na poskytnuty Materidl podl'a bodu 4.6. Institution and the Istitution shall be obliged to pay
nevraten¢ho vuvedenej lehote. Tvym nebude to Novartis the price and costs of Material
dotknutd akakolvek ind pravna zodpovednost’ provided pursuant to para. 4.6., which has not been
Institiicie za neopravnené nakladanie s Materidlom returned during prescribed period. This is without
a spbsobent §kodu, prejudice to any other legal responsibility of the

Institution for any vnauthorised handling of the
Material and for any caused damage.
5. Kontrola klinického skiu§ania 5. Inspection of the Clinical Trial

5.1. Novartis alebo CRO (ak existuje) poveria dostatoéne | 5.1.  Novartis or CRO (if any) shall entrust a sufficiently
kvalifikovani osobu alebo osoby monitorovanim qualified person or persons with monitoring
(vykonavanim dohladu) nad klinickym skiganim a {overseeing) the clinical trial and close cooperation
uzkou spolupracou s Hlavnym skfidajiicim, with the Principal Investigator.

5.2. Indtiticia a Skasajoci budid spolupracovat s | 5.2. The Institution and Investigators shall cooperate with

Novartisom a s kvalifikovanymi osobami, ktoré
poveril Novartis alebo CRO (ak existuje) pri
vykonavani monitorovania a/alebo dohfadu tymito
osobami nad priebehom klinického skaania, a to za
ucelom preverenia ¢ je klinické skdlanie
vykondvané v silade s Protokolom, Zmluvou,

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 irial is conducted in accordance with the
Protocol, Agreement, applicable laws and regulations
and principles of good clinical practice, as well as in
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plamymi praviymi predpismi a zdsadami Spravnej
klinickej praxe ako aj za dcelom preverenia
presnosti  informécii  ziskanych v priebehu
klinického ska3ania, pridom tieto poverené osoby,
sa v zmysle Zdkona o zdravotne] starostlivosti pri
nahliadani do zdravotnej dokumentacie Ucastnika
klinického  skusania  preukazuji  pisomnym
plnomocenstvom s firadne osvedéenym podpisom,
kioré ostiva su¢astou dokumenticie v Centre
klinického skd$ania. Indtiticia a SkiSajici
predovietkym zabezpedia alebo poskytnu kaZdej z
tychto vys§ic uvedenych osdb pristup na vietky
pracoviskd, na ktorych sa klinické skiSanie
vykonava za (&elom ich kontroly ako aj ku vietkym
ziznamom, ktoré sa uchovdvaju pre potreby
klinického skadania, za Afelom preverovania,
kontroly akopirovania adajov, dokumentov
a informacii tykajtcich sa klinického skisania. V
miere, v ktorej to Inititicii a SkuSajicim pravne
predpisy dovolujt, Indtiticia a Ski¥ajici umoZnia
Novartisu tesp. jeho poverenym osobam alebo
osobédm poverenym CRO (ak existuje) pristup ku
vietkym zdznamom tykajicim sa Ukastnikov a v
potrebnej miere im tieZ umo¥nia kontrolu zdznamov
tykajucich sa klinického skuSania. Intitdcia
aHlavny SkaSajici zabezpedia, aby Skuajici
a/alebo &len timu spoluskiajucich boli Novartisu
resp. jeho poverenym osobdm alebo osobam
poverenym CRO (ak existuje) k dispozicii pocas
uvedeného monitorovania/vykondvania kontroly, a
to za Gdelom prediskutovania vy$§ie uvedenych

zaznamov, Udajov a informacii a pripadného
odstranenia  akychkolvek pochybnosti s nimi
sivisiacimi.

order to verify the accuracy of information collected
in course of the clinical trial, while these authorized
persons, in accordance with the Healthcare Act, when
consulting the medical documentation of the Clinical
frial participant, shall present a written power of
attorney with an officially certified signature, which
shall remain a part of the documentation in the clinical
trial Centre. The Institution and Investigators 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 Institution and the Investigators
by legal regulations, the Institution and the
Investigators shall allow Novartis, event. its
authorised representatives or persons authorised by
CRO (if any) access to all records pertaining to the
Participants and to the necessary extent allow them
inspecting records related to the clinical trial. The
[nstitution and the Principal Investigator shall ensure
that the Investigators and/or the member of team of
the sub-investigators are available for Novartis and its
authorised representatives or persons authorised 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.

5.3

Inititicia umozni audit dodrZiavania najméd
Protokolu, Zmluvy, prisluinych pravnych predpisov
a zasad Spravnej klinickej praxe na pracovisku a v
priestoroch skladovania Medicinskeho produktu,
Materialu & uZ auditormi Novartisu alebo
predstavitelmi riadiaceho orgdnu ktorejkolvek
krajiny, kde sa uvaZuje oregistrdcii skasan¢ho
produktu alebo kde je registrovany skiSany liek ,
resp. predstavitefmi akéhokolvek iného organu
s v siilade s platnou legislativou, a to aj po skondeni
platnosti tejto Zmluvy. IntitGicia a Hlavny Skiajuci
vytvoria prislugnému dozomému orgdnu podmienky
na vykonanie auditu aposkytni mu potrebnu

a3k

The Institution shall allow auditing the observance of
namely the Protocol, Agreement, applicable laws and
principles of good clinical practice at the site and in
the premises where the Medicinal Product, Material is
kept, either by the auditors of Novartis or
representatives of the Governing Boedy of any country
where registration of the investigational product is
contemplated or where the investigational product is
registered or representatives of any other authority
pursuant to the applicable legislation, and that even
after expiry of this Agreement. The Institution and the
Principal Investigator shall create conditions for the
competent supervising authority to enable it the

siéinnost. Inititicia ~ aHlavny  SkaSajuci performance of audit and shall provide it with relevant
predovietkym  zabezpetia  alebo  poskytnii assistance. 'The Institution and the Principal
prislusnému  dozornému  orgdnu  pristup  ku Investigator shall in particular ensure or provide to

zdznamom, ktoré sa uchovavajd pre poireby
klinického skugania za Ofelom preverovania,
kontroly  akopirovania  dajov, dokumentov
a informacii tykajicich sa klinického skudania. V
miere, v ktorej to Institicii a Skidajucim pravne
predpisy dovoluji, Ingtiticia a Hiavny Skisajici
umoZnia prisluinému dozomému organu pristup ku
vietkym zdznamom tykajicich sa Ukastnikov a v
potrebnej miere mu tieZ umoZnia kontrolu zdznamov
tykajucich sa_ klinického skigania. Inititicia

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 Institution and the Investigators by
legal regulations, the Institution and the Principal
Investigator shall allow competent supervising
authority access to all records pertaining to the
Participants and to the necessary extent allow them
inspecting records related to the clinical trial. The
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zabezpeti, aby Skisajici a/alebo spoluskuajici boli
prisluinému dozomému orginu k dispozicii pocas
ingpekcie/auditu, a to za Ofelom prediskutovania
vyi§ie uvedenych zdznamoy, idajov a informacii
a pripadného odstranenia akychkol'vek pochybnosti
§ nimi slvisiacimi.

Institution shall ensure that the Investigators and/or
the sub-investigators are available for competent
supervising authority 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.

54.

Indtiticia a Hlavny Skufajuoci budu Novartis
okamzite, najneskdr viak do 24 hodin od kedy sa
otom dozvedia, informoval v pripade, Ze
kompetentny dozorny organ planuje, pripadne uZ
neplanovane zaéne, vykonavanie inipekcie/anditu a
poskytnit Novartisu képie akychkol'vek pisomnosti
vypracovanych dozornym orginom, ktoré si
vysledkom takejto indpekcie/auditu, a to ihned’ po
ich obdrzanf. Indtitacia a Hlavny SkaSajici vyvind
vietku snahu, aby ziskall pre Novartis povolenie
zigastnit’ sa takejto in¥pekcie/auditu a v pripade, Ze
to nebude moZné si povinni zabezpedif vdasné
a nepretrzité informovanie Novartisu o priebehu
danej indpekcie/audit.

5.4.

The Institution and the Principal Investigator shall
inform Novartis immediately, but not later than within
24 hours after become aware of, 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. Institution and the
Principal Investigator shall use their best efforts to
obtain approval for Novartis or its agents to be present
at the inspection/audit or otherwise keep Novartis
timely and constantly informed of the progress.

3.5,

Indtiticia aHlavny SkG¥ajuci sa  zavizuja
uskutolnit akékolvek primerané kroky vyZadované
zo strany Novartisu a/alebo prisluiného dozorného
organu za Oifelom odstranenia nedostatkov zistenych
pocas auditu alebo inpekcie. Novartis bude mat
zérovefl prdvo preskumat’ a odsthlasit’ akékolvek
pisomnosti urené Lkompetentnému dozornému
organu vypracované v reakeii na indpekciu/audit zo
strany takéhoto dozomého organu, a to predtym ako
takiito pisomnost’ Institicia alebo Hlavny Skasajuci
tomuto dozomému orgdnu predloZia.

5.5.

The Institution and the Principal Investigator
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
inspection/audit by such supervising authority, before
the Institution or the Principal Investigator submit
such document to the supervising authority.

6. Dokumentacia a siéinnost’

6. Documentation and Collaboration

6.1.

Pokial sa nedohodlo inak, vietky zdznamy (najmi
aviak nie vyluéne CRF ziznamy, zaznamy tykajlice
sa identifikicie Uastnika, zdravotné zaznamy,
laboratorne testy atd’.), pri ktorych Novartis alebo
CRO vyZaduje, aby im boli predloZené Skigajicimi
alebo Indtitdeiou, budd mat formu, ktorit stanovi
Nowvartis. Hlavny SkiaSajici bude dbat na to, aby
zdznamy boli vyplnené kompletne a v sdlade s
Protokolom. KaZdé hlasenie/zdznam/spravu musi
Hlavny skusajici schvalitt a podpisat. Toto
schvalenie sa nemé bezddvodne zdrZiavat', Indtiticia
a Hlavny Skufajici rodia za to, 7e vietky CRF
zéznamy predloZené Novartisu bud pravdivé, ipné
asprivnie, a Zze budi presne vyjadrovat vysledky
klinickéhe skisania. InStiticia a/alebo Hlavny
Skdsajici na poZiadanie predloZia tieto zdznamy
alebo ich képie Novartisu alebo Riadiacemu organu,
resp.  akémukofvek inému organu s v sulade
splatnon legislativon. Ticto =zdznamy majd v
primeranej miere déverny charakter.

6.1,

Unless agreed otherwise, all records (namely but not
exclusively CRFs, Participants’ identifications,
medical notes, laboratory tests etc.) required from the
Investigators or the Institution by Novartis or CRO
shall have the form prescribed by Novartis. The
Principal Investigator 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. The Institution and the
Principal Investigator warrant that all CRF records
submitted to Novartis shall be truthful, complete and
correct and that they exactly reflect the results of the
clinical trial. Upon request, the Institution and/or the
Principal Investigator shall submit such records or
their copies to Novartis or or Governing Body, or any
other authority pursuant to the applicable legislation.
These records are confidential in nature, as
appropriate.

6.2.

Hlavny Sktfajici zaisti spravne, iplné, {itateIné a
véasné zaznamendvarnie dajov opatrend prislusnym
datumom a podpisom v ziznamoch Uastnikov a vo
vietkych poskytovanych dokumentoch uvedenych
vbode 6.1 Zmluvy (v Zmluve ako len
.Dokumenticia Studie™).

6.2.

Principal Investigator shall ensure correct, complete,
legible and timely recording of data, accompanied by
the relevant date and signature, in the records of the
Participant and all submitted documents mentioned in
the point 6.1 of the Agreement (in the Agreement as
the “Trial Documentation™).

6.3.

Hlavny Skii¥ajici sa zavizuje, Ze bude Novartisu
pravidelne a véas poskytovat vietky vvsledky

6.3.

The Principal Investigator undertakes that he will
regularly and timely provide Novartis with all results
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klinického skugania a d’aldie udaje poZadované na of the clinical trial and other data required by the
zéklade Protokolu (dalej len ,,idaje™), a to Protocol (hereinafter reffered to as “Data™), via
prostrednictvom riadne vyplnenych zaznamov properly filled case report forms of Participants (in
Uastmikov (v pisomnej alebo elektronickej forme — written or electronic form — CRF forms). The
CRF zAznamy). Hlavny Skiifajoci sa zavizuje, Zc PrincipalInvestigator undertakes to produce the CRF
bude vytvaral CRF zaznamy do 5 dni od forms within 5 days after the visit set out in the
uskutotnenia navitevy stanovenej Protokolom. Protocol.

64. Hlavny Skfdajici bude uchovévat komplemné | 6.4. The Principal Investigator shall maintain complete
lekarske zaznamy o Ulastnikoch, identifikagné medical records on Participants, identification codes
koédy Utastnikov a Dokumentéciu $tidie po dobu of the Participants and Trial Documentation for a
podra plamych Pravaych predpisov 25 dvadsat’pit. period in accordance with applicable law 25 (twenty
Po rovnaki dobu Institacia zabezpe&i uchovévanie five). For the same period, the Institution shall ensure
zdravoinej dokumenticie Utastnikov a ostatnych maintenance of the medical records of the Participants
zékladnych adajov klinického skiifania tak, aby sa and other basic data of the clinical trial so that the
dokumentacia v plnom rozsahu zachovala a bola documentation is fully retained and legible during the
gitatePna pocas celej doby uloZenia a aby sa mohla entire maintenance period and can be provided to
na poZiadanie poskytnit prislusnym organom na relevant authorities for verification and assessment, if
overovanic a hodnotenie. V pripade platobnej so requested. In the event of the insolvency or
neschopnosti alebo konkurzu Intitiicie sa Institicia bankruptcy of Institution, Institution undertakes to
zavizuje bezodkladne informovat spolognost promptly notify Novartis and follow Novartis’
Novartis a postupovat’ podfa pokynov spolotnosti instructions to transmit all copies of such records to a
Novartis, aby vietky kdpie takychto zaznamov designated vendor or off-site archiving facility at
odoslala urfenému dodédvatelovi alebo externému Novartis’ expense.
archivadnému zariadeniu na naklady spolotnosti
Novartis.

6.5. V pripade, e v pricbehu klinického skusania | 6.5. If in the course of the clinical trial Novartis obtains
Novartis ziska délezité informédcic (napriklad important information (for example information on
informécie tykajuce sa zdvamych neZiaducich serious adverse reactions) which is reasonably
ucinkov), ktoré sa opravneme povaZujl za considered as information that might have influenced
informécie, ktoré by mohli ovplyvnit rozhodovanie the decision or the assessment of the clinical trial (if
resp. zéver posudzovania klinického skuSania o (ak such information was available at the time of
by boli tieto informacie dostupné v Case prijatia decision-making), it shall immediately notify the
rozhodnutia), bezodkladne oznami tieto skutoCnosti Investigator of such matters, directly or through CRO
Skugajicemu priamo alebo prostrednictvom CRO (if any), and comply with all obligations in this
(ak existuje), a a spini si vietky relevantné respect.
povinnosti v tejto s@vislosti.

6.6. V spolupraci so Skufajucim, alebo inym | 6.6. Novartis, in cooperation with the Investigator or in
dohodnutym spdsobom, Novartis poskytne tidaje o any other agreed manner, shall provide the data on all
vietkych  zAvainych  neZiaducich  néinkoch serious adverse reactions to the European Medicines
Eurépskej agentdre pre lieky, resp. Etickej komisii Agency, or Ethics Committee and/or the Governing
a/alebo Riadiacemu organu (v silade s EU-CTR), Body (as per the EU-CTR), or upon request also to the
alebo na poZiadanie aj zdravotej poistovni health insurance company which provides public
vykondvajicej  verejné  zdravotné  poistenie health insurance to the Participant, and together with
Utastnika, a spolu so Sku¥ajicim uskutocni the Investigator shall take measures necessary fo
opatrenia, ktoré je potrebné vykonat' za tcelom protect the Participants who are exposed to risk. This
ochrany  Utastnikov  vystavenych  riziku. is without any prejudice to reporting obligations of the
Oznamovacie  povinnosti ~ SkiSajuceho  voti Investigator towards the pertinent. health insurance
prislune] zdravotne] poistovni podi'a § 44 Zakona o company under Section 44 of the Medicinal Products
lickoch tymto nie si nijako dotknuté. Act.

6.7. Inétiticia zabezpedi, aby Hlavny skisajici oznamil | 6.7. The Institution shall ensure that the Principal
Novartisu vietky doleZité informdcie uvedené Investigator notifies Novartis of all important
v tlanku 6.5., ktoré zisti v priebebu klinického information listed in para. 6.5., which he/she detects
skuania a poskytol vietky relevantné informacie in the course of the clinical trial and provided all
akémukoPvek orgénu v stilade so zdkonom. Sucasne relevant information to any authority in accordance
zabezpeti, e Udastnik bude v nevyhnutnej miere with law. At the same time, the Principal Investigator
informovany o vietkych otdzkach tykajucich sa shall ensure that the Participant is informed of ail
klinického skti3ania. issues related to the clinical trial to the necessary

extent.

6.8. Indtiticia a Hlavny skidajiici budi  okamzite | 6.8. The Institution and the Principal Investigator shall
reagovat’ na vietky Ziadosti Novartisu predkladané immediately respond to all requests by Novartis that

20159

Zmiuva o klinickom skisani — verzia 24.11.2021 - viacero skasajticich
Novartis / Fakultna nemocnica Trmava- 2251
Protokol &.. CLOU0G4A2304



poas klinického skuania tykajlice sa postdenia
aprerokovania postupn  klinického  skiSania
a stivisiacich otdzok so zastupcami Novartisu.
Hlavny skudajici vyhlasuje, Ze sa za tymto ciefom
streine so zdstupcami Novartisu a poskytne potrebné
informécie a zdznamy.

will be submitted during the clinical frial and will
pertain to the evaluation and negotiation of the
clinical trial progress and associated questions with
the representatives of WNovartis. The Principal
Investigator declares that for this purpose he/she will
meet with the representatives of Novartis and provide
them with the necessary information and records.

6.9.

Inititicia poskytne sadinnost pri zabezpeovani
aposkytovani podkladov, najmi &i InStiticia, jej
persondl a pracoviska spliaju podmienky pre
realiziciu klinického ski¥ania a Spravnej klinicke]
praxe.

6.9.

The Institution shall cooperate in order to ensure and
provide details, in particular as to whether the
Institution, its personnel and sites meet the conditions
for the conduct of the clinical irial and of good clinical
practice.

6.10.

Hlavny skuSajuci je povinny oznamit zaradenie
Ucastnika do klinického skuiania s uvedenim &isla
rozhodnutia o povoleni klinického skiSania a
datamu zaradenia Utastnika do klinického skiania
zdravotnej poistovni vykonavajice] vergjné
zdravotné poistenie Utastnika bezodkladne po
zaradenf Utastnfka do kiinického skusania;
prislusnost Utastnika k zdravotnej poistovni je
rozhodujica v Gase zaradenia Utastnika do
klinického skasania.

6.10.

The Principal Investigators are obliged to notify the
health insurance company providing public health
insurance to the Participant of the enrolment of the
Participant in the clinical trial, together with the
number of authorization for the conduct of the clinical
trial and date of inclusion of the Participant in the
clinical trial and he/she shall do so immediately after
enrolment of the Participant in the clinical trial; the
determining factor is the insurance of the Participant
by the pertinent health insurance company at the time
of enrolment of the Participant in the clinical trial.

6.11.

Hlavny  Skd3ajici  poskytne  Novartisu i
Zadavatel'ovi klinického skiania siéinnost’ pri
plneni povinnosti zaddvatela klinického skiSania
vyplyvajucich zo Zdkona o likoch.

6.11.

The Principal I[nvestigator shall cooperate with
Novartis and Sponsor of the clinical trial while
performing the obligations of the sponsor of the
chinical trial resulting from the Medicinal Products
Act.

7. NeZiaduce udalosti a neZiaduce a€inky

7. Adverse Events and Adverse Reactions

7.1

Ingtittcia a Skasajuci sa zavizuju, Ze budi okamzZite
informovat’  Novartis, Riadiaci  organ, alebo
akykofvek iny orgén svsalade s plathou
legislativou a prislu§nd zdravotni poisfoviin
vykondvajicu  vergjné  zdravotné  poistenie
Utastnika o vietkych zavaznych neZiaducich
udalostiach, kioré sa tykaji Ucastnika, alebo o
podozreniach na neZiaduce 1fidinky, ktoré sa tykaji
materidlu, najmi  Medicinskych  produktov
(skuganych produkiov a liekov), ktoré sa vyskytli v
pricbehu klinického skiidania, najneskér viak do 24
hodin od ich zistenia, to vietko najmi v silade
s pokynmi uvedenymi v Protokole. Hldsenia budn
nasledne doplnené InStiticiou  a Skifajicim
o podrobné pisomné spravy v sulade so vietkymi
pravoymi a regulainymi poZiadavkami. Inititacia
a Skiajuci budd vzdy spolupracovat’ s Novartisom
a zabezpedia spolupracu aj akejkolvek osoby
zidastnenej na vykonavani klinického skiZania
s Novartisom, ato pri jeho hliseniach vietkych
zdvaznych neZiaducich udalosti apodozreni na
neZiaduce uginky  Medicinskych  produktov
(skidanych produktov alebo liekov) Eurdpskej
agentare pre lieky, resp, Riadiacemu organu, Erickej
komisii,  prisludnej zdravotnej poist’ovni
vykondvajice] verejné  zdravotné  poistenie
Utastnika, pripadne prislu$nym orginom &lenskych
§tatov, na ktorych izemf sa vykondva multicentrické
klinické skuganie, a v pripade ak to stanovujui pravne
predpisy alebo oto poZiada Novartis, poskyini

7.1.

The Institution and Investigator undertake to
immediately notify Novartis, the Governing Body, or
any other authority pursuant to the applicable
legislation and the relevant health insurance company
providing public health insurance to the Participant of
all serious adverse events pertaining to the
Participanis, or of suspected adverse reactions
pertaining to the material, in particular to the
Medicinal Products (investigational products and
medicines), which have occurred in the course of the
clinical trial, however not later than within 24 hours
after becoming aware of such events and reactions, all
in accordance namely with the instructions set forth in
the Protocol. The Institution and Investigator shall
subsequently supplement the reports with detailed
written statement in accordance with all legal and
regulatory requirements. The Institution and the
Investigator will always cooperate with Novartis and
will ensure that any person involved in the conduct of
the clinical trial shall cooperate with Novattis in its
reports of all serious adverse events and suspected
adverse  reactions of Medicinal  Products
{investigational products or medicines) to the
European Medicines Agency or to Governing Body,
the Ethics Committee, the relevant health insurance
company performing public health insurance of the
Participant, or the competent authorities of the
Member States on whose territory the multicentre
clinical trial is performed, and in case it is stipulated
by the legislation or required by Novartis, will provide
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(a/alebo  zabezpedia poskytnutie} prisluinym
otganom aj poZadované informécie.

the relevant authorities with requested information, as
well.

7.2. Po vyskyte zavainych neZiaducich udalosti, prip. aj | 7.2. Following the occurrence of serious adverse events,
ostatnych neZiaducich udalosti, & neZiaducich event. also other adverse events, or adverse reactions,
udinkov uskutoéni Hlavny Skigajuci po konzultacii Principal Investigator, after having consulted
s Novartisom vietky nevyhnutné opatrenia na Novartis, shall take all measures necessary in order to
ochranu Uiastnikov, ktori st vystaveni riziku. protect the Participants exposed to risk.

8. Finanéné vyrovnanie 8. Financial Compensation

8.1. 7a riadne vykonanie sluzieb a odovzdanie vietkych | 8.1.  For due performance of services and handover of ail
podkladov, ktoré Inititicia a Hlavny Skusajoci v details provided by the Institution and the Principal
prospech Novartisu majii poskytmit’ podla tejio Investigator for the benefit of Novartis pursuant to
Zmluvy, uhradi Novartis Indtiticii a Hlavnému this Agreement, Novartis shall pay remuneration in
Ski¥ajacemu dohodnuti odmenu podFa Prilohy &. 2 accordance with Annex No. 2 of this Agreement.
tejio Zmluvy. Na zdklade dohody zmluvnych stran Upon the agreement of the Parties, some payments
sa Cast platieb podla tejto Zmluvy vyplati priamo will be paid directly to the Institution and the Principal
Inétitiicii a Hlavnému Skiajiucemu, a to v silade s Investigator, in accordance with the Annex No. 2 of
Prilohou &. 2 tejto Zmluvy, ¢o Ingtiticia a Skisajuci this Apreement whereby the Institution and the
berti na vedomie a vyslovuja s tym stihlas. Celkovy Investigator are aware of such fact and expresses their
Rozpodet klinického skiSania bol rozdeleny v consent hereto. The total Clinical trial Budget was
pomere 20% pre Injtitticiu a 80% pre Hlavného split 20% for the Institution and 80% for the Principal
skngajuceho (vratane ostatnych Skusajucich). Investigator (including other Investigators).

8.2 Uhrady podFa Prilohy &. 2 Zmluvy obsahujii vietky | 8.2. Unless agreed otherwise, payments according to

néklady Indtiticie a Hlavného Skidsajiceho spojené
s vykonanim  klinického skafania as lieCbou
ochorenia, na ktoré je klinické skiianie zamerané,
vratane ndkladov na vy$etrenia spojené s tymto
klinickym sktidanim, ktoré si nad ramec $tandardne;
zdravotnej starostlivosti a ktoré nie s hradené
zverejného  zdravotn¢ho  poistenia, a vratane
nakladov aodmeny =za ¢innost Hlavného
Skiajiceho, pokial nebude dohodnuté inak.
Uhrady uvedené v Prilohe & 2 Zmluvy predstavuji
jediny a vyluny sposob finan¢ného vyrovnania
medzi zmluynymi stranami a Indtifiicia ani Hlavny
SkugajGci nemaju narok na akékolvek daldie
finanéné & obdobné plnenie. Intiticia a Hlavny
Skugajici st vyhradne zodpovedni za platbu
vietkych dani a ostatnych poplatkov, ktoré im m6zu
vznikmit, alebo mézu byt uloZené & splainé
vsavislosti s pefiafnymi alebo nepefiaznymi
pineniami uvedenymi v tejto Zmluve a v jej Prilohe
&. 2, vratane tych plneni, ktoré sa vypldcaju priamo
Hlavnému Skugajucemu, ¢&i poskytnutymi na
zéklade tejto Zmluvy, ktoré obsahujn vietky takéto
pripadné dane a poplatky. Zmluvné strany
kongtatuji, Ze plnenie poskytnuté podla tejio
Zmhluvy  Indtitacii  a Hlavnému  SkiSajucemu
predstavujé  prijem  z vykondvania klinického
skidania, ktory nie je predmetom dane z prijmu
vyberane] zrazkou, ale je zdafiovany samotnou
Ingtitaciou resp. invm prijemcom platby.

Indtiticia prehlasuje azéroveil suhlasi stym, Ze
Skiidajlci uzavrie s Novartisom osobitnd zmluvu
(dalej len ,Zmluva o poskytovani odbornych
dinnosti®), na ziklade ktorej Skulajuci priamo
obdr?i od Novartisu thrady (odmenu) za sluzby
vykonané SkaSajiicim. Indtiticia  prehlasuje
a zavizuje sa, ¥e plnenie Zmluvy o poskytovani

Annex No. 2 of the Agreement cover all costs of the
Institution and the Principal Investigator associated
with the conduct of the clinical trial and treatment of
the disease which is the focus 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 reward for the
activities of the Principal Investigator. Payments
listed in Annex No. 2 of the Agreement present the
only and exclusive method of financial compensation
of the Parties and neither the Institution nor the
Principal Investigator are entitled to any further
financial or similar performance. The Institution and
the Principal Investigator are solely responsible for
the payment of all taxes and other fees that they may
incur or that may be levied or payable in connection
with monetary or non-monetary settlement described
in this Agreement and Annex No. 2, including also the
benefits paid directly to the Principal Investigators, or
provided under this Agreement, which include all
such potential taxes and fees. The Parties declare that
payment to the Institution and Principal Investigator
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 Institution
itself or other recipient of the payment.

Institution acknowledges and agrees that the
Investigator enters into a separate agreement
(hereinafter teferred to as “Professional Service
Contract”) with Novartis under which he/she will
receive direct payment from Novartis for the service
performed by the Investigator. Institution assures that
the performance of the Professional Service Contract

22159

Zmiluva o klinickom ska$ani — verzia 24.11.2021 ~ viacero skuajlcich
Novartis / Fakultna nemocnica Trnava- 2251
Protokol & CLOU064A2304



odbornych  éinnosti  nezakladd  poruSovanie
povinnosti Skusajiceho z pracovnopravneho vztfahu
medzi Indtiticiou a Skisajicim alebo z vnitornych
predpisov Indtitucie.

V pripade, ak Novartis uzavrie osobitné zmluvy
o poskytovani  odbornych  &nnosti  aj  so
spoluskiidajiicim a‘alebo inymi ¢lenmi skasajuceho
timu, tak InStiticia s tymto vyjadruje sGhlas a berie
na vedomie, ¥e takyto spoluskiajici a/alebo
¢lenovia skodajiceho timu obdrZzi od Novartisu
tihrady (odmenu) za sluZby priamo.

Zmluvné strany vzajomne vyhlasuji a zavizujl sa,
Z¢ uhrady v savisiosti s klinickym skOdanim (i)
predstavuji realnu trhovi hodnotu za vykonanie
klinického skuania, (i} neboli stanovené Ziadnym
sposobom, ktory zohladiiuje objem alebo hodnotu
akychkofvek odporidani, nahrad alebo obchodov
medzi  Indtiticiou  a/alebo  SkaSajocimi  a
spolofnost'ou Novartis a (iii) nie si ponukané ani
poskytované, ipne alebo &iastoéne, so zamerom
priamo alebo nepriamo, nevyslovne alebo vyslovne
ovplyvitovat alebo povzbudzovat’ ich prijemecu, aby
nakupoval, predpisoval, sprostredkival, predaval,
zabezpetoval ndkup alebo predaj produkiu
Novartisu alebo nepredstavuji odmenu za ich
minulé spravanie.

will not constitute a violation of Investigator’s duties
under the work relationship between Institution and
Investigator and/or the internal policies of Institution.

In a case that Novartis concludes separate
professional service contracts also with sub-
investigators and/or other members of investigator’s
team, the Instiiution takes into consideration and
agrees that these sub-investigators and/or members of
investigator’s team shall receive direct payment from
Novartis for the services performed by them.

Each Party 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 Institution and/or the
Investigators 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
behaviour.

8.3,

Prisludna thrada bude realizovana 2 x ro¢ne vidy za

uplynulé cbdobie spétne, potnuc prvym zaradenym

Utastnikom, podl'a rozsahu Novartisom a Hlavnym

skidajiicim odsihlasenych vykonanych &innost

(potet, druh a im zodpovedajucu hodnotu

jednotlivych Gkonov realizovanych s jednotlivymi

Ukastnikmi a to nasledovne:

a) vidy za obdobic do 31.1. bude do 15.3.
prisluného kalendameho roka WNovartisom
vygenerovany navrh faktiry (IP - Invoice
Proposal) vypracovany na zdklade Novartisom
a Hlavnym skfidajiicim odsihlasenych
vykonanych &innosti do daného obdobia,

b) vidy za obdobic do 31.7. bude do 15.9.
prisluiného kalenddmeho roka Novartisom
vygenerovany navrh faktiry (IP - Invoice
Proposal) vypracovany na zaklade Novartisom
a Hlavnym skdgajicim odsthlasenych
vykonanych éinnosti do daného obdobia.

Novartis  zale vygenerovany IP  Intitucii
a Indtiticia na zaklade takto vypracovaného
adorufeného IP, po jej odsihlaseni Hlavnym
skudajiicim, vystavi faktiru na sumu zodpovedajicu
vyske platby, ktord sa jej ma podla prilohy &. 2
Zmluvy poskytnit’ a tGto faktiru doruci Novartisu.
Na faktire musi byt uvedeny kéd klinického
skifania a prilohou faktiry bude vystaveny IP.
Novartis vyplati vsilade sprilohou & 2 tejto
Zmluvy na ziklade riadne vystavenej a dorudenej
faktary, pristo§mi  &ast thrady odmeny za
§pecifikované obdobie, a to so splatnostou 30 dni od

3.3.

Pertinent payment will be realized twice a year always
for the previous period retrospectively, starting with
the first included Participant, according to the scope
of activities performed and approved by Novartis and
the Principal Investigator (number, type and
corresponding value of individual interventions in
individual Participants) as follows:

a) always for period until January 31 will be until
March 15 of the calendar year in question by
Novartis generated an invoice proposal (IP -
Invoice Proposal) drawn upon the basis of
activities performed during the respective
period and approved by Novartis and the
Principal Investigator,

b) always for period until July 31 will be until
September 15 of the calendar year in question
by Novartis generated an invoice proposal (IP
- Invoice Proposal) drawn up on the basis of
activities performed during the respective
period and approved by Novartis and the
Principal Investigator,

Novartis will send generated TP to Institution and

Institution in pursuance of such drawn up and

delivered P, after approval of the Principal

Investigator, will issue an invoice to the amount

corresponding to the amount of payment that shall be

provided to the Institution pursuant to Annex No. 2

hereto and it will deliver such invoice to Novartis. The

invoice must contain the code of the clinical trial and

Annex of the invoice will be issued IP. Novartis shall

pay the remuneration in accordance with the Annex

No. 2 of this agreement on the basis of a duly issued

and delivered invoice a respective part of the payment
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dorudenia faktiry Novartisu. Na sumy, ktoré maji for the specified period, with maturity period of 30
byt v zmysle prilohy &. 2 Zmluvy vyplaten€ priamo days from the delivery of the invoice to the Novartis.
Hlavnému Skigajicemu, Hlavny Skidajoci dorudi With respect to the payments that, in accordance with
Novartisu pisomnG Ziadost' o vyplatenie sumy vo the Annex No. 2 hereto, shall be paid directly to the
vyike, ktora ma byt Hlavnému skaSajicemu Investigator, the Investigator, shall deliver to Novartis
vyplatend; na vystavenie a néleZitosti takejto a written request for the payment in the amount that
7iadosti ako aj na jej splatnost’ sa obdobne pouZiju should be paid to the respective person pursuant to
ustanovenie tohte bodu o fakturdcii. Annex No. 2 hereto; the provisions of this paragraph
Hlavny Skiisajuci zaroveti doru¢i Novartisu pisomné on invoicing shall be applied to the issuance as well
oznamenie ohladom riadne vykonanych &innosti as to the formalities and due date of such request.
konkrétnym Skagajicim atomu zodpovedejice The Principal Investigator shall at the same time
konkréineho percento pre konkrétneho Skisajiceho deliver to Novartis written notice regarding the
zcelkového  rozpottu  klinického  skiSania activities properly performed by a particular
dohodnutého pre Hlavného skiifajiceho a ostatnych Investigator and the corresponding  specific
Skugajticich, tj. z celkového rozpoctu 80%, inak percentage for a particular Investigator of the total
uvedené percento pre konkrétneho Skasajiiceho urci clinical trial budget agreed for the Principal
spolo¢nost Novartis; na vystavenic a naleZitosti Investigator and the other Investigators, ie., 80% of
takéhoto oznamenia sa obdobne pouZiju ustanovenie the tota] budget, otherwise said percentage for a
tohto bodu o fakturacii. particular Investigator shall be determined by
Novartis; the issuance and particulars of such notice,
shall be subject to the billing provisions of this clause,
mutatis mutandjs.
V zmysle formuldru informovaného sthlasu | 8.4. Inthe meaning of the Patient Informed Consent Form
pacienta, je Utastnikom za vykonané navstevy Novartis will provide to the Participants for
v ramei klinického skiidania poskytovany prispevok completed visits during the clinical trial the
na néhradu cestovnych nékladov. Hlavny skisajuci contribution for cover their travel costs. The Principal
zabezpedi vyplicanie tohto prispevku z prostriedkov Investigator shall ensure payment of this contribution
na to u&elovo poskytnutych Novartisom. Spdsob from the resources provided for such purpose by
a rozsah vyplicania prispevku je uvedeny v Prilohe Novartis. The manner and scope of such payment is
¢ 2 tejto Zmluvy. Administrativnymi finnostami described in Annex No. 2 of this Agreement.
suvisiacimi s priamym vyplatenim tohto prispevku Administrative activities related to direct payment of
Utastnikom bude priamo povereny Hlavny such contribution to the Participants shall be directly
Skgajici; delegated to the Principal Investigator;
Inétitiicia a Hlavny Skisajtici bert na vedomie, e v | 8.5. The Institution and the Principal Investigator take into
stlade s platnymi pravnymi predpismi, najmé, nie account, that in accordance with applicable laws,
vak vyluéne podPa Zakona o liekoch je resp. moZe mainly, but not limited to the Medicinal Products Act,
byt spoloénost’ Novartis alebo tretia osoba povinnd Novartis or a third person is, or eventually may be
omamovat prislu§nym organom a zverejiiovatl obliged to notify the relevant authorities and to
vyiku a (el pefiaznych alebo nepefiaznych plneni disclose the amount and purpose of any monetary or
poskytnutych priamo alebo nepriarmo in-kind considerations directly or indirectly provided
zdravomickemu pracovnikovi alebo to a healthcare professional or a healthcare provider
poskytovatefovi zdravotnej starostlivosti v rozsahu to the extent and under conditions stipulated by
a za podmienok stanovenych platnymi pravnymi applicable laws. The Institution and the Principal
predpismi. Intitacia a Hlavny SkiSajici sudasne Investigator are aware of the fact that the amount of
berti na vedomie, Ze predmetom zverejnenia bude aj the financial remuneration of Investigators for the
vyska finanéného ohodnotenia Skidajicich za clinical trial shall also be subject to disclosure. The
Kklinické skudanie. Ingtiticia a Hlavny Skisajici sa Institution and the Principal Investigator undertake to
zaviizuji poskytnit’ Novartisu akiikolvek sa¢innost provide Novartis with any assistance necessary for
nevyhnutne potrebni na plenie oznamovacich fulfilment of reporting obligations of Novartis under
povinnosti Novartisu podla Zékena o liekoch. Pre the Medicinal Products Act. For the purposes of the
ucely oznamovania finanéného  ohodnotenia notification of the amount of financial remuneration
Hlavného Skugajiceho za klinické skufanie, of the Principal Investigator for the clinical trial, the
Ingtitacia a Hlavny Skudajuci vyhlasuji, Ze takéto Institution and the Principal Investigator declare that
finanéné ohodnotenie Hlavného Skusajuceho za such financial remuneration of the Principal
klinické skifanie vykondvané na zdklade tejio Investigator for the clinical trial conducted under this
Zmhvy predstavuje sumu uvedent v Prilohe & 2 Agreement shall represent the amount stated in the
Zmluvy. Annex No. 2 hereto.
Inititiicia a/alebo Hlavny Sktsajici zodpovedaji za | 8.6.  The Institution and/or the Principal Investigator are
presnost, Gplnost a spravnost’ tdajov a informéci, responsible  for accuracy, completeness and
ktoré poskytujii spolognosti Novartis v stvislosti s correctness of data and information which are
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plnenim povinnosti podl'a bodu 8.5. tejto Zmluvy. V provided by the Institution and/or the Investigator to
pripade  porufenia tychto povinnosti alebo Novartis in relation to fulfilment of obligations under
povinnosti poskytnut’ siéinnost alebo ozndmit para. 8.3. of this Agreement. In case the Institution
vy¥ku finanéného ohodnotenia podla bodu 8.5. je breaches of those obligations or the obligations to
Intitdcia a/alebo Hlavny SkuSajici povinnd/y provide assistance or to notify of the amount of the
odikodnit’ spoloénost Novartis za akékolvek financial remuneration under para 8.5., the Institution
naroky, Zaloby a uplatnenia prava vznesené voéi and/or the Principal Investigator is obliged to
spolo¢nosti Novartis alebo jej prepojenym osobam, indemnify Novartis for any claims, actions and
§kody a iné ujmy, ndklady alebo vydavky, vratane exercise of rights raised against Novartis or its
nékiadov na pravne sluZby spdsobené alebo affiliated persons, damage and other losses, costs or
vzniknuté spoloénosti Novartis alebo jej prepojenym expenses, including expenses for legal services
osobdm v suvislosti s konanfm Ingtitucie a‘alebo caused or incurred to Novartis or its affiliated persons
Hlavného  Skifajlicecho  porudujicim  pravne in relation to any unlawful conduct of the Institution
predpisy alebo povinnosti podl'a iejto Zmhuvy. or any breach of the Institution's obligations and/or
any breach of the Principal Investigator's obligations
under this Agreement.

9. Zodpovednost’ za Skodu a poistenie 9. Responsibility for Damage and Insurance
Novartis vyhlasuje, Ze Novartis, resp. Zadavatel' | 9.1. Novartis represents that, prior to conclusion of this
alebo ich pridruZené osoby zabezpedili pred Agreement, Novartis, event. the Sponsor or their
uzavretim tejte Zmluvy poistenie zodpovednosti affiliated persons had taken out liability insurance of
Indtiticie, Novartisu aUtastnfkov za 3kody the Institution, Novartis and Participants for damage
vzniknuié na Zivote a zdravi Uéastikov vratane to the life and the health of Participants including
smrti, a nakladov spojenych s lie¢bou komplikacii death, and for costs associated with the treatment of
alebo pripadnych trvalych nasledkov na zdravi alebo complications or potential persistent disability or
inej 8kody, ktora méZe byt Ulastnikom spdsobena other damage, that may be caused to the Participants
v dosledku vykondvania klinického skdgania v by the conduct of the clinical trial in terms of the
zmysle Zakona o liekoch, vratane vykondvania Medicinal Products Act, including in the event of
ur€itych ¢innosti siivisiacich s klinickym skiiganim, performance of certain clinical trial related activities
ako je napriklad podavanie Medicinskeho produktu such as Medicinal Product administration outside of
mime pracoviska klinického skifania. Podl'a the clinical site. According to such Hability insurance,
takéhoto poistenia zodpovednosti za fkodu bude the Institution as the insured entity shall, in case of an
mat’ Indtiticia ako poisteny pravo, aby v pripade insured event, have the right to be relieved from the
poistngj udalosti poistitel’ (poistoviia) za neho payment of damages to the Participant for which the
nahradil podfa poistnych podmienck gkodu Institution is responsible and have the surer
Utastnikovi, za ktori Intittcia zodpoveda. Naklady (insurance company} pay insiead of it. Costs related
spojené s uzavretim a udrZiavanim poistnej zmluvy to the conclusion and maintenance of insurance
po cely &as realizicie klinického skdagania hradi coniract during the entire period of the clinical trial is
Novartis. Poistny certifikat je Prilohou & 3 tejto borne by Novartis. The insurance certificate forms
Zmluvy. Annex No. 3 hereto.

Pokial'’ bude vod&i Institucii uplatneny narok na | 9.2. Ifaclaim for compensation for damagg is filed against
ndhradu Skody, ktori je moZné preukdzatelne the Institution and responsibility for such damage may
pricitatt Novartisu alebo u¢inkom hodnoteného be provably assigned 1o Novartis or to the effect of the
produktu alebo Heku, poskytne Novartis nahradu investigational preduct or medicine, Novartis shall
skody v takej vyske, vakej Ufastik tuspeine provide compensation for damage in the amount equal
uplatnil svoj narok na stde, resp. zabezpedi plnenie to the amount that the Participant has successfully
z prisluinej poistnej zmluvy. Tento narok sa pritom claimed in court, or shall ensure insurance payment
musi vyluéne tykat’ ujmy na zdravi (vratane smrti), from the relevant insurance contract. Such claim must
ktora Utastnikovi, ktory sa zicastnil klinického pertain solely 1o an unexpected harm (including
skuSania, vznikla v désledku uZivania sktsaného death) to the Participant who participated in the
produktu &i lieku pouZitého v rdmci klinického clinical trial suffered exclusively as a consequence of
skasania (t.). skdSanie, hodnotenie alebo klinicky the use of the investigational product or medicine
zakrok alebo postup vykonavany v ramci klinického nsed in the clinical trial (i.e. study, evaluation or
sktsania, ktorému by Utastnik nebol vystaveny, clinical intervention or procedure performed as part of
keby sa klinického ski$ania nezidastnil), a to za the clinical trial, to which the Participant would not be
predpokladu, Ze ndarok nevznikol v désledku exposed, if he/she had not participated in the clinical
poru3enia povinnosti Intitiicie alebo Skufajaceho. trial) and provided that the claim did not originate as
a result of a breach of the Institution’s or
Investigator’s obligation,
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93.

Narok na nahradu $kody podla predchadzajiicich
glankov nevznika, pripadne vznika len v pomernej
vyske, najmi ak:

a)

b)

d)

e)

g)

h)

)

ujma na zdravi (vritane smrti) bola
spbsobena zavinenim &i spoluzavinenim
Utastnika alebo jeho zdkonného zastupcu,
o aj z nedbanlivosti;

ujma na zdravi (vritane smrti) bola

spdsobena protipravnym konanim,
zanedbanim  alebo  dmyselne  zlym
spravanim, nedbanlivym konanim,

nespraviym  konanim, opomenutim &
porufenim povinnosti stanovenej Indtitucii
alebo  Skodajicim pravnym predpisom,
touto Zmluvou, vratane vietkych jej priloh,
Protokolom alebo pisomnymi polynmi
Novartisu;

Ingtiticia alebo Sku$ajici bez zbytotného
odkladu, t.j. najneskér do 7 dni pe tom, &o
bol vodi ¢o len jednému z nich uplatneny
narok na nahradu Skody, neozndmili tito
skutoénost’ ako aj s fiou sitvisiace prisluiné
informadcie pisomne Novartisu;

Indtiticia alebo Skadajici neposkytne
informacie alebo pomoc Novartisu alebo
jeho zastupcom stvisiace s priebehom
rie§enia pozadovaného néroku, alebo ak si
poziadani, neprenechajl Novartisu
vykonanie obhajoby a vedenie vietkych
pravnych tkonov, ktoré z tejto skutoénosti

vyplyvajii;

Indtiticia  alebo  Skdajici  uznali
zodpovednost’, resp. ndrok vzneseny tretou
osobou bez toho, Ze by obdrzali

predchadzajici pisomny sthlas Novartisu;

Inititicia alebo Hlavny Skasajuci porusili
svoju povinnost uchovavat a viest
prisluni dokumentdciu, pokial' chybajica
dokumenticia méZe byt dévodom na vznik
alebo priznanic naroku na néhradu $kody
alebo jeho vygky;

Ingtiticia alebo Hlavny Sk(sajoci porudili
informaénu povinnost, ktordl im stanovuje
tato Zmluva alebo platné pravne predpisy;

Ingtiticia alebo Skusajuci porusili svoju
povinnost poskytnit Ukastnikovi riadnu
a bezodkladni zdravoin  starostlivost,
v ddsledku ¢oho $koda na zdravi Ugastnika
vznikla alebo sa zvidsila;

skiifany liek alebo produkt (Medicinsky
produkt), ktory spdsobil ujmu na zdravi
(vratane smrti) nebol Sku3ajicimi podany
vsilade  sProtokolom  a prislunymi
pravoymi predpismi;

nebola preukazana pritinnd sivislost’ medzi
pouzitim skuaného lieku alebo produktu
(Medicinskeho produktu) a spdsobenou
ujmou na zdravi (vritane smrti);

531

Claim for damages according to previous paragraphs
does not arise, or arises only in a proportional amount,
in particular if:

a)

b)

d)

£)

h)

1)

health-related harm (including death) occurred
due to the fault or contributory fault of the
Participant or his/her legal representatives, also
due to negligence;

health-related harm (including death) occurred
due to unlawful conduct, negligence or
intentional misconduct, neglectful conduct,
wrong conduct, omission or breach of
obligation assigned to the Institution or
Investigators by a legal regulation, this
Agreement including any annexes hereio,
Protocol or written instructions given by
Novartis;

the Institution or Investigators failed to notify
Novartis in writing of the claim and all
pertinent information relating thereto , without
delay, i.c. within 7 days after a claim for
damages had been filed against even one of
them;

the Institution or Investigators failed to provide
Novartis or its representatives with information
or assistance in relation to the settlement of the
filed claim, or upon request failed to entrust
Novartis with the defence and carrying out all
legal acts that result from this fact;

the Institution or Investigators admitted a
liability or claim filed by a third person without
having obtained previous written consent by
Novartis;

the Institution or the Principal Investigator
breached their obligation to keep and maintain
relevant documentation, in case the lack of
documentation may give rise to or may lead to
awarding of claim for damage compensation or
the amount thereof;

the Institution or the Principal Investigator
breached their obligation to provide
information which they have under this
Agreement or applicable legal regulations;

the Institution or Investigators breached their
obligation to provide the Participant with
proper and immediate health care and as a
consequence the Participant suffered health-
related harm or the suffered harm became more
serious;

The investigational medicine or product
(Medicinal Product) causing the bodily injury
of the Participant (including death) was not
given by the Investigators in accordance with
the Protocol and relevant regulations;

a causal relationship was not proven between
the use of investigational medicine or product
(Medicinal Product) and the bodily injury
{(including death),
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9.4,

Ingtiticia a Hlavny Skii#ajici budli  pisomne
v potrebnom  rozsahu  informovat  Novartis
o vietkych okolnostiach, o ktorych je moZné sa
domnievat, Ze by mohli viest k vzniku naroku na
nahradu skody voéi Novartisu alebo Zadavatelovi
alebo s tym stivisiaceho stidneho konania a ktorych
st si priamo vedom/{ alebo mali byt vedomi, a buda
Novartis primerane informovat o vyvoji takéhoto
naroku alebo sidneho konania, aj ked’ sa InStitdcia
alebo Skofajici rozhodni na zdklade tychto
podmienok narok na nihradu tkody neuplatnit.
Rovnako Novartis bude pisomne vnevyhnumom
rozsahu informoval’ Indtinicin alebo Hlavného
Skugajuceho o vietkych okolnostiach, ako aj o
vyvoji takéhoto naroku alebo sudneho konania
vznesencho priamo proti Novartisu.

94,

The Institution and the Principal Investigator shall to
necessary extent inform Novartis in writing of all
circumstances which might lead to a claim for
damages against Novartis or the Sponsor or associated
legal proceeding and of which they are directly aware
or should be aware and shall inform Novartis
appropriately on the development of such claim or
legal proceedings, even if the Institution or
Investigators decide not to file a claim for damages
under given conditions. Likewise, Novartis shall
inform the Instituition er the Principal Investigator to
the inevitable extent of all circumstances and progress
of such claim or legal proceedings lodged directly
against Novartis.

9.5.

Zmluvné strany sa dohodli, Ze zodpovednost
Novartisu, Indtitticie a Skd¥ajucichza $kodu
spososobenit realizovanim klinického skdfania sa
riadi pravnym poriadkoin Slovenskej republiky.
Vyluky zodpovednosti za Skodu upravené v €lanku
9 tejto Zmluvy sa uplatnia v rozsahu v ktorom nie st
vylugené kogentnymi ustanoveniami pravneho
poriadku Slovenskej republiky.

9.5.

The Parties agree that the liability of Novartis, the
Institution and the Investigators for damages shall be
governed by the laws of the Slovak Republice.
Exemptions from liability for damages governed by
Article 9 of this Agreement shall be applied to the
extent in which they are not exempted by mandatory
provisions of legisiation of the Slovak Republic.

9.6.

Inititicia je v zmysle zdkona &. 578/2004 Z.z. o
poskytovatel'och zdravoinej starostlivosti,
zdravotnickych pracovnikoch, stavovskych
organizaciach v zdravotnictve a o zmene a doplnen{
niektorych zdkonov v znen{ neskoriich predpisov
povinnd uzatvorit' vlastné poistenie zodpovednosti
za ¥kodu, ktoré bude kryt jej zodpovednost’ za Skodu
spbsobentt osobam v siivislosti s poskytovanim
zdravotne] starostlivosti, a to s poistnym krytim
spiiiajocim  po¥iadavky pravnych predpisov.
Skusajici sa mbze rozhodn(t’ uzavriet dodatolné
poistenie stikromnej profesnej zodpovednosti za
uskutoéfiovanie klinickych skigani.

9.6.

The Institution is within the meaning of Act No.
578/2004 Coll. on health care providers, health care
professionals, professional organisations in health
care and on amendment and supplementation of
certain acts as amended, the Institution is obliged to
take out its own liability insurance to covet its liability
for damage caused to persons in connection with the
provision of health care, with insurance cover meeting
the requirements of the legislation. The Investigator
may choose to take out additional private professional
indemnity insurance for the conduct of clinical trials.

10. Dbverné informicie

10. Confidential Information

10.1.

So vietkymi informaciami a Udajmi, obchodnymi
tajomstvami, doévernymi zdznamami (zdznamy
zfskané na zaklade profesionalneho alebo doverného
vztahu, ktoré sa nesmu zverejnit’ bez suhlasu strany,
od ktorej boli ziskané) ainymi ddvernymi alebo
sikromnymi informaciami {(vritane, okrem in¢ho,
Protokolu, CRF, informécii na infernetovych
strankach ~ Novartisu  chrdnenych  heslom,
Dokumentacie §tadie, Suvisiace] dokumentdcie,
informacii o 3truktire, zloZeni, ingredienciach,
vzorcoch, know-how, technickych postupoch a
procesoch), ktoré boli poskytnuté Intitucii,
Skuajicim a/alebo zamestnancom
a spolupracovnfkom Indtiticie alebo ktoré boli
zhromazdené, spracované, vytvorené alebo
sktorymi pri¥la do styku Indtifucia, Skusajuci
a‘alebo zamestnanci a spolupracovnici InStiticie
v stivislosti so Zmluvou alebo klinickym skuSanim
(dale] sthrnne len ,,Doverné informacie™), bez
ohPadu na to, ¢i 50 v papierovej, elekironickej alebo
inej forme, sa bude zaobchadzat' ako s dovernymi.
Indtiticia a Skufajuci sa zavdzuji, Ze DoOverné

10.1.

All information and data, trade secrets, privileged
records (records obtained based on a prefessional or
confidential relation, which must not be published
without the consent of the party which made them
available) and other confidential and private
information (including, but not limited to the
Protocol, CRF, information at password-protected
websites of Novartis, Trial Documentation, Related
Documentation, information on the structure,
composition, ingredients, patterns, know-how,
technical procedures and processes) which have been
disclosed to or collected, processed, developed or
encountered by the Institution, Investigator and/or
employees and co-workers of the Institution in
connection with the Agreement or clinical trial
(hereinafter collectively referred to as “Confidential
Information™), irrespective of whether in paper,
electronic or any other form, shall be handled as
confidential. The Institution and Investigator
undertake not to disclose such Confidential
Information to a third party or use them for other
purposes, unless they obtained a written consent or
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informacie nezverejnia trete] strane, ani ich
nepouzijii pre iné tdely, pokial' k tomu nedostani
pisomny suhlas alebo pokyn na spristupnenie
Dévernych mformacii od Novartisu apokial to
nebude spadat pod povimé zvergjflovanie v
centralnom registri zmliv v zmysle prisfusnych
pravnych predpisov. Tento stihlas sa ddva z dovodov
objasnenia uréitych skutoénosti CRO (ak existuje)
alebo osobe, za ktort Skuajuct zodpavedaj, alebo
zdravotnej poistovni Utastnika. Toto zverejnenie
Dévernych informécii sa vak poskytuje iba v micre
poZadovanej pre Gdely klinického skoSania a
stanovene] zdkonom. Ddéverné informécie sa
spristupnia persondlu pracoviska (centra) len v
pripade, ak je persondl zaviazany rovnakou mierou
zachovdvania dbvernosti Dévemych informacii,
pricom Ingtitiicia za konanie personalu zodpoveda.
Inititficia a Skufajuci st povinni akékofvek
Déverné informacie a nosite Ddvernych informéacii
vyslovene ozna¢it ako dbéverné apredmet
obchodného tajomstva a to najmé, nie viak vylucne,
pri  ich poskytnuti tretfim osobdm v sulade
s0 Zmluvou alebo prisludnymi pravnymi predpismi;
pokial' je Ingtitdcia povinnou osobou v zmysle
zakona & 211/2000 Z. z. o slobodnom pristupe
k informdcidm a o zmene adoplneni nicktorych
zakonov, v zneni neskorSich predpisov (dalej len
.Zikon o slobode informacii*), je povinna ticto
povinnosti dodrZiavat’ aj vo vztahu k informaciam,
ktoré sa maja poskytovat’ alebo zverejfiovat
v stilade so Zakonom o slobode informacii,

instruction from Novartis to make such Confidential
Information available and if #t does not come under
the obligatory publication on the central register of
contracts under the relevant legislation. This consent
is granted in order to clarify certain matters to CRO
(if any) or a person for which the Investigator are
responsible, or to the health insurance company of the
Participant. However, such disclosure of Confidential
Information is only allowed to the extent required for
the purposes of the clinical trial and set out by law.
Confidential Information shall be made available to
the personnel at the site (centre), only if the personnel
are bound by the same duty of confidentiality, while
the Institution guarantees the actions of the personnel.
The Institution and the Investigator shall expressly
indicate any Confidential Information and
Confidential Information mediums as confidential
and subject to trade secret and that mainly, but not
limited to, by their provision to third persons in
accordance with the Agreement or applicable laws, in
case the Institution is an obligee pursuant to Act No.
211/2000 Coll. on Free Access to Information and on
Amendments to Certain Laws, as amended
{hereinafter referred to as the “Act on Free Access to
Information™), it is obliged to comply with those
obligations also in relation to information, which are
to be provided or disclosed in accordance with the Act
on Free Access to Information.

10.2.

Pokial' jedna zmluvnd strana je zo zdkonom
stanovenych dévodov povinna Doverné informécie
komukol'vek spristupnif, oznami to bez zbyto&ného
odkladu pisomne druhej zmluvnej strane, ak nebude
mbct’ ziskat' jej predchadzajici pisomny suhlas; to
neplati, pokial’ k takému spristupneniu ma ddjst’ zo
strany Novartisu a predmetné Déverné informécie
sa nedotykaju ani nemaju vzt'ah k Indtiticii resp. jej
pacientom a zamestnancom. Novartis poskytne
sthlas k zverejneniu informécii v pripadoch, kde to
vyZaduje zdkon alebo Riadiaci organ. Zvergjnenie sa
uskutoéni len v poZadovane] miere a v Case
poskytnutia tychto informacii musi byt o tejio
skutognosti Novartis informovany.

10.2.

If either Party is for statutory reasons obliged to make
Confidential Information available to anyone, it shall
notify the other Party in writing without delay in case
it cannot obtain its previous written consent; this does
aplly to such sitiation, when the disclosure shall be
made by Novartis and the respective Confidential
Information do not concern, nor has any relation to the
Institution, event. its patients and employees.
Novartis shall grant consent to the disclosure of
information in cases required by law or the Governing
Body. Information shall only be disclosed to the
requested extent and Novartis must be informed of
this matter at the time when such information is being
provided.

10.3.

Intitucia a‘alebo Skiisajici budi pri predkladani
Udajov a Dokumenticie §tadie Eurdpskej agentire
pre lieky resp. Riadiacemu organu a v pripade ak to
stanovuje pravny predpis, Zmluva alebo Protokol aj
Eticke] komisii a zdravotnej poistovni, ktord
vykondva verejné zdravotné poistenie dotknutého
Ukastnika, vzdy spolupracovat s Novartisom,
pri¢om rozsah predkladanych udajov
a Dokumentdcie $tidie je stanoveny maximélne
dokumentaciou podl'a § 42 ods.1 Zakona o lickoch
a nesmil byt predloZené &i spristupnené tie D6verné
informdcie, ktoré predstavujd alebo priamo &
nepriamo zahfiiaji informacie na internetovych
strankach ~ Novartisu  chranenych  heslom,
Dokumentaciu $tadie, Sivisiacu dokumenticiu,

10.3.

When submitting data and Trial Documentation to the
European Medicines Agency or to Governing Body
and if' so established by a legal regulation, Agreement
or Protocol, also to the Ethics Committee and the
health insurance company providing public health
insurance to the affected Participant, the Institution
and/or Investigators shall at all times cooperate with
Novartis with the scope of submitted data and Trial
Documentation being determined at most by the
documentation according to Scction 42 para. 1 of the
Medicinal Products Act; it is prohibited to submit or
make available such Confidential information which
presents or directly or indirectly include information
at password-protected websites of Novartis, Trial
Documentation, Related Documentation, information
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informacie o $truktire, zloZeni, ingredienciach,
vzorcoch, know-how, technickych postupoch
a procesoch &i iné informacie spadajice pod ochranu
prav dufevného vlastnictva.

on the structure, composition, ingredients, patterns,
know-how, technical procedures and processes or any
other information that fall under the protection of
intellectual property rights.

10.4.

Povinnosti  tykajice sa ochrany Dovernych

informacii uvedené vysiie neplatia alebo stracajd

platnost v pripade informécii, pri ktorych moze

Hlavny Skusajuci/Intiticia potvrdit, Ze:

a) boli u? verejnosti dostupné alebo sa
postupne  stali  dostupnymi  inym
spbsobom, nez neopravinenym
zverejnenim informdeif, ato najmd, nic
viak vyludne, neoprévnenym zverejnenim
zo strany Hlavného Skisajticeho, Institicie
a/alebo zamestnacov [Indtiticie a/alebo
spolupracovnikov Indtitucie;

b) boli uz Skasajicemu/Inititticii zname inak
nez poskytnutim od Novartisu alebo
ziskanim & vytvorenim v priebehu alebo
v sivislosti s klinickym skuSanim, ¢o
mbZe preukizatpisomnymi dokazmi;

<) boli  Skusajicemu/Inititicii  odhalené
frefou  stranow, ktora ich dostala od
Novartisu priamo alebo nepriamo, a nie
dovernym spdsobom.

10.4.

Obligations relating to the protection of Confidential
Information above do not apply or lose validity in
relation to information in case of which the Principal
Investigator/Institution can, , confirm that:

a) it was publicly available or became
progressively available in another way and
not by unauthorised disclosure of
information, including, but not limited to
unauthorised  disclosure by  Principal
Investigator, Institution and/or Institution’s
employees or its collaborators;

b) was already known to the
Investigator/Institution in another manner
and not from Novartis or by means of its
receipt or production in the course of or in
connection with the clinical trial, which they
can prove by written evidence;

c) was disclosed to the Investigator/Institution
by a third party which received it from
Novartis, directly or indirecily, and not in
confidential mannet.

10.5.

Po skongeni Zmluvy In3titicia/Skasajuci zlikviduje
alebo na Ziadost Novartisu vrti vietky dokumenty,
vzorky amaterial obsahujici alebo tykajici sa
Dévernych  informéci, okrem jednej képie
Dévernych informécif, ktorda sa musi podla
pravnych  predpisov  uchovat’ v zdznamoch
Indtitiicie, ktoré budi primerane utajené. Ak o to
Novartis poziada, musi InStiticia/Skusajtci takito
likvidaciu bez odkladu pisomne potvrdit’.

10.5.

After  expiry of the  Agreement, the
Institution/Investigator shall destroy or upon request
by Novartis return all documents, samples and
materials containing Confidential Information or
relating to Confidential Information, except for a
single copy of Confidential Information which must
be lawfully maintained in the Institution’s records that
shall be kept in appropriate confidence. If Novartis
requests so, the Institution /Investigator must confirm
such disposal in writing without delay.

10.6.

Indtiticia a Hlavny Skasajici beri na vedomie a
sthlasia, Ze bez ohl'adu na ostatné ustanovenia tejto
Zmluvy je Novartis opravneny spristupnit’ tretim
osobdm informacie tykajuce sa predmetu tejto
Zmluvy, najmi tykajice sa Indtiticie (nazov, sidlo)
a Skugajicich (meno, priezvisko, zdravoinicke
povolanie, nazov a adresa zdravotnickeho
zariadenia, v ktorom SkaSajuci vykondvaji svoje
povolanie) a spolotne tykajuce sa vySky aucelu
peilazného  plnenia  poskytnutého  Indtitiicii
a Skogajicim, vysky audelu nepefiaZného plnenia
poskytnutého Indtitdcii a Skisajicim, v rozsahu
podfa Zakona o liekoch, najmi v suvislosti s
vykonanim  omamovacich  povinnosti  voci
Nérodnému centru zdravotnickych informacit.

Na pripadné spractivanie osobnych Odajov
Skii3ajuceho podFa tohto bodu sa aplikuje ¢1. 12 tejto
Zmluvy.

10.6.

The Institution and the Principal Investigator
acknowledge and agree that notwithstanding to other
provision of this Agreement is Novartis authorised to
release to third parties any information relating to the
subject matter of this Agreement, in particular
concerning the Institution (business name, seat) and
the Investigator (name, medical profession, the name
and address of the healthcare facility where the
Investigator carries out his/her profession), and
together concerning the amount and purpose of the
monetary transactions provided to the Institution and
to the Investigator, the amount and the purpose of
non-monetary benefit provided to the Institution and
to the Imvestigator in the range according to the
Medicinal Products Act, especially in connection with
the realisation of the reporting obligations to the
National Health Information Centre.

Art. 12 of this Agreement shall apply accordingly for
the potential processing of Investigator's personal data
under this paragraph.

10.7.

Vy&Sie uvedené povinnosti stanovené v tomto
&anky zaviizujn Indtitdciu  a Skidajucich bez
tasového alebo miestneho obmedzenia na trvanie

10.7.

Obligations set out above in this Article are binding
for the Institution and the Investigators without any
restrictions in terms of time or place and are not
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zmluvného vztahu na zdklade tejto Zmluvy, tj.
platia aj po skonéenf platnosti tejto Zmluvy
a klinického sktania.

limited to the period of contractual relationship based
on this Agreement, i.e. they shall survive after this
Agreement and the clinical trial are over.

10.8.

Vo vietkych materidloch tykajicich sa SluZieb,
ktoré st uréené pre externé publikum, Hlavny
skusajici uverejni, Ze si ho Novartis ponechal pre
profesiondlne sluZby spojené s vedenim klinického
skti$ania a tieZ zverejni akékol'vek d'aldie vzfahy,
ktoré ma Novartis s Hlavnym skigajicim, a to v
rozsahu, v akom rozumnd a eticky zmyslajiuca osoba
ofakavala ich zverejnenie.

10.3.

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
Trial; and any other relationships that Novartis has
with Principal Investigator which a reasonable and
ethical person would expect to be disclosed.

10.9.

Vietky strany sa dohodli, Ze urobia vietky dalgie
zvercjnenia a / alebo ozndmenia, ktoré sa modzu
vyZadovat v suvislosti s uzatvaranim, plnenim alebo
prijimanim odmien podla tejto Zmluvy, a Hlavay
skudajici bude v tejto sivislosti dodrziavat® vietky
prisludné pravne predpisy vritane tych, ktoré sa
tykaji odbornych schopnosti-Hiavného
skugajdcecho, vztahy s rozhodovacimi organmi alebo
organmi (ak existuji), ako napriklad odmietnutie
akychkol'vek hlasovani, diskusii alebo odporagani
tykajicich sa vySetrovanych alebo predanych
produktov Novartis, bez ohfadu na to, & sa
predmetomn sluZieb. Okrem toho sa uplatiiuju aj
zvergjnenia prevodov hodnoty v sillade s narodnymi
kodexami zdruZeni farmaceutického priemyslu,
ktorych je Novartis stranou.

10.9.

Al 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 Llws in this respect, including
those relating to principal investigator’s professional
relationships with decision-making authorities or
bodies (if any), such as, for instance, recusal from any
votes, discussions or recommendations regarding
investigational or marketed producis of Novartis,
regardless of whether such are subject to the Services.
In addition, disclosures of transfers of value in
accordance with national pharmaceutical industry
association codes, to which Novarlis is a party shall
also apply.

H. Publikicie

11. Publications

1.1

Pojem ,publikdcie” uvedeny vtejto Zmluve sa
zamenitelne pouZiva na oznadenic recenzovanych
vedeckych rukopisov (napr. primamych a
sekunddrnych  rukopisov  predloZenych  do
vedeckych alebo lekérskych ¢asopisov), abstrakiov
z vedeckych kongresov a zodpovedajucich posterov
a ustnych prezentacii.

. The term “publications” used in this Agreement is

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
cotresponding posters and oral presentations

11.2.

Pri dodrZani zasad a predpisov Novartisu pre
publikovanie udajov a s predchadzajicim
pisomnym  sthlasom  Novartisu médin byt
informécie o klinickom skuSani zverejnené vo
vedecke]j literatfire.

11.2.

While observing the principles and regulations of
Novartis regarding publication of data and with the
previous writlen consent by Novartis, information
regarding the clinical frial may be published in
scientific literature.

11.3.

Novartis uzndva zaujem Inititicie a Hlavného
skidajiaceho resp. Skifajicich na publikacidch
oklinickom  skifanf ajeho  prezentaciich
v dasopisoch, na schddzach alebo inak, a preto tieto
publikacie a prezentdcie povoli, ale za predpokladu,
Ze Indtiticia a/alebo Hlavny skiisajici a/alebo
SkaSajici  poskytne  Novartisu  navrhované
prezenticie (istne alebo pisomné) najmenej 15
(pdtnast) pracovnych dni avetky ostané
navrhované publikdcie najmenej 45 (Styridsat’pit)
pracovniych dni pred ich zverejnenim alebo ich
spristupnenim osobe, ktord nie je zamestnacom
Injtiticie aktord nem& rovnaki povinnost
ml¢anlivosti ako InStitiicia, resp. Skasajuci podfa
tejto Zmluvy a za predpokladu, Ze Novartis bude
mat’ pravo poZiadat o doplnenie kazdej takejto
navrhovanej prezentacie alebo publikacie na zaklade
dostatoénych dévodov, vrdtane okrem iného:
a) zaistenia presnosti prezentacic
publikdcie;

alebo

11.3.

Novartis acknowledges the interest of the Institution
and Principal Investigator resp. Investigators in the
publications on the clinical trial and its presentations
in journals, meetings or otherwise, and therefore shall
permit such publications and presentations, provided,
however, that the Institution and/or Principal
Investigator and/or Investigator submits to Novartis
proposed presentations (oral or written) at least 15
(fifteen) business days and any other proposed
publications at least 45 (forty-five) business days
prior to being disclosed or submitied to anyone who
is not employed by the Institution and is not under an
obligation of non-disclosure at least substantially
identical to that imposed on the Investigators by this
Agreement and provided that Novartis shall have the
right to request supplementation of each such
proposed presentation or publication on sufficient
grounds, including, but not limited to;

a) ensuring accuracy of the presentation or

publication;
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b) zaistenia, aby sikromné informdcie neboli
nedopatrenim ozniamene;

) umoZnenia, aby prava  dulevn¢ho
vlastnictva boli chranené;

d) umo¥nernia, aby boli poskytnuté prisluiné

doplitujuce informécie.

b) ensuring that private information is not
accidentally disclosed;

) allowing for the protection of intellectual
property rights;

d) allowing for provision  of
supplementing information.

relevant

Novartis dodrziava autorské odporifania ICMIE

(www.icmje.org). Vietky osoby musia preto pocas

tvorby publikdcie splnif vietky Styri autorské

kritéria ICMIJE, aby mohli byt do publikacie

zahrnuti ako autori, a to nasledovne:

a) podstatne prispeli ku koncepcii alebo
dizajnu diela; alebo k ziskaniu, analyze
alebo interpretacii udajov k diely; a

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

c) schvalili koneéni verziu, ktord sa md
uverejnit’; a

d) stthlasia, Ze prebert plnu zodpovednost’ za

vetky aspekty prace aby bolo zabezpeené,
7o sa otazky tykajuce sa presnosti alebo
integrity ktorejkol'vek &asti diela vyrieSia.

11.4,

Novartis follows the ICMJE authorship guidelines
(www.icmje.org). All persons must therefore fulfill
all four [CMIE authorship criteria during publication
development to be included as authors on the
publication, as follows:
a) substantial contributed to conception or
design of the work; or the acquisition,
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.

11.5.

Forma vietkych publikécii tykajicich sa klinického
skiigania a vzt'ah dotknutych 0s6b a Novartisn k nim
podla zdkona & 185/2015 Z.z. Autorsky zdkon
v zneni neskor¥ich predpisov (napr. autorstvo,
spoluautorstvo, spoloéné dielo, siborné dielo,
spojené diela) bude uréené vzajomnou dohodou pri
odsuhlaseni publikdcie, prezenticie &i incho diela
Novartisom podfa tohto &lanku.

11.5.

The form of all publications relating to the clinical
trial and relation of affected persons and Novartis to
them according to Act No. 1852015 Coll., the
Copyright Act, as amended, (e.g. authorship, co-
authorship, joint work, summary work, compound
work) shall be determined by mutual agreement
during approval of the publication, presentation or
other work by Novartis pursuant to this Article.

11.6.

Novartis méZe poziadat, aby bola akdkoIvek
publikacia alebo prezentacia aZ 4 (3tyri) mesiace
pozdr¥ana s ciefom umoZnit pripravu a podanie
patentovej Ziadosti. Doba 4 (Styroch) mesiacov
zatne plynat ditom prijatia navrhovanej publikacie
alebo prezentacie, alebo dilom, ked” sa vietky
prisluiné udaje zklinického skiSania dajn
k dispozicii Novartisu, podla toho, ktory datum
nastane neskorie.

11.6.

Novartis may request that any publication or
presentation be delayed for as many as 4 (four)
months in order to allow preparation and filling of the
patent application. The period of 4 (four) months
commences on the day of acceptance of the proposed
publication or presentation or on the day when all
relevant data from the clinical trial are available to
Novartis, whichever occurs later.

11.7.

Ak je klinické skianie multicentrickym kiinickym
skuganim, prvé zverejnenie Gdajov musi vychadzat
z0 sibhrmnych ddajov  od vetkych centier
analyzovanych podfa Protokolu, pokial sa vietci
hlavni skdSajici zadastneni v klinickom skaSani a
Novartis nedohodnii pisomne inak. Zverejnenie
tastkovych siborov udajov sa bude mbet
uskutoénit’ a¥ po zverejneni uplnych udajov.

11.7.

If the clinical trial is a multicentric clinical trial, the
first publishing of data must be based on summary
data from all centres analyzed according to the
Protocol unless all  principal  investigators
participating in the clinical trial and Novartis agree
otherwise in writing. Publication of partial data sets
shall not be made until the full data is released.

Rovnaké povinnosti platia aj pri publikaéne] ¢innosti
Skiigajhcich. Skagajici beri na vedomie, Ze Ziadna
odbornd publikdcia k objavom ¢&i skifanym
produktom, pripravkom alebo lickom nesmie byt
Skogajucimi  vydana pred okamihom podania
Ziadosti o patentova prihlasku, pokial vzhTadom k
povahe vysledkov klinického skiiSania bude podanie
takejto prihlasky prichddzat’ do tvahy.

11.8.

Same obligations apply also to publication activities
of the Investigators. The Investigators acknowledge
that no professional publication related to discoveries
or investigational products, preparations or medicines
may be issued by the Investigators before the
submission of patent application, in case such
application is possible while taking into account the
nature of the results of the clinical frial.

AkékoPvek publikacia alebo zverejnenie musia byt
v stilade s prislusnymi pravnymi predpismi a musia
byt obmedzené len na publikiciu a zverejnenie

11.9.

Any such publication or disclosure must comply with
all applicable laws and must be limited to scientific
findings. Such publications or disclosures must, in
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vedeckych zisteni, Publikdcia alebo zverejnenie
nesmi najmé predstavoval propagaciu, resp.
reklamu podla prislugnych pravanych predpisov.

particutar, not constitute promotion under the
applicable laws.

11.10. 'V siilade s akymikolvek autorskymi pravami, ktoré | 11.10. Subject to any copyright rights owned by the
patria zverejfiujiicej osobe, spoloénost’ Novartis a jej applicable publisher, Novartis and its agents may use,
zéstupcovia mdézu pouZivat, odkazovat' a ¥rit refer to and disseminate reprints of scientific, medical
dotlatky  vedeckych, lekdrskych a inych and other published articles which disclose the name
publikovanych &lankov, v ktorych je uvadzany of the Institution and/or the Investigators.
nézov Inétificie a/alebo SkidSajacich.

I1.11. Novartis a jeho zastupcovia moZu uviest | 11.11.Novartis and its agents may list participating
zucastnenych  skufajicich asnimi  stvisiace investigators and their institutional affiliations in the
indtiticie v asti pod’akovanie rukopisu alebo acknowledgement section of the manuscript or
abstraktu predloZencho na uvergjnenie podla abstract submitted for publication according to the
smernic asopisu alebo kongresu. Na spracivanie journal or congress guidelines. Art. 12 of this
osobnych tdajov za ddelom podla tohto bodu sa Agreement shall apply accordingly for the processing
aplikuje primerane &l. 12 tejto Zmluvy. of personal data for the purpose under this para.

11.12.  Spolofnost’ Novartis a jej zastupcovia méZu na | 11.12. Novartis and its agents may use the Institution and the
ugely vykonavania klinického skigania Investigators contact details and clinical trial status in
pouZivat/zverejnit' kontaktné 1daje InStiticie clinical trial specific newsletters and on the
a Skaajicich, stav  klinického skisania v worldwide web for the purpose of conducting this
newsletteroch a na celosvetovom webe, Newslettre clinical trial. Newsletters may be distributed to all
méZu byt distribuované do vietkych zigastnenych participating sites (centers) and postings to the
pracovisk (centier) a prisluiné prispevky zverejnené worldwide web. Newsletters and postings to the
na celosvetovom webe. Newsletire a prispevky na worldwide web are for the purpose of providing
celosvetovom webe sliZia na poskytovanie information to poténtial participants to the clinical
informacii potencidlnym Gastnikom klinického irial regarding the clinical trial giving them the ability
skufania o klinickom sk@3ani, o im umoZiuje 1o contact participating sites (centres). Art. 12 of this
kontaktovat' midastnené pracoviskd (centrd). Na Agreement shall apply accordingly for the processing
spracivanie ocsobnych udajov za G&elom podrla tohto of personal data for the purpose under this para.
bodu sa aplikuje primerane &l. 12 tejto Zmluvy.

11.13.  InStiticia a ani Skiajici nie su oprdvneni zverejnit’ | 11.13. Neither the Institution nor the Investigators shall

informéciu o existencii tejto zmluvy alebo o jej
stvise s Novartisom alebo pouZit nazov spolocnosti
Novartis alebo jej zastupcov v tlatovych spravach,
Elankoch- alebo inych komunika¢nych
prostriedkoch, ato  bez  predchadzajiceho
vyslovného pisomného sihlasu Novartisu. Aviak, za
predpokladu, Ze Indtitticia je povinna plnit svoje
oznamovacie povinnosti, je oprdvnenid oznadit
Zadavatel'a ako zadavateFa klinického skd¥ania
a zverejnit vyskn finannych prostriedkov, ktoré
boli poskytnuté na klinické skiifanie, aviak nesmie
uviest’ Ziadnu informéecin, ktora by obsahovala
nazov produkitu pouzitého v klinickom skugani
alebo jeho terapeutického vyuZitia, okrem pripadov
ak si to vyzaduji prisludné pravne predpisy.
Institucia Hlavny Skugajici a skiidajici tim nesmu
pouzit nazov spolonosti Novartis alebo jej
zastupecov alebo akikel'vek inn informaéciu, ktord by
obsahovala nazov skiiganého licku (produktu) alebo
klinického sk0ania na socialnych sietach.
Zaddvatel' aj spolotnost’ Novartis bertl na vedomie,
Ze Indtitheia je v zmysle zdkona &. 211/2000 Z.z
o slobodnom pristupe k informdciam a o zmene
adoplneni nicktorych zdkonov(zdkon o slobode
informacii) v zneni neskorgich predpisov povinna
zvergjnit’ tiito Zmluvu v centralnom registri zmlav
vedenom Uradom viady Slovenskej republiky.

disclose the existence of this Agreement or its
association with Novartis, or use the name of Novartis
or ifs agents n any press release, article or other
method of communication, without the express priot
written approval of Novartis. Provided, however, that
in order for the Institution 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 Trial, except
as otherwise required by the Applicable Laws. The
Institation, the Principal  Investigatorsand
investigational staff shall not use the name of Novartis
or its agents or ‘any information that identifies the
Trial Drug or Trial in any social media. The Sponsor
and Novartis acknowledge that thé Institution is,
within the meaning of Act No. 211/2000 Coll. on free
access to information and on amendment and
supplementation of certain acts (Act on Freedom of
Information) on freedom of information is obliged to
publish this Contract in the Central Register of
Contracts maintained by the Office of the
Government of the Slovak Republic.
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11.14,

Vyssie uvedené povinnosti zavdzuji Initithcin
a Skigajicich bez Casového alebo miestneho
obmedzenia na trvanie zmluvného vztahu na
z8klade tejto Zmluvy, tj. platia aj po skonZeni
platnosti tejto Zmluvy a klinického skdsania.

11.14. Obligations set out above are binding for the

Institution and the Investigators without any
restrictions in terms of time or place and are not
limited to the period of contractual relationship based
on this Agreement, i.e. they shall survive after this
Agreement and the clinical trial are over.

12. Osobné ddaje

12. Personal Data

i2.1.

Pre tcely tejto Zmluvy sa Zadavatel aj Intiticia
povazujil za prevadzkovatefov osobnych tdajov
vzmysle Nariadenia. KaZdd zo strin bude
samostatne zodpovedna za dodrZiavanie svojich
povinnosti  ako  prevadzkovatela v zmysle
Nariadenia a prislusnych pravnych predpisov.
Intitacia sa povazuje za prevadzkovatel'a ohfadom
spractivania osobnych tidajov vyluéne v savislosti s
poskytovanim zdravotnej starostlivosti.

12.1.

For the purposes of this Agreement, both the
Institution and the Sponsor shall be considered as
Data Controllers as defined by the Regulation. Each
of the 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 Institution shall be considered Data
Controller solely with respect to the provision of
health care.

12.2.

Zadavatel bude povazovany za prevadzkovatela
ohfadom spracivania udajov tykajicich sa
vykonavania klimického skifania, ktorymi sl
osobné udaje Utastnikov aSkusajucich (dalej len
,Osobné adaje*). Indtiticia a Skiajici berd na
vedomie, e pri vykonavani klinického skuSania
podla tejto  Zmluvy  vystupuji v pozicii
sprostredkovatela v zmysle ¢1. 4 bodu 8 Nariadenia,
nakolko tieto osobné udaje spraclvaju v mene
Zadavatela. Zastupcom Zadavatela je v zmysle ¢l
27 Nariadenia Novartis, ktory Zadéavatela zastupuje,
pokial ide o povinnosti Zadavatela v zmysle
Nariadenia,

12.2.

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 Participants and personal data of the
Investigators (hereinafter referred to as the “Personal
data™). The Institution and the Investigator take into
account, that conducting of the clinical trial under this
Agreement they act as a processor pursuant to art. 4
para 8§ of the Regulation since such personal data are
processed on behalf of the Sponsor. Representative of
the Sponsor is pursuant to art. 27 of the Regulation
Novartis who represents the Sponsor with regard to its
respective obligations under the Regulation.

12.3.

Spraciivanie Osobnych udajov bude vykondvane
v sulade so Zmluvow, Protokolom, formuldrom
informovaného sdhlasu  a pisomnymi pokynmi
Novartisu. Osobné udaje poskytované Indtiticion
a Skaajicimi v CRF zaznamoch budd spracivané
iba pre tcely tejto Zmluvy. Institicia bude vSak
méet udaje zozbierané podas klinického skuSania
pouzit pri poskytovani zdravotnej starostlivosti
Utastnikom.

12.3.

The processing of Personal Data shall be performed
in compliance with this Agreement, Protocol, the
informed consent form, and any written instruction
issued by Novartis. Personal data provided by the
Institution and the [nvestigators in CRF forms shall be
processed solely for the purposes of this Agreement.
The Institution however may use the data collected in
the course of the clinical trial for the purpose of health
care provisions for the Participants.

12.4.

Inititicia a Hlavny Skadajuci budi na zéklade tejto
Zmluvy spractivat Osobné Gdaje za ucelom najméi
podra &l 2 tejto Zmluvy pri zachovani zasad
spractivania osobnych tdajov v zmysle Nariadenia,
a to potas trvania tejto Zmluvy, ak osobitné pravne
predpisy neuréuju dlhdiu lehotu.

[2.4.

The Instituiion and the Principal Investigator shall
process the Personal data of the Participants under this
Agreement for the purpose of namely art. 2 hereof in
compliance with the principles relating to processing
of personal data under the Regulation during the term
of this Agreement, unless specific legislation does
specify otherwise.

12.5.

Inititicia a Hlavny Skfi§ajuci si povinni do
spractivania Osobnych Gdajov podfa tejto Zmluvy
nezapojit ~ dal¥ieho  sprostredkovatela  bez
predchadzajiiceho osobiného alebo vSeobecného
pisomného povolenia Novartisu, alebo Zadavatela,
ak tato Zmluva neurduje inak.

12.5.

The Institution and the Principal Investigator 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 this Agreement, unless this Agreement
specifies otherwise.

12.6.

Ingtiticia a Hlavny Skasajici s povinni spracuvat
Osobné tdaje len na zdklade zdokumentovanych
pokynov Novartisu alebo Zadavatel'a, a to aj pokial
by i3lo o prenos Osobnych udajov do tretej krajiny
alebo medzindrodnej organizacii, ak osobitné pravne
predpisy neuréuji inak.

12.6.

The Institution and the Principal Investigator shall be
obliged to process the personal data only on
documented instructions from Novartis or the
Sponsor, including with regard to transfers of
personal data to a third country or an international
organization, unless required by the specific
legislation otherwise.

12.7.

IngtitGcia a Hlavny Skugajici sa povinni zabezpetit,
aby sa vietky osoby, ktoré poverili vykondvanim

12.7.

The Institution and the Principal Investigator shall be
obliged to ensure, that all persons authorized to
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zaviazali, Ze
véetkych  ziskanych

spracitvania Osobnych tidajov,
zachovaji  dbvernost’
informacii.

process the personal data by the Institution or the
Investigator, have committed themselves to
confidentiality of all obtained information.

12.8.  Indtiticia a Hlavny Sku3ajiici st povinni zachovavaf | 12.8. The Institution and the Principal Investigator shall be
dovernost’ Osobnych tdajov. Osobné tidaje nesmu obliged to ensure that the Personal data are kept
byt’ poskytnuté alebo prevedené akejkolvek tretej confidential. The Personal data shall not be disclosed
osobe bez predo3lého pisomného sihlasu Novartisu or transferred to any third party without prior written
alebo Zaddvatel'a, ak tato Zmluva alebo prisluiné consent of Novartis unless this Agreement or relevant
pravne predpisy neustanovuju inak. legislation provides otherwise.

12.9.  Indtitdcia a Hlavny Skasajoci si povinni prijat so | 12.9. The Institution and the Principal Investigator shali be
zretelom na najnoviie poznatky, ndklady na obliged to implement, taking into account the state of
vykonanie takychto opatreni a na povahu, rozsah a the art, the costs of implementation and the nature,
kontext a Gdely spractuvania, ako aj na rizika s scope, condext and purposed of processing as well as
réznou pravdepodobnostou a zavaZnost'ou pre prava the risk of varying likelihood and severity for the
a slobody fyzickych os6b, primerané technické a rights and freedoms of natural persons, appropriate
organizaéné opatrenia s cielom zaistit trovei technical and organizational measures to ensure a
bezpetnosti  spraciivania  Osobnych  Gdajov level of security appropriate to the risk.
primeran(i tomuto riziku.

12.10. Indtiticia a Hlavny Skisajuci budi zabezpeéovat | 12.10. The Institution and the Principal Tnvestigator shall
procesy na zistovanie areakciu na porudenie maintain procedures to detect and respond to a
spractiivania Osobnych udajov ako to vyplyva Personal data breach as defined under relevant
z prisludnych pravnych predpisov, vratane poruenia legislation, including breach of security leading to the
zabezpetenia smerujoce  k ndhodnému  alebo accidental or unlawful destruction, loss, alteration,
nezikonnému zni¢eniu, strate, zimene, unathorised disclosure of, or access to, Personal data
neautorizovanému prezradeniu alebo  pristupu being processed. The Institution and the Principal
k Osobnym adajom, Indtiticia a Hlavny Skiifajtci Investigator shall notify Novartis of any Personal data
budu informovat’ Novartis o akomkolvek porugeni breach without undue delay, but no later than 24 hours
spractivania Osobnych udajov bez zbytoéného of discovery of such breach. The Institution, the
odkladu, ale nie neskdr ako do 24 hodin od zistenia Principal Investigator and Novartis shall reasonably
takéhoto poruSenia. Institdcia, Hlavny Skaajici cooperate to remediate such breach before reporting
a Novartis budid primerane spolupracovat’ pri such breach to the relevant authority.
naprave takéhoto porudenia pred tym, ako buda
informovat’ pristusny organ o takomto porusen.

12.11.  Indtiticia a Hlavny SkaSajici st povinni v é&o | 12.11. The Institution and the Principal Investigator shall be
najvic¥ej miere pomdahat’ Novartisu a Zaddvatelovi obliged to assist Novartis or the Sponsor by
vhodnymi technickymi a organizaénymi appropriate technical and organizational measures,
opatreniami pri plneni povinnosti Novartisu, resp. insofar as this is possible, for the fulfilment of
Zadavatela reagovat na Ziadosti o vykon prav Novartis’ or the Sponsor’s obligation to respond to
dotknutych ostb v zmysle Nariadenia. requests for exercising the data subject’s rights laid

down in the Regulation.

12.12. Indtiticia a Hlavny SkiSajici st povinni po | 12.12. The Institution and the Principal Investigator shail be
ukonéeni Einnost! podfa tejto Zmluvy na zaklade obliged, at the choice of Novartis or the Sponsor,
rozhodnutia Novartisu alebo Zadédvatela vietky delete or return all the Personal data to Novartis, afier
Osobné udaje vymazal alebo vratif Novartisu a the provision of the activities under this Agreement
vymazal existujuce kopie, ak osobitné pravne is over, unless specific legislation requires storage of
predpisy nepoZaduju uchovavanie tychto QOsobnych the Personal data.
udajov.

12.13.  Institicia a Hlavny Skagajici st povinni poskytnat’ | 12.13. The Institution and the Principal Investigator shall be
Novartisu alebo ZadavateTovi vietky informacie obliged to make available to Novartis or the Sponsor
potrebné pre preukazanie splnenia povinnosti all information necessary to demonstrate compliance
Novartisu, resp. Zadavatela v zmysle Nariadenia a with the obligation laid down in the Regulation and to
umoZnit audity, ako aj kontroly vykondvané allow for and contribute to audits, including
Novartisom, Zadivatelom alebo inym auditorom, inspections, conducted by Novartis, the Sponsor or by
ktorého poveril Novartis alebo Zadavate! a another auditor mandated by Novartis or the Sponsor.
prispievat’ k nim.

12.14. Indtitdcia a Hlavny Skufajici sG povinni bez | 12.14. The Institution and the Principal Investigator shall be

zbytoéného odkladu informovat’ Novartis, ak sa
podla ich ndzoru pokynom WNovartisu alebo
Zadavatela poruduje Nariadenie, alebo iné privne
predpisy tykajice sa ochrany osobnych udajov.

obliged to immediately inform Novartis if, in their
opinion, an instruction from Novartis or the Sponsor
infringes the Regulation or other legal act regarding
the data protection.
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12.15. Ingtiticia a Hlavny Skiigajhci st povinni v priebehu | 12.15. The Institution and the Principal Investigator shall
realizdcie &mnosti podfa tejto Zmluvy a aj po during the implementation of activities under this
skonteni platosti tejto Zmluvy dodrZiavat a dbat Agreement and also after the expiry of this Agreement
na prisludné pravne predpisy na ochranu osobnych respect and observe the relevant legislation on
Gidajov  ainformicii o osobnych  pomeroch protection of personal data and information on
Ugastnikov zaradenych do klinického skiSania. personal matters of the Participants enrolled in the

clinical trial.

12.16. Pred zaiatkom a pogas trvania klinického skusania | 12.16. Prior to the commencement and in the course of the
Intiticia ajej zamestnanci resp. in{ zmluvni clinical trial, the Instjtution and its employees or other
pracovnici poskytnii informdcie tykajuce sa contractual staff shall provide information relating to
Ingtiticie a osobné udaje, ktoré sa tykajl the Institution and personal data regarding the
Skugajucich, spoluskugajucich, zamestnancov alebo Tnvestigator, sub-investigators , employees or other
dralgich pracovnikov. Takéto informécie tykajice sa workers. Such information relating to the Institution
Ingtiticie a osobné udaje zahriuju mend a and personal data include names and surnames,
priezviska, kontaktné  informécie, pracovné contact information, work expetience, professional
skusenosti, odbornit kvalifikdcin, publikacie, qualification, publications, summaries, achieved
stihrny, dosiahnuté vzdelanie, informéacie o vykone education, information on job performance, site
povolania,  vybaveni  pracoviska, kapacite equipment, worker capacity and other information
pracovnikov a d'alSie, ktoré slivisia s vykonavanim associated with the conduct of the clinical trial at the
klinického skigania na pracovisku. Injtitacia sublasi site. The Institution agrees with the use and
s pouZitim a spracovanim informacii tykajucich sa processing of information relating to the Institution.
[n&titicie. Indtiticia a Hlavny SkaSajici budi The Institution and the Principal Investigator shall
informovat’ tieto osoby o spracivani ich osobnych inform these persons about processing of their
adajov aich pravach ako dotknutych oséb, ato personal data and their rights as a data subject by
prostrednictvom informacie pre dotknuta osobu, providing an information for the data subject, which
ktorej vzor tvorl prilobu &. 4 tejto Zmluvy. madel is attached as Annex No. 4 hereto.

12.17. Indtiticia a Hlavny Skagajuci berd na vedomie | 12.17.The Institution and the Principal Investigator
a sihlasia s tym, ¢ Novartis moze byt poZiadany understand and agree that Novartis may be required to
poskytntt urité informacie prislusnym dradom disclose certain information to relevant authorities in
vroznych jurisdikcidch za ddelom zostladenia different jurisdictions in order to comply with local
slokalnymi zakonmi alebo farmaceutickymi laws or pharmaceutical industry codes. The Institution
pravidiami, Indtiticia a Hlavny Skusajoci davaji and the Principal Investigator consent to the
tymto stihlas na zverejnenie konkrétnych informacii, disclosure of certain information that may constitute
ktorymi mézu byt aj osobné tdaje za igelom siladu personal data in order to comply with laws regulating
s predpismi regulujucimi klinické skasania, ato clinical trials, including but not limited to the
najms, ale nie vyluéne nazvu InStiticie, mena Institution’s name, Investigators first name and last
a priezviska Skugajdcich, kontaktnych informacii na name, clinical trial Site contact information, name of
centrum klinického skiuania, nazvu klinického the clinical trial, sponsor, copy of the Agreement, and
skufania, =zadédvatela, kopie tejto  Zmluvy, costs and fees relating to Trial Site’s activities
anakladov apoplatkov v savislosti s &innostou performed under the Agreement. Novartis will
Indtiticie v zmysle tejto Zmluvy. Novartis na provide upon written request a list of any such
zéklade pisomného poZiadania poskytne zoznam disclosure made regarding the Institution and/or the
takychto zverejneni, ktoré sa budu tykat Intiticie Investigator. This Article of the Agreement shall be
a/alebo Skugajicich, Na spracivanie osobnych used for the processing of personal data of the
idajov Hlavného Skuiajiiceho podla tohto bodu sa Principal Investigator pursuant to this para.
pouzije tento Elanok Zmluvy.

13. Viastnictve materialov, idajov a vysledkov 13. Ownership of Materials, Data and Results
13.1.  Pokial nie je pisomne dohodnuté inak, vSetok | 13.1. Unless agreed otherwise in writing, any Material, the

Material, Suvisiaca dokumenticia,  vratane
dokumentov, udajov, informécif, pristrojov
a zariadeni, pombcok, sk(Sanych produktov a liekov
(Medicinsky produkt), ktoré dodal Novartis, ¢l uz
v pisomnej, Ustnej, elekironickej alebo inej podobe,
za uelom klinického skiSania su azostani
majetkom Novartisu, resp. Zadavatela alebo ich
pridruzenych o0séb podla tohto, v koho vlastnictve
sa nachadzajn.

Related Documentation, including documents, data,
information, devices and facilities, aids,
investigational products and medicines {Medicinal
Product) supplied by Novartis in written, verbal,
electronic or other form for the performance of the
clinical trial are and shall remain the property of
Novartis, event. of the Sponsor or their affiliated
person, depending on who is the owner of them.
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13.2.

V pripade, Ze pri klinickom skasani bude pouivat
Indtiticia, Hlavny Skudajici alebo zamestnanci
Intititicie pristrojové vybavenie Inititdcie, ktoré
vyzaduje servis, kalibraciu alebo inti osobitni
starostlivost’, In§titicia sa zavizuje udriavat' také
pristrojové vybavenie sposobilé riadnej prevadzky,
o ¢om je povinné Novartisu na vyZiadanie poskytnat
zodpovedajicu dokumenticiu (laboratdrne
certifikaty, referenéné hodnoty, revizne spravy na
pouZité pristroje a =zariadenia, doklady o ich
kalibracii, certifikdcii a pravidelnych kontroldch,
vratane inych dokladov v zmysle pravnych
predpisov, ktoré stvisia s riadnym a bezpe&nym
uzivanim pristrojov a zariadeni a mé). Indtiticia
vyhlasuje a rudi, Ze predmetné pristrojové vybavenie
Indtiticie bude riadne spitiat’ podmienky stanovené
plathymi pravnymi predpismi a ostatnymi predpismi
Specifikovanymi v bode 3.8. tejto Zmluvy, a Ze budu
schvilené Riadiacim organom.

13.2,

In the case that the Institution, the Principal
Investigator or emplovees of the Institution use in the
course of the Clinical trial devices of the Institution
that require servicing, calibration or any other special
care, the Institution agrees to maintain such devices in
due operational condition and to provide relevant
documentation (laboratory certificates, reference
values, reference values, audit reports on used
instruments and equipment, evidence of their
calibration, certification and periodic inspections,
including other legal documentation related to the
proper and safe use of the instruments and equipment,
etc.) thereof to Novartis upon the request of Novartis.
The Institution represents and warrants that pertinent
devices of the Institution shall meet all the conditions
stipulated by applicable law and other regulations
specified in para. 3.8. hereof and that they were
approved by the Governing Body.

13.3.

Pokial' nie je pisomne dohodnuté inak,
Dokumentacia §tidie, vietky zdznamy, vratane
elektronickych, ktoré boli vytvorené v stvislosti
s klinickym skdSanim, programy a rézne druhy
navrhov zabezpefovanych alebo vykonavanych v
zdujme Novartisu alebo Zaddvatela, a tieZ vietky
udaje, informéacie, dokumenty, objavy a vynalezy
ziskané, vyplyvajice alebo vyvinuté v priebehu
alebo ako sufast’ klinického ski¥ania alebo pri
plneni tejto Zmluvy st a zostand vyhradnym
vlastnictvom Novartisu alebo Zaddvatela resp.
majetkové prava knim pri predmetoch dusevného
vlastnictva si a zostani vyhradnym vlastnictvom
Novartisu alebo Zaddvatefa. Novartis alebo
Zadavatel ich mdZe pouzif a/alebo nakladat s nimi
a/alebo ich previest’ podla vlastného uvéZenia bez
d'aliej plaiby alebo inej povinnosti voéi Institacii
alebo SkuSajucim; Indtiticia ani SkiZajuci nebudih
mat’ na ne Ziadne prava akéhokol'vek druhu.

13.3.

Unless agreed otherwise in writing, the Trial
Documentation, all records, including electronic,
which have been produced in connection with the
clinical trial, programmes and various types of
proposals ensured or executed in the interest of
Novartis or the Sponsor, as well as all data,
information, documents, discoveries and inventions
obtained, resulting or developed in the course of or as
a part of the clinical trial or during the performance of
this Agreement, are and shall remain exclusive
property of Novartis or the Sponsor, event. the
ownership rights to them, in case of items forming
intellectual property, are and shall remain exclusive
property of Novartis or the Sponsor, Novartis or the
Sponsor may use them and/or transfer them at its own
discretion without further paymeni to or other
obligation towards the Institution or Investigators;
neither the Institution and the Investigators shall have
any rights of any kind to them.

134,

Indtiticia a Hlavny skudajfici sihlasia s tym, Ze bude
bez odkladu vybavovat vietky dokumenty
a vykenavat’ vietky daldie opatrenia, ktoré moze
Novartis dévodne poZadovat, aby mohol ziskaf
prospech zo svojich prav podla tejto Zmluvy, a bude
pbsobit’ na to, aby si rovnako po¢inali aj Skuidajuci,
spolusktsajuci, jej zamestnanci a spolupracovnici.
Okrem iného to zahfiia uskutoSnenie vetkych
potrebnych krokov pre prevedenie vlastmictva
vietkych  udajov, informdcii, dokumentov,
vynélezov a objavov, resp. vietkych majetkovych
prav pri predmetoch duevného vlastnictva, na
Novartis alebo Zadavatela alebo nimi urdené osoby
a pomoc Novartisu alebo Zaddvatelovi pri
spraclivani a podavani Ziadosti o patenty &i iné prava
priemyselného alebo duSevného vlastnictva. Pre
thrady podl'a ¢l. 8 aPrilohy & 2 tejto Zmluvy
v prospech Indtitdcie a SkuSajicich sa usudzuje, ze

zahfiia thrady splatné Skugajticim,
spolusktgajicim, zamestnancom a/alebo

spolupracovnikom Intitiicie v sulade s prisludnymi
zékonmi, za vietky vynalezy &i patenty & iné prava

13.4.

The Institution and the Principal Investigator agree to
promptly obtain all documents and take any other
measures that Novartis can reasonably require to
benefit from its rights under this Agreement, and shall
ensure that the Investigators, sub-investigators, its
employees and co-workers act equally. Among other
things, this includes taking ail measures necessary for
transfer of ownership of all data, information,
documents, inventions and discoveries, or all
ownership rights in case of items forming intellectual
property, to Novartis or the Sponsor or to any persons
appointed by them, and assistance to Novartis and the
Sponsor with processing and submission of patent
applications or other industrial or intelléctual property
rights.. Tor the payments according to Art. § and
Annex No. 2 hereof to the Institution and the
Investigators it is deemed that the payments also
Include coverage of such costs and payments payable
to the Investigators, sub-investigators, employees
and/or co-workers of the Institution in accordance
with applicable laws, for all inventions or patents or
any other industrial or intellectual property rights

Zmluva o klinickom skusani — verzia 24.11.2021 — viacere ski$ajlcich
Novartis / Fakultnd nemocnica Trnava- 2251
Protokaol £.: CLOUOB4A2304

36/59




priemyselného  alebo  duSevného  vlasiniciva
prevedené na Novartis alebo Zadévatel'a alebo nimi
uréené osoby v sivislosti spredmetom tejto
Zmluvy,

transferred to Novartis or the Sponsor or to any
persons appointed by them in relation to the subject
matter of this Agreement.

13.5.

Vysledok klinického skSania ake aj vietky
materialy, dokumenty, udaje ainforméacie, aj
Giastkové, ziskané pri jeho dosiahnutf, moéze
Novartis a Zadavatel' pouzit’ pri svojej ¢innosti,
najmi pri vyskume avyvoji, vyrobe, registracii,
predaji, vypracovani vedeckych §tidif a odbomych
prac, marketingu; pri dodrZani platnych pravaoych
predpisov.

[3.5.

Result of the clinical trial and all materials,
documents, data and information, also partial,
obtained in the process leading to the achievement of
such result, may be used by Novartis or the Sponsor
in the course of its activities, in particular in research
and development, manufacturing, registration, sale,
elaboration of scientific studies and professional
works and marketing, while observing all applicable
legal regulations.

13.6.

Za pridruzené osoby sa najmé na Géely bodu 4.0,
bodu 9.1. a bodu 13.1. tejto Zmluvy pokladaja (i)
ovladané osoby v zmysle § 66a ods. 1 ObZ, (ii)
ovladajice osoby v zinysle § 66a ods. 2 ObZ, (ii)
osoba ovladana tou istou oviddajicou oscbou a (iv)
osoba, ktord je &lenom tej istej skupiny (tj. pre
Novartis  &lenom  skupiny  Novartis  apri
Zadavatefovi &lenom skupiny, do ktorej patri aj
Zadavatel).

13.6.

Afflitiates shall be namely for purposes of para. 4.6.,
para. 9.1., and para. 13.1. of this Agreement
considered (i) controlled persons pursuant to Section
66a para. 1 of CC, (ii) controlling persons pursuant to
Section 66a para. 2 of CC, (jii} a person controlied by
the same controiling person and (iv) person being a
member of the same group (i.e. if it concerns
Novartis, then member of Novartis Group and, if it
concerns the Sponsor, a member of the same group,
of which the Sponsor is a member).

14. Doba platnosti Zmluvy

14. Agreement Validity Period

14.1.

Zmluva sa uzatvara na dobu trvania klinického
skii$ania a jej platnost’ konéi najneskdr ditom zaniku
povolenia na vykonavanie klinického skuSania
v Slovenskej republike. Predpokladany termin
skondenia klinického skifania je 23.04.2026.
Novartis je opravneny jednostranne predizit’ trvanie
klinického ska¥ania a posunutie predpokladaného
datumu ukondenia klinického sktifania v stlade s
povolenim na vykondvanie klinického skifania
v Slovenskej republike. Novartis je povinny dorugit’
uvedené ozndmenie o predizenf trvania klinického
skugania v pisomnej forme Ingtiticii a Hlavnému
Skagajucemu, a to podl'a moZnosti najneskér 30 dni
pred pévodnym planovanym terminom skonéenia
klinického skiidania.

14.1.

The Agreement is concluded for the period of the
clinical trial and its validity shall terminate at the
latest at the date of the expiry of the authorisation for
the conducting of the clinical trial in the Slovak
Republic. The clinical trial is expected to finish on
23.04.2026. Novartis is entitled to extend the period
of the clinical trial unilaterally, and to postpone the
expected date on which the clinical trial is finished in
accordance with permission to conduct the clinical
trial in the Slovak Republic. Novartis is obliged to
deliver the mentioned decision on the extension of the
clinical trial in written form to the Institution and the
Principal Investigator, if possible, within 30 days
before the originally planned deadline of the clinical
trial.

14.2,

Platnost’ tejto Zmluvy sa automaticky skon¢i jej
splnenim po dosiahnuti ciel'ov klinického skiSania
a odovzdani vietkych produkiov, protokolov, CRF
zaznamov, Dokumenticie Stidie, Shvisiacej
dokumenticie a Materidlu spoloénosti Novartis.
Zmluva mbZe byt ukonéena aj dohodou zmluvnych
stran.

14.2.

Validity of this Agreement shall expire automatically
by its fulfilment after achievement of the targets of the
ciinical trial and handover of all products, protocols,
CRF records, Trial Documentation, Related
Documentation, and Material to Novartis. The
Agreement can also be terminated by agreement of
the Parties.

14.3.

Ktordkolvek zmluvna strana je oprdvnend odstipit

od tejto Zmluvy pisomnym odstipenim, ktoré

nadobuda udinnost doruéenim druhej zmluvnej

strane na adresu uvedeni v zahlavi tejto Zmluvy, a

to v nasledujucich pripadoch:

a) ak niektord zmluvna strana porusi niektoré
Z ustanoveni tejto Zmluvy a neodstrani
zavadny stav ani v lehote 30-tich dni od
doruenia vyzvy k naprave, patri toto pravo
strane poskodenej;

b) ak bude rozhodnuté, Ze je niektord strana
v konkurze, alebo bude navrh na vyhlasenie
konkurzu zamietnuty pre nedostatok
majetku;

14.3.

Either Party may withdraw from this Agreement in
writing with effectiveness upon delivery to the other
Party to the address shown in the heading of this
Agreement in following cases:

a) if either Party breaches any of the provisions of
this Agreement and fails to remedy the defect
within a period of 30 days from the delivery of
a request for remedy, such right belongs to the
damaged Party,

b)  ifitis concluded that one Party is in bankruptcy
proceedings or a proposal for filing a petition
for bankruptcy shall be rejected due to
msufficient property;
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c) ak je nmiektora strana v platobnej
neschopnosti alebo ide do likvidacie =z
inych priin ako je transformacia alebo
zlu¢ovanie, nema uréencho nastupcu, ktory
by prevzal jej aktiva (majetok) a zavizky a
neuzavrie dohodu alebo iné vysporiadanie
80 svojimi veritel'mi;

d) ak niektord zmluvna strana  strati
opravnenie, ktoré je pre riadne a véasné
pinenie povinnosti vyplyvajicich z tejto
Zmluvy nevyhnuing;

€) ak potrebné opravnenie, povolenie, sihlas
alebo vynimka je odvolané, odloZena jeho
platnost,, alebo vypréi doba, na ktori bolo
vydané bez toho, aby bolo prisluine
predizené.

Novartis je oprivneny odstipit od tejte Zmluvy
pisomnym odstipenim, ktoré nadobida uéinnost
doruenim Indtiticii a Hlavnému SkdSajicemu na
adresu uvedemi v zdhlavi tejto Zmluvy, ato
v pripade ak sa vlehote 90 dni od inicianizaénej
navitevy centra (pracoviska) (Site Initiation Visit)
nepodarilo nabrat’” do klinického skiidania Ziadneho
Utastnika.

V pripade, Ze z hore uvedenych dévodov odstpi od
Zmluvy Novartis alebo Inititticia, nastani Gginky
odstipenia  vo vztahu kvietkym ostatnym
zmluvnych strandm. Aviak ak z uvedenych dévodov
odstipi od Zmluvy konkrétny skii$ajici, zmluvny
vztah medzi ostatnymi zmluvnymi stranami zostava
zachovany a WNovartis aIndtiticia su povinni
ustanovif  nového skii$ajiceho namiesto
odstupujuceho skuajiiceho v stilade s bodom 3.4.
tejto Zmluvy a uzatvorit® dodatok k tejto Zmluve,
predmetom ktorého bude zmena SkiSajiceho.

c) if either Party becomes 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;

d}  if either Party loses authorization which is
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.

If no Participants 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 Institution and
the Principal Investigator to the address stated in the
heading of this Agreement.

In case Novartis or the Institution withdraw from the
Agreement for the above mentioned reasons, the
effects of the withdrawal in relation to all other Parties
will occur. But, if the pertinent Investigator withdraws
from the Agreement for the above mentioned reasons,
the contractual relationship unchanged, and Novartis
and the Institution shall appoint a new investigator
instead of the withdrawing Investigator in accordance
with para. 3.4. of this Agreement and to enter into an
amendment to this AgreementContract, the subject of
which shall be a change of the [nvestigator.

14.4.

Okrem ukonfenia platnosti Zmluvy podPa
predchadzajicich ustanoveni, ma Novartis privo
kedykolvek s okamZitym u¢inkom prerusit’ alebo
ukonéit’ klinické skdganie pisomnym oznimenim
dorudenym Indtiticii a Hlavnému Skusajiicemu
priamo alebo prostrednictvom CRO (ak existuje).
Bez toho, aby Novartis akymkolvek spdsobom
obmedzoval toto svoje prdvo na preruSenie alebo
ukondenie  klinického skd¥ania, Novartis za
normélnych okelnosti preru3i alebo ukonéi klinické
skiifanie v nasledujicich pripadoch:

a) ak vyskyt zavaznych neZiaducich uginkov
alebo podozreni na ne pri podavani
skadanych produktov alebo liekov podas
klinick¢ho skdfania alebo ohrozenie
bezpeénosti Uastikov poukazuje na
potrebu prerufenia alebo ukondenia
klinického skiidania;

b) ak si Novartis Zela prerudit’ alebo ukongit’
klinické skiifanie z komerénych ddvodov,
z dovodov efektivnosti, z dbévodov
koncernovej politiky vykondvania

14.4.

In addition to termination of validity of the
Agreement pursuant to previous provisions, Novartis
is entitled to immediately suspend or terminate the
conduct of the clinical trial at any time by means of a
written notice delivered to the Institution and [ the
Principal Investigator directly or through CRO (if
any). Without any restrictions of its right to suspend
or terminate the conduct of clinical trial for any
reason, Novartis shall under usual circumstances
suspend or terminate the conduct of the clinical trial
in following cases:

a) if the occurrence of serious adverse reactions
or suspected serious adverse reactions
associated with the administration of
investigational products or medicines in the
course of the clinical trial or risk to the safety
of the Participants show that it is necessary to
suspend or end the clinical trial;

b) it Novartis wishes to suspend or end the
clinical trial for commercial reasons, for
reasons of efficacy, for reasons of corporate
policy of conducting clinical irials, for reasons
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klinickych ska3ani, z dévodov majucich
pdvod mimo tzemia Slovenskej republiky
alebo aj bez uvedenia dovodov;

c) ak je Novartis opravnene presvedéeny, Ze
klinické skaZanie nemdZe byt tlspedne
dokontené, vratane dbvodu (ale a] bez
neho), Ze¢ by sa klinického skuSania
nezi¢astnil dostatodny podet Ulasinikov
alebo sa v stanovenom <&ase nenaSiel
dostatotny podet pracovisk.

originating outside the Slovak Republic or
even without giving reasons;

c) in case Novartis is reasonably convinced that
the clinical trial cannot be finished
successfully, including due to the fact (but
also without it) that the clinical trial would not
have enough Pariicipants or a sufficient
number of sites could not be found in due time.

14.5.

Ak pride k predZasnému ukonéeniu tejto Zmluvy,
najmi z dovodov uvedenych v ustanoveni Elanku
14.3. tejto Zmluvy, je strana, ktord spdsobila
ukonéenie tejto Zmluvy alebo dala pric¢inu
k ukonéeniu tejto Zmluvy druhou stranou, povinna
nahradit’ druhej strane vietky ndklady, ktora tato
skutogne v stvislosti s plhenim tejio Zmiuvy
vynaloZila, a to v tom pomere, v akom nedoilo k
splneniu jej predmetu a ufelu, tj. pomer
dokongenych hodnoteni Ugastnikov vzhladom k
objemu materialu, ktory bol na Ugastaikov celkovo
poskytnuty.

14.5.

In case of early termination of this Agreement for
reasons especially listed in the provision of para. 14.3.
hereof, the Party which brought about termination of
this Agreement or provided a reason for this
Agreement to be terminated by the other Party, is
obliged to reimburse all costs incurred by the other
Party in relation to the performance of this Agreement
in proportion in which the subject-matter and purpose
of this Agreement were not fulfilled, ie. in the
proportion of completed evaluation of Participants to
the volume of materials provided for Participants in
the aggregate.

14.6.

V pripade ukoncenia klinického skiania podla
ustanovenia ¢lanku 14.4. tejto Zmluvy, uhradi
Novartis  Indtiticii  a Hlavoému  Skudajicemu
odmenu primeranym spdsobom za  sluzby
poskytnuté aZ do détumu ukonenia klinického
skGgania podfa podmienok uvedenych v tejto
Zmluve. Indtitiicia a Hlavny Sku$ajuci nemaji narok
na nahradu inych nakladov &i uflého zisku.

14.6.

In case the clinical trial is terminated pursuant to para.
14.4., hereof, Novartis shall pay the Institution and the
Principal Investigator remuneration in appropriate
manner for services provided until the day on which
the clinical trial was terminated according to the
provisions of this Agreement. The Institution and the
Principal Investigator are not entitled to
reimbursement of other costs or lost profit.

14.7.

Intiticia a Hlavny Skasajtici sthlasia s tym, Ze po
obdrzani ozndmenia o odsiGpeni od tejto Zmluvy
alebo ukonceni klinického skifania bezodkladne
ukong¢ia vykonavanie klinického skadania v rozsahu,
ktory je z hlPadiska vetkych Ukastnikov lekarsky
pripustny. Bez ohPadu na vy3sie uvedené st vak
Inititiicia a Hlavny Skusajici v pripade, ak déjde k
ukondenin  Zmluvy/klinického  skiSania inym
spdsobom ako je uvedené v bode 14.2. tejto Zmluvy,
povinni vykonat akékofvek avdetky ukony
nevyhnutné na zabezpelenie bezpednosti a ochrany
zdravia Uastnikov a riadneho ukoncenia klinického
skasania. Hiavny Ski3ajici md povinnosti uvedené
v tomto bode aj v pripade, ak prestand vykonavat
funkein skiifajiceho a sicasne neddjde k ukongeniu
tejto Zmluvy; v takom pripade je Hlavny Skusajici
povinny poskytnit’ nevyhnutni si€innost’ a pomoc
d’alsiemu skuSajicemu uréenému v sulade s touto
Zmluvou, Inititdcii a Novartisu za ucelom
zabezpetenia kontinuity vykondvania Klinického
skudania. V pripade preddasného  ukondenia
klinického skifania z akéhokol'vek dévodu su
Indtiticia a Hlavny SkiZajici povinni poskytnat
Novartist nevyhnutne poZadovani suginnost za
idelom  zabezpefenia  riadneho  presunutia
klinického skiSania k tretej osobe ako aj v zdujme
zabezpetenia  bezpednosti aochrany zdravia
Ugastnikov.

14.7.

The Institution and the Principal Investigator agree
that following receipt of the notice of withdrawal
from this Agreement or termination of the clinical
trial, they shall promptly end the performance of the
clinical trial to the extent that is medically feasible
from the perspective of all Participants. Regardless
the above mentioned, the Institution and the Principal
Investigator shall, in case the Agreement is terminated
by a manner other than stated in para. 14.2. of this
Agreement exccute any and all acts necessary for
ensuring of safety and health protection of the
Participants and of proper finishing of the clinical
trial. The Principal Investigator shall observe the
obligations under this para. also in such case that they
stop to perform the function of the investigator and, at
the same time, this Agreement does not terminate; in
such case the Principal Investigator is obliged to
provide necessary assistance and cooperation to the
next Investigator appointed in accordance with this
Agreement, to the Institution and to Novartis for the
purpose of ensuring continuity of the clinical trial. In
the event of early termination for any reason, the
Institution and the Principal Investigator 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
Participants.

14.8.

Ukongenie Zmluvy nebude mat vplyv na pravo
niektorej zo zmluynych stran vykonal pravne

14.8.

Termination of the Agreement shall be without
prejudice to the right of either Party to take legal
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opatrenia voéi druhej zmluvnej strane v siivisiosti s
predchddzajiicim  poruSenim Zmluvy  druhou
Zmluvnou stranow.

measures against the other Party in connection with
the previous breach of the Agreement by the other

Party.

14.9. Po ukonteni tejto Zmluvy zakéhokol'vek dévodu | 14.9. Upon termination of this Agreement for any reason
Indtiticia a Skusajuci odovzdaju, resp. sa zavizuji the Institution and the Investigator shall return or shall
zabezpetit odovzdanie vSetkych  dokumentov, ensure that all documents, clinical trial results,
vysledkov  klinického  skidania, produkiov, products,  protocols, CRF  records, Trial
protokelov, CRF zéznamov, Dokumentdcie ¥tidie, Documentation, Related Documentation, not-used
Suvisiacej dokumenticie,  nespotrebovaného Medicinal Products and Material is returned to
Medicinskeho produkiu a Materidlu spolodnosti Novartis.

Novartis.

Ustanovenia uvedené v tejto Zmluve, ktoré sa tykaji Provisions of this Agreement that pertain to ensuring
zabezpedenia ddverného charakteru informacii, confidential nature of information, publications,
publikécii, osobnych idajov, duevného vlastictva, personal data, intellectual property, ownership, record
vlastnictva, uchovdvania zdznamov, ako aj d'aliie keeping as well as other provisions, in case of which
ustanovenia, u ktorych sa na zéklade ich naleZitosti it is reasonably believed that they shall survive
usudzuje, Ze budi platit’ d’alej aj po ukonéeni alebo termination or expiry of the Agreement, shall
vypriani Zmluvy, budi nad’alej v platnosti bez continue to be valid irrespective of the fact that the
ohl'adu na ukon&enie Zmluvy. Agreement has been terminated.

15. Osobitné ustanovenia 15. Special Provisions

I5.1. Novartis, Institlicia ani Hlavny Skudajici nebudi | [5.1. Novartis, the Institution and the Principal Investigator
zodpovedni za nedodrZanie alebo oneskorenie shall not be liable for non-observance or delayed
plnenia zivizkov v sivislosti s klinickym skiganim performance of their obligations in connection with
v pripade, ak toto nedodrZanie alebo oneskorenie the clinical trial, if such non-observance or delay was
bolo spdsobené okolnost'ami, ktoré st mimo redlnej caused by circumstances beyond real control of the
moZnosti  ovplyvnenia zilastnenou  zmluvnou participating Party and if such circumstances or their
stranou a ak sa tymto okolnostiam alebo jgj consequences could not be prevented, averted or
nasledkom nedalo vyhnat', odvratit’ alebo prekonat overcome, even while exercising sufficient level of
ani pri dodrZani dostatone] miery opatrnosti, caution, and if the Party was not able to foreseen such
pricom tito okolnost’ v &ase vazniku zavizku circumstances at the time when such obligation was
zmluvnd strana nemohla nepredvidat. Takouto created. However, such circumstances do not include
okolnost'ou viak nie je okolnost, ktora vznikla aZ any circumstance that occurred at the time when the
v fase, ked povinnd strana bola v ometkani obliged Party was in default with meeting its
s plnenim svojej povinnosti, alebo vznikla zjej obligation, or it occurred due to that Party’s economic
hospodarskych pomerov. situation.

152, Skosajici su pracovnikmi nezavislymi od Novartisu | 15.2. The Investigators are workers who are independent
a Ziadne ustanovenie tejto Zmluvy ich nedefinuje from Novartis and no provision of this Agreement
ako zamestnancov, zdstupcov alebo spolodnikov defines them as employees, representatives or
Novartisu.  Indtiticia zodpovedd za plnenie partners of Novartis. The Institution is responsible for
povinnosti tykajicich sa platieb dani, socialneho meeting the obligations pertaining to the payment of
a zdravotného poistenia, ktoré sa vezfahujit na taxes and social and health insurance contributions
predmet Zmluvy, ak to prichidza do avahy, nie viak that relate to the subject-matter of the Agreement and
tych, ktoré sa tykajo Skugajucich, Institicie, that come into question, excluding those involving the
spoluskisajicich a zamestnancov Investigators, Institution, sub-investigators,
a spolupracovnikov Indtiticie. employees and collaborators of the Institution.

153.  Zmluvné strany sa dohodli, Ze svoje vzdjomné | 15.3. The Parties agree not to assign (or otherwise deal
pohladavky nepostipia (ani s ninti nebudd inak with) their mutual claims to a third party without the
obchodovat’) tretej strane bez predchadzajiceho prior written consent of the other Party (the written
pisomného sthlasu druhej Zmluvnej strany consent of the Institution is conditional upon the prior
(pisomny sthlas Indtiticie je podmicneny written consent of the Ministry of Health of the
predchadzajucim pisomnym sthlasom Ministerstva Slovak Republic, otherwise such consent shall be null
zdravotnictva Slovenskej republiky, inak je tento and void). For the avoidance of doubt, assignment of
sihlas neplatny). Pre wvyludenie akychkolvek a claim without the prior written consent of the other
pochybnosti  postipenie  pohladavky  bez Party shall render such act null and void
predchadzajiceho pisomného stihlasu druhej strany
sposobuje neplatnost’ takéhoto vikonu.

154, KaZdé oznamenie podévané v stvislosti | 15.4. Every notice given in connection with this Agreement

stoutc Zmluvou musi byt pisomné, ak nie je
v Zmluve stanovené inak, a musf byt dorutené

shall be in writing, unless otherwise stated in the
Agreement, and shall be delivered in person or sent
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osobne, alebo zaslané doporudenou poston na adresu
uvedent v Zmluve & na ino adresu ozndmend
pisomne zvy¥nej zmluvnej strane. Za pisomné
dorucovanie podfa tejto Zmluvy sa rozumie
dorucovanie osobne, postou, kuriérom, mailom.
V pripade zmeny ¢ zrufenia Zmluvy sa nim
povazuje doruovanie osobne, postou alebo
kuriérom, pri¢om pisomnost’ odosland poStou alebo
kuriérom sa povaruje za dorucend v defl, kedy
adresat potvrdil jej prijatie. Za defi dorudenia
pisomnosti sa povazuje aj defl, v ktory adresat
odoprie dorudovani pisomnost prevziat, alebo v
ktory mame uplynie odberna lehota pre
vyzdvihnutie si zsielky na poste, alebo v ktory je na
dorutovanej zdsielke preukazatelne vyznaCend
poznamka, Ze ,adresat sa odstahova “ adresat je
nezmamy“ alebo ind poznamka podobneho
vyznamu, ato aj v pripade, Z¢ zvysna zraluvna
strana pisomnost neprevezme alebo sa onej
nedozvie.

by registered mail to the address specified in the
Agreement or to another address notified in writing to
other Party. A written service under this Agreement
shall mean a personal service, service by mail,
courier, 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 delivered on day of its acceptance by
the addressee. The date of service of a document shall
be considered the day of denial of a served document,
or the day of expiration of a retrieval period of a
served document at post office, or the day of marking
of a clearly mark on a served document “addressee
has moved”, “addressee is unknown” or other mark
with similar meaning, even if the other Party does not
take over the document or does not know about it.

15.5. Indtiticia nie je opravnena poverit | 15.5.

vykonanim jej povinnosti podfa tejto Zmluvy ina
osobu bez predchadzajuceho pisomného sthlasu
Novartisu. Takyto sthlas Novartisu nezbavuje
Inititiiciu povinnosti podla tejto Zmluvy.

V pripade, ak je so suhlasorn Novartisu poverend
vykonanfm povinnosti podfa tejto Zmluvy ind
osoba, Hlavny skufajici nesic zodpovednost za
pracovnikov tejto poverengj osoby ako keby boli
sii¢ast'ou skdsajiceho timu,

The Institution shall not retain any subcontractor to
perform any of its obligations under this Agreement
without the prior written consent of Novartis. Any
such consent shall not relieve the Institution of its
obligations hereunder.

Whenever a subcontractor is appointed and approved
by Novartis, the Principal Investigator shall be
responsible for the oversight of the subcontractor’s
personnel as part of the trial staff.

15.6. Ingtitucia a Hlavny Skusajici vyhlasujb, ze | 15.6.

nemaji vedomost otom, Ze Skufajici, ani
In&titiicia, ani Ziadna ich zamestnand osoba, anl
spolupracovnik, ktorj sa zigastiiuji na vykonavani
klinického skidgania, neboli vylugeni podta § 306
pism. a) alebo b) Federalncho zdkona Spojenych
dtatov americkych o kontrole potravin, liekov a
kozmetickych  pripravkov, alebo  postihnuti
obdobnym opatrenim (napr. zékazom ¢innosti alebo
vylidenim zo stavovského organu) podlfa prava
Slovenskej republiky a Indtitiicia a/alebo Skusajici
nemajii vumylse v budicnosti zamestnaf alebo
vyusif sluzieb Ziadnej takejto vylifene osoby
v stivislosti s &innostami, ktoré sa maj vykonat’ pre
spolo¢nost Novartis alebo v jej mene. Ak sa
Inititacia a/alebo Hlavny skasajici kedykoFvek po
podpise tejto Zmluvy dozvie, Ze SkoSajuci alebo
Indtitiicia & nejaka osoba, ktort Inititicia/Skaajici
zamestnava alebo ktorej sluzby vyuZila, je vylicena,
alebo je vo vyluéovacom konani,
Indtiticia/Skudajici tymto potvrdzuju, Ze to
okamZite oznamia Novartisu abudd postupovat
podla jeho pokynov ohladne klinického skuSania.
Skisajuci  zaroveni  vyhlasuju, Ze nemaju

zrueni/pozastavent licenciu/povolenie na
vykonanie zdravotnickeho povolania, resp. Ze im
tato/toto nezaniklo.

The Institution and the Principal Investigator
represent, that they have no knowledge, that neither
the Investigators or Institution, nor any of their
employees or co-workers participating in the conduct
of the clinical trial have been debarred in accordance
pursuant to Section 306 letter a} or b) of the Federal
Food, Drug and Cosmetic Act of the United States of
America or affected by a similar measure (e.g. 2 ban
on action or exclusion from a bar association) under
the laws of the Slovak Republic, and in the future the
Institution and/or Investigators shall have no intention
of employing or using the services of any such
debarred person in cotmection with the work to be
done on behalf of Novartis or in its name. If at any
time afier signing this Agreement, the Institution and
jor Principal Investigator become aware that the
Investigators, Institution or any other person
employed by the Institution or person whose services
were used by the Institution is debarred or is in
debarment proceedings, the Institution/Investigators
hereby confirm that they shall immediately notify
Novartis of this matter and proceed with relation to
the clinical trial as directed by Novartis. Investigators
also certify that they do not have a revoked or
suspended medical license/certification or that this
license/certification does not cease to exist.

The Institution and the Principal Investigator certify
and warrant that they are not the subject of any past or
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Institdcia a Hlavny Sktisajiici vyhlasuji a zavizuji
sa, Ze zo strany prisludnych 3tanych organov sa
u nich v minulosti ani v stiasnosti
neuskuto¢nilo/neuskutodiiuje vyletrovanie a‘alebo
niteny vykon rozhodnutia ktoré by suviseli
s vykonavani klinickych skii$ani alebo im zo strany
tychto  orgdnov  nebolo/nie  je  udelené
upozornenic/varovanie,  ktoré by  shviselo
s vykonavan{ klinickych skugani (dalej spolodne len
»Lasah prisluSného orginu*), oktorych by
Novartis nemal vedomost’, Indtitiicia
aHlavny Skafajiici sa zavizuji bezodkladne
informovat’ Novartis o skutodnosti, %e im bol
ohlaseny vykon Zasahu prisluiného orginu
v suvislosti s dodrZiavanim etickych, vedeckych,
regulatnych Standardov  upravujiicich  vedenie
klinickych skgSani alebo Ze uZ takyto Zasah
prisludného organu u nich prebieha, a to v pripadoch
ak sa tento Zasah prisluiného organu tyka
skutonosti a Einnostf, ktoré nastali pred alebo pocas
doby vykondvania klinického skdsania podla tejto
Zmluvy,

pending governmental or regulatory investigation,
inquiry, warning, or enforcement action (hereinafter
collectively referred to as “Competent Authority
Action”) related to their conduct of clinical trial that
has not been disclosed to Novartis. The Institution and
the Principal Investigator will notify Novartis
promptly if they receive notice of or become the
subject of any Competent Authority Action regarding
their compliance with ethical, scientific, or regulatory
standards for the conduct of clinical trial, 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.

15.7. Institacia a Hlavny Skasajuci potvrdzuju | 15.7.

a zavizuju sa, Ze nie su vzajomne ani vo vztahu
k Novartisu v konflikte zdujmov, ktory by
znemoziioval alebo ovplyviioval vykon ich &innosti
podfa tejto Zmluvy. Indtiticia a Hlavny Skusajici
d’alej vyhlasuji a zavdizuji sa, e budi Novartis
bezodkladne informovat’ ak by takyto konflikt
zawmov pofas plamosti tejto Zmluvy nastal
a taktieZz vyhlasuju a zavdzuji sa, ¥e vykonom ich
¢mnost! podla tejto Zmluvy neporusuju ziadnu
zmluvu, ktord pripadne maji uzatvorend s inou
tret'ou osobou.

Intitdcia  aHlavny  Skafajci sa  zaviiznju
zabezpetit, Ze SkuSajuci ako aj  vietci
spoluskfifajici zi¢astneni na klinickom skugani
poskytnii Novartisu alebo nim urdenej osobe
zvergjnenie finanénych informdacii, ktoré podra 21
CFR, Zasti 54 vyZaduje Urad pre kontrolu potravin a
lie¢iv Spojenych Stitov americkych (Food and Drug
Administration), a to na takych formuldroch, ktoré
im dodd alebo schvali Novartis alebo nim uréens
osoba. Potas platnosti tejto Zmluvy ako aj jeden (1)
rok po ukonCeni Zmluvy, sa Institicia a Hlavny
Skisajici  zavdzuju  poskytnif  sadinnost
Novartisu/Zadavatel'ovi alebo nim uréenym osobam
v ziskan{  aktualizovanych vySie uvedenych
formuldrov.

The Institution and the Principal Investigator 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
specified in this Agreement. The Institution and the
Principal Investigator further certify and warrant that
they will promptly inform Novartis in the event any
conflict of interests arises during the performance of
this Agreement and certify 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 Institution and the Principal
Investigator shall ensure that the Investigators and all
sub-investigators involved in the clinical trial provide
Novartis or its designee with the appropriate financial
disclosures required by the U.S. Food and Drug
Administration 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
Institution and the Principal Investigator agree to
assist the Novartis/Sponsor or its designee in
obtaining updated forms.

15.8. Vo vdetkych materidloch tykajiicich sa | 15.8.
¢innosti podla tejto Zmluvy, ktoré si uréené
externému publiku sa Hlavny skdsajici zavizuje
zverejnit/uviest/spomenit’:

a) Ze spolotnost Novartis vyuziva IHlavného
skuSajuceho na vykon odbornych ginnosti
stivisiacich s vykondvanim klinického

In all materials relating to services under this
Agreement intended for an external audience,
Principal Investigator shall disclose:

a) that Novartis has retained the Principal
Investigator for professional services in
relation to the conduct of the Trial and

skil§ania a b) any other relationships that Novartis has with
b) akékolvek iné vzfahy medzi Novartisom a the Principal Investigator which a reasonable
Hlavnym skugajocim, ktorych
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zverejnenie/uvedenie/spomenutie by rozumma
amoralna osoba povajovala za hodné
zverejnenia/uvedenia/spomenutia.

and ethical person would expect to be
disclosed.

16, Zavereiné ustanovenia

16. Final Provisions

16.1.

Zmluvné strany sa zavizuju, ze budd vzdy
postupovat’ tak, aby vietky zéleZitosti, ktoré budu
aspofi jednou zo zmluvaych strin povaZovan¢ za
potrebné, riefili bez zbytotného odkladu a
prietahov, teda v Co najkratiej mozZnej dobe a
zérovell s vynaloZenim najniZ§ich moZnych
nékladov.

16.1.

The Parties undertake that they shall at all times
proceed in a way enabling them to resolve all matters
that are considered necessary by at least one of the
Parties without undue delay and prolongations, i.e. in
the shortest possible period and with incurring lowest
possible costs.

16.2.

Prava a povinnosti zmluvnych stran, ktoré nie s
upravené touto Zmluvou, ako aj pravny vztah
zaloZeny touto Zmluvou sa riadi platnym pravom
Slovenskej republiky. Zmluvné strany sa v stlade
s ustanovenim § 262 ods. 1 a 2 ObZ vyslovne
dohodli, Ze ich zavdzkovy vztah upraveny touto
Zmluvou sa bude riadit ObZ. Pre pripadné stidne
spory sa bude uplatiiovat’ prisluinost slovenskych
stidov.

16.2.

Rights and obligations of the Parties that are not
regulated by this Agreement as well as the legal
relation established by this Agreement shall be
soverned by the laws of the Slovak Republic. The
Parties, in accordance with the provision of Section
262 para. 1 and 2 of the CC, expressly agreed that
their contractual relationship regulated by this
Agreement should be governed by the CC. In case of
any legal disputes the jurisdiction of the Slovak courts
is applicable.

16.3.

V pripade, 7¢ by ktorékoFvek z ustanoveni tejto
Zmluvy bolo & sa dodatogne stalo neplatnym alebo
ned&innym, budd ostainé jej ustanovenia
posudzované ako oddelitelné a platnost’ &i uginnost’
tejto Zmluvy ako celku zostane zachovand. Pre tento
pripad sa G&astnici Zmluvy zavizuji na zaklade
vzajomne]j dohody nahradit’ neplatné alebo ned¢mne
ustanovenia takym ustanovenim, ktoré bude
najlepsie zodpovedat udelu tejto Zmluvy a voli
zmluvnych strdn pri jej uzavreti.

16.3.

If any provision of this Agreement was or later
became invalid or ineffective, the remaining
provisions shall be regarded as severable and validity
or effectiveness of this Agreement as a whole shall be
maintained. In such case the Parties to the Agreement
undertake that they will, by their mutual agreement,
replace such invalid or ineffective provisions with a
provision that best corresponds with the purpose of
this Agreement and the will of the Parties at the time
of conclusion of the Agreement.

16.4.

7Ziadne zricknutie sa nejakej naleZitosti, ustanovenia
alebo podmienky tejto Zmluvy, &i uz konanim alebo
inak, v jednom alebo vo viacerych pripadoch, sa
nebude povaZovat za daliie alebo trvalé zricknutie
sa nejakej takejto naleZitosti, ustanovenia alebo
podmienky alebo nejakej inej naleZitosti,
ustanovenia alebo podmienky tejto Zmluvy, alebo sa
takto vysvetfovat.

16.4.

No waiver of any matter, provision or condition of
this Agreement, either based on actions or otherwise,
in a single case or in several cases, shall be regarded
as continuing or permanent waiver of any such matter,
provision or condition or of any other matter,
provision or condition of this Agreement or shall be
interpreted as such waiver.

16.5.

Toto Zmluvu je moZno menit’ a dopliovat’ len na
zdklade jej pisomného dodatku, ktory bude za taky
oznadeny, prislu§ne of&islovany, sdatumom a
podpisom  vietkych zmluvnych stran. Toto
ustanovenie sa neaplikuje na dodatky Protokolu.

16.5.

This Agreement may only be amended and
supplemented by means of a written amendment
hereto, which shall be marked as such, numbered
appropriately and shall contain the date and signatures
of all Parties. This provision does not apply to
amendments to the Protocol.

16.6.

Novartis je opravneny zmenit jednostranne
Protokol, aj ked bude prilohou tejto Zmluvy. Ak je
vydany dodatok Protokolu, je Novartis povinny
existenciu a obsah dodatku bezodkladne oznamit
Ingtitdcii a Hlavnému Skudajicemu Zmiuvng strany
sa zaviiznji postupovat’ podla dedatku Protokolu od
okamziku jeho oznamenia prislusnej strane.

16.6.

Novartis is entitled to unilaterally amend the Protocol,
even if the Protocol forms annex to this Agreement. If
amendment to the Protocol is issued, Novartis shall be
obliged to inform without delay the Institution and the
Principal Investigator of its existence and content.
The Parties undertake to proceed in accordance with
such amendment to the Protocol from the moment
when the existence of such amendment was reported
to the relevant Party.

16.7.

V pripade, ak by doslo k takej zmene Protokolu,
ktord by mala za nasledok zmenu rozsahu sluZicb,
resp. vykonov vykondvanych Institciou/Hlavnym
Skagajicim podla tejto Zmluvy, Novartis sa
zavizuje  predlozit  Indtitcii  a Hlavnému
Skaajicemu  navrh dodatku Kk tejto  Zmluve,

16.7.

In case, that there came to such change to the Protocol,
which effect would be the change of the scope of
services, respectively performance provided by
Institution/Principal  Investigator — under  this
Agreement, Novartis or sponsor undertake to submit
to the Institution and the Principal Investigator a draft
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predmetom  kforéhe bude prisludnd  zmena
Protokolu. V pripade, %¢ zmena Protokolu bude
znamenat’ zvySenie rozsahu &innosti, ktoré maju
vplyv na ihradu podla Prilohy & 2 Zmluvy, tak
spolu so zmenou Protokolu je potrebna pisomna
akceptacia o dodatku tejto Zmluvy aj zo strany
Indtitircie, resp. Hlavného SkaZajuceho. Inititicia
a Hlavny SkiSajici, beric na vedomie el tejto
Zmluvy, ktorym je riadne ukondené klinické
skusanie (dosiahnuté ciele klinického skiania,
odovzdané vietky produkty, protokoly, CRF
zaznamy  a Material  spolognosti  Novartis),
vynaloZia tisielie k uzatvoreniu dodatoku k Zmlhive
bez zbytotného odkladu po dohode stran o fiprave
uhrady podla Prilohy €. 2 tejto Zmluvy. V pripade
nepredloZenia dodatku bude Novartis povinny
vyplatit’ Indtitticii a Skafajicim odmenu za vykony
vykonané na ziklade zmeny Protokolu nad pévodny
rozsah v sume vydislenej Ingtiticiou, resp.
SkaSajacim v prisludnej faktire, ato v pripade
In§titicie podTa platného cennika Intitticie alebo vo
vyske, ktorz za tieto vykony uhradzaju zdravotné
poistovne, resp. ak takéto vykony nie su zo strany
zdravotnych poistovn! uhridzané, v primeranej
vyske s prihliadnutim  na  povahu  vykenu
a vynaloZené¢ naklady, avpripade  SkiSajucich
v primeranej vy$ke s prihliadnutim na povahu
vykonu a vynaloZené néklady. Pre sposob vyplaty
uvedenej odmeny sa pouZije obdobne Priloha &. 2
tejto Zmluvy a élanka 8 Zmluvy,

amendment to this Agreement 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 activities, which will
have an effect on the payment in accordance with
Amnex No. 2, together with the amendment of the
Protocol, also a written acceptation of submitted
amendment of this Agreement from the Institution
and the Principal Investigator is necessary. The
Institution and the Principal Investigator noting the
purposes of this Agreement, which is proper
completion of the clinical trial (achieved objectives of
the clinical trial, handed over all products, protocols,
CRF records and Novartis Material), are obliged to
accept in writing an amendment to the Agreement
without delay after the agreement on the remuneration
arrangements in accordance with Annex No. 2 of this
Agreement. In case of failure to supplement the
amendment Novartis and / or sponsor will be obliged
to pay flo Institution and Investigators the
remuneration for conducted procedures provided
pursuant to amendments to the Protocol beyond the
original scope in the amount determined by the
Institution or Investigators in the appropriate invoice,
in case of the Institution according to the valid price
list of the Institution or in the amount, that for those
services are paying health insurance companies,
event. if such services are not reimbursed by the
health insurance companies, in a reasonable amount
with regard to nature of the services and incurred
costs, and in case of the Investigators in a reasonable
amount with regard to nature of the services and
incurred costs. Annexes No. 2 io this Agreement and
Article 8 of this Agreement shall apply analogously to
the manner of the payment of the above remuneration.

16.8.

16.8. Tito Zmluva nadobuda platnost diiom jej This Agreement shall be valid upon signature by all
podpisania  vietkymi  zmluvnymi  stranami parties and enter into force on the day following the
audinnost’ dfiom nasledujucim po dni jej day after its publication in terms a central register of
zvergjnenia v centralnom  registri  zmliv  na contracts on www.crz.gov.sk, because it is an
www.ctzgov.sk, nakolko  ide o povinne Agreement which must be disclosed pursuant to
zvergjfiovand zmluve v zmysle § 5a ods. | Z4kona Section S5a para. | of Act on Free Access to
o slobode informécii. Novartis zéroveii udefuje svoj Information. Novartis also gives his consent to the
suhlas  so  zveregjnenim tejto Zmluvy podla publication according to the previous sentence. The
predchadzajiicej vety. Indtiticia bezodkladne zasle Institution shall immediately send the Agreement for
Zmluvu na  zvergjnenie; pokiall  neddjde disclosure; if the Agreement will not be disclosed
k zverejneniu do 7 dni odo dia jej uzavretia, moze within 7 days following its conclusion, Novartis may
Novartis podat’ ndvrh na jej zverejnenie, Indtitticia sa submit a proposal for disclosure. The Institution
zavidzuje dorucit’ Novartisu pisomné potvrdenie undertakes to deliver to Novartis a written
0 zverejnent Zmluvy bez zbytodného odkladu po jej confirmation about the disclosure of the Agreement
zvergjneni. InStiticia je povinnd zabezpetit without undue delay after its publication. The
nespristupnenie tych ustanoveni tejto Zmluvy, ktoré Institution is obliged to ensure the non-disclosure of
obsahuji informdciu, ktord sa podla plamych these provisions of this Agreement, which is under the
pravnych predpisov nespristupiiuje. current legislation confidential.

16.9.  Tato Zmluva je vyhotovend v troch vyhotoveniach, | 16.9. This Agreement is executed in three copies, one for
jedenkrat pre Novariis, jedenkrdt Indtitaciu Novartis, one for the Institution and one for the
a jedenkrét pre Hlavného skugajiceho. Principal Investigator.

16.10. Tato Zmluva je vyhotovena v slovensko-anglickej | 16.10. This Agreement is executed in Slovak-English

verzil. V pripade rozporu medzi slovenskou a
angiickou jazykovou verziou Zmluvy, jej priloh

version, In case of any discrepancies between these
two versions of the Agreement, its Annexes or
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alebo pripadnych dodatkov, ma prednost’ slovenska
verzia.

possible amendments, the Slovak version shall
prevail.

16.11. V pripade rozporu medzi ustanoveniami tejto | 16.11. To the extent that there may be any inconsistency
zmluvy aProtokelu, ktoré sa tykaja vedenia between this Agreement and the Protocol, the
klinického skugania, maji ustanovenia Protokolu Protocol shall take precedence in relation with trial
prednost. procedures.

16.12. Prilohami tejto Zmluvy si: 16.12. Annexes of this Agreement are the following:

Priloha €. 1: Popis klinického skiiSania Annex No. L Description of the clinical trial

Priloha €. 2: Platby Annex No. 2. Payments

Priloha &, 3: Poistny certifikat HDI Annex No. 3. HDI inswrance certificate

Priloha &. 4: Informécia pre dotknuti osobu Annex No. 4: Information for the data subject

Priloha €. 5: Prisluiné protikorupéné pravne predpisy Annex No. 5: Applicable Anti-Corruption Legislation

16.13. [lavny SkuSajici zdroveii vyhlasuje, Ze vietky 16.13. The Principal Investigator also declares that all the
osobné adaje v rozsahu osobnych tdajov v zmysle personal data under this Agreement, was provided
tejto Zmluvy poskytli dobrovolne a naigely plnenia voluntarily for the purposes of the fulfilment of this
tejto Zmluvy v stlade sNariadenim a Zakonom Agreement in accordance with the Regulation and
o ochrane osobnych tdajov. Hiavny SkaSajuci Personal Data Protection Act. The Principal
zérovei vyhlasuje, Ze sa oboznamil so svojimi Investigator also declares that he is acknowledged by
préavami ako dotknutej osoby v zmysle Nariadenia. his rights of a data subject in accordance with the
Toto obozndmenie tvori suast prilohy ¢ 4 tejto Regulation. This information is incorporated in the
Zmluvy. Annex No. 4 hereto.

16.14. Zmluvné strany vyhlasuju, 7e si Zmluvu pregitali, jej | 16.14. The Parties declare that they have read this
obsahu porozumeli, Ze ju uzavreli slobodne a vazne, Agreement, understood its content and that they have
urdite a zrozumitelne, ana potvrdenie toho, Ze entered into the Agreement freely and seriously,
obsah tejto Zmluvy zodpovedd ich skutolnej definitely and clearly, and in witness of the fact that
a slobodnej voli, ju vlastnoruéne podpisali. the content of this Agreement corresponds with their

true and free will, they attach their authentic
signatures.

Za Novartis/For Novartis: . Datum/Date:; ...

Ing. Peter Takéacs, na zéklade phé&ééenstva/based on power of attomey

Za Novartis/For Novartis:

/

Za Ingtitaciu potvrdil a odsuhlasil/For the Institution confirmed and approved:

E 3N

Hlavny skigajici/Skugajuci potvrdil a odsthlasil/ Principal Investigator confirmed and approved

v

PharmDr. Andrea Urbanov4, na zék.ade plnomocenstva/based on power of attorney

Datam/Date; .

Datum/Date:

Datum/Date: | ;
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Priloha é.1 Annex No. 1
Nazov skiddaného produktu/lielu: Name of the investigational product/medicine:
Remibrutinib Remibrutinib
Referenéné gislo: Reference number:
LOU064 LOU064
Kod klinického skiagania: CLOU064A2304 Clinical trial code: CLOU064A2304
Nazov/Popis klinického skiiiania: Title/Description of the clinical trial:

Globalne multicentrické randomizované dvojito
zaslepené klinické skaSanie fazy 3b s paralelnymi
skupinami na zhodnotenie d€innosti, bezpe¥nosti a
zna3anlivosti remibrutinibu 25 mg dvakrat denne v
porovnani s placebom a s omalizamabom 300 mg ka%dé
4 tyZdne ako aktivnou kontrolou poéas 52 tyZdiiov u
dospelych pacientov s chronickou spontinnou urtikirion
nedostatotne zvlddnutou Hl-antihistaminikami druhej
generdcie

A global, multicenter, randomized, double-blind, paralle}-
group, Phase 3b study to assess the efficacy, safety, and
tolerability of remibrutinib 25 mg b.i.d. in comparison to
placebo with omalizumab 300 mg every 4 weeks as active
control over 52 weeks in adult patients with CSU
inadequately confrolled by second-generation HI-
antihistamines

Détum finélnej verzie Protokolu: V1
23.05.2023

Date of final version of the Protocol: V1
23.05.2023

Hlavny skugajuci: MUDY. Peter Kozub, PhD, MPH

The Principal Investigator: MUDr. Peter Kozub, PhD, MPH

Spolusktsajici: MUDr. Barbora Slizkové The Co-investigators: MUDr, Barbora Slizkova
MUDr. Aneta Vandova MUDr. Aneta Vanéova
MUDr. Barbora Lukagovd MUDr. Barbora Lukacova
Mgr. Ivana Aschenschwandtnerova Mgr. Ivana Aschenschwandterova
Lucia S¢epkova Lucia S&epkova
PharmDr Pavelka Roman PharmDr Paveika Roman
Centrum: Centre:

Dermatovenerologickd ambulancia
Fakulind Nemocnica Trnava

A. Zarnova 11

917 02 Trnava

Dermatovenerclogickd ambulancia
Fakultné Nemocnica Trnava

A. Zarnova 11

917 02 Trnava

Telefon Phone: +°°°
Mobil: - Mobile:
Riaditel’ [n&titicie: Director ot the Institution:

MUDr. Daniel Zititan, MPH, riaditel
Telefén: +421 33 5938101

MUDr. Daniel Zitfian, MPH, director
Telephone: +421 33 5938101

Cislo centra:

Centre number:

2251 2251

Planovany podet zaradenych pacientov; Planned number of enrolled patients:
4 4

Adresa: Address:

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

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

Casovy rozvrh klinického skagania:
19.02.2024 - 23.04.2026

Clinical trial schedule:
19.02.2024 — 23 04.2026

Zatiatok zarad’ovania Uastnikov:
19.02.2024

Commencement of Participants enrolment:
19.02.2024

Ukongenie zarad'ovania subjektov skdiania /randomizécie:
17.02.2025

End of patient enrolment of trial subjects/randomization:
17.02.2025

Zatiatok kompetitivneho zarad'ovania subjektov skuZania
19.02.2024

Commencement of competitive trial subjects’ enrolment:
19.02.2024

Ukongenie Klinického skudania najneskér:
23.04.2026

End of the Clinical Trial at the latest on:
23.04.2026
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7Za Novartis/For Novartis: . . Datum/Date: |

Ing. Peter Takacs, na zéklade plnorﬁéééﬁstva/based on power of attorney

Za Novartis/For Novartis:, ... ; Datum/Date: - -
PharmDr. Andrea Urbanova, na z¢ /,de plnomocenstva/based on power of attorney

Za Institticiu potvrdil a odsthlasil/For the Institution confirmed and approved:

Datam/Date: ...

Hlavny skiiajtici/Skagajici potvrdil a odsihlasil/ Principal Investigator confirmed and approved

Datum/Date:

MUDr. Kozl Peter, PhD, MPH
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Priloha ¢ 4
Informécia pre dotknutii osobu

Annex No, 4
Information for the data subject

V zmysle ustanovenia ¢ldnku 13 Nariadenia GDPR

Prevadzkovatel: Navartis PharnJa AG, so sidlom
Lichtstrasse 35, Bazilej 4056, Svajéiarsko (dalej len
~Prevadzkovatel™)

Zastupca Prevadzkovatela; Novartis Slovakia,
5.I.0., SO sfdjom Zizkova 22B, 811 02 Bratislava, Slovenska
republika, 1CO: 36 723 304 (d'alej len ,,Zastupea®™)

Dotknutd osoba
Titul, meno priezvisko: ~ MUDr. Peter Kozub, PhDD, MPH
Pozicia: Hlavny skidajuct

{d’alej len ,,Dotknuta osoba™)

Tato informacia je adresovand SkuSajicim a skdfajucemu
timu a dalSim zamestnancom Institicie (napr. sestry,
lekarnici, technici), ktorych osobné udaje mézu byt
spracvané pri vykondvani klinického skiania: Globslne
multicentrické randemizované dvojito zaslepené klinické
skiSanic fazy 3b s paralelnymi skupinami na zhodnotenie
ufinnosti, bezpefnosti a znaSanlivosti remibrutinibu 25
mg dvakrit denne v porovnani s placebom a s
omalizamabom 300 mg ka?dé 4 tyZdne ako aktivnou
kontrolou pofas 52 tyZdiiov u dospelych pacientov s
chronickou spontannou  urtikdriou nedostatofne
zvladnutou H1-antihistaminikami druhej generdcie

Tato informéacia je Védm poskytnutd na zabezpedenie

transparentnosti v svislosti so  zbieranim, pouZitim

a spristupfiovanim Vagich osobnych udajov

Prevadzkovatelom pre 0éely v stvislosti s vykondvanim

klinického skadania, ktoré sa uskuto@fiuje na Va¥om

pracovisku.

Vase osobné adaje vrozsahu meno, priezvisko, kontaktné

informécie, pracovné skisenosti, odborng kvalifikécia,

publikdcie, sthmy, dosiahnuté vzdelanie, informacie

o vykone povolania budii spracivané za nasledovnymi

uéelmi:

a} vykonévanic klinického skuania, spracuvanie
a vyhodnocovanie vysledkov klinického skigania;

b) kontrolu aoverenie vedeckej integrity klinického
skidania  $tatnymi  ariadiacimi  indtitdciami,
Prevadzkovatelom alebo Zastupcom, CRO ({ak
existuje), monitorujiicou osobou, ich z4stupcami;

c) registricia vysledkov klinického skfidania, vratane
registricie skusaného lieku v réznych krajinach;

d) archivécia po dobu stanoventi pravnymi predpismi,

e) splnenie pravnych poZiadaviek alebo poZiadaviek
riadiacich institicii, uchovavanie v databéze pracovisk,
skuSajicich aostatnych zamestnancov na pouZitie
v budicich klinickych skdSaniach;

f)  prenosu tychto udajov do krajin mimo fizemia
Slovenskej republiky, vyhodnocovania &innosti
pracovisk a skigajucich pri klinickom skdZani.

In accordance with the ari. 13 of GDPR Regulation

Controller: Novartis Pharma AG, with its seat at
Lichtstrasse 35, Basel 4056, Switzerland (herein after referred
to as “Controller”)

Controller’s representative: Novartis Slovakia, s.r.o.,
with its seat at Zizkova 22B, 811 02 Bratislava, Slovak
republic, ID: 36 723 304 (herein after referred to as
“Representative®)

Data subject

Title, first name, last name: MUDr. Peter Kozub, PhD,
MPH

Position: The Principal Investigator
(hereinafter referred to as “Data subject™)

This information is addressed to the Investigators,
investigational staff, and other employees of the Institution
(such as nurses, pharmacists, technicians) whose personal
data may be processed in the course of the clinical trial: A
global, multicenter, randomized, double-blind, parailel-
group, Phase 3h study to assess the efficacy, safety, and
tolerability of remibrutinib 25 mg b.i.d. in comparison to
placebo with omalizumab 300 mg every 4 weeks as active
control over 52 weeks in adult patients with CSU
inadequately controlled by second-generation HI1-
antihistamines

This information is provided to you to ensure transparency in
relation to collection, use and disclosure of your personal data
by the Controller for purposes related to the conduct of
clinical trial which is being carried at your workplace.

Your personal data in the scope of name, surname, contact
information, work experience, professional qualification,
publications, summaries, achicved education, information on
job performance shali be processed for the following
purposes:

a) conduct of the clinical trial, processing and evaluation
of the results of the clinical trial;

b)  inspection and verification of scientific integrity of the
clinical trial by state and governing institutions, the
Controller or Representative, CRO (if any), monitoring
person and their representatives;

¢) registration of the results of the clinical trial, including
registration of the investigational product in various
couniries;

d) archiving for the period prescribed by legal regulations;

¢} meeting legal requirements or requirements of
governing institutions, maintenance in the database of
sites, investigators and other employees for the use in
future clinical trials;

f)  transfer of such data to countries outside the Slovak
Republic, evaluation of activities of sites and
investigators during the clinical trial.
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g) planovat afalebo vykondvat d'aliie aktivity savisiace

sklinickymi skaganiami apripadne Vis onich
informovat,,
h) zdiePat informécie sinymi subjekimi ohladom

planovania a vykonavaniu klinickych skasani.

Vase osobné Gidaje budi spractivané na zaklade opréavneného
zdujmu Prevadzkovatela, ktorym je zdujem Prevadzkovatela
na riadnom priebehu klinickych skisani, ktorych je/bude
zadavateFom alebo na ktorych bude spolupracovat. Vase
osobné udaje budt takisto spractivané na plnenie zdkonnych
povinnosti ~ PrevAdzkovatela, ktoré mu  vyplyvaju
7 osobitnych pravnych predpisov tykajicich sa klinickych
skiidani.

Vase osobné udaje méiu byt poskytnuté aj dalsim
subjektom, medzi ktoré patria spolofnosti patriace do
nadnarodnej skupiny Novartis, organizacie na klinicky
vyskum spolupracujuce so skupinou Novartis, nasi partneri
alebo dodavatelia, nadi poskytovatelia IT systémov,
akykolvek subjekt, ktory by v budicnosti nadobudol pravo
stivisiace s klinickym skuganim od Prevadzkovatela,
prisluina etickd komisia anarodné alebo medzinarodné
prisluiné trady. Vietky tieto osoby s viak povinné
zachovavat ddvernost a bezpetnost Valich osobnych
udajov.

Vage Osobné tdaje mdzu byf prenesené do Svajéiarska
(ktoré zabezpetuje vzmysle rozhodnutia Komisie ¢
200/518/ES primeranti ochranu osobnych tidajov), do krajin
Europskeho hospodarskeho priestoru, alebo do tretich krajin,
ako su napr. Spojené $taty americké, ktoré nemusia
zarudovat' taki urovell ochrany Osobnych udajov, aka je
poskytovand v zmysle Nariadenia GDPR. Prevadzkovatel
viak zabezpetuje, aby bola zachovani dévemost a
bezpetnost Vasich osobngch Gdajov na rovnakej urovni ako
garantuje Nariadenie GDPR.

Vramei poskytovania odajov vramei skupiny Novartis
Prevadzkovatel prijal Zavdzné podnikové pravidla, tj.
systém principov, pravidiel a nastrojov, poskytovanych
vramei prava Eurdpskej tnie, aby bol zabezpeteny
dostatotny level zabezpetenia prenosu osobnych udajov
mimo Eurépsky hospodarsky priestor a Svajtiarsko. O tychto
pravidlach sa mbdZete viacej dotitat na stranke:
www.novartis.com/privacy-policy.

Osobné udaje budt Prevadzkovatel'om spraciivané po dobu
trvania tejto Zmluvy, ak osobitné pravne predpisy neurCuji
dlhgiu lehotu. Prosim berte na vedomie, e Zadévatel je
povinny uchovavat Dokumenticiu 3tidie najmenej 25 rokov.

Ako Dotknuté osoba mate v zmysle Nariadenia nasledujice
prava, o ktorych ste boli riadne pougeny a informovany:

- pravo ziskaf potvrdenie otom, &i sa spracivaju Vase
osobné udaje, a pravo ziskat pristup k takymto tdajom
vratane urdenia u&elov spracuivania, kategérii osobnych
tidajov, identifikiciu osdb, ktorym boli alebo budd
osobné adaje  poskyinuté, predpokiadani dobu

g) to plan and/or conduct further activities related to
clinical trials and optionally inform you thereof,

h) to share information with other subjects in order to pian
and conduct clinical trials.

Your personal data shall be processed on the basis of

Controller’s legitimate interest, which is the Controller’s

interest on the proper conduct the clinical trial of which the

Controller is/or will be a sponsor. Your personal data shall

also be processed on the basis of the Controller’s compliance

with legal duties which are prescribed in the relevant

legislation on clinical trials.

Your personal data can be transferred to the other subjects
including companies belonging to the Novartis group, clinical
research organizations cooperating with Novartis group, our
partners or providers, our [T systems providers, any subject,
which might receive any right related to the clinical trial from
the Controller, relevant ethics committee and national or
international relevant authorities. Afl these subjects are
obliged to protect the confidentiality and security of your
personal data.

Your personal data may be transferred to Switzerland (which,
according to the Decision of the Committee No.: 200/51 39/ES
provides adequate protection of personal data), to the member
states of European Economic Area or to the third countries,
e.g. USA, which may not quarantee such level of protection
of personal data as is quaranteed by the Regulation. The
Controller shall make sure to protect the confidentiality and
security of your personal data on the same level as of the
Regulation.

For transfer of personal data within Novartis Group, the
Controlier has adopted Binding Corporate Rules, a system of
principles, rules and tools, provided by European law, in an
effort to ensure effective levels of data protection relating to
transfers of personal data outside the European Economic
Area and Switzerland. Read more about the Novartis Binding
Corporate Rules at www.novartis.com/privacy-policy.

Personal data shall be processed by the Controller during the
term of this Agreement, unless specific legislation does not
provide a longer term. Please note that the Controller is
required to retain Trial Documentation for a minimum of 25
years.

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

- the right to obtain the confirmation as to whether or not
the personal data concerning you are being processed, and
where that is the case, access to the personal data
including the purposes of the processing, the categories
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uchovévania osobnych udajov, existencie priva na
opravu osobnych tdajov alebo ich vymazanie alebo
obmedzenie spraciivania, alebo prava namietal proti
takémuto spracvaniu, prava podat staznost Uradu na
ochranu osobnych Gdajov, existencie automatizovaného
rozhodovania vritane profilovania ohl'adom osobnych
udajov. Osobné 0daje budi poskytauté v sirojovo
c¢itatelnom formate. Toto potvrdenie bude vydang
bezplatne, aviak za kazdé daliie kopie, o ktoré
poZiadate, Vam mo6Ze byt uctovany primerany poplatok
zodpovedajici nakladom na vyhotovenie takéhoto
potvrdenia. Mate takisto pravo preniest tieto ddaje
inému subjektu, ktor¢ bude Vase osobné tdaje d'alej
spracovavat. Toto privo sa viak nevzfahuje na
spraclvanie nevyhmuiné na splnenie Glohy realizovanej
VO vergjnom zdujme a nesmie mat’ nepriaznivé dosledky
na prava a slobody inych,

- pravo na to, aby boli osobné udaje, ktoré su spractivané
a st nespravne, bez zbytofného odkladu opravené.
Takisto méte pravo na doplnenie netplnych osobnych
tdajov, a to prostrednictvom poskytnutia doplnkového
vyhlasenia,

- pravo na vymazanie osobnych tdajov, ak nie si osobné
udaje potrebné pre udely, na kioré sa ziskavali alebo
spracavali, ak sa osobné udaje spracivali nezdkonne,
alebo ak osobné udaje musia byt vymazané v zmysle
osobitnych pravnych predpisov. Osobné tdaje viak
nemusia byt vymazané, ak je ich zachovanie potrebné na
uphatnenie prava na slobodu prejavu a na informdcie, na
splnenic  zdkonnej povinnosti podfa osobitnych
predpisov, na splnenie ulohy realizovanej vo verejnom
zdujme, z dévodov verejného zaujmu v oblasti verejného
zdravia, na ucely archivécie vo verejnom zaujme, alebo
na ucely vedeckého alebo historického vyskumu & na
Statistické ucely, a na preukazovanie, uplatiiovanie alebo
obhajovanie pravnych narokov,

- pravo na obmedzenie spractvania osobnych ddajov, ak
ste napadli sprévnost oscbnych udajov, ato potas
obdobia umoZiujiceho overit sprévnost osobnych
udajov, spracivanie osobnych tidajov je protizdkonné a
namietate proti vymazaniu osobnych dajov a Ziadate
namiesto toho obmedzenie ich pouZitia, ak uZ nie si
osobné udaje potrebné na adely spracuvania, ale ich
potrebujete  na preukdzanie, uplatiovanie alebo
obhajovanie pravnych narokov,

- pravo podat staznost proti spractivaniu osobnych udajov
dozornému organu, ktorym je v Slovenskej republike
Urad na ochranu osobnych tdajov Slovenskej republiky,
so sidlom Hrani¢nd 12, 820 (7 Bratislava.

Beriete na vedomie, Ze mdte moZnost kedykolvek
kontaktovat’ Oddelenic ochrany osobnych adajov na adrese
privacy slovakia@novartis.com v pripade, Z¢ budete mat
akékol'vek otazky tykajiice sa zbierania, spracovania alebo
pouzitia osobnych ndajov ako je uvedené vysgie,

of personal data concerned, identification of the persons
to whom the personal data have been or will be disclosed,
the envisaged period for which the personal data will be
stored, the existence of the right to request rectification or
erasure of personal data or restriction of processing of
personal data or to object to such processing, the right to
lodge a complaint with the Office for personal data
protection, the existence of automated decision-making,
including profiling. Personal data shall be provided in a
machine-readable format. Such confirmation shall be
provided free of charge, however, for each additional
copy requested, a reasonable fee can be charged taking
into account the administrative costs of providing of such
confirmation. You have also right to transmit those data
to another subject for further processing. Such right shall
not apply to processing necessary for the performance of
a task carried out in the public interest and must not affect
the rights and freedoms of others,

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

- the right to erasure of personal data if such data are no
longer necessary in relation to the purposes for which
they were collected or otherwise processed, the personal
data have been unlawfully processed, the personal data
have to be erased under specific legislation. The personal
data do not have to be erased if its existence is necessary
to for exercising the right of freedom of expression and
information, for compliance with a legal obligation under
specific legislation, for performance of a task carried out
in the public interest, for reasons of public interest in the
area of public health, for archiving purposes in the public
interest, scientific or historical research purposes or
statistical purposes, and for establishment, exercise or
defense of legal claims,

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

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

You take into account, that you are at any time entitled to
contact the Data Privacy Department on the electronical
address: privacy.slovakia@novartis.com in case you have any
questions regarding the collecting, processing or usage of the
personal data as described above.
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Svojim podpisom potvrdzujem prevzatie tejto Informacie pre dotknutt osobu. / I hereby confirm by my signature that I have
receipt this Information for the data subject.

(A akiadin e

Miesto a datum/Place and Date Podpis  _.uwewy 0SODY / ture of the data subject
MUDr. Peter Kozub |
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Priloha & 5 — Prislu§né protikorup&né pravidla

Appendix No. 5 -

Legislation

Applicable Anti-Corruption

Institacia (Centrum), Hlavny skdajuci, a kazds d’alsia osoba,
ktord sa z0lastiiuje klinického skidania (dalej ako
~5kiSajice strany“) bude potas celého vykondvania
klinického skasania konat' v silade so zdkonom &, 300/2005
7. z, Trestny zdkon v platnom zneni, zékonom &, 54/2019 Z.
z. o ochrane oznamovatelTov protispologenskej &innosti
a 0 zmene a doplneni niektorych zakonov v platnom zneni,
a vietkymi ostatnymi zivdznymi predpismi o boji proti
tplatkarstvu a korupcii, ktorymi si v Spojenom kralovstve
Zékon o Gplatkarstve zroku 2010 av Spojenych 3tétoch
americkych Zakon o zahraniénych korupénych praktikich
zroku 1977 (spolu d'alej ako ,Prislusné protikorupéné
pravidid™)

The Institution (the Center), the Principal Investigato and
any other person contributing to the Clinical Trial (the Trial
Parties) shall at all times in the conduct of the Clinical Trial
comply with the Act No. 300/2005 Coll.Criminal Code as
amended, Act No.: 54/2019 Coll. on the protection of the
whistle-blowers and on the amending and supplementing
certain acts as amended, and any other applicable anti-
bribery and anti-corruption legislation, which in the United
Kingdom is the Bribery Act 2010 and in the United States of
America the Foreign Corrupt Practices Act 1977 (together
the Applicable Anti-Corruption Legislation).

Bez ohTadu na vy$fie uvedené nasledujici text predstavuje

zhrnutie hlavnych zasad, ktoré si Skii$ajice strany povinné

dodrZziavat’,

(A) Sku3ajice strany musia vZdy konaf bezihonne,
Cesine a dodrZiavat’ najvy§iie etické Standardy.

(B) Skisajuice strany nesmil Ziadnej osobe poskytnuf,

dat’ alebo pontikat’ Ziadnu platbu, dar, ani iny benefit

& vyhodu za tcelom:

(1) zabezpelenia akejkol'vek neoprivnenej

vyhody; alebo

nabadania prijemcu alebo inej osoby, aby

vykonala alebo nevykonala ukony, ktoré

predstavuji porufenie jej povinnosti alebo

zodpovednosti  (alebe za  1gelom

odmefiovania takéhoto spravania).

(i)

Toto obmedzenie sa pouZije vidy aza vietkych
okomosti. Pre vylugenie akychkolvek pochybnosti
sa uvadza, e sa aplikuje na rokovanie s ,,verejnymi
¢initel'mi“, ako aj na rokovanie so zamestnancami
a zdstupcami siikromnych spolognosti,
Rokovaniam s verejnymi Ginitel'mi sa viak musi
venovat osobitnd pozornost. Skudajice strany
nesmu poskytovat', davat’ alebo ponttkat akékol'vek
platby, dary alebo iné benefity alebo vyhody za
ucelom ovplyvnenia konania alebo rozhodovania
verejného Einitel'a (alebo podnecovania takéhoto
¢initel'a aby vyuZil svoj vplyv na inil osobu, subjekt
alebo 3tatny orgdn alebo aby ovplyvnil akékolvek
konanie aiebo rozhodovanie takejto inej osoby,
subjektu alebo Statneho organu).

Pojem ,Verejny <&initel™ zahfiia kazdi osobu
konajicu vmene ktoréhokolvek ministerstva,
agentliry alebo subjektu 3tdtnej spravy alebo
ktoréhokolvek Stitneho &titom kontrolovaného
podniku. Napriklad to zahffia zdravotnickych
pracovnikov  zamestnanych v §tatom  alebo
samospravou vlastnenej nemocnici alebo Kklinike
a zastupcov verejnych medzinarodnych organizacii.
Sknsajice strany nesmi poskytovat, divat alebo
ponukat” akékol'vek platby, dary alebo iné benefity
alebo vyhody Ziadnej osobe, ak vedia, alebo sa
domnievajl, Ze vietky alebo &ast’ tychto peiiazi,
daru, benefitu alebo vyhody budi pouZité, &i uz

(©

(D)

(E)

Nevertheless, the following is intended as a summary of the

key principles which the Trial Parties are obliged to follow.

{A) The Trial Parties must at all times act with integrity

and honesty and comply with the highest ethical

standards.

The Trial Parties must not make, give, or offer any

payment, gift or other benefit or advantage to any

person for the purposes of:

() securing any improper advantage; or

(i) inducing the recipient or another person to
do or omit to do any act in violation of
their duties or responsibilities (or for the
purposes of rewarding such conduct).

(B)

This restriction applies at all times and in all
contexts. For the avoidance of any doubt, it applies
both to dealings with "public officials" and to
dealings with employees and agents of commercial
enterprises.

Nevertheless, particular care must be exercised
with dealings with public officials. The Trial
Parties must not make, give or offer any payment,
gift or other benefit or advantage for the purposes
of influencing any act or decision of a public
official (or inducing such official to use their
influence  with another person, entity or
government instrumentality or to affect or influence
any act or decision of such other person, entity or
government instrumentality).

The term "Public Official” includes any person
acting on behalf of any government department,
agency or instrumentality or any state-owned or
controlled enterprise. By way of example, this
includes health care professionals employed by a
state- or local municipality-run hospital or clinic,
and representatives of public international
organizations.

(&)

(D)

(E) The Trial Parties must not make, give or offer any
payment, gift or other benefit or advantage to any
person whiist knowing or suspecting that ail or a
portion of such money, gift, benefit or advantage
will be used, whether directly or indirectly, in

breach of (B) or (C) above.
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(F)

(G)

priamo alebo nepriamo, na acely porudenia bodov
(B) alebo (C) uvedenych vy3iie.

Initittcia bude viest' a udrZiavat zdpisy, zdznamy
aucty, ktoré bud v primeranej miere presne

aspravodlivo odraZat' transakcie a dispozicie

s majetkom Inititiicie;

InStiticia navrhne abude udrravat systém

vodtornych  d¢tovnych  kontrol, ktoré buda

poskytovat’ primerané zdruky, e —

6] transakcie sa  vykonavaji v sGlade so
vieobecnym alebo konkrétnym povolenim
vedenia;

(ii) transakcie si  zaznamendvané podla

potreby

{ aby bolo moiné zostavit’ uétovni
zavierku v siilade so vieobecne
uzngavanymi 0&tovnymi zasadami
alebo  akymikolvek  inymi
kritériami, ktoré sa na tieto

vykazy vzt'ahuja, a
(II) na dodr¥iavanie uétovania aktiv;
(iii) pristup k aktivam je povoleny iba v stilade

so  vicobecnym  alebo  osobitnym
povolenim vedenia; a
{iv) zaznamenané  UCtovanie akifv  bude

porovnavané s existujlicimi aktivami v primeranych
intervaloch a podniknt sa prislusné kroky s ohfadom
na akékol'vek rozdiely.

()

@

The Institution shall make and keep books, records,
and accounts, which, in reasonabie detail,
accurately and fairly reflect the transactions and
dispositions of the assets of the Institution;

The Institution shall devise and maintain a system
of internal accounting controls sufficient to provide
reasonable assurances that —

(D fransactions are executed in accordance
with management’s general or specific
authorization;

(ii) transactions are recorded as necessary
)] to permit preparation of financial

statements in conformity with
generally accepted accounting
principles or any other criteria
applicable to such statements,
and

(I1) to maintain accountability
for assets;
access to assets is permitted only in
accordance with management’s
general or specific authorization; and
(iv) the recorded accountability for assets is
compared with the existing assets at reasonable
intervals and appropriate action is taken with respect
to any differences.

(iii}
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