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ZMLUVA O KLINICKOM SKUSANI LIEKU PODLCA
PROTOKOLU KLINICKEHO SKUSANIA
CKJIX839B12302
d'alei len . Protokol
Novartis Slovakia s.r.o.
sidlo: Zizkova 22B, 811 02 Bratislava, Slovenska

AGREEMENT ON THE CONDUCT OF A CLINICAL
TRIAL ACCORDING TO

THE CLINICAL TRIAL PROTOCOL CKJX839B12302

hereinafter referred to as the “Protocol”

Novartis Slovakia s.r.0.

Registered Seat: Zizkova 22B, 811 02 Bratislava, Slovak

republika Republic
fCo: 36723 304 Company ID: 36723 304
DIC: 2022302425 Tax ID: 2022302425
ICDPH:  SK 2022302425 VAT ID: SK 2022302425
zapisany: v Obchodnom registri Okresného sudu Bratislava | Registration: Commercial Registry of the District Court
I, oddiel: Sro, vlozka ¢.44016/B Bratislava 1, Section: Sro, Insertion No.
44016/B

Statutarny zastupea: Meno Represented by:
Mgr. Hana Mrazovd, Head of the
Department for Clinical Trials, on a basis
of a power of attorney

PharmDr. Katarina Nosjean, on a basis of
a power of attorney

Mgr. Hana Mrazova, vedica oddelenia pre
klinické skusanie, na zaklade plnomocenstva
PharmDr. Katarina Nosjean, na zaklade
plnomocenstva

(dalej len ,,Novartis) (hereinafter referred to as “Novartis”)

a and

Narodny tistav srdeovych a cievnych chordb, a.s.
sidlo: Pod Krasnou horkou 1, 833 48 Bratislava 37

Narodny ustav srdecovych a cievnych chordb, a.s.
Registered Seat: Pod Krasnou hérkou 1, 833 48 Bratislava

37
TCO: 35971126 Company ID: 35971126
DIC: 202 210 5107 Tax ID: 202 210 5107
ICDPH: SK 202210 5107 VAT ID: SK 202 210 5107
zapisany: Obchodny  register ~Okresného sudu | Registration: Commercial Register of District Court
Bratislava 1, oddiel: Sa, viozka ¢&islo: Bratislava I, Section: Sa, Insertion No.
3774/B 3774/B

$tatutarny zastupca: Ing. Mongi Msolly, MBA, generdlny
riaditel’, predseda predstavenstva

Doc. MUDr. Juraj Mad'ari¢,

PhD., MPH,
podpredseda predstavenstva

Statutory Representative: Ing. Mongi Msolly, MBA —
director, Chairman of the directorate

Doc. MUDr. Juraj Mad'aric, PhD,,

MPH, Vice Chairman of the
directorate

Cislo Gétu:
IBAN:
SWIFT:

Account number:
IBAN:
BIC/SWIFT:

(d’alej len Indtiticia®) (hereinafter as the “Institution”

a and

Skusajici lekar: MUDr. Marek Orhan
bydlisko:
datum nar.:

Investigator: MUDT. Marek Orban
Address:
Date of Birth:

(hereinafter as the “Investigator” or the “Principal
Investigator™)

(dralej len ,Skugajuci alebo ,Hlavny sku$ajici®)

(Ingtiticia a Skigajhci tiez spolone ako druh4 zmluvna
strana)

(Institution and Investigator also together as the other Party)

uzatvaraj v zmysle ust. § 269 ods. 2 zakona &, 513/1991 Zb. conclude pursuant to Section 269 para. 2 of Act No. 513/1991
Obchodny zékonnik v zneni neskordich predpisov daleij len | Coll., The Commercial Code, as amended (hereinafter
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16. Investigator —means a healthcare professional
(physician) with relevant qualification, who is an
employee Of another contractual staff of the
[nstitution and carries professional responsibility for
the conduct of the clinical trial at the relevant trial site
and for the rights and safety of the Participants and if
the clinical trial is conducted by a team of persons at
a single place, the Investigator is the supervisor
carrying responsibility for the entire team and in such
case he/she is called Principal Investigator. The
Investigatorlprincipal [nvestigator for this clinical

trial is MUDT. Marek Orban.

17. Participant means clinical trial participant, a person
(patient of healthy volunteer) who is taking part in the
clinical trial and to whom the investigational product
or medicine is 10 be administered based on the
informed consent form (hereinafter referred to as the

“participant”).

1.8. Clinical research organization (CRO) s each
organization with  which Novartis  concludes
agreement on exercising some O all rights and/or
performing some OF all obligations that it has as a
sponsot 0r representative of the sponsor in the Slovak
Republic in connection with the clinical trial of the
product or medicine (hereinafter referred to as

“CRO”).

19. The Parties declare that before entering nto this
Agreement, they had considered the risks and
difficulties, compared them with the expected benefit
for the Participants and for the public interest and
arrived at the conclusion that the expected benefit of
this clinical trial justifies any potential expectable
risks and difficulties. The Parties declare that they are
not aware of any obstacles that would prevent them
from agreeing On the subject-matter, purpose and all

other provisions of this Agreement.

9. Subject-Matter of the Agreement

2.1. This clinical trial of a medicine is 2 biomedical
research in humans based on a medical indication
according to Sections 76 to 34 of Act No. 576/2004
Coll. on Healthcare, Services Related to Healthcare
and on Amendments to Certain Laws, as amended
(hereinafter referred to as the «Healthcare Act”) and
a clinical trial of medicines in accordance with
Sections 29 1o 44 of the Medicinal Products Act.

Skusajuci oznaiuje zdravotickeho pracovnika
(lekéra) s potrebnou kvalifikaciou, ktory je
samestnancom alebo inym zmluvoym pracovnikom
Indtitiicie a je odborne zodpovedny za vykonavanie
Klinického skusania v danom mieste sknigania a za
dodrziavanie prav a bezpednosti Utastnikov 3
pokial Kklinické sksanie v jednom mieste vykonava
tim osdb, Je Skasajuci vedacim, ktory nesie
zodpovednost’ 7a cely tim, aV takomto pripade sa
oznaduje aj ako Hlavny Skusajacl.
gkagajucim/Hlavnym skiigajicim pre 1o Jlinicke
skaganie je MUDY. Marek Orban.
1.7. Ukastnik oznaguje atasmika klinického skagania,
osobu (pacienta alebo zdravého dobrovolnika),
ktora sa mna zaklade informovaného sihlasu
zZitastiuje klinického skigania a ktorej sa ma
podavat alebo podava skugany produkt alebo liek
dalej len ,,ﬂéastnik“ ;
1.8. Organizacia na Klinicky vyskum (CRO) oznaduje
kazdi organizaciu, ktorou Novartis uzavrie zmluvu
o vykonani niektorych alebo vietkych prav afalebo
povinnost, ktoré ma ako zadavatel alebo zastupca
zadéavatela v glovenskej republike Vv stivislosti s
klinickym Jkaganim produktu alebo lieku (Talej len
_CRO%).

1.9. Zmluvné strany vyhlasujt, Ze pred uzavretim tejto
Zmluvy dokladne zvazili rizika a obtiaze, tieto
porovnali s otakavanym Pprinosom pre Uiastnikov
a pre verejny zaujem 2 dogli k zéveru, Ze otakavany
prinos tohto klinického skuania ospravedliiuje
pripadné predvidatené rizika a obtiaze. Zmiuvné
strany vyhlasuji, e si nie sa vedome Ziadnych
prekazok, ktoré by branili tomu, aby sa dohodli na
predmete, aéele a vietkych ostatnych ustanoveniach
tejto Zmluvy.
7. Predmet Zmluy
2l Toto klinické skuganie lieku je biomedicinskym
vyskumom na cloveku na zaklade zdravotne]
indikéacie podla § 26 az 34 zékona €. 576/2004 Z.z.
o zdravotnej starostlivosti, sluzbach savisiacich s
poskytovanim zdravotne] starostlivosti a 0 zmene a
doplnen niektorych zékonov v meni neskorsich
predpisov (dalej len JLakon o zdravotnej
starostlivosti®) a klinickym skiganim liekov podla
79 a7 44 Zakona o liekoch.
Predmetom  fejto Zmluvy Je savizok Indtiticie
umoznit na svojich pracoviskéach Kklinické skusanie
lieku a s vyuZitim vietkych technickych
prosiriedkov vykonat Klinické skisanie podTa tejto
Zmiuvy a Protokoly, ktore v prospech Novattisu
vykona Initithcia prostrednictvom zamestnancov
alebo  inych zmluvnych pracovnikov Ingtitucie
(Skagajuci, spoiuskﬁéajﬁci} v sulade s terminmi a
podmienkami Protokolu klinického skugania podla
Prilohy &. 1 tejto Zmluvy. V spojeni s tym [nitithcia
vytvori podmienky, poskytne Vv prospech Novartisu
potrebné sluzby, zabezpeti spravne uchovayanie
skusanych produktov alebo lickov a bezpeénl
manipuléciu_$ nimi najma_podla noziadaviek

22. The subject-matter of this Agreement is the
undertaking by the Institution to enable conduct of the
clinical trial of the medicine at its sites, and using all
technical facilities, 10 conduct the clinical trial in
accordance with this Agreement and the Protocol by

the Institution through the employees Of other
contractual staff of the Institution (Investigator, sub-
investigators) 1 the benefit of Novartis and in
accordance with the terms and conditions of the
Protocol of the clinical trial pursuant to Annex No. |
hereto. In this connection, the Institution shall create
conditions as needed, provide necessary services 10
Novartis and ensure correct storage of investigational
roducts or medicines and their safe handling namel
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clinical trial is to be performed has been obtained, if
such authority or organisation is not the Institution,
3.1.3. the informed consent form (article 3.12.) has been

approved by the relevant auhthority.

tieto priestory nie su vlasmené alebo za ich
prevadzku nezodpoveda [ngtitacia,
tom ¢o bol formular informovaného sahlasu (8lanok

3.12.) schvaleny pristudnym organom.

w
-
w

These documents are inevitable for the clinical
trial to commence.

32. The clinical trial is only conducted at the site (centre)
or sites (centres) listed in Annex No. 1 hereto. The
Institution and Investigator shall ensure and confirm
in writing that each site (centre) pOSSESses facilities
and staff inevitable for the conduct of the clinical trial
and that these conditions will not change during the
entire period of the clinical trial.

Tieto dokumenty s pré zatatie Klinického skiigania
nevyhnutne.

3.2. Klinickeé skii§anie sa vykondva len na pracovisku (v
centre) alebo na pracoviskéch (v centrach), ktoré su
uvedené v Prilohe g 1 tejto Zmluvy. Ingtithcia
a Skugajici zabezpeti a pisommne potvrdi, Ze kazde
pracovisko (centrum) méd nevyhnutné zariadenia a
persondl na vykonanie Klinického sknsania a Ze tieto
podmienky sa nezmenia Po cela dobu jeho

konéavania.

Novartis a CRO (ak existuje) st opravneni vykonat

ingpekciu Kkazdého navrhnutého pracoviska (centra)

pred zaiatkom i v priebehu klinického skiidania s

ciefom presvedit sa, 7e pracovisko (centrum) ie

vhodné a ma vietky potrebné zariadenia a personal

Kkonanie klinického skugania.

3.4. K zmene miesta pracoviska (centra), V ktorom s&
vykonava klinické skusanie, a k ukongeniu ngastl
Skigajuceho na vykonavani klinického skiigania,
K zmene &i doplneniu Skisajiceho, moze prist len
na zaklade pisomne] dohody Novartisu @ Inétitacie;
na nového skiigajuceho sa v takom pripade pouZiji
vietky ustanovenia tejto Zmluvy © Skiigajucom.
Ingtitacia sa zavizuje v lehote 5 pracovnych dni
pisomne informovat Novartis 0 skutotnostl, Z€
Skagajici UZ dalej nebude vykonévat tlohy
Skn¥ajaceho alebo 7e tieto ulohy % Skigajici dale]
vykonavat nemdze. Ingtiticia sa zavizuje poskytnit
Novartisu  potrebnt sutinnost  pri hladani
a nahradzani Skagajuceho novym skisajucim
vyhovujicim Novartisu. Nabor novych Utastnikov
musi byt pozastavenﬁ do tasu kym dajde
k nahradeniu Skugajiceho novym skigajicim.
[ngtiticia berie na vedomie, 7€ Novartis bude
poskytovat platby za Utastnikov, ktori boli nabrani
do Kkiinického skagania v Case vykonévania
klinického skugania Skagajicim aviak do
vymenovania nového skagajiceho nebude
poskytovaf platby za pripadnych novych
Utastnikov. Novartis ma prévo vybraf pre Klinické
skaganie alebo zamietnut akéhokol'vek nového
skugajuceho, ktorého  navrhne Ingtitacia.
Povinnostou noveho skagajuceho bude zaviazat sa
k plneniu podmienok stanovenych touto Zmluvou;
Inititdcia sa zavizuje zabezpedit takyto zavazoK
a sihlas nového skigajiceho. Potas doby vyberu
nového Skingajuceho sa Zmluvné strany, Vv zaujme
riadneho pokracovania Vv névitevach Utasmikov
podfa protokolu, dohodni na ustanoveni dotasného
skgajuceho. pPokial sa Novartis 2 Indtitucia
nedohodni na novom skigajicom v lehote 30 dni od
ukongenia G&asti povodného Skgajuceho  na
Klinickom skasani, Novartis je opravneny od tejto

odstipit s okamZitou platnostou.

33. Novartis and CRO (if any) are authorised to inspect
each proposed site before commencement and during
conduct of the clinical trial in order to make certain

that the site (centre) i suitable and has all facilities

and staff necessary for the conduct of the clinical trial.

34. The change of the site (centre) in which the clinical
irial is performed, Of discontinuation of the
participation of the Investigator in the conduct of the
clinical trial, or the replacement or adding of an
Investigator 1 possible only upon & written agreement
between Novartis and the Institution; all provisions
regarding the Investigator under this Agreement shall
be applied to the new investigator in such case. The
Institution shall inform Novartis ™ writing within five
(5) business days 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 shall provide reasonable
assistance in finding 2 replacement acceptable ©
Novartis. Enrolment of new Participants shall be put
on hold until the new investigator has been appointed.
The Institution acknowledges that Novartis will
continue to make payments for Participants already
enrolled by the prior Investigator but shall not make
payments for new Participants. Novartis is entitled to
select or refuse any new investigator proposed by the
Institution for the clinical trial. Any new investigator
will be obliged to undertake to meet the conditions
stipulated by this Agreement; the Institution
undertakes to ensure such obligation and approval of
the new investigator. During the selection process of
the new investigator, Novartis shall agree immediately
with the Institation 0 appoint an ad interim
investigator in order to continue 0 perform the
participants’ Visits according to Protocol. If Novartis
and the Institution do not agree on the new
investigator within 30 days after the original
Investigator ceases t0 participate In the clinical trial,
Novartis will be entitled to withdraw from this
Agreement with immediate effect.
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odla svojho uvazenia urgie g
0soby Spomedz; Zamestnancoy Indtiticie ako
spoluskﬁ§ajt’1cich, ktori  bydy asistovar’ pri
vykongvanj Klinického skiSania. Skuajtici alebo
Institicia sy Povinni do 7 dn; od urgenia kazdej
takejto 0soby  ozndmir identifikagngé udaje tejto
osoby Novartisu; uvedené rovnake plati pri
akejkolvel Zmene takychto 0s6b. Novartis mz pravo
vyslovit nesdhlas g Ucastoy konkrétnej osoby
Vv klinickom skiiSani, a to do 7 dnf od doruéenia
0Zndmenia udajoy 0 takejto osohe alebo o zmene

vysloveny, sa

skiZania nezicastn;, Indtiticia  ap;

Skisajici neposkytng spoluskigajiicim Ziadny
Medic:’nsky produkt a/alebq Materiaj (ako si
definované niziie), pokial nebydyg mat’ sith]ag (resp.
kym neuplynie doba na vyslovenije hesahlasu) oq
Novartisy nga menovanje Spoluskusajiicich do ich
funkcie, Vietei Spolusktisajici budy adekvétne
kvaliﬁkovanf, adekvatnym spdsobom preskolen,
véas

period for €Xpressing disagreement
expired) with assigning the sub-investigators to their
positions. AJ] sub—investigators will be adequately
qualified wiJ) undergo adequate requalification ang
Will be appointeq in time, with 5 current list of them
o be maintaineq On a continuoyg basis,

ako na Skiifajiceho na zéklade tejto Zmluvy,
Indtiticia g Skisajici zodpovedaji 24 sluzby
poskytovang Pracovnikmj Indtiticie 4 Zavazujy sa,
Ze poskytovanie vietloych sluZieb bude Zverovang
kompetentn}'fm 0sobam. Skui3ajiici g Indtiticia budy
ukladar Vietky prisluiné pokyny k plneniu glgh
Vyplyvajiici

investigational
relevant

in a Competent gpq
professional manner and jy accordance it} the
Tequirements of the good Iaboratory practice; the
Institution or the Investigator are entitled to make use
of an externa] laboratory for the condyet of enly such
analyses ang SXaminations, which shaj not he
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v centralnych laboratoriach pre klinické skuganie
alebo inych laboratoriach uréenych Novartisom.
Okrem vyuZzivania zmluvnych {aboratéril podla
predchédzajﬁcej vety alebo podla iného pisomného
vyjadrenia Novartisu, Skagajtci alebo Ingtithcia
nezrusi alebo neodstiapi od siadnej sutasti prace,
ktori ma na zéklade Zmluvy vykonat anenecha
phnit nijakeé povinnosti podfa Zmluvy inej osobe. Aj
v pripade sihlasu Novartisu SO subdodéavkou,
Indtiticia a Skizajacl zodpovedaji akoby &innosti
vykonali sami. Vykonévanie laboratormych
vygetreni ku  klinickému skgganiu  bude
zabezpetent, v pripadoch uréenych Novartisom
priamo zo strany Novartisu Tesp- Zadavatela
osobitnymi zmluvami S prisluénymi laboratoriami a
Novartis oznami tieto Jaboratéria Institacii.

conducted, under this Agreement OF the Protocol, in
central laboratories for the clinical trial or in other
laboratories determined by Novartis. In addition to the
use of contractual Jaboratories pursuant to previous
sentence or any other written statement by Novartis,
the Investigator oOr Institution will not cancel or
withdraw from any part of work they have t0 make
based on the Agreement and shall not assign any
obligations pursuant 10 the Agreement t0 another
person. Even if Novartis agrees with a sub-delivery,
the Institution and Investigator shall tetain their
responsibility as if they had performed guch activities
themselves. Performance of laboratory examinations
related to the clinical trial shall be ensured, in cases
determined by Novartis, directly by Novartis, event.
by the Sponsor, via separate contracts with the
relevant laboratories, whereby Novartis shall notify
Institution of those laboratories.
3.7. Prior 10 the commencement of the clinical trial,
Novartis shall provide to the Investigator 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”). 1t 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 assumed that the
Investigator has, as @ result of his/her professional
education, sufficient knowledge of the relevant 1ssue.

3.7 pred zatiatkom klinického skasania poskytne
Novartis Skusajucemu 2 Ingtitacii, priamo alebo
prostrednictvomm CRO (ak existuje), Protokol,
CRF/eCRF a daldie sivisiace dokumenty, ako aj
vietky doleZité farmakologické, toxikologicke 2
Klinick¢ informacie, Kktoré su potrebné pre spravne
naplanovanie @ vykonanie Klinického sku3ania
(dalej len ,Suvisiaca dokumentacia“). Sgvisiacu
dokumentaciu bude podla potreby aktudlne
doplitat/aktualizovar iy priebehu klinického
skngania. Povinnost Novartisu poskytovaf
dokumenty, informacie, ktoré st sicastou
Suvisiace] dokumentacie sa nevyzaduje v pripadoch,
ak su tieto dokumenty, informécie ahko dostupné v
publikovanych materidloch, alebo ak sa da
opravnene predp okladat, Z¢ Skuagajici ma vzhladom
na Svoje profesionalne vzdelanie dostatotné
vedomosti 0 te]jto hroblematike.
Inétiticia a Skasajicl vykonajil Klinické skisanie v
silade s plamymi pravnymi predpismi, @ tO najmé
Zakonom o zdravotne] starostlivosti, Zéakonom ©
liekoch, vykonévajixcimi predpismi Ministerstva
zdravommictva Slovenske] republiky najmd O
poiiadavkéch na Klinické skaanie a spravnu klinickil
prax a na pracovisko (centrum), Nna ktorom s&
vykondva klinické skuganie, Nariadenim Eurdpskeho
parlamentu a Rady (EU) 2016/679 2 27. aprila 2016
o ochrane fyzickych 0sdb pri spracivani osobnych
tidajov a o volnom pohybe takychto adajov, ktorym
sa zruguje smernica 95/46/ES (vieobecné nariadenie
o ochrane 1idajov) (dalej len ,,Nariadenie“) a
zékonom &. 18/2018 Z. Z. o ochrane asobnych
idajov a o Zmene a doplnent niektorych zakonov
v zneni neskordich predpisov (dalej len LLakon
o ochrane osobnych adajov), imymi prisluénymi
nariadeniami, smernicami a etickymi predpismi, a v

zhode s podmienkami a zasadami stanovenymi:

The Institution and [nvestigator will conduct the
clinical trial in accordance with applicable 1aws, 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 1s 10 be conducted, Regulation of the
European parliament and of the Council on the
protection of natural persons with regard 0 the
processing of personal data and on the free movement
of such data, and repealing Directive 95/46EC
(General Data Protection Regulation) (bereinafter
referred to as the “Regulation”) and Act no. 18/2018
Coll. on Personal Data Protection and O
Amendments to Certain Laws, as amended
(hereinafter referred to as the “Personal Data
Protection Act”), other orders, directives and ethical
regulations and in line with the conditions and
principles set out in:

a) v povoleni vydanom Ta vykonanie
klinického skusania Riadiacim organom 2
oripadnymi Jalgimi indtiticiami _ako

a) the permit issued for the conduct of the clinical
trial by the Governing Body or any other
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Vyplyva z
Zmluyy;

b) v Protokole 3 vietkych jeho dodatkoch
Vydanych Novartisom 5 O0Zndmenych
In§timcii, ktore

prislusnych ustanoveni  tejto

institutions, ag prescribed by the relevant
Provisions of this Agreement,

Agreement or Pr 4 ify the Ethics
Committee o Goveming Body as well;

Novartisy Nazvanej , Prirugka
Pre skiiajiiceh o« (Investigator’s Brochure)
obsahujtﬁcej vietky v sucasnej dobe Zname
informacie 0 Medicinskom produkte
PouZitom v klinickom ]

¢) an instruction issued by Novartis entjteq
,,Investigator’s Brochure”, which containg all
currently known information on the Medicina)
Product useq in the clinical tria) and on its
Properties. Novartis provided the Investigator
with the Brochure ang shall periodically update

abude jy aktualizovar
V periodicite VyZadujiicej Stavom
klinického sku3ania alebo stanovej
praviymi predpismj. Prirucka  pyde
pripojens dokumentci klinického
skiisania;

d) vieobecnymj pPodmienkam;j Novartisy
(pokial’ jch Novartis vydal gz poskytol
In§timcii) 0 vykondvani klinickyeh skiigani,
§ Vynimkou tych bodmienok, ktorg si
modifikovang toyte Zmluvou:

e) Spravnoy klinickoy praxou

good  clinica] Practice (Gcp ICH) ang
conditions based op the Declaration of
Helsinki. Gogg Clinical practice (Gcp ICh)
means intemationa[ directives i

not been set oyt Specifically, the principles of
GCP ICH adopted in the coun

klinického skiSania;
f) Konsolidovangy, Smemicou ¢ Spravnej
klinickej praxi Medzinérodnej konferencie o
zostiladeni technickych poZiadaviek pa

£00d cliniea] practice
of  the Intemationa] Conference

applicable requirements  for 80od  clinjca]
practice,

) written instructions given by Novartis,

Pisomnymi Pokynmj Novartisy,
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Skigajuci a Ingtiticia berd na vedomie, ze Novartis
a jeho pridruzene osoby (tak ako st definované
v ¢lanku 13.6.) musia dodrziavat ustanovenia (1)
zékona Spojeneho Kralovstva o uplatkarstve z roku
2010 (the Bribery Act 2010 of the United Kingdom
(Bribery Act)); (i) zakona Spojenych Statov
americkych o uplétkérskych praktikéch v zahraniéi z
roku 1977 (the Foreign Corrupt Practices Act 1977
of the United States of America (FCPA)) 2 (i)
akychkol'vek dalgich protikorupc”:nych pravoych
predpisov (dalej spolodne len “Prislusné
protikorupﬁné pravne predpisy”). Zhrnutie
kPatovych principov Prislugnych protikorupén‘j/ch
pravnych predpisov je uvedené Vv prilohe & 5.
Skusajuci 2 Inititicia nemodzZu priamo  alebo
nepriamo povolit ani  nabadaf svojich
samestnancov, Zastupcov, poradcov alebo inych
splnomocnencov, aby sa zapojili do akejkolvek
ginnosti,  ktord je zakézana Prisludnymi
rotikorup&nymi praviymi predpismi, yratane
nplatkarstva, ilegalnych provizii, ilegalneho
vyplacania yynosov alebo inych korupénych
obchodnyeh praktik.

The Investigator and the Institution acknowledge that
Novartis and its Affiliates (as defined in art. 13.6.)
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 (iif) 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 3. The Institution and
the Investigator shall not permit or induce employecs,
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.

Inétiticia Skugajici sa zavizujl, Ze Skisajic,
zamestnanci Ingtitacie ako aj iné osoby Zidasthujuce
sa na klinickom skigani 1) budi dodr¥iavat
prisludné pravne predpisy, 2) budd dodrZiavat
vietky povinnosti podla tejto Zmluvy, 3) sa
oboznamia s Protokolom, kto 7 budl dodrziavat.

3.9. Dokumenty uvedené v Elanku 3 7. tejto Zmluvy s
déverné 2 informécie o ich obsahu mézu byt
poskytnuté len pracovnikom miesta vykonavania
klinického skuania poverenym ¢ menovanym
podla €L 3. tejto Zmluvy 2 organom a indtituciam
uvedenym v tejto Zmluve. Povinné zverejnenie
Zmluvy sa nepovazuje za poskytnutie dovernych
informacii. Indtiticia a Skasajuci potvrdzuju, Ze im
boli poskytnuté dokumenty uvedené v ¢lanku 3.7.
tejto  Zmluvy s dostatoénym predstihom
umoziiujucim dokladné zoznamenie 52 s tymito

dokumentmi.

3.10. Zodpovednost 72 styk a rokovanie s Etickou
komisiou a Riadiacim organom preberd Vv ramei
tohto klinického skugania Novartis, pokial' nie je
vtejto Zmluve alebo  zmluvnymi stranami
dohodnuté v konkrémom pripade inak. Uchovavanie
dokumentécie 2 podavanie sprav sa riadi touto
Zmluvou, jej prilohami, dalgimi dokumentmi, na
ktoré Zmluva odkazuje 2 vieobecne zavaznymi

predpismi.

Do klinického sku$ania buda zaradeni Ugastnici v

pottoch urtenych v Prilohe & 1 tejto Zmluvy.

Akakofvek zmena Vv POCte Utastaikov musi byt

P

vopred pisomne schvalena Novartisom.

The Institution and the Investigator shall ensure that
the Investigator and 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.

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 Institution ~ and Investigator
acknowledge that they have received the documents
listed in para. 3.7 hereof well in advance and thus
were allowed to become fully familiar with such

documents.

3.10. Unless agreed otherwise in this Agreement Or by the
Parties for a specific occasion, Novartis accepts
regponsibility for the liaison and negotiations with the
Ethics Committee and Governing Body during this
clinical trial. Maintenance of documentation and
reporting are govemed by this Agreement, annexes
hereto and other documents 1o which this Agreement
refers and generally binding regulations.

3.11. Participants will be enrolled in the clinical trial in the

numbers set out in Annex No. 1 hereto. Any change

in the number of Participants requires prior written
approval by Novartis.

V pripade multicentrického Klinického skagania je
Novartis na zaklade svojho slobodného uvazenia
opravneny od Intitucie a Skusajiceho pozadovat,
ab ukonéili _ nabor Utastnfkov, afo nred

[n a multicentre clinical trial, Novartis reserves the
right, at its sole discretion, to require Institution and
Investigator 1o Cease enrolment of Participants prior t0
enrolment_of the targeted number of Participants.
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€Z haroky
ym Stivisiacy,
tnikov do klini
mozngé uskutognir iba i

The informeq consent must pe obtained from the
Participants and givep by the Participants i,
accordance with the ProtocoI, ethica] brinciples, good
clinical Practice and g applicable laws, Novartis
shall process and submit to the Investigaror 4 draft

form of Written informed consent with enrolment 1q

a udelenje informovane’ho stthlasy od
Uéastnikov/['féastnikmi musi  pyr stilade
s Protokolom, etickymj principmj, Spravnoy
klinickoy Praxou a vSetkymi prislugnymj
predpismi. i j

Skuisajiici
2 Zavazujii pouziyap teto formuylre

N2 vedomije, Ze  pouzitie formuléry
infomlovaného stihlasy Skﬂéajftcim, nezbavuje
Skiidajticeho 5 Institiciy zodpovednost Za plnenije
ich zékonn)'/ch, Zmluvnych a inych prislusnych
POVinnostj, ktoré V stivislosti sinformovanym
Sthlasom majii a je jch zodpovednost’ou, aby tietg

k]inick}"m skaSanim_ Dokurnemy
Podpisané Uéasm{kmi (pri neplnoletych
Utastnikoch , Utastnikoch nespdsobilych
k pravnym ukonom, jch zakonnymj Zdstupcamyi) o
ich boucenf g4 stihlase Mmusia  byp uloZené v
dokumentscj o klinickom skusang vedenej
Skusajiicim. Jedno Vyhotovenje podpisaného
formulary informovangh, sthlasu g byt
Skusajicim poskytnutg Utastnikoy; (pri
neplnoletych Uastnikocl, 2 Ugastnikoch
nespdsobilych k pravnym ikonom jch zdkonnym
zéstupcom).

exercise
independent medical Judgement as to the qualification
of each Prospective Participant with the requirements
of the Protocol. The Investigator shall consy]t with
i €8 in which, in the Investigator's

a4 nezdvisle vyhodnotit
vhodnosp jeho/jeJ Zaradenja do klinickeho skiidania
z hladiska Podmienoel; Stanovenych vy Protokole.
15ajici Zavizuje konzultovar 8
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Novartis akékolvek pochybnosti skagajoceho s suitability for participation in the clinical
ohladom yhodnosti zaradenia potenciélneho

casmika do klinického skngania.

3.14. Po zaradeni Ucastnika do Kklinického sk(gania sl
Skhgajhcl 2 Institacia povinni informovat
poskytovatel’a zdravotnej starostlivosti, s ktorym ma

Uastnik uzatvorent dohodu © poskytovani
Jdravotnej starostlivosti, Z8 Utastnik je zaradeny do
klinického skugania.

315. Pokial Skusajici  zisti v priebehu klinickeho
skigania, Ze Ugastnik zaradeny do klinického
skfigania nevyhovuje Kkritériam, bude © tom
Skaajuci alebo Instithcia okamZite informovat
pisomne, formou doporuéeného listu dorugeného do
vlastnych ik zastupcovi Novartisu uvedeného v
Zahlavi tejto Zmluvy, @ po dohode s nim Utastnika
2 klinického skfidania vyradi.

participant’
trial.

3.14. After enrolment of the Participant in clinical trial, the
Investigator and the Institution are obliged to inform
the healthcare provider with whom the Participant

entered into the contract on healthcare provision that
the Participant is enrolled in the ¢linical trial.

3.15. If during the clinical trial, the Investigator finds out

that a Participant enrolled in the clinical trial does not
meet the relevant criteria, the Investigator Of the
Institution will immediately inform in writing, by
means of @ registered Jetter 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.

16. Novartis will not require that the Institution Or
Investigator of any member of their staff acts Of
participates in actions which are in conflict with the
laws of the glovak Republic of medical ethics.

3.16. Novartis nebude vyzadovat od Indtiticie alebo
Slagajiceho. ani od yiadneho clena ich personélu,
aby konal alebo sa podielal na innosti, ktord je v

rozpore sO zakonmi Slovenske] republiky alebo v
TOZPOLE S lekarskou etikou.
317. W suvislosti s klinickym skaganim  sa pred
zatiatkom klinického skigania ako & potas jeho
realizécie uskuto&iinj investigatorske mitingy, na
ktorych sa oboznamuji dolezite armakologicke,
toxikologickeé @ klinicke ‘nformacie, ktoré sl
potrebné pre spravne naplz'movanie a vykonanie
klinického skigania, 2 Zitastnené osoby sa
pripravujil a tkolia o danom klinickom skagani,
dolezitych priebcin}"ch okolnostiach a informaciach
a postupoch v danom klinickom skigani (d'alej len
,,Investigétorské mitingy")- yzhladom k tomd, 7e
Investigatorskeé mitingy s sugastou Kklinického
skigania, gkugajuci  (resp. dohodnuty ~ Clen
skugajiceho timu)  sa bude zatastiiovat
Investigz’itorgk)'/ch mitingov podla pokynov
Novartisu. Utast na nvestigatorskom mitingu bude
realizovana vZdy na sAklade pokynov (napr. Miesto,
¢as, sposob, atd’) alen sO suhlasom Novartisu.
Ugast na {nvestigatorskom  mitingt sa dalej
spravuje podmienkami organizatora
1nvestigét0rského mitingu. Naklady sivisiace
s ugastou Skigajuceho (resp- dohodnutého ¢lena
gkagajiceho timu) na Investigatorskom mitingu
nahradi Novartis y rozsahu @za podmienok
stanovenych v Prilohe &. 2 tejto Zmluvy. Skagajuci
(resp. dohodnuty  len skagajiceho timu) sa
zhgastiuje Irivestigéimrského mitingu bezodplatng,
tj. za Gtast na Investigatorskom mitingu
nepristicha Skigajicemu (dohodnutému glenovi
skgajuceho timu) Ziadna odmena. Odmefiovanie
Ingtithecie v sivislosti 8 ncastou gkugajaceho (resp-
dohodmitého den  skasajaceho timu) na
Investigitorskom mitingu je riedené a celé zahrnuté
v odmeifiovani za odborné &innosti poskytnuté pri
cealizacii klinického skagania podia podmienok
tejto Zmluvy. Vietky ustanovenia tejto Zmluvy,
yratane _tych vkai jmé :

W

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 t0
chare important pharmacoiogical, toxicological and
clinical information needed for correct planning and
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 procedures used

in the particular clinical trial (hereinafter referred to

as the «Investigator Meetings™). AS Investigator
Meetings are part of the clinical trial, the Investigator
(or approvcd member of the Investigator's team) shall
attend such Investigator Meetings as instructed by
Novartis. Participation at the Investigafor Meeting
will always be in accordance with the instructions
(e.g. venue, time, method, etc.) and only with the
consent of Novartis. Pparticipation at the Investigator
Meeting is further governed by the conditions of the
organizer of the Investigator Meeting. Cosis
associated with the participation of the Investigator
(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 Investigator (event. the
approved member of the Investigator's team) attends
the Investigator Meeting without receiving any
payment, {e. the Investigator (approved member of
the Investigator's team) 18 not entitled to 20y
remuneration for the participation in the Investigator
Meeting. Rewards for the Institution in relation with
the participation of the Investigator (event. the
approved member of the Investigator's team) in the
Investigator Meeting are provided and included in
their entirety n the remuneration for professional
activities provided in the course of clinical trial
sursuant to the conditions _of this Apreement. All

12180

kajucich _sa D2 mi zavizku
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0zZna

m]éanlivosti,
vysledkoy Cinnost{ a jch PouZitia g ochrany, pray
§ riemyselného vlasml’ctva, ochrany

Materig] ng klinick

Novartis zabe
produkt,

vias

Zpedi,

Zmiuva o klinickom skisani —

Novartis / Nérodny Ustav srdc

Protokol ¢ -

CKJX83QB12302

€ skiganie (dalej Ien
Cuje vietok Ostatny materig, zariadenia 4 ‘ an
Poméceky  potrepne
skiSania, ktore bezplatne doddva alebg zabezpeduje

vyrobeny alebg

tnickych prav, publikécif}

ing namely those
related to the obligation of conﬁdentfality, Ownership
rights, publications, results of the activities and their
use and protection, intellectug] and industria] Property
rights, personal data p i

such Investigator Meeting.

»Materis|

2

s facilities
and ajds necessary for the conduct of the clinical trial,
which are Supplied or ensured by Novartjg free of
charge.

na  vykonanie klinického

aby bol vietok Medicinsky

v &ase, ktorg
» aby  umoznil;
vykonat’ klinicke

Sure a gpecia]
Medicinal

verzia 25 4 1.2021
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a neSetrnym zaobchddzanim S VypoZicanym
Materislom alebo VIozpore s navodom na
PouZivanie alepq predpismi vyrobeov, ako aj za
Stratu,  znigenje ¢ odcudzenje ZapoZzicanéhg

starnutim
vlastmou

dohodli, e Novartis () nie je povinny poistie
Materidl proti akejkolvek skode Spdsobenej ng
Materig]j a/alebo Materidlom (i) nie je povinny
uskutodfiovar Udrzby Materisln pocas klinického
sktifania, Institicia jtici

Perational defect or
Wrong data obtajneq by the Materia], Unless
otherwise EXpressly agreed by the contractya] parties,
Novartis shalj brovide Materia] under thjs Agreement
free of charge.

previdzkovoy poruchou ¢j chybnymj udajmj
dosiahnutymj Materidlom. Pokial’ nie je Zmluvnymi
stranami  vysloyne dohodnutg inak, poskytnutie
Materigly Novartisom podla tejio Zmluvy  je

Handover of the Material to the Institution mn
accordance with Para. 4.6, shal] pe confirmed by
Novartis and the Institution in the form of 4 signed
Handover ang Takeover Protoco] which shal] indicate
at least the type and amoypt of the Materia] and

a preberajﬁceho;
icia sg dohodli, e ng podpis

om bude predstavoyar navod ng
pouZitie v slovenskom alebo  geskom Jazyku,
pripadne iné predpisy vyrobey na jeho UZivanie,
udrzbu a servis, ktorymi Je Institicia pPovinni sa
riadir’, a vV pripade zdravotechniky aj vyhldsenje
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ako veci, ktord viastnicky —patri Novartisu.
Poskytnutie Materialu podTa tejto Zmluvy Zo strany
Novartisu nie je podnecovanim pre odporaganie,
predpisovanie, kipu, dodavanie, preda) alebo
podavanie lickov a poskytnutie Materidlu nie je
podmienene predpisanim &i uzivanim akéhokol'vek
lieku &i akymkol'vek inym plnenim alebo konanim
70 strany Institicie alebo Skgajuceho.

submission and training. The [nstitution 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 10

recommend, prescribe; purchase, supply, sale or

administrate the medicinal products and the provision
of the Material is not conditioned by prescription oF
use of any medicinal product or another consideration
or conduct by the Institution or the Investigator.

49. The Ipstitution and Investigator 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 those listed in the Protocol or this

Agreement, without the prior written consent of

Novartis.

4,10. After completion  of the clinical trial, the
Institution/Investigator shall return any remaining
Medicinal Products to Novartis with the explanation
(in writing, if so required) of the amount and type of
the Medicinal Product that have been destroyed or 18
missing. If this does not happen, Novartis is entitled
to charge the Institution for the costs of atl Medicinal
Products that pursuant to the signed Handover and
Takeover Protocol have not been used in accordance
with this Agreement of have not been returned to
Novartis. This is without prejudice to any other legal
responsibility of the Institution for amy improper
handling of the Medicinal Product and for any caused

damage.

4.11. Incaseof provision of Material according to para. 4.6.
. the Material is provided for a period of the clinical
trial at the most. If Novartis reasonably suspects that
the Material provided in accordance with para. 4.6. 01
any part of it has been used for other purposes than
those listed in this Agreement, it is entitled to request
that the Institution provides a report and evidence
regarding the use of the Material. If the Institution
fails to do so within 10 days after having received
such request, it shall be deemed that the Material has
been used in conflict with this Agreement. The
Institution is obtiged to return the Material provided
pursuant to pard. 4 6. within 10 days, if not used
properly or used in conflict with this Agreement or
purpose and conditions herein agreed, Of if so
requested by Novartis or in the case of completion of
the clinical trial. The Institution undertakes to return
the Material to Novartis in the same condition, quality
and composition 2as when taken OVEr, taking into
account regular wear and tear. If this does not happen,
Novartis shall be entitled to charge the Institution and
the Istitution shall be obliged to pay t© Novartis the
price and costs of Material provided pursuant to para.

4.6, which has not been returned during prescribed

period. This is without prejudice f0 any other legal

responsibility of the Institution for any unauthorised
handling of the Material and for an caused damage.

49. Ingtitacia a Skugajucl nepouzije Medicinske
produkty, Material, Dokumentaciu stadie (ako Je
definovana nizsie) a Stvisiacu dokumentaciu na
yiadny iny aéel okrem vykonavania klinického
dagania v salade s  Protokolom abez
predchédzajﬂceho pisomného sthlasu Novartisu
neda Medicinske produkty, Material, Dokumentaciu
stadie  a Savisiacu dokumentaciu  k dispozicii
yiadnej tretej strane okrem tych, ktor¢ i uvedené
v Protokole alebo tejto Zmluve.

410. Po ukoneni klinického skugania vrati Ingtitacia /
Skigajuci  vietok zvysny Medicinsky ~produkt
Novartisu a poda vysvetlenie (ak sa to vyzaduje,
pisomne) ohfadom mnoZstva a druhu Medicinskeho
produkiu, ktory bol znideny alebo chyba. Ak sa tak
nestane, Novartis je opravneny vytgtovar Ingtivacii
naklady na vietok Medicinsky produkt, ktory podla
podpisancho protokolu © jeho odovzdani a prevzati
nebol pouzity v stilade s touto Zmluvou alebo nebol
yrateny Novartisu. Tym nebude dotknuta akakol'vek
ina pravna zodpovednost Indtiticie za neopravnené
nakladanie s Medicinskym produktom 2 sposobent
gkodu.

V pripade poskytnutia Materialu podla bodu 4.6. je
tento  poskytnuty maximalne na dobu trvania
klinického skugania. Ak bude mat Novartis
oddvodnent pochybnost, 7e Material poskytnuty
podfa bodu 4 6. & akakol'vek jeho gast boli pouZité
na iné Ggely, neZ tie, ktoré si uvedené v tejto
Zmluve, je opravneny poziadat In&titaciu o spravu a
dokazy o pouZiti Materialu. V pripade, e Instithcia
nepreukaze Novartisu pozadované skutognosti do 10
dni po obdrzani takejto vyzvy, ma sa 7a to, Z¢
Material bol pouzity v rozpore s touto Zmluvou.
Ingtithcia Je povinna Material poskytmuty podla
podu 4.6. vratit, ak ho nepouZiva riadne alebo ho
uriva v rozpore s touto Zmluvou alebo v rozpore
s ucelom apodmienkami dohodnutymi v tejto
Zmluve alebo ak 010 Novartis poZiada alebo
v pripade ukonéenia klinického skiigania, to vietko
v lehote 10 dni. Ingtithcia sa zavazuje Material vratit
Novartisu Vv rovnakom stave, kvalite a v rovnakom
zlozeni ako ho prevzala, s prihliadnutim na obvyklé
opotrebenie. Ak sa tak nestane, Novartis je
opravneny vyaétovar Ingtitacii a Indtiticia  je
povinna nahradit Novartisu cenu anaklady na
poskytnuty Materidl podfa bodu 4.6 nevrateného
v uvedenej lehote. Tym nebude dotknuta akékelvel
ind pravna zodpovednost’ Ingtiticie za neopravnend
nakladanie s 1 kodu.

Materialom a S nosoben
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ices be used, the

selected external service provider
fan  either e sighed  wip Principal
Investigator/[nstitution or with Novartjs,

Irrespective of the existing abovementioneq
agreements, the Principal Investigator always remaing
Tesponsible for the oversight o

er. The Institutjop shares appropriate
Personal data with the external service Provider as per
the drrangements existing between Institution ang
such  externg] Service provider to ensure the
implementation of the services.

qualified PETSON  or  persong with monitoring
(overseeing) the clinical trial and cloge Cooperation
with the Investigator.

5.2, The Institution and Investigator shall cooperate
with Novartis and qualified Persons appointed by Novartis
or CRO (if any) while monitoring or Overseeing the course




presnosti informacii ziskanych v pricbehu
klinického skugania. Indtithcia 2 Skusajuci
predovietkym zahezpetia alebo poskytnt kazdej z
tychto vyssie uvedenych 0s6b pristup na vietky
pracoviska, na ktorych sa Klinické skaganie
vykondva 72 ¢elom ich Kkontroly ako aj ku vietkym
séznamom, kforé s uchovévaju pre potreby
klinického skugania, Za acelom preverovania,
a kopirovania udajov,  dokumentov
sa klinického skugania v
prislusnymi pravnymi predpismi na useku
osobnych (dajovV miere, V ktore] 1o
a Skugajicemu pravne predpisy dovoluju,
Ingtitacia a Skugajici umoznia Novartisu resp- jeho
poverenym osobam alebo osobam poverenym CRO
(ak existuje) pristup ku yietkym zaznamom

kontroly

a informaci tykajucich

sulade s
ochrany
In&titacii

tykajicim sa Uiastnikov av potrebnej miere im tieZ

umoznia

Klinického skaSania. Intitacia @ Skiagajuct
zabezpetia, aby Skiigajlei a/alebo  Elenovia

r

kontrolu ~ zaznamov tykajucich

skigajuceno  timu boli Novartisu resp.

monitorovamiafvykonévania kontroly, a 1t©

ucelom
ZAzZnamo

priestoro

kerajiny,

prediskutovania vyssie uvedenych

udajov 4 informacii a pripadného
odstranenia akychkolvek pochybnosti s nimi
stvisiacimi.
InStivicia  umoZzni
Protokolu, Zmluvy, pris
a zasad Spravne] klinickej praxe na pracovisku a v
ch skladovania Medicinskeho produktu,
Materiglu & uZ auditormi  Novartisu alebo
predstavitel’mi Riadiaceho organu ktorejkol'vek
kde sa uvazuje o registracil skagancho
produkiu alebo kde je registrovany skugany liek,
aj po skonten{ platnosti tejto Zmluvy. [nstiticia a
Skusajucl vylvoria prislusnému dozornému organu

v,

podmienky na vykonanie auditu a poskymui

potrebnil

sutinnost. Inititicia @ Skisajuci
predovietkyn zabezpetia alebo  poskymd

prislusnému dozornému  Organu pristup

zaznamo

m, ktoré sa uchovéavajd pre potreby
ania,

klinického skiiania za Ucelom preverov

kontroly

a informécif tykajacich

v sulade
ochrany
Ingtitacii

umoznia

a kopirovania udajov, dokumentov
sa klinického skudania
s prislusnymi praviymi predpismina useku
osobnych udajov. V miere, v ktorgj 1
a Skugajicemu pravne predpisy dovol'ujl,
Institicia 2 Skiigajuci umoznia  prislusnému
dozornému organu pristup ku vietkym zaznamorm
tykajicim sa Ugastnikov aV potrebnej miere mu tieZ

kontrolu  zaznamov wykajucich

Klinického skuSania. Indtitacia zabezpeti,
Skagajici a/alebo ¢lenovia skiajuceho timu

prislusnému dozornému organu k dispozicii potas
ingpekcie/auditu, 2 to za ulelom prediskutovania
vyssie uvedenych zaznamov, adajov a informacii
a pripadného odstranenia akychkol'vek pochybnosti
s nimi savisiacimi.
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jeho
poverenym osobam alebo osobdm poverenym CRO
(ak existuje), K dispozicil pocas uvedeného

andit  dodrZiavania najmi
Jugnych pravoych predpisov

sa

Za

provide to cach of such persons access to all sites where the

clinical trial is conducted in order 10 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 in accordance

with the relevant Jegislation in the Data Privacy Department.
To the extent allowed to the Institution and the Investigator
by legal regulations, the Institution and the Investigator shall
allow Novartis, event. its authorised representatives OF
persons authorised by CRO (if amy) access to all records
pertaining to the Participants and t0 the necessary extent
allow them inspecting records refated to the clinical trial. The
Institution and the Investigator shall ensure that the
Investigator and/or other relevant clinical trial staff is
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.

210

mu

ku

sa
aby
boli

53, 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 Body of any country where registration of the
investigational product i8 contemplated or where the
investigational product is registered, and that even after
expiry of this Agreement. The Institution and the Investigator
shall create conditions for the competent supervising
authority to enable it the performance of audit and shall
provide it with relevant assistance. The Institution and
Investigator shall in particular ensure ot provide to competent
supervising authority access t0 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 in accordance with the relevant Jegislation in the Data
Privacy Department. To the extent allowed to the Institution
and the Investigator by legal regulations, the Institution and
the 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 [nstitution shall ensure that the Investigator
and/or other relevant clinical trial staff is 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.
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Indtiticia Skisajiici budi Novartis Okamzite,
najnesker viak do 24 hodin, informovat’ V pripade,

ingp ekeie/audipy,.
Indtiticia 5 Skiisajici sz Zavizujy uskutognjy
akékolvek Primerang kroky VyZadovang zq Strany
Novartisy a/alebo prislusného dozormngéhg Organu za
ucelom odstrdnenis nedostatkoy Zistenych pocas
auditu alghg In3pekeje, Novartis bude mar Zarovef
Pravo preskiimar a odstihlasiry akékolyek Pisomnost;
urcéené kompetenrne'mu dozornémy, organu
V¥pracovang Vreakcii ng in§pekc1u/audit 20 strany
takéhoto dozomehg organu, a to predtym akq takiito
Pisomnosy Institiicia alebo  Skiigaine:
dozornémy, organu
6. Dokumentécia a sticinnose’
PokiaF s nedohod]g inak, vietky Zaznamy (najms
avsak nie vylugne CRF Ziznamy, Zaznamy tykajiice
s identifikgcje Utas '

gator undertae to take any

appropriate SIPS  required by Novartjs and/or
Competent Supervisin

(namely pyr not
Participants’ identiﬁcations,

Investigator or the Institution by Novartis or CRO
shall haye the form brescribed by Novartis, The

igned by the Investigator. Such approval shoyjq not
be unreasonably Withheld. The Institution and the
Investigator Warrant that a]] CRp records submijtieq to
Novartis shall be truthfy], Complete ang correct and
that they exactly reflect the results of the clinical trja].
Upon request, the Institution and/or the Investigator
shall submjt such records or their Copies to Novartis
or Goveming Body. These records are confidentia] jn
Nature, g5 appropriate.

ddtumom g podpisom v Zdznamoch {Jgzs
vietkych poskytovan)'/
,Dokumentécia Stidie«).
Institicia a Skigajuicj sa Zavazujn, e
Novartisy Pravidelne 5 véas poskytovar vietky
Vysledky klinickehg sk

alebo

| forme — CRF Zaznamy). Institicia

a Skiidajuicj S8 zavizujii, ze budu Vytvarat CRp
A [ od usKutocnenija navstevy

uchovaya|
2dznam
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o Utastnikoch, identifikatné kody Utastnikov
a dokumentacin  © Kklinickom skugani po dobu
najmenej 15 (pttnast) rokov od ukondenia
klinického skugania alebo po dlhgiu dobu, na ktore]
ga vzajomne dohodne S Novartisom. Po rovnakd
dobu Indtiticia zabezpeti uchovavanie zdravotnej

identification codes of the Participants and documents
related to the clinical trial for a period of at least 15
(fifteen) years from the completion of the clinical
trial, or for such longer period which shall be mutually
agreed with Novartis. For the same period, the
Institution shall ensure maintenance of the medical
records of the participants and other basic data of the
clinical trial so0 that the documentation ig fully
retained and legible during the entire maintenance
period and can be provided to relevant authorities for
verification and assessment, if so requested. In the
event of the insolvency or bankruptey of Institution,
Institution undertakes 10 promptly notify Novartis and
follow Novartis’ instructions 10 transmit all copies of
such records 10 @ designated vendor of off-site
archiving facility at Novartis’ expense.

dokumentacie Utastnikov a ostatnych zékladnych
tdajov Klinického skigania  tak, aby s
dokumentdcia v pinom rozsahu zachovala a bola
gitatefna potas celej doby ulozenia a aby sa mohla
na poiiadanie poskytnﬂt’ prislusnym organom 1a
overovanie 2 hodnotenie. V pripade platobnej
neschopnosti alebo konkurzu Ingtitacie sa Inétithcia
zavazujie bezodkladne informovat spoloénost’
Novartis a postupovaf podla pokynov spoloénosti
Novartis, aby vietky kopie takychto ZAznamov
odoslala uréenému dodévatelovi alebo externému
archivatnému zariadeniu na naklady spolognosti
Novartis.
v pripade, ¥e v priebehu klinického sktiFania
Novartis  ziska dolezité informaécie (napriklad
informacie tykajice Sa zavaznych neziaducich
acinkov), kioré sa opravnene povazuji 72
informécie, ktoré by mohli ovplyvnit’ rozhodovanie
Etickej komisie pri vydavani stanoviska k etike
klinickébo skisania (ak by boli tieto informécie
dostupné v ase prijatia rozhodnutia), bezodkladne
oznami tieto skutognosti Skigajacemu priamo alebo
prostrednictvom CRO (ak existuje), ktory predloZi
tieto informacie Etickej komisil.

6.6. Vv spolupraci SO Skugajucim, alebo  inym
dohodnutym sposobom, Novartis poskytne udaje 0
vietkych zavaznych neziaducich aeinkoch Eticke]
komisil a Riadiacemu organu, Kktory povoluje 2
kontroluje vykonz’wanie Kklinického skugania, alebo
na poiiadanie aj zdravoine] poist ovni
vykonévajﬁcej vergjne zdravoineé poistenie
Otastnika, a spolu 5O Skasajacim uskutogni
opatrenia, ktoré je potrebné vykonat za héelom
ochrany {Jtastnikov vystaven;’zch riziku.
Oznamovacie povinnosti Skugajuceho votl
prisluénej zdravotnej poist ovni podla § A4 Zakona o

liekoch tymto nie su nijako dotknuté.

6.7. Ingtitacia zabezpeti, aby Skagajnci oznamil
Novartisu @ Eticke] komisii  vsetky dolezite
informacie uvedené y élanku 6.3, ktoré zisti Vv
priebehu klinického skusania. Sacasne
prostrednictvom Skagajiceho sabezpedi, €
Uttastnik bude v nevyhnuinej miere informovany
o véetkych otazkach tykajacich sa klinického
skigania.

6.8. Indtiticia 2 Skagajaci budd okamZite reagovat na
vietky yiadost Novartisu predkladané pocas
klinického sk(¥ania tykajoce 52 posidenia
aprerokovania postupu Kklinickeho skagania
a suvisiacich otazok SO Zastupcami Novartisu.
Skasajuct vyhlasuje, ¥e sa za tymto cielom streme
so zéstupcami Novartisu a poskytne potrebn
informacie a Zhznamy, Za go v rovnakom rozsahu

d4 aj In3utacia.

6.5. If in the course of the clinical trial Novartis obtains
important information (for example information on
serious adverse reactions) which s reasonably

considered as information that might have influenced
the decision-making of the Ethics Committee when
issuing the statement on the ethics of the clinical trial
(if such information Wwas available at the time of
decision—making), it shall immediately notify the
Investigator of such matters, directly or through CRO
(if any), and the Investigator shall submit such
information to the Ethics Committee.

6.6. Novartis, in cooperation with the Investigator of in
any other agreed manner, chall provide the data on all
serious adverse reactions to the Ethics Committee and
the Governing Body which permits and inspects the
conduct of the clinical trial, or upon request also 10 the
health insurance company which provides public
health insurance to the Participant, and together with
the Investigator shall take measures necessary 10
protect the Participants who are exposed to risk. This
is without any prejudice to reporting obligations of the
Investigator towards the pertinent health insurance

company under Section 44 of the Medicinal Products

Act.

67. The Tnstitution shall ensure that the Investigator
notifies Novartis and the Ethics Committee of all
important information listed in para. 6.5., which
he/she detects in the course of the clinical trial. Atthe
same time, the Institution shall ensure through the
Investigator that the Participant is informed of all
issues related 10 the clinical trial to the necessary
extent.

6.8. The Institution and the Investigator shall immediately
respond 10 Al requests by Novartis that will be
submitted during the clinical trial and will pertain t©
the evaluation and negotiation of the clinical trial
progress and associated questions with  the
representatives of Novartis. The I[nvestigator declares
that for this purpose he/she will meet with the
representatives of Novartis and provide them with the
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8. Financné v rovnanie
Za riadne vykonanie sluzieb a odovzdanie vetkych
podkladov, ktoré Intitacia v prospech Novartisu ma
poskytnit podia tejto Zmluvy, uhradi Novartis
dohodnuti odment podla Prilohy &. 2 tejto Zmluvy
v 100 % vyske na figet Indtiticie. 7 tejto Zmluvy
nevznika Ziadny priamy zavazok Novartisu na
odmenu za plnenie tejto Zmluvy inej osobe ako
In3tithcil. Dohodnuta odmena Initithcie nezahiia
odmenu pre Skagajoceho a nim uréeny a Novartisom
vopred schvéleny pracovny tim za ukony nad ramec
poskytovania zdravotne] starostlivosti. Odmena pre
gkigajuceho, spoluskﬂéajﬁcich apripadny’fch inych
zamesmancov ritastnenych na klinickom skisani
bude upravend V j medzi
Novartisom a tymito osobami, 0 Ingtiticia berie na
vedomie a vyslovuje stym sthlas. Naklady
a odmena Za vykonanie Kklinického skGigania Za
jedného ukonéeneho pacienta budd percantualne
rozdelené nasledovne 30% odmeny prinaleZi
Ingtithcii 2 70% predstavuje pre
sktidajiceho 2 jeho tim.

odmenu

85, Uhrady podia Prilohy &. 2 obsahujl vietky naklady
Ingtiticie spojené s yykonanim klinického skiigania
a s liethou ochorenia, na ktoré je Klinické skudanie
zamerané, vratane nakladov na vydetrenia spojene s
tymto klinickym skiiganim, ktoré g0 nad ramec
Standardne] zdravotne) starostlivostl a ktoré nie st
hradené 7 verejného zdravotného poistenia,
a vratane nékladov a odmien Za ginnost
Skazajaceho, spoluskuéajﬁcich apripadn)'fch inych
pracovnikov Ingtitacie, pokial nebude dohodnuté
inak. Uhrady uvedené v Prilohe ¢. 2 predstavujd
jediny 2 vylu&ny spbsob financéného vyrovnania
medzi zmluynymi stranami 2 Ingtiticia nema narok
na akékobvek Falsie financné & obdobné pinenie.
Indtitacia je vyhradne zodpovedna 72 platbu
vietkych dani a ostatnych poplatkoy, Kktoré jej moZu
yzniknat, alebo mdzu byt uloZené ¢i splatné Vv
stvislosti sper”main)?mi alebo nepeﬁainymi
pineniami uvedenymi V t€Jto Zmluve a Prilohe €. 2z
&i poskymutgrmi na zaklade tejto Zmluvy, ktoré
obsahuju vietky takéto pripadné dane a poplatky.
Zmluvné strany kongtatuju, Z& pinenie poskytnuté
podla tejto Zmluvy Intitacii predstavuje prijem
zvykom’wania klinického skigania, ktory mie Je
predmetom dane z prijmu vyberanej Zrazkou, ale je
sdafiovany samotnou [ngtitaciou.

Inititacia prehlasuje a zaroven suhlasi stym, Z€
gknsajici uzavrie 5 Novartisom osobitnit zmluvu
(dalej len LZmluva oposkytovani odbornych
ginnosti), na zaklade ktore] Skiigajici priamo
obdrzi od Novartisu uhrady (odmenu) 72 sluzby

vykonané Skasajhcim. Intithcia prehlasuje
a zavizuje sa, %@ plnenie Zmluvy oposkytovani
odbornych ginnosti nezaklada poru§ovanie

pov'mnosti gkngajiceho Z pracovnoprévneho yztahu
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8.2

8. Financial Com hensation

For due performance of services and handover of all
details provided by the Institution for the benefit of
Novartis pursuant to this Agreement, Novartis shall
pay remuneration in accordance with Annex No. 2 of
this Agreement in amount of 100 o, to the account of
the Institution. Novartis is not directly obliged under
this Agreement to pay any remuneration for
performance of this Agreement tO any person other
than the Tnstitution. Agreed remuneration for the
Institution does not include remuneration for the
[nvestigator and by him designated and approved in
advance by Novartis working team, for acts beyond
the scope of healthcare provision. The remuneration
for the Investigator, co-investigators and eventually
other employees participating in the clinical trial,
shall be governed by a separate Agreement between
Novartis and those persons, whereby the Institution is
aware of such fact and expresses 1t consent hereto.
The costs and reward for the clinical trial for each
patient shall be split as follows: (i) 30% of the rewards
shall be paid to the Institution and 70% shall be paid
to the Investigator and his/her tearm.

Unless agreed otherwise, payments according 10
Annex No. 2 cover all costs of the Institution
associated with the conduct of the clinical trial and
treatment of the disease which 18 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 insuranceé, including costs and rewards
for the activities of the Investigator, sub-investigators
and any other gmployees of the Institution. Paymenis
listed in Annex No. 2 present the only and exclusive
method of financial compensation of the Parties and
the Institution 13 not entitled to any further financial
or similar performance. The Institution is solely
responsible for the payment of all taxes and other fees
that it may incur oF that may be levied or payable in
connection with ~ monetary or non-monetary
settlernent described in this Agreement and Annex
No. 2 or provided under this Agreement, which
include all such potential taxes and fees. The Parties
declare that payment o the Institution under this
Agreement forms an income from the conduct of the
clinical trial which is not subject fo0 withholding
income tax, but is taxed by the Institution itself.

Institution acknowledges and agrees that the
Investigator ~enters into a separate agreement
(here:inafter referred to as «professional Service
Contract’) with Novartis under which he/she will
receive direct payment from Novartis for the service
performed by the Tnvestigator. Institution assures that
the performance of the Professional Qervice Contract
will not constitute @ violation of Investigator™s duties
under the work relationship betweei Institution and

Investigator and/or the internal policies of Institution.
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medzi Indtiticioy 4 Skisajticim alebo z vnitornych
predpisoy In¥titicie.

v pripade, ak N
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straveného V¥ In&titacii Institacia zahezpe&i
vyplécanie iohto prispevku zprostriedkov na to
ucelovo poskytnut)?ch Novartisom. Spbsob a rozsah
vyplacania prispevku je uvedeny v Prilohe ¢. 2 tejto
Zmluvy. Administrativnymi ¢innostami stvisiacimi
5 priamym vyplatenim tohto prispevku Ugastnikom
mbze byt priamo poveren}’i Skiigajuct; gkasajuci je
v takom pripade povinny dodr#iavat rovnaké
povirmosti ako su uloZené Ingtitdcii pre pripad
vyplaty prispevku z0 strany Intitacie. Inétiticia na
tento utel tymto gkugajiceho poveruje priamyrm
zabezpetenim takychto administrativnych a
platobnych ginnosti.

8.5. Ingtitacia berie na vedomie, Ze v silade s platnymi 8.5.
praviymi predpismi, najma, nie véak vylutne podia
7akona o liekoch je resp- mbze byt spolognost
Novartis alebo tretia osoba povinna oznamovat
prisludnym organom 2 zverejfiovat vysku a ncel
pefiaznych alebo nepefiaznych plneni poskytnut}'fch
priamo alebo nepriamo zdravomickemu
pracovnikovi alebo poskytovatel’ovi zdravotne]
starostlivostl v rozsahu aza podmienok stanovenych
platnymi pravaymi predpismi. Intiticiaa Skigajic
sitasne beriina vedomie, Ze predmetom zverejnenia
bude aj vyska finan&ného ohodnotenia gkasajuceho
za Kklinické skaganie. Indtitacia 52 zavizuje
poskytnﬂt’ Novartis akukolvek sutinnost
nevyhnutne potrebni nd pinenie oznamovacich
povinnosti Novartisu podla 74kona o ligkoch. Pre
ucely oznamovania finan&ného ohodnotenia
gki¥ajuceho 72 klinickeé skuganie Inétitacia
prehlasuje, ye takéto finanéné ohodnotenie
Skagajuceho za Klinické skadanie vykondvané na
zéklade tejto Zmluvy predstavuje sumu 0 eur;
v pripade, Z€ V danom kalendamom polroku bude
poskymuté gkasajucemu finanéné ohodnotenie 72
Klinické skdzanie podla tejto Zmluvy ateda
vyhlasenie Ingtitacie podla predchz’tdzajﬁcej vety sa
stane neakmualnym, In&titdcia sa zavazuje oznamit
Novartisu vysku finanéného ohodnotenia
Skugajuceho za Klinické skasanie a to bezodiladne,
najneskor do 15.1. alebo do 15.7. prislus‘sného
kalendarneho roka za obdobie predchédzajﬂccho
kalendarneho polroka, v ktorom bolo predmemé
zverejiované pefiazné alebo nepehazné plnenie
hoskyinuté.

8.6. In&titacia zodpovedd 72 presnost, Gplnost @
spravnost idajov @ informacii, ktoré Ingtitacia
poskytuje spolotnosti Novartis ¥ sivislosti S
plnenim povinnosti podfa bodu 8.5. tejto Zmluvy. v
pripade porudenia tychto povinnost alebo
pov'mnosti poskymm’ sazinnost alebo oznamit
vygku finantného ohodnotenia Skuzajiceho podla
bodu 8.5.. Initithciou Jje Ingtitdcia povinna

odgkodnif spo‘loénost’ Novartis Za akékolvek

naroky, Zaloby 2 uplatnenia prava vznesené voti
spolocnosti Novartis alebo jej prepojenym osobam,
skody a iné ujmy, naklady alebo vydavky, yratane
nakladov na orayne sluzb spbsobené _alebo

8.6.
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appropriate, the time spent in the Institution. The
Institution shall ensure payment of this contribution
from the resources provided for such purpose by
Novartis. The manner and scope of such payment i8
described in Annex No. 2 of this Agreement.
Administrative activities related to direct payment of
such contribution to the Participants may be directly
delegated 10 the Investigator; whereby the
[nvestigator is obliged to, in such case, comply with
the same obligations as the Institution i the event
when the contribution 18 paid by the Institution. The
Institution hereby authorises the Investigator 10
ensure directly such administrative and payment
activities.

The Institution {akes into account, that in accordance
with applicable laws, mainly, but not limited to the
Medicinal Products Act, Novartis or 2 third person is,
or eventually may be obliged 10 notify the relevant
authorities and to disclose the amount and purpose of
any monetary OF in-kind considerations directly or
indirectly provided to @ healthcare professional ora
healthcare provider to ihe extent and under conditions
stipulated by applicable laws. The Institution and the
Investigator are aware of the fact that the amount of
the financial remuneration of the Investigator for the
clinical trial ghall also be subject 10 disclosure. The
Institution undertakes 10 provide Novartis with any
assistance necessary for fulfilment of reporting
obligations of Novartis under the Medicinal Products
Act. For the purposes of the notification of the amount
of financial remuneration of the Investigator for the
clinical trial, the Institution declares that such
financial remuneration of the Investigator for the
clinical trial conducted under this Agreement shall
represent EUR 0; in casé that in the respective
calendar half-year the Investigator will be provided
with a financial remuneration for the clinical trial
under this Agreement and thus the declaration of the
Institution pursuant to the preceding sentence will
become 1ot up-to-date, the Institution undertakes 10
notify to Novartis the amount of the financial
remuneration of the Investigator for the clinical trial
immediately, at +he latest till January 15 or July 15 of
the calendar year in question for the time-period of
preceding calendar half-year, in which the respective
disclosed financial or in-kind consideration Wwas
orovided.

The Instifution i responsible for accuracy,
completeness and correctness of data and information
which are provided by the Institution to Novartis in
relation to fulfilment of obligations under para. 8.5 of
this Agreement. In case the Institution preaches of
those obligations OF the obligations 10 provide
assistance or 10 notify of the amount of the financial
remuneration of the Tnvestigator under pard 8.5, the
Institution is obliged to indemnify Novartis for any
claims, actions and exercise of rights raised against
Novartis or its affiliated persons, damage and other
Josses, COsts or expenses, including expenses for legal
services caused or incurred to Novartis ot 1S affiliated
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Sivislosti konanim Institicie
pravne predpisy alebg Povinnosti
podra tejto Zmluvy.

Novartisy a Utastnikoy za  Skody
vzniknuté ng zdravi Ucastnikoy Vratane g
nakladoy sp i

musi vyluéne tykar ujmy na zdrayi (vritane smrti),
ktora Uéasmfkovi, ktory s zi¢astni] klinického
skifania, vznikla v désledku uZivania sktsaného
produktu & [ieky, PouZitého v ramcj klinického
skiifania (t.]. skuisanje, hodnotenije alebo klinicky
zdkrok alebo postup Vykondvany v ramei klinickgho
skiisania, ktorémy by Utastnik nebo] Vystaveny,
keby sa klinického skidania nezicastnil), 4 1o za
predpoklady, e narok nevznikol v dbsledky
porudenia povinnost Intitiicie alebg Skiifajiiceho.

a) ujma pa zdravi  (vratane Smrti)  holg

spdsobend Zavinenim ¢ spoluzavinenim

Utastnika alepq Jeho zakonnghg Zdstupcy,

Coajz nedbanﬁvosti;

b) Uima na zdravi  (vritane smrti) holg
spdsobens Protipravnym konanim,
Zanedbanim alebo limyselne zlym
Spravanim, nedbanlivym konanim,
nespravnym konanim, opomenutim g

porudenim POVinnost; stanovenej Inititiici;

a) health-relateq harm (including death) occurreq
due to the fay)s Or contributory fayj; of the
Participant or his/her legal Tepresentatives, also
due to negligence;

b) health-relateq harm (fncluding death) occurred
due to unlawfy] conduct, negligence o
intentiong] misconduc:t) neglectfi] conduct,
wrong conduct, Omission o breach of
obligation assigned to the Institution o
Investioator by a legal regulation, this
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alebo Skugajucemu pravnym predpisom,

touto Zmluvou, vratane vietkych jej priloh,

Protokolom alebo ingtrukciami &

odporuganiami Novartisu;

&) Ingtitucia alebo Skugajici bez Zbytotného
odkladu, tJ- najneskor do 7 dni po tom, €0
bol voti <o len jednému 2z nich uplatneny
narok na nahradu gkody, neoznamili tuto
skutoénost ako aj s fiou stvisiace prislusné
informécie pisomne Novartisu;

d) Inititicia alebo Skagajuci neposkytne
informacie alebo pomoc Novartisu alebo
jeho zastupcom shvisiace S priebehom
riegenia pozadovaného naroku, alebo ak st
poziadani, neprenechajl Novartisu
vykenanie obhajoby a vedenie vietkych
pravnych Gikonov, ktoré z tejto skutognosti
vyplyvajl;

e) Inititicia alebo Skagajuci uznali
zodpovednost, Tesp- narok vzneseny tretou
osobou bez toho, Ze by obdrzali
predchédzajﬁci pisomny sihlas Novartisu;

) Ingtitucia alebo Skazajici porusili svoju
povinnost uchovavat a viest prislusni
dokumentaciu, pokial chybajica
dokumentacia moZe byt dévodom na vznik
alebo priznanie naroku na nahradu gkody
alebo jeho VySKY;

g) Indtitacia  alebo Skusajuci porusili

informatna povinnost, ktord im stanovuje

tato Zmluva alebo platné pravne predpisy;

Agreement including any annexes hereto,
Protocol of instructions or recommendations
given by Novartis;

c) the Institution or Investigator failed to notify

Novartis in writing of the claim and all

pertinent information relating thereto , without

delay, i.e. within 7 days after a claim for

damages had been filed against even oné of
them;

d) the Institution of Investigator failed to provide
Novartis or its representatives with information
or assistance ifl 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;

e) the Institution OF Tnvestigator admitted 2
liability or claim filed by a third person without
having obtained previous written consent by

Novartis;

1) the Institution or Investigator breached their
obligation o keep and maintain relevant
documentation, in case the tack of
documentation may give rise to Or MaY lead to
awarding of claim for damage compensation Or
the amount thereof;

g) the Institution OF [nvestigator breached their
obligation to provide information which they
have under this Agreement of applicable legal
regulations;

h)  the Institution or Investigator breached their
obligation 10 provide the participant with
proper and immediate health care and as 2
consequence the Participant suffered health-
related harm or the suffered harm became mOre
serious;

1) The investigational medicine o product
(Medicinal Product) causing the bodily injury
(including death) was not given by the
Investigator in accordance with the Protocol
and relevant regulations;

i) a causal relationship was pot proven between
the use of investigational medicine or product
(Medicinal Product) and the bodily injury
(including death);

k) The Institution and/or the Investigator did not
take all reasonable steps t0 mitigate the amount
of any claim for indemnification.

9.4. The Institution and Investigator shall inform Novartis
in writing of all circumstances which might lead to a
claim for damages against Novartis or the Sponsor of
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 OF

Investigator decide not to file a claim for damages

under given conditions. Likewise, Novartis shall

inform the Institution or Investigator to the inevitable

h) Inétiticia alebo Skisajuct porusili svoju
povinnost poskytnit Utastnikovi riadnu
a bezodkladnd zdravotn starostlivost,
v désledku goho 3koda na zdravi Ucastnika
vznikla alebo sa zvadiila;

i) skiigany liek alebo produkt (Medicinsky
produkt), ktory sposobil ujmu na zdravi
(vratane smrti) nebol Skugajucim podany
v stlade s Protokolom a prislusnymi
pravaymi predpismi;

1 nebola preukfizané pricinna sivislost medzi
pouZitim skizaného lieku alebo produkfu
(Medicinskeho produktu) 2 sposobenou
ujmou na zdravi (vratane smrti);

k) Inititicia a/alebo Skhdajici neuskutognili

vietky rozumne poiadovatel’né ukony za

itelom zniZenia sum nahrady $kody.

[nititacia a Skugajici budl pisomne informovat

Novartis o vietkych okolnostiach, © ktoryeh je

moiné sa domnievat, ze by mohli viest k vzniku

naroku na nahradu skody voll Novartisu alebo

Zadavatelovi alebo s tym stivisiaceho stdneho

konania a ktorych s si priamo vedom{ alebo mali

byt vedomi, a bud Novartis primerane informovat

o vyvoji takehoto haroku alebo sudneho jconania, aj

ked sa Ingtiticia alebo Skigajuci rozhodni na

zaklade tychto sodmienok narok na nahradu 3kod
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zdravotne] poistovni Ucastnika. Toto zverejnenie
Dovernych informécii sa viak poskytuje iba v miere
poiadovanej pre agely klinického skigania 2
stanovene] zakonorn. Déverné informacie sa
spristupnia personélu pracoviska (centra) len v
pripade, ak Je personal zaviazany rovnakou mierou
zachovavania davernostl Dovernych informacii,
pricom Instithcia za Kkonanie personalu zodpoveda.
Instithcia a Skugajici  su povinni akékol'vek
Dévemé informacie a nosice Dovernych informacii
vyslovene oznatit  ako doverné @ predmet
obchodného tajomstva 2 to najmd, nie viak vylucne,
pri ich poskytnuti tretim  osobam v sulade
so Zmluvou alebo prisluén)’lmi prz'wnymi predpismi;
pokial je In&titGcia povinnou osobou v zmysle
zakona €. 211/2000 Z.z. © slobodnom pristupe
k informacidm a 0 Zmene a doplnenti niektorych
zakonov, v zneni neskorgich predpisoV (dalej len
JLakon o slobode informacii), je povinna tieto
pov'mnosti dodr7iavat aj vo yztahu kK informaciam,
ktoré sa majl pcaskytovaf alebo zverejiovat
v sitilade so Zakono

the purposes of the clinical mrial and set out by law.
Confidential Information shall be made available 10
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 Tnformation  an
Confidential Information mediums a3 confidential
and subject 10 trade secret and that mainly, but not
Jimited to, by their provision 10 third persons in
accordance with the Agreement OF applicable laws, in
case the Institution is an obligee pursuant 10 Act No.
211/2000 Coll. ont Free Access 10 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 10 Information.

m o _slobode informacii.

102.  Pokial jedna zmluvna strand je zo zakonom
stanovenych dévodov povinna Déverné informacie
komukolvek spristupnit, oznami to bez Zbytotneho
odkladu pisomne druhej zmluvnej Strane, ak nebude
mbct ziskat jei predchédzajﬁci pisomny suhlas; 0
neplati, pokial k takému spristupneniu ma dojst zo
strany Novartisu a predmetné Daverne informécie
sa nedotykaji ani nemaji vztah K Intitacii resp- j&)
pacientom 2 zamestnancom. Novartis poskytne
sihlas k zverginenit informécii v pripadoch, kde to
vyzaduje zakon alebo Riadiaci orgén- Zverejnenie sa
uskutoéni len vV poiadovanej miere a v Case
poskymutia tychto informécii musi byt o tejto
skutotnosti Novart

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 sitwation, when the disclosure shall be

made by Novartis and the respective Confidential

Information donot 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. When submitting data and documentation on the
clinical trial to the Governing Body and if 80
established by @ legal regulation, Agreement OF
Protocol, also to the Ethics Committee and the health
insurance company providing public health jnsurance
to the affected Participant, the Institution and/or
Investigator shall at a1l times cooperate with Novartis
with the scope of submitted data and documentation
on the clinical trial being determined at most by the
documentation according to Section 42 para. 1 of the
Medicinal Products Act; it is prohibited to submit or
make available such Confidential Information which
presents of directly or indirectly include information
at password—protected websites of Novartis, Trial
Documentation, Related Documentation, information
on the structure, composition, ingredients, paitems,
know-how, technical procedures and processes Ot any
other information that fall under the protection of
intellectual prope: rights.

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

Investigalor/lnstimtion can, to the degree acceptable

by Novartis, confirm that:

is informovany.

103. Ingtiticia ajalebo Skusajici bude pri prediladani
udajov a dokumentacie o klinickom sleasani
Riadiacemu organu 2V pripade ak 10 stanovuje
pravny predpis, Zmluva alebo Protokol aj Etickej
komisil a zAravotne] poistovni, ktora vykonava
verejné sdravotné poistenie dotknutého Ukasinika,
vidy spolupracovat’ s Novartisom, pricom rozsah
predkladany’rch (idajov a dokumentacie 0 klinickom
skngani je stanoveny maximalne dokumentaciot
podla § 42 ods.l Zakona © lickoch a nesmu byt
predloZené & spristupnené tie Doverne informacie,
ktoré predstavuju alebo priamo ¢l nepriameo zahfiiaju
informacie na internetovych strankach Novartisu
chranenych heslom, Dokumentéciu gtadie,
Suvisiacu dokumentéciu, informécie © gruktire,
zloZeni, ingredienciéch, vzorcoch, know-how,
technickych postupoch aprocesoch & iné

informacie spadajice pod ochranu prav dugevného

vlastnictva.

10.4. Povinnosti tykajuce sa ochrany Dovernych
informacii uvedené vyssie peplatia alebo stracaji
platnost v pripade informacii, pri ktorych moZe v
iere akceptovane] Novartisom Skugajici/ [nétiticia

sotvrdit, Ze:
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a) boli uz verejnostj dostupné alebo sg
Postupne  gty); dostupnymj inym
spdsobom, nez neopravnenym

Zverejnenim informaicfi, a1t0 najmi, nie

publicly available or became
progressively available i another way apg
not by

Spolupracovnikoy Institicie;
boli uz Skﬂéajﬁcemu/ln§titﬂcii Zname inak
neZ  poskytnutim od  Novartisy alebo

b) was already known to the
Investigator/lnstitution in another manner
and not from Novartis or by means of its

boli Skﬁéajﬁcemu/lnﬁtitﬁcii odhaleng
tret’ou Stranou, ktors ich dostala od
Novartisy Priamo alebg nepriamo, a pie
dévernym Spésobom,

and  materja|g Containing
Confidentia] Information or relating to Confidentia]
Infonnation, except for a single €opy of Confidentia]
Information which must be lawfu]]
Institution’s

Dévernych
icii, ktor4 sa musf podla Pravnych predpisoy

parties any information relating to the subject matter
of this Agreement, I particulay Concerning the
Institution (business hame, seat) and the Investiga’for
(name, medical profession, the hame and addregs of
the healthcare facility where the Investigator carries
out histher profess;

(meno, zdravotnicke
Povolanie, pgzqy a adresa zdravotnickeho
Zariadenia, v ktorom Skusajtici vykondva svoje
povolanie) a spoloéne tykajiice sz vy3ky audelu
Indtinicii

h, najma V slvislosti g
vykonanim OZnamovacich pPovinnosti vodi
Nérodnémy centru zdravom:’ckych informacii,

tion of the
Teporting obligationg to  the Nationa]

Na pripadné spracivanje 0sobnych tdajoy
SkiSajiceho podrla tohto body sa
Zmluvy,

¢ pre externé publikum, hlayny
sktgajiici uverejni, ze sj ho Novartis ponecha] pre
profesiondlne syzh Spojens s vedenim klinického

Zmiuva o klinickom skdsani — vVerzia 25 11 2024

Novartis / Narodny (stay Srdeovych g cievnych choréb, as. -3007
Protokol (“:.:CKJX83981 2302




sku¥ania a fieZ zverejui akékolvek dalgie vztahy,
Kktoré méa Novartis s hlavnym skngajicim, a 0V
rozsahu, v akom rozumna a eticky zmyslajica osoba
otakavala ich zverejnenie.

Trial; and any other relationships that Novartis has
with Principal Investigator which a reasonable and

ethical person would expect to be disclosed.

109. Vietky strany sa dohodli, ze urobia vietky daldie
zverejnenia a / alebo oznamenia, ktoré sa moZu
vyzadovat v stvislosti s uzatvaranim, plnenim alebo
prijimanim odmien podla tejto dohody, a hlavny
skugajici bude v tejto savislosti dodrziavat vietky
prislusné pravne predpisy yratane tych, ktoré sa
tykajh odbornych schopnosti hlavného skigajiiceho,
vzfahy s rozhodovacimi organmi alebo organmi (ak
existujn), ako napriklad odmietnutie akychkol'vek
hlasovani, diskusii alebo odpora&ani tykajucich sa
vys“setrovanych alebo predanych produktov Novartis,
bez ohladu na to, ¢i st predmetom sluzieb, Okrem
toho sa uplatiujil aj zverejnenia prevodov hodnoty v
sulade s narodnymi Kodexami  zdruzeni

farmaceutického priemysly, ktorych je Novartis
stranou.

10.9. All parties agree to make all other disclosures and/or
notifications as may be required in connection with
entering into, performing, of receiving compensation
under this Agreement, and principal investigator shall
follow all Applicable Laws in this respeet, including
those relating 10 principal investigator’s professional
relationships with decision-making authorities or
bodies (if any), such as, for instance, recusal from any
votes, discussions OF recommendations regarding
investigational or marketed products of Novartis,
regardless of whether such aré subject to the Services.
In addition, disclosures of transfers of value in
accordance Wwith national pharmaceutical industry
association codes, t0 which Novartis is a party shall
also apply.

11. Publikécie 11. Publications

Pojem publikacie” uvedeny v tejto Zmluve sa | 111 The term “publications” used in this Agreement is

samenitelne pouZiva na oznadenie recenzovanych used interchangeably 10 refer to peer—reviewed

vedeckych rukopisov  (napr. primaraych 2 scientific manuscripts (e. g. primary and secondary
sekundarnych rukopisov predloien‘_{/ch do manuscripts, submitted 10 scientific or medical
vedeckych alebo lekarskych Zasopisov), abstraktov journals), scientific ~ congress abstracts, and

z vedeckych kongresov a zodpovedajﬁcich pOSIEroY corresponding posters and oral presentations

2 Gistnych prezentacii.

11.2. Pri dodrrani zasad a predpisov Novartisu pre
publikovanie udajov as predchédzajt’lcim
pisomnym sihlasom ~ Novartisu mézu byt

informéacie o klinickom skagani zverejnené YO

vedecke] literatire.

113. Novartis uznéva zaujem I[nititacie na publikaciach
oklinickom  skasani @ jeho prezentéciéch
v tasopisoch, na schédzach alebo inak, a preto tieto
publikacie a prezentacie povoli, ale za predpokladu,
ve Ingtiticia poskytne Novartisu navrhované
prezentacie (astne alebo pisomné) najmenej 13
(patnast) pracovnych dni avietky ostatné
navrhované publikdcie najmenej 43 (§tyridsafpﬁf)
pracovnych dni pred ich zverejnenim alebo ich
spristupnenim osobe, ktora nie je zamestnacom
Ingtitacie  aktord nema rovnaki povinnost
mlganlivosti ako Ingtiticia, resp. Qkigajici podia
tejto Zmluvy aza predpokladuy, e Novartis bude
maf pravo poziadat © doplnenie kazdej takejto
navrhovane] prezentacie alebo publikécie na zaklade
dostatotnych davodov, vratane okrem iného:

a) zaistenia presnost prezentacie alebo
publikacie;

b) zaistenia, aby sukromné informacie neboli
nedopatrenim oznamene;

c) umoZnenia,  aby prava dugevného
vlastnictva boli chranené;

d) umo¥nenia, aby boli poskymute prislugné

dopliiujice informacie.

11.2. While observing the principles and regulations of
Novartis regarding publication of data and with the
previous written consent by Novartis, information
regarding the clinical trial may be published in
scientific literature.
11.3. Novartis acknowledges the interest of the Institution
in the publications on the clinical trial and ifs
presentations in journals, meetings of otherwise, and
therefore shall permit such publications and
presentations, provided, however, that the Institution
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 t0 being disclosed or submitied to
anyone who is not employed by the Institution and s
not under an obligation of non-disclosure at least
substantially identical to that imposed on the
Investigator 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 OF
publication;
b) ensuring that private information is ot
accidentally disclosed;
c) allowing for the protection of intellectual
property rights;
d) allowing  for provision of relevant
supplementing information.
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autorské odporigania ICMIE

etky 0soby musia preto pocas

tvorby publikacie splnit vsetky  Styri autorske

kritérig ICMIE, aby mohl; byt do publikicie

zahmuti ako autorj, a to nasledoyne-

a) podstatne prispeli  ky koncepci alebo
dizajnu diela; alebo szskaniu, analyze
alebo interpretécij Udajov k dielu; a

development o be includeq as authors gp the
Publication, ag follows:

a) Substantia] contributed g 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 intellectya] content; and

c) approved the fipga] Version to be Published;

uverejnit; 4
d) suhlasia, ye prebert plng zodpovednogf za
vietky aspekty prace aby bolo zabezpeéené,
Ze sa otazky tykajice sa Presnosti ajebo
integrity ktorejkoryek Casti diela Vyriesia,

Forma vietiych publikécij tYkajiicich sa klinického
skd%ania a vzpap, dotknutych os6p a Novartisu k pjm
podla zakona & 185/2015 7., Aut

V Zneni [ i

ion or op the day when aj]
relevant datg from the clinical trig] are available tq
Novartis, Whichever occurs later,

11.8. 1f the clinical trial is a
first

publishing of data On summary
data from g Centres analyzed acco
Protoco]

full data is released.

11.10.

vedeckych Zisten{. Py
nesmi  najmy Predstavoyay Propagicin,
reklamu podpa prislugn i i

not  constitute Promotion under the
applicable lawsg.
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V sulade s akymikol'vek autorskymi pravami, ktoré
patria zverejiiujice] osobe, spolotnost Novartis a je]
zéstupcovia moZM pouZivat, odkazovat a Sirit
dotlagky vedeckych, lekarskych @ inych
pubiikovan)’fch tlankov, v ktorych je uvadzany
nazov Ingtitdcie a/alebo Skasajuceho.

11.12. Novartis 2 jeho zastupcovia mbzu  uviest
zigastmenych skagajacich asnimi savisiace
ingtitacie v Casti pod’akovanie rukopisu alebo
abstraktu  predlozeného na uverejnenie  podia
smernic Sasopisu alebo kongresu. Na spracﬁvanie
osobnych udajov za atelom podla tohto bodu sa

aplikuje primerane ¢l 12 tejto Zmluvy.

11.13. Spolognost Novartis a jej zastupcovia mbzu na
acely vykonavania klinického skiigania
pouiivaf/zverejnit’ kontaktné udaje Inititicie
a Skusajiceho, stav Kklinického skiigania Vv
newsletteroch a na celosvetovom webe. Newslettre
mo7u byt distribuované do vietkych zitastnenych
pracovisk (centier) a prisluiné prispevky zverejnené
na celosvetovom webe. Newslettre aprispevky na
celosvetovom  webe slizia na poskytovanie
informacii potencialnym ugastnikom linického
skgania o klinickom ckagani, ¢o im umoziuje
kontaktovat zaastnené pracoviské (centra). Na

spraciivanie osobnych ndajov za {i&elom podla tohto

bodu sa aplikuje primerane 1. 12 tejto Zmluvy.

11.14. Institiciaa ani Skagajici nie sa opréavneni zverejnit
informéaciu 0 existencii tejto zmluvy alebo © jej
sivise s Novartisom alebo pouZit’ nazov spolognosti
Novartis alebo jej zastupcov Vv tlakovych spré.vach,
¢lankoch alebo inych komunikagnych
prostriedkoch, ato bez predchédzajﬂceho
vysloyného pisomného sihlasu Novartisu. Aviak, za
predpokladu, e Institacia je povinnd plnit svoje
0ZNamovacie povinnosti, je opravnend oznalit
Zadavatela ako zadavatela Klinického skisania
a zverejnit vysku fnantnych prostriedkov, ktoré
boli poskytnuté na Kklinické skasanie, avsak nesmie
uviest Ziadnu informéaciu, ktora by obsahovala
nazov produktu pouzitého v klinickom skugani
alebo jeho terapeutického vyuzitia, okrem pripadov
ak si to vyzaduji prislusné prévne predpisy.
Ingtitacia, Skagajici a skhigajuci tim nesmil pouzZit
nazov spolognosti Novartis alebo jej zastupcov

alebo  akikol'vek ino  informaciu, ktora by

obsahovala nazov skiganého lieku (produktu) alebo
klinického skisania na socialnych sietach.

11.15. Vysiie uvedené povinnosti zavazuji Indtithciu a

Skagajiiceho  bez ¢asového alebo miestneho

obmedzenia na trvanie zmluvneho yztahu na

saklade tejto Zmluvy, tj. platia aj po skonceni
platnosti tejto Zmluvy a Klinického skudania.

11.11. Subject to any copyright rights owned by the
applicable publisher, Novartis and its agents may use,
refer to and disseminate yeprints of scientific, medical
and other published articles which disclose the name
of the Institution and/or the Investigator.

11.12. Novartis and its agents may list participating
investigators and their institutional affiliations in the
acknowledgement section of the manuscript 0r
abstract submitted for publication according to the
journal or CONEreEss gunidelines. Art. 12 of this
Agreement shall apply accordingly for the processing

of personal data for the purpose under this para.
11.13. Novartis and its agents may use the Institution and the
Investigator contact details and clinical trial status in
clinical trial specific newsletters and on the
worldwide web for the purpose of conducting this
clinical trial. Newsletters may be distributed to all
participating sites (centers) and postings 10 the
worldwide web. Newsletters and postings 10 the
worldwide web are for the purpose of providing
information 0 potential participants to the clinical
trial regarding the clinical trial giving them the ability
to contact participating sites (centres). Art. 12 of this
Agreement shall apply accordingly for the processing

of personal data for the purpose under this para.

Neither the Institution nor the Investigator shall
disclose the existence of this Agreement OI its
association with Novartis, or use the name of Novartis
or its agents in amy press release, article or other
method of communication, without the express prior
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
Institution, the Investigator and 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.

11.15. Obligations st out above are binding for the

Institution and Investigator 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.
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tykajice g,
5a  tykaji
> Zdmestnancoy alebq

Priezvisks kontakine informécie, Pracovné
skﬁsenosti, odborng kvaliﬁkéciu, publikécie,
stihrny, dosiahnuté vzdelanie, informécie o vykone
povolania, vybavenj pracoviska, kapacite
Pracovnikoy a dalie, ktors Slvisia s vykonédvanim
klinického skiisania na Pracovisku. Institjicia suhlasi
S pouZitim a Spracovanim informéacij tykajlicich sa
Institicie, Intiticia 4 Skasajici budy informovap
tieto 0soby o Spraciivani jch 0sobnych idajov a jch
pravach ako dotknutych 0s06b, a to Prostrednictyom
informacie pre dotknung 0sobu, ktorej vzor tvori
prilohu & 4 tejto Zmluvy. Tato informacia pre

2
contact information, work eXperience, professional
qualiﬁcation, pub]ications, Summaries, achieved
education, information on job performance, site

ra. 8.2, hereof
¢en Novartis and such data Subject,

zdkonmi  alepq far‘maceutick)'fmi
Indtiticia a Skiisaj

Zmluvy, 4 nédkladov
s Cinnostoy

pouzije aj pa
né v zmysle Zmluvy
odbornych ¢innostj (ak  bude
i 2. tejto Zmiuy .
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uchovéavane, spracovan¢ a pouZite Zadavatel'om,
jeho prepojenymi osobami a poverenymi tretimi
stranami osobné daje Hlavného skugajiceho, ako
si1 meno, priezvisko a adresa, finan&né zaujmy podla
potvrdenia © finanénych zaujmoch, a dalej tieZ
osobné udaje inych zamestnancov Institicie, clenov
studijného timu @ ich zaangaZovanie Vv Klinickom
skagani a vystupy auditov vykonanych Zadavatelom
podla pravidiel spravne] Klinickej praxe alebo
inspekcii (dalej len Udaje™) a pravnych predpisov
vztahujicich sa k ochrane osobnych tudajov.
7adavatel bude poskytovaf tieto Udaje externym
verejnym databazam, ako je napt. clinicaltrials.gov
a v nevyhnutnom rozsahu na zéklade prislusnych
pravnych predpisov tiez organom verejnej moci.
Udaje budi spracovavané pre plnenie pravnych
povinnosti Zad4ivatela a pre manazment klinickych
skagok. Udaje budi spracovavané po dobu neur€itd,
najdihgie viak do naplnenia ucelu.

1220. Inititiciaa Skiajhci sa zavizuju zabezpetit, Ze do
vykonavania Klinického Jkigania  nebudi
zaangazované siadne fyzickeé osoby, pokial by
pravoy zaklad na gpractvanie ich Udajov v zmysle
bodu 12.19. tejto Zmluvy nevyplyval Z plnenia
povinnosti Novartisu a/alebo 7adavatela ohladom
Klinického skaZania, z pravnych predpisov, alebo
% pracovnoprévneho vztahu Intitdcie s dotknutymi
osobami alebo z0 sithlasu podfa nasledovnej vety.
V pripade, ak by takyto pravny zaklad okrem
sthlasu nebol dany, zabezpeli Institicia pre
Novartis a Zadavatela alebo ich prepojené osoby
suhlas so spracﬁvanim osobnych udajov tychto 0sdb.
Tento sthlas musi byt zabezpeteny tak, aby
umozihoval spractvat tieto Udaje v zmysle bodu

12.19. tejto Zmluvy.

1221, [Indtitacia 2 Skusajicl sa Zavazujil bezodkladne a
pisomne informovat Novartis 0 akomkol'vek
poruseni ustanoveni o bezpetnosti osobnych idajov,
v kazdom pripade viak najneskor do piatich (5) dni

od datumu takehoto porugenia.

1222. Zmluvné strany $2 zavazuji konat' Vv sulade s
prisluény'/mi pravaymi predpismi na aseku ochrany
osobnych dajov, najma s Nariadenim Furépskeho
parlamentu a Rady (EU) 2016/679 221 aprila 2016
o ochrane fyzickych 0sOb pri spracovani osobnych
tidajov a volnom pohybe tychto udajov a © zrudeni
smernice 95/46/ES (veobecné nariadenie o ochrane
osobnych idajov), dalej so zakonom ¢ 1812018 Z.z.
o ochrane osobnych udajov 2 0 zmene a dopineni
niektorych zakonov v platnom oneni a v sulade s
prislusnymi pokynmi Satneho Ustavu pre kontrolu
lietiv, najmé rolkynom MP 131/2018, ak sa uplatni.

13. Vlastnictvo materialov, adajovay ysledkov

13.1. Pokial nie je pisomne dohodnuté inak, vietok
Material, Suvisiaca dokumentacia, yratane
dokumentov, adajov, informacii, pristrojov
a zariadeni, pomacok, sku¥anych produktov a liekov
(Medicinsky produkt), ktoré dodal Novartis, ¢i uz
v pisomne;j, istnej, clektronickej alebo inej podobe,

za Gkelom Kklinického _skiigania s azostand

employees of the Institution, clinical trial team
members and their involvement in the Clinical Trial
and outcomes of audits performed by the Sponsor in
compliance with good clinical practice rules oOF
inspections (hereinafter referred to as “Data”) and
personal data protection jaws may be stored,
processed and used by the Sponsor, its affiliates and
authorized third parties in compliance with good
clinical practice rules and applicable personal data
protection laws. The Sponsor shall provide Data to
external public databases, such as clinicaltrials.gov, a3
well as, to the extent necessary under applicable law,
to government authorities. Data shall be processed for
the purposes of compliance with the Sponsor’s legal
obligations and for the management of clinical trials.
Data shall be processed for an indefinite period of
time, however, no longer than until the purpose, for
which they are processed, is fulfilled.

12.20. The Institution and the Investigator agree not to enroll
any natural persons in the Clinical Trial if the legal
basis for processing of their Data according t© art.
12.19. hereof does not arise out of the fulfillment of
the Novartis’ oOf Sponsor’s obligations regarding the
Clinical Trial, any laws or employment relationship
between the Institution and the data subjects or out of
a consent according to the following sentence. In
cases where there 1s N0 such legal basis except for the
consent, the Institution shall ensure for the Novartis
and the Sponsor oT their affiliates consent with the
processing of personal data of such persons. This
consent shall be granted in a Way which allows to
process Data in accordance with art. 12.19. hereof.

12.21. The Contracting Partners agree to inform the Sponsor
in writing about amny breach of personal data
protection provisions without undue delay; however,
no later than five (3) days following such breach.

12.22. The Contracting partics agree to adhere t0 applicable
ersonal dafta protection 1aws, especially Regulation
(EU) 201 6/679 of the European parliament and of the
Council of 27 April 7016 on the protection of natural
persons with regard to the processing of personal data
and on the free movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation), the Act. No. 18/2018 Coll. on Protection
of Personal Data and on Amendments t0 Certain
Laws, as amended and relevant guidelines of the State
Institute for Drugs Control, in particular guideline MP
131/2018, if ap nlicable.
13. Ownership of Materials, Data and Results
13.1. Unless agreed otherwise in writing, any Material, the
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
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majetkom Noy
pridruZenych

artisu, resp. Zadivatel alebo jch
s6b podra tohto, v koheo vlastnictve

Novartis, event. of the Sponsor or their affiliateq
person, depending on Who is the gwner of them.

levant
Poslcytnir ion (Iaboratory Certificates, reference
dokumentzciy (laboratérne values, reference values, audit Téports on yseq
certifikaty, referen¢né hodnoty, Tevizne sprivy na Instruments and €quipment, evidence of their
I Stroje g zariadenia, doklady ¢ jcp Calibration, certification g periodic inspections,
including Other Jega] documentation related to the
Proper and safe 5¢ of the mstrumentg and €quipment,

Ze  predmetng Pristrojovg
Vybavenje Institticie byde riadne spiiiar podmienky i i and other reg
Stanoveng platnymj Pravnymi predpismiaostatnﬁmi Para. 3.8. hereof and that they were
predpismi §peciﬁkovan3?mi vV bode 338 tejto approved by the Goveming Body,

Zmluvy, a e budn schyvilene Riadiacim organom,

nie  je pisomne dohodnuté 13.3. Unless agreed  otherwige in writing, the Trial

Documentation, all records, inc[uding electronic,
which have been produced in

POnSOr, event. the

ownership rights 1q them, in case of items forming

Vlastnictva ¢y d zostanii vyhradny [ intellectua] broperty, are ang shall remaijn exclusive
Novartigy ! property of Novartjs '

Y a vykonivar vietky
dalsie Opatrenia, ktorg méZe Novartis ddvodne
boZadovat, aby mohol ziskat’ prospech zg Svojich
Prav podra tejto Zmluvy, a bude posobir na to, aby
si rovnako pocinali aj Skt’1§ajt’zci, spoluskﬁ§aj!ﬁci, jej
Zamestnancij a spolupracoynfcj.

v, resp. fi intellectya] Property, to Novartis oy the

vych  pray pri predmetoch Sponsor or to any persong appointed by them, and
dulevného vlastnictva, na  Novartig alebo assistance o Novartig and the Sponsor Wwith
Zaddvatela alebo nim; uréené 0soby a pomoe Processing and Submission of Datent a
Novartisy alebo Zadévatelovyi Pri - spractvanj [
a poddvanj Ziadostj Opatenty ¢ jne prava
priemyselnéhg alebo dusevného Vlastnictya,
Indtiticia mg4 vyluéng zodpovednost
plath splatné Skt’x§a'ﬂcemu, D
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0)

a)

b)

Zmluva o kiinickom Skiiganj — verzia 25 4 1.2021

Novartis Jje Oprdvneny odstipit od tejto Zmluyy
Pisomnym odstﬁpenim, ktorg |

predchédzajﬁcich Ustanovenj, mg Novartis pravo
kedykoPyek o okamzitym, U¢inkom Prerudit’ alebo

klinickeho ské§ania, Novartis za normélnych
okolnosti brerudi alepq ukongf klinickg skiiSanje v
nasledujiicich pripadoch:

4 request for remedy,

such right belongs 1o the
damage Party;

a vyhlasenje Proposal for filing a Petition
konkurz, Zamietnuty Pre  nedostatok for bankruptcy shall pe rejected dye to
Majetkuy; insufﬁcient broperty:
ak  je niektors Strana v Dlatobne;
neschopnost; alebo ide g, likvidacie

inych

Zmluvy nevyhnutng;
ak potrebpg Oprdvnenje, Povolenie, sijhaq
alebo V¥nimka je odvolane’, odlozeng Jjeho
blatnosy, alebo VYPr8i doba, na ktord pojg
Vydané pey toho, aby bolo prislugne
predizeng

410V pripade ak sa

dni od micianizaénej navitevy centra
oviska) (Site Initiation Visit) nepodarilg nabrar
nického skiifaniy Ziadneho Uéasmika.

In case Novartjs or the Institution withdraw from the
Agreemen; for the above Mentioned reasons, the
effects of the withdrawgj in relation to all other Parties

€mains Unchanged. anqg No
Institution shal] appoint g pe

Zmluyy podrla

platnost;

pray Senj bo  ukongenje

ak vyskyt ZavaZnych neZiaducich U¢inkoy
alebo podozreni hna ne pri podavani Serious adverge Ieactiong
skitSanych produktoy alebo liekoy pocas associated with  the administration of
klinickghg skiifania alebo ohrozenje investigational Products or Mmedicines jn the
bezpetnosti Ugastnikoy poukazuje p, course of the clinjcaj trial or risk g the safety
potreby Prerusenia  gjepg ukongenija of the Participants show tha it i necessary to
klinickghg ski3ania; Suspend or end the clinica] trial;
ak si Novartis zeld prerugip alebo ukongjp b) ir Novartis wishe

klinickg skiilanic 7 komergnych dbvodoy, inj i

Novartis / Nérodn)‘r Ustay srdcovych cievnych choréb, a.s. -3007
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2 dévodov efektivnostl, 7 dévodov
Kkoncernovej politiky vykonévania
Klinickych skiisani, z dovodoV majicich
povod mimo izemia slovenske] republiky
alebo aj bez uvedenia dovodov;
c) ak je Novartis opravnene presvedéeny, 7e
Klinické skisanie nemdze byt nspesne
dokontené, vratane dovodu (ale aj bez
neho), Ze by sa klinickeho skigania
nezadastnil dostatoény pocet Ukastnikov
alebo sa Vv stanovenom &ase nenasiel
dostatotny pocet oracovisk.

145. Ak pride k predéasnému ukondeniu tejto Zmluvy,
najmi Z dovodov uvedenych Vv ustanoveni clanku
14.3. tejto Zmluvy, je strana ktord sp()sobila
ukontenie  1€jto Zmluvy alebo dala pricinu
k ukongeniu tejto Zmluvy druhou stranou povinna
nahradit druhej swane vietky naklady. ktora tato
skutotne V sivislosti s plnenim tejto  Zmhuvy
vynalozila, a to v tom pomere, ¥ alom nedoslo K
splneniu jel predmetu 2 Gelu, tj. pomer
dokongenych hodnoteni Ugastnikov yzhladom Kk
objemu materialu, ktory bol na Utasmikov celkovo

poskytnuty.

vV pripade ukondenia klinického kugania podla

ustanovenia ¢lanku 144 tejto  Zmluvy, yhradi

Novartis Inititacii odment primeranym spdsobom

za sluzby poskytnuté a7 do datumu ukongenia

Klinického skiigania podla podmienok uvedenych

v tejto Zmluve. n¥tithcia nema narok na néahradu

invch nakladov & udlého zisku.

147. Intiticia@ Skugajuici sGhlasia s tym, Z& PO obdrzani
oznamenia O odstipeni od tejto Zmluvy alebo
ukonceni klinického skagania bezodkladne ukonéia
wkonévanie klinického skigania v 10 zsahu, ktory je
/ hladiska vietkych Utastnikov lekarsky pripustny-
Bez ohladu na vy§sie uvedené su viak Ingtiticia
a Skagajuci v pripade, ak dbjde K ukon&eniu
Zmluvy/klinického sknigania inym spdsobom ako je
uvedené v bode 14.2. tejto Zmluvy, povinni vykonat
akékolvek avietky ukony pevyhnutné 12
zabezpetenie bezpeénosti a ochrany zdravia
Utastikov 2 riadneho ukontenia Kklinického
skigania. Skagajtci ma povirmosti uvedené v tomto
bode aj v pripade, ak prestane vykonavat funkeiu
skagajuceho a sucasne neddjde k ukonceniu tejto
Zmluvy; v takom pripade je Skiigajuci povinny
poskytnat nevyhnutnd siginnost a pomoc daliiemu
skugajhcemu uréeného v silade s touto Zmluvou,
Ingtithcii a Novartisu Za agelom zabezpedenia
kontinuity vykonévania klinického skugania.

V pripade predtasného ukondenia klinického
skigania 2 akéhokolvek doévodu st Indtiticia a
Skugajuci povinni poskytﬂfn’ Novartisu nevyhnume
poiadovanﬁ gnginnost Za acelom zabezpetenia
riadneho presunutia klinického okigania k trete]
osobe ako 2] Vv zaujme zabezpetenia bezpetnosti
a ochrany zdravia Ugastnikov.

reasons of efficacy; for reasons of corporate
policy of conducting clinical triats, for reasons
originating outside the glovak Republic oOF

even without giving reasons;

c) in case Novartis is reasonably convinced that
the clinical trial  cannot be finished
successfully, including due t0 the fact (but

also without it) that the clinical trial would not
have enough Participants or @ sufficient
number of sites could notbe found in due time.

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 OF provided @ reason for this
Agreement 10 be terminated bY the other Party, is
obliged to reimburse all costs incurred by the other
Party in relation t0 the performance of this Agreement
in proportion in which the subject-matter and purpose
of this Agreement were 1oL fulfilled, le. in the
proportion of completed evaluation of Participants Lo
the volume of materials provided for Participants in
soregate.

wlw]

14.6. Incasethe clinical trial 1s terminated pursuant to pard.
14.4. hereof, Novartis shall pay the Institution
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 is not entitled 10
reimbursement of other costs or 108t profit.

14.7. The Tnstitution and Investigator agree that following
receipt of the notice of withdrawal from this
Agreement Of termination of the clinical trial, they
shall promptly end the performance of the clinical
trial to the extent that 18 medically feasible from the
perspective of all Participants. Regardless the above
mentioned, the Institution and the Investigator shall,
in case the Agreement is terminated by a manner other
than stated in para-. 14.2. of this Agreement execute
any and all acts necessary for ensuring of safety and
health protection of the Participants and of proper
finishing, of the clinical trial. The Investigator shall
observe the obligations under this para- also in such
case that he/she stops 1 perform the function of the
investigator and, at the same time, this Agreement
does not terminate; in such case the Investigator 18
obliged to provide necessary assistance and
cooperation 10 the next Investigator appointed in
accordance with this Agreement, 10 the Institution and
to Novartis for the purpose of ensuring continuity of
the clinical irial. In the event of early termination for
any reason, the Institution and the Investigator shall
provide all such assistance as Novartis shall
reasonably require 1n order to ensure an efficient
handover of the conduct of the clinical trial to @ third
party and with due regard for the safety and welfare
of the Participants.

14.8. Termination of the Agreement shall be without

srejudice to the right of either Party O take legal
40160

plyv pa pravo
konat pravne
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clinical tria] results,
records, Trial
ion, Relateq Documentation, not-used

Medicina] Products and  Materja] is returned tq

Vyprianj Zmluvy, bygdy nadalej v
ohladu na ukongan;

ani Skudajuc; nebudyg
zodpovedn; 7, nedodrzanije alebo oneskorenje
plnenia Zaviizkoy v sivislosti s klinickym skiSanim
V pripade, ak totq nedodrzanie alebo oneskorenje
bolo Spésobeng oko[nost’ami, ktoré gy mimo realnej
moZnosti ovplyvnenja

s

Sa vztahuji na predmet Zmluvy, ak
10 prichddza dg Uvahy, vritane tych, ktoré sa tykajg
Skﬁéajliccho, In§timcie, spoluskisajicich
4 Zamestnancoy 5 Spolupracovn ikov Institicie,

Institicig a/alebo Skugajic; nesmuy postiipi¢
akékolvel prava a zdvizky Z tejto Zmluvy tretej
strane bez Pisomnéhg Sthlasy Novartisy, Novartis

of Novartjs. Novartis May assign any of Its rights op
obligationg arising  from this

Zmluva o Klinickom skisan; — verzia 25.11.2021
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pisomne zvygne) smluvnej strane. Za pisomné
dorutovanie podla tejto Zmluvy sa rozumie
dorutovanie 0s0bne, postou, kuriérom, faxom,
mailom. V pripade zmeny & zrugenia Zmiuvy s
nim povazuje dorutovanie osobne, postou alebo
kuriérom, pricorm pisomnost’ odoslané postou alebo
kuriérom sa povaZuje 7a dorugena v def, kedy
adresat potvrdil jej prijatie. Z2 deft dorugenia
pisomnosti sa povazuje aj defi, V ktory adreséat
odoprie doruovant pisomnosf prevziat, alebo v
ktory ~mame uplynie odberna lehota  pre
vyzdvihnutie si zasielky na poste, alebo v ktory je na
dorutovane] zasielke preukézatel’ne vyznacena
poznamka, ye ,adresat sa odstahoval®, ,adresat je
neznamy®  alebo ina poznamka podobného
yyznamu, ato aj v pripade, ye zvy$nd zmluvnd
strapa  pisomnost neprevezime alebo sa 0nej
nedozvie.

15.5. Ingtitacia nie je opravnena poverit vykonanim e
povinnosti podla tejto zmluvy ind osobu bez
predchadzajﬁceho pisomného sihlasu Novartisu.
Takyto sthlas Novartisu nezbavuje Ingtitheiv
povinnosti podla tejto Zmluvy.

writing to other Party. A written service under this
Agreement shall mean a personal service, service by
mail, courier, fax, mail. In case of a change Of
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 & served document, OF the day of expiration
of a retrieval period of 2 served document at post
office, or the day of marking of a clearly mark on a
served document «addressee has moved”, “addressee
is unknown” Of other mark with similar meaning,
even if the other Party does not take OVer the
document or does ot know about it.

15.5. The Institution shall not retain any subcontractor t0
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 Investigator shall be responsible for
the oversight of the subcontractor’s personnel as part
of the trial staff-

V pripade, ak je so sihlasom Novartisu poverena

vykonanim pov‘mnosti podla tejto  Zmluvy ina

osoba,  Skusajici nesie zodpovednost 72

pracovnikov tejto poverenej osoby ako keby boli

sugastou skugajuceho timu.

15.6. Indtithcia a Skasajuci vyhlasujd, Z& Skigajici, ani
Indtitacia, ani ¥iadna jej zamestnand osoba, ani
spolupracovnik, ktori sa zacastiiuja vo vykon'{wani
Klinického skugania, neboli vylaceni podla § 306
pism. a) alebo b) Federalneho zakona Spojenych
gtatov americkych 0 kontrole potravin, liekov a
kozmetickych pripravkov, alebo postihnuti
obdobnym opatrenim (napr. zakazom ginnostl alebo
vyligenim 70 stavovského orgéanu) podfa prava
Slovenskej republiky aInétit(lciafSkuéajﬁci v
buduicnosti nezamestné ani nevyuZie sluzieb Ziadne]
takejto vylagene] osoby Vv sivislostl 8 Einnostami,
kioré sa majl vykonat pre spoloc‘:nost’ Novartis
alebo v jej mene. Ak sa Ingtitdcia kedykol'vek po
podpise tejto Zmluvy dozvie, Ze Skugajici alebo
Indtitiicia &i nejakad osoba, ktorl Inititacia/ Skigajiici
zamesnava alebo ktore] sluzby vyuZila, je vylagena,
alebo ie vo vylucovacom konani,
Inﬁtitﬁcia/SkﬁEajﬂci tymto potvrdzujﬁ, 7e to
okamzite 0zndmia Novartisu a budd postupovat
podla jeho pokynov ohradne klinického skagania.
Skagajicl Zaroven prehlasuje, 3¢ nema
zru§enﬁfpozastavem’1 licenciu/povolenie na
vykonanie zdravotnickeho povolania, esp. 7e mu

tato/toto nezaniklo.

15.6. The Institution and the Investigator represent, that
neither the Investigator or Institution, nor any of their
employees OF 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 gimilar measure (e.g. a ban
on action or exclusion from a bar association) under
the laws of the glovak Republic, and in the future the
Institution/Investigator shall mot employ ©Of use
services of any debarred person in connection with the
work to be done 01l behalf of Novartis or in its name.
If at any time after signing this Agreement, the
lnstitution.flnvestigator become aware that the
Investigator, Institution or any other person employed
by the Institution or person whose services were used
by the Institution is debarred or 13 in debarment
proceedings, the lnstitutionflﬂvestigator hereby
confirm that they shall immediately notify Novartis of
this matter and proceed with relation to the clinical
trial as directed bY Novartis. Investigator also certifies
that he/she does not have a revoked oOf suspended
medical license/certification Ot that  this
license/certification does not cease o exist.

Inétiticiaa Skugajaci prehlasujt’s a zavizuju sa, 7€ Z0
strany prisluérrjfch gtatnych organov sa u nich
v minulosti ani v s(iasnosti
neuskutoénilo/neuskutoéﬁuje vydetrovanie a/alebo
nuteny  vykon rozhodnutia ktoré by saviseli

The Institution and the Investigator certify and

warrant that they are not the subject of any past Of

pending govemmental or regulatory investigation,

inquiry, warning, or enforcement action (hereinafter

collectivel referred to as «Competent Authorit
42160
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zaroveil
nakladov.

Prava a pov'mnosti Zmluvnych stran, ktoré nie su
upravené touto Zmluvou, ako 2] pravoy vzfah
zalozeny toutd Zmluvou sa riadi platnym pravom
Slovenskej republiky. Zmluvné strany sa v stlade
5 ustanovenim § 762 ods. 1 2 7 QbZ vyslovne
dohodli, Ze ich zavazkovy vztah upraveny touto
Zmluvou sa bude riadit ObZ. Pre pripadné siudne
spory sa bude uplatiovat prisluénost’ slovenskych
sadov.

s vynaloZenim najniziich moznych the shortest possible period and with in

sossible costs.

162. 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
governed by the laws of the glovak Republic. The
Parties, in accordanceé 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. If any provision of this Agreement was or later
became nvalid OF ineffective, the remaining
provisions chall be regarded as severable and validity
or effectiveness of this Agreementas 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. No waiver of any matter, provision of 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 Of condition Or of any other matter,
provision or condition of this Agreement or shall be
interpreted as such waiver.

curring lowest

V pripade, 7€ by ktorékol'vek Z ustanoveni tejto
7mluvy bolo &i sa dodatotne stalo neplatnym alebo
nedinnym, buda  ostatné iej ustanovenia
posudzované ako oddelitelné a plamost & ncinnost
tejto Zmluvy ako celku zostane zachovand. Pre tento
pripad sa tastnici Zmluvy zavizujl na zaklade
vzajomnej dohody nahradit neplatné alebo neutinné
ustanovenia  takym ystanovenimn, ktoré bude
najlep8ie zodpovedart ndelu tejto Zmluvy @ voli
zmluvnych stran ori jej uzavreti.

16.4. Ziadne zrieknutie sa nejake] naleZitosti, ustanovenia
alebo podmienky tejto Zmluvy, & uz konanim alebo
inak, v jednom alebo vo viacerych pripadoch, sa
nebude povaiovaf za dalsie alebo trvalé zrieknutie
sa nejakej takejto nalezitosti, ustanovenia alebo
podmienky alebo  nejakel inej néalezitosti,

ustanovenia alebo podmienky tejto Zmluvy, alebo sa

takto vysvetfovat.

Tato Zmluvu je MOZDO menit a dopliovat’ len nd

zaklade jej pisomného dodatku, ktory bude za taky

oznadeny, prislusne otislovany, s datumom a

podpisom vietkych smluvnych  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 1O
amendments (o the Protocol.

16.6. Novartis is entitled to unilaterally amend the Protocol,

gven if the Protoco} forms annex to this Agreement. If
amendment to the protocol is issued, Novartis shall be
obliged to inform the Institution and the Investigator
of its existence and content. The Parties undertake 10
proceed in accordance with such amendment to the

Protocol from the moment when the existence of such

amendment was rep orted to the relevant Party.

16.7. Incase, 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 / [nvestigator under this Agreement,
Novartis or sponsor undertake to0 submit to the
Institution and the Investigator a draft amendment to
this Agreement which subject matter would be
relevant change 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 Annex No. 2, together with the
amendment of the Protocol, also a written acceptation
of submitted amendment of this Agreement from the

Institution and the Investigator is necessary. The

Institution and the Investigator noting the purposes of

this Agreement, which is proper completion 0f the

44/60

Novartis e opravneny Zmenit  jednostranne
Protokol, ked bude prilohou tejto Zmluvy. Ak je
vydany dodatok Protokolu, je Novartis povinny
existenciu 2 obsah dodatku oznamit Ingtiticii a
Skugajucemu. Zmluvné  strany 52 zavazuil
postupovat podla dodatku Protokolu od okamziku
jeho oznamenia prislusnej stranc.

V pripade, ak by doslo k takej zmene Protokolu,
ktora by mala za nasledok zmenu rozsahu siuZieb,
resp. yykonov vykonﬁvanych
Inétitﬁciou/Sktl‘s’ajucim podla tejto  Zmluvy,
Novartis 52 zavazuje predloZit Indtithcil 2
Skagajucemu navth  dodatku k tejto  Zmluve,
predmetom ktorého  bude prislusna  zmena
Protokolu. V pripade, Z€ smena Protokolu bude
znamenat’ zvysenie rozsahu &innosti, ktoré maju
vplyv na ihradu podla Prilohy &. 2, tak spolu SO
smenou Protokolu je potrebnd pisomna akceptacia
predloZeného dodatku tejto Zmluvy & zo strany
In&titacie a Skugajaceho. Ingtithcia 2 Skugajici
beriic na vedomie ugel tejto Zmluvy, ktorym je
riadne ukon&en¢ Klinické skusanie (dosiahnuté ciele

klinického gktidania, odovzdané yéetky produk
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1€ companies, ip , reasonable

to nature of the services and
Incurred COSts; Annex No. 2 1o this Agreement shall
apply analogously to the manner of the paymen; ofthe

Jej bodpisanja
zmluvnymj stranamj a u€innost dilom

Zmhiv  pa WWW.crz.gov sk nakolko ide 0 povinne
Zverejliovang Zmluvy v Zmysle §
informaci;, Novartis Zérovet;

16.10.

verzii. v pripade rozporu medzj slovenskoy 4 anglickoy
Jazykovoy Verziou Zmluyy, J&j priloh alebo pripadnych i the Agreement, its Annexes or
dodatkov, ma prednosy slovensks verzia, bossible amendments, the Slovak version  gha|

16.11. V pripade Tozporu  medy; ustanoveniamj tejto
Zmluvy g Protoko]u, ktoré s tykajui vedenija klinickghg
skuSania, maju ustanovenia Protokoly Prednosf.

16.12. Prilohamj tejto Zmluvy sg-
Priloha ¢ 1- Popis klinického skiiSania
Priloha ¢_ 3- Platby

Priloha ¢, 3- Poistny certifikat HpJ

Priloha ¢, 4 Informacia pre dotknyy 0sobu
Priloha ¢, 5. Prislugng protikorupéng bravne

greement are the fol!owing:
Annex No. 1- Description of the clinjca] trial

45/60
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16.13.

svojimi
Nariadenia.
tejto Zmiu

PharmDr. Katarina No

Doc. MUDr. Juraj

MUDr. Marek Orban

Zrmluva o klinickom 5

Protokol

Skagajici zaroveil
Gidaje v rozsahu osobnych Gidajoy v ZmyS
poskytol dobrovolne ana agely plnenia tejto Zmluvy
a Zmluvy © poskytovani
existovat) uvedenej v
s Nariadenim a Z
Skuasajuci zarovell pr
pravami ako

16.14. Zmluvné strany vyhlasuji,

obsahu porozumcli, Ze Ju uzavreli

uréite a zrozumite

7a Novartis/For Novarti
Megr. Hana Mrazova, na

7a Novartis/For Novartis:

7a Ingtitaciw/For the R ATINIATS) |
Narodny ustav srdcovych 2 cievnych chordb, a.5.

Ing. Mongi Msolly, MEBA, generalny riaditel/director

7. Ingtitaciu/For the Institutl
Narodny ustay srdcovych a

5j

7a Skugajuceho/For Investigator

kusani —

prehlasuje, e vietky osobné

e tejto Zmluvy

bode 8.2. tejt
akonom
chlasuje, Ze Sa

Ine, ana potvrdenie t
tejto Zmluvy zodpoveda ich skutoénej a slobodnej voli,

ju vlastnorucne podpisali.

<o I—
z4klade plnomocens

ean, na iinde pinomotnstvalb

(5] 0 CAR— L

odbornych ginnosti

verzia 25.11.2021

Novartis / Narodny ustav srdcovych @ cievnych chorob, &.5.
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16.13. The Investigator also declares that all the personal
data under this Agreement, was provided voluntarily
for the purposes of the fulfilment of this Agreement
and the Professional Service Contract (if any)
mentioned in para- g 2. hereof in accordance with the
Regulation and Personal Data Protection Act. The
Investigator also declares that it 1 acknowledged by
its rights of a data subject in accordance with the
Regulation. This information is incorporated in the
Annex No. 4 hereto.

The Parties declare that they have read this
Agreement, understood its content and that they have
entered into the Agreement freely and seriously,
definitely and clearly, and in witness of the fact that
the content of this Agreement corresponds with their
true and free will, they attach  their authentic
signatures.

16.14.

Datum/Dater ...

Novartis slovakia s.
Zizkova 22B
811 02 Bratislava

Datum/Date:

Datum/Date: ...
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Nézoy skusanghq produkiu/lieky: Name of the investigational product/medicine:
INCLISIRAN INCLISIRAN

Referengne Cislo:
KJX839

K6d klinickéhg skiigania:
CKJX839B123 02
Nézov/Popis klinického skti3ania:
Randomizo vané, dvojiry taslepens multicengrics Klinicke
skifanie kontrolgyans Placebom g zhodnoten;e qéinky
inklisirany, na zavaing nediadyce kardio vaskulirye
Prilody i icastnifoy g Prenkdzanoy kardr'ovaskulrimou
choroboy VICTORION. > PREVENT,

Détum findlnej verzje Protokoly:

08.07.2021

Skuisajuic: MUDr, Marek Orban
Spo]uskﬁ§ajtici : MUDr. peter Penz, pPhp,
MUDr, Eva Baranovs
MUDr. Jan Sumbala

Clinjcal trial code:
CKJX839p 12302
Title/Deser

Date of fina] version of the Protocol:
08.07.2021

The Investigator MUDr. Marek Orban
The C0~Investigator: MUDr. peter Penz, Php.
MUDr. Eya Baranovs
MUDr, j4p Sumbala

Oddelenje akiitnej kardio]égie - koronémej Starostlivostj
Pod krasnoy hérkou 1
833 48 Bratislayg

833 48 Rrati

slava

Statutémy zZastupca:
Ine. Mong;j Msolly, MBA

Statutory representative:
Ing. Mong;j Msolly, MBA

Centre number: 3007
Planned number of enrolled

Clinica] tria] monitor:
Nad'a Lintaj

y podet zaradenvch Dacientov: 15
Monitor klinickehq skii3ania-

Nad’a Lipta; Kastdkova
Adresa:
Novaﬁis Slovakia S.r.0,

Zizkova 22B, 811 02 Bratislaya

r

Novartjs Slovakia 5.1.0,
Zizkova 22B, 811 o2 Bratislayg

Lasovy rozvrh klinického skiidania-
15.12.2021 — 09.08.2027

Clinical trig] schedule-
5122021 — 09.08.2027
ncem

021

ov/randomizécie:

Ukonéenie zarad’ovania pacient
30.1 ].2023/04.01.2024
Ukonéenie klinickéhg skiigania najneskor:
09.08.2027

End of patjent enrolment/randomization:
30.1 1.2023/04.01 2024

End of the clinical trig] at the latest op-
09.08.2027
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Datum/Date: ...

Za Novartis/For GVATHSS sseammoniisssmmm it
Mgr. Hana Mrazova, na zaklade plnomocenstvafbased on power of attorney B
Neva
*\gkova 228
a4 02 Bratislava
7 Novartis/For NOVATS o oced on power o Datum/Date: i ET————
PharmDr. Katarina Nosjean, na zaklade plnomocenls‘ytvafbased on power of attorney
Za Inititaciw/For the THSEIEGHONIY ... sssmmmsapmmpsfifizasmmsress Déatum/Date: ...
Narodny ustav srdcovych 2 cievnych chordb, a.s.
Ing. Mongi Msolly, MBA, generalny riaditel/director
7a Ingtitaciw/For the SHEUTION: . oocreirsseemsrssenr DATUM/DALES _.ooocersieoeeees
sch a cievnych chordb, a.s
ce-chairman of the Directorate

Narodny Gstav srdcovy
dseda predstavenstva I Vi

Doc. MUD. Juraj Mad'aric, PhD., MPH, Podpre

Datum/Date:

Za Skﬁﬁajﬁceho/For [nvestigator ..
MUDr. Marek Orban

Zmiluva o klinickom skusani —verzia 25.11.2021
Novartis / Narodny ustav srdcovych a cievnych chordb, a.8. -3007

Protokol E;.:CKJXBBQB‘IZSD.?

ttis glovakia 8.0
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All pa ments shajj be made as follows:
Payments for  visjts documented in  the medica]

[ Uéasmfka (Vietky VySetrenia vykonané v documentation of the Participant (all €Xaminationg performed
stilade s Protokolom) sa budn uskutoéfioyar polroéne, pocmic | in accordance with the Protocol) shall be mage semi-annual]y,
pPrvym Zdradenym Uc“:asmfkom, ato v zavislostj i Starting with the first enrolleq Participant and depending on
: the completiop of scheduled visits and submitted complete
Irecords of such Visits,
Payment for the Institution.

zdokumentoyang v zdravotnej

22 320 eyr - Celkovo

EUR 22 320 -In total

Payment for the Institution maximum of: EUR 1 483

(in words: one thousand oy hundred ang eighty eight Euro)
for each completely and jp, 4 manner allowing for evaluatiop,
Processed Participang i, the clinical trig

shall be paid as follows:

Uhrada Pre Indtitheiy Najviac: | 488 eur

(slovom: jedentisi’cs”,tyristoosemdesiatosem €ur) za kazdého
kompletme 4 vyhodnotitelne SPracovaného  Ugasiicy
Vv klinickom skit§an

sa vyplati nasledovne:

Platba a) 159 eur — pg navsteve & SCR Payment a) EUR 159 _ F ollowing visit No. SCR

Platba b) 96 eur — pq naviteve ¢. D] (Baseline) Payment b) EUR 9¢_ FoHowing visit No. D] (Baseh‘ne)
Platba c) 102 eyr — pg kazdej naviteve ¢, M3, M1s, Mz7,

Payment ¢) EUR 102 ~FoHowing each of the visit No. M3,
M39, M5 1, M63

Mis, M27, M39, M51, Mé63

Platba d) 81 eur— pg kazdej naviteve &, M9, M21, M33,

Payment d) EUR g8]_ Foﬂowing each of the ¥isits No. M9,
M4s, M57, Mgo

M21, M33, M43, M57, M69

Platba e) 105 eur po néaviieve &, Eog Payment ¢) EUR 105 — Fol]owing visit No. Eog

Platba f) 30 eur — po navsteve ¢. FU TC Payment f) EUR 30_— Fo]]owing visit No. FU T¢

Additiong] Payment for the Institution for the Unscheduled
visit Unschy is EUR 78 (in words: Seventy eight Euro),
Overall Up to 2 Unschv / 1 Participant.

Uhrada pre Institiciy navyse za g ﬂéastm’kov, ktorf
Podstiipia Optimaliza&n g fazu statingy:

Uhrada pre Inititiciy: 1 632 eur - Celkoyo

Uhrada pre Indtiticiy Najviae: 204 eur

(slovom: dvestostyri eur) za kazdého vyhodnotitene
SPracovaného Utastnila v klinickom skigan;

sa vyplati nasledovne:

evaluation shaj] be paid ag follows:

Platba a) 150 eur — pg kazdej naviteve & SOp SCR Payment a) EUR 150 — FoHowing each of the visits No.

SOP SCR

Platba b) 27 eur « pg kazde; naviteve ¢ SOPITC,

Payment ) BUR 27 - FoHowing each of the visits No.
SOP2TC

SOPITC, SOP2TC

reference
Vitae of a Professional
or of the laborato
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Novartis poskytn
eur (slovom: Ses
spojené SO
klinickom s

Platba a)

Platby podla tejt
jednotlivého Uta

Uhrada pre
nesplnia kri
failures:

Uhrada pre Institdciu najv

eur) Za kazdého

Platba b)

Platba c)

Uhrada pre Institd
budi zaradeni do gene

Uhrada pre Insti

(slovom: dvana
spracovaného Ugastni
sa vyplati nasledo

Uhrada pre Institiciu navyse za 15 Ukastni

budi zaradeni do biomarkerovej podstadie:

Uhrada pre Insti
(slovom: devitnast eur
vyhodnotitelne spracovan
sa vyplati nasledovne:

platbaa) 6,60

tristosestdesiattri
spracovaného Uéastnf

pri navste
27 eur — Za kazdéh

kritéria pre pokracovanl

e Indti
spracovanim a
kasani/ 1 Ueastnik.
Uhrada pre Inititheiu za Vi€
najviac 900 eur (slovom: deval

12 eur - Po

o Prilohy zahtD

soskytnuté Ziadne d

Institaciu navyse
téria pre randomizaci

taciu:

st

vne:

thcin najviac:

eur -

tevy v

Uhrada pre Inktitaciu: 5 445,- eur

sa vyplati nasledovne:

ticii nahradu
¢ desiat eur) za a
zahlasenim end

tky administ
sto Euro) za

ciu navyse za 15 Ukastnikov,
tickej podstidie:

Po kazdej navsteve & D1, M3,

180 eur - Celkovo
Uhrada pre In3titaciu najviac: 12 eur

eur) za kazdého vyhodnotite‘fne
ka v klinickom skasani

kazdej naviteve &. D1

Uhrada pre Indtitaciu: 297 eur - Celkovo

19,80 eur
osemdesiat centov) Zza kazdého

gého Utastnika v klinickom skigani

a vietky lekarske vyetrenia
stnika podla Proto
neplanované navs
uz zahmuté v platbach
\ikony nebudi

za 15 Utastnikov, ktori
u — tzv. screening

- Celkovo

jac: 363,- eur (slovom
vyhodnotite]’ne
ka v klinickom skiagani

Platba a) 150,- eur —Za kazdého Ukastnika, ktory nesplni
kritéria pre pokraéovanie
ve & SOP SCR
o Utastnika, ktory nesplni
¢ v klinickom skugani

pri navsteve ¢ SOPITC, sOP2TC

kritéria pre

Zmluva o klinickorm skagani —
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Novartis provides
EUR 60 (in word
associated wit
a clinical trial
Payment for the

s: sixty Buro) fo
rocessing and repor
/1 Participant.

Institution for ail a
(in word: nine

Participant.
Additional paym
who will be inclu

ot for the Institution for 15p

ded into the Genetic substudy:

payment for the Institution:
pPayment for the Institution maximuim of:
(in words: twelve Euro) fo

trial processed
shall be paid as follows:

EUR 12 - After the visits No. D1

Additional payment for the

who will be inclu

Institution for 15 p
e Biomarker substudy:

Payment for the Insti

Institution maxim
nineteen Euro €
the clinical

payment for the

trial processed in a mann
evaluation shall be paid as

EUR 6,60 - After the visits No. D1,

r this Annex shall
for each individual
unplanned visits
d in the payment

examination

Protocol. Any
Trial are already include
and no additional paymen

Additional payment
who will not meet t
sereening failures:

he randomization criteri

payment for the In

r the Institution maxi
words: three hundred an
pant in the clinical trial processe
for evaluation

Payment fo

shall be paid as follows:
EUR 150 For
criteria for continuing the
visit No. SOP SCR

For each Participan
for continuing the cl
visit No. SOP1TG, SOpP2TC
For each Participa
¢ continuing the ¢
visit No. SCR (screeni

Payment b) EUR 27

) EUR 159

the additional payment of
¢ the administrative tasks
ting the endpoint in

dministrative tasks is
hundred Euro) for 15

EUR 180 -1n total

EUR 12
¢ each Participant in the clinical

allowing for evaluation

EUR 297 -1In total

um of: EUR 19,80
) for each Participant in
er allowing for

all medical
Participant under the

during all Clinical
s under this Annex,
d for such action.

titution for 15 Participants
a — so-called
stitution; EUR 5 445 - In total
mum of: EUR 363 (in

three Euros) for each
d in a manner allowing

each Participant not meeting the
clinical trial during

t not meeting the
] trial during

nt not meeting the
linical trial during
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skl’z§ania, ktori
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vyplacanie platby podla bodu Error! Reference source not
found.. Zmluvy a tejto prilohy-

under conditions as set out for the payments according to
para. Error! Reference source not found.. of the Agreement
and this Annex.
The Institution shall record payments of contributions for
reimbursement of travel costs and, where appropriate, the
time spent in the Institution 10 Particpants included in the
clinical trial in 2 certificate of payment of contribution for
reimbursement of travel costs and, where appropriate, the
time spent in the Institution which is signed by the Participant.
The Institution shall allow Novartis to inspect whether the
[nstitution meets its obligation 1o pay the contribution for
reimbursement of travel costs and, where appropriate, the
time spent in the Institution t0 Participants, in particular by
viewing the settlements of payments provided for coverage of
fravel costs and, where appropriate, the time spent in the
Institution 0 Participants and individual Participant
Certificates.
If it is found out that the [nstitution has not paid such
contributions 10 the Participants, although Novartis had made
such payment O the Institution, the Institution shall be
obliged to return to Novartls any wrongfully provided amount
which was not ysed for payment of travel reimbursements
and, where appropriate, the time spent in the Institution t0
Participants pursuant to the above mentioned provisions-
The activity of the Institution pursuantto the provisions above
is included in the clinical trial conduct and the payment for
this activity 18 included in the payment pursuant to Article 8
of the Agreement for the particular processed visit which has
been completed iD accordance with Annex No. 2.
In case the Investigator 1s; in accordance with para Error!
Reference source not found.. of this Agreement, responsible
for administrative activites related 10 payment of the
reimbursement of travel expenses and, where appropriate, the
fime spent 10 the Institution tO the Participants, the
{nvestigator 1S obliged to comply with obligations of the
pstitution set forth in this paragraph; the Institution 18
responsible for fulfilment of the Investigator's obligations in
such case.
In connection with the clinical trial, Investigator Meetings
take place prior tO the commencement of the clinical trial as
well as dwing its conduct, order to share jmportant
pbarmacological, toxicological and clinical information
needed for correct planning and 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 procedures used in the
particular clinical trial. As Investigator Meetings are part of
the clinical trial, the Investigator (o approved member of the
investigator’s team) shall attend such Investigator Meetings
as instructed b Novartis.
In case of attendance at the Investigator Meeting as instructed
by and only with approvai of Novartis, Novartis shall
reimburse cOSts associated with the participation of the
Investigator (or approved member of the investigator’s team)
as agreed in advance (including ¢-mail communication).
Rules for certain expenses aré determined a8 follows:
a) travelling by mass {ransportation vehicle (bus, train)

_ from the place of residence t0 the venue of the

Investigator Meeting and back — reimbursement of
the travel ticket — srovide proof of the travel ticket,

Ingtithcia zaznamenava vyplatenie prispevku na nahradu
cestovnych nékladov a pripadne asu straveného v Tngtitacii
Utastnfkom zaradenym do klinického sksania v Potvrdeni
o vyplateni prispevku na nahradu cestovaych nakladov
a pripadne gasu straveného YV In¥tithcii  podpisanom
Utastnikom.

Instithcia umosni Novartisu Kontrolu plnenia povinnosti
Ingtitacie zabezpetoval vyplacanie prispeviu na nahradu
cestovnych nakladov a pripadne cast straveného v Ingtitheii
Utastnikom, 2at0 najmé nahliadnutim  do vylétovanie
vypiatenych platieb na cestovné naklady a pripadne tasu

straveného v Indtitheil {jeastnikom a jodnotiivy"ch potvrdeni
Utastnikov.

V pripade, ye sa preukdZe, 3¢ nedoglo k vyplateniu tohto
prispevku Inétitaciou Ugastnikom, napriek tomu, e Novartis
Ingtithcii dand platbu poskytol, Ingtitacia je povinna vratit
Novartisu neopravnene poskytnuti’i tiastku, ktord nebola
pouZitd na vyplacanie cestovnych nahrad a pripadne gasu
wiravencho v Institicil {jzastnikom podla vy§sic uvedenych
ustanoveni.

Cinnost Indtitucie podla vyssie uvedenych ustanoveni J&
zahmuta Vv ginnosti vykoné.vania klinického skigania
a whrada za tato ginnost je sahrnuta v ahrade podia ¢lanku 8
Zmluvy a za ktord spracovam’i vykonani navétevu podla
Prilohy & 2.

Pokial v stlade s bodom Error! Reference source not
found.. Zmluvy pude vykonom administrativnych ginnosti
spojenych s vyplatou prispevku pa nahradu cestovnych
nakladov a pripadne asu straveného V Tnititacii Ugastnikov
povereny Skugajiici, Ski¥ajuci e povinny dodrziavat
povinnosti Ingtithcie ustanovené v tomto bode
pripade [n3titicia zodpoveda 72 plnenie povinnosti
Skugajiiceho.

V savislosti 3 klinickym ckuganim sa pred zatiatkom
Kklinického skazania ako aj pocas jeho realizécie uskutodiujd
Investigatorske mitingy, na ktorych sa oboznamujl dolezité
farmakologicke, toxikologické a klinicke informacie, Jktoré st
potrebné pre spravne naplanovanie 2 vykonanie klinického
skagania, 4 sidasmené osoby 53 pripravujﬁ a gkolia o danom
klinickom skngani, dolezitych priebeinj/ch okolnostiach
a informaciach a postupoch v danom klinickom skugani.
vzhFadom k tomu, ze Investigatorské mitingy st sidastou
klinického skhgania, Skugajuci  (resp- dohodnuty &len
skagobného timu) s& bude Zagastiovat 1nvestigz’1torsk3’/ch
mitingov podl'a po nov Novartisu.

V pripade figasti na Investigtorskom mitingu realizovanom
na zaklade pokynov @ Jen so suhlasom Novartisu, Novartis
preplati néklady savisiace S {itastou Skhgajiceho (Tesp.
dohodnutého clena skagobného timu) v rozsahu podla vopred
dohodnutych podmienok (vratane emailovou komunikﬁciou).
Pravidla niektorych vydavkov o uréené nasledovne:

a) cesta hromadnym dopravnym prostriedkom
(autobusom, ylakom) — Z miesta bydliska do miesta
[nvestigatorskeho mitingu @ spaf — preplécanie
cestovného listka — sdokladovat cestoviy listok,
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Vpri’pade, Ze sa Preukéze, e §peciﬁk0vané dohodnuté ,
Vynalozeng Vydavky nie g3 Spravne podlozeng
dokladmi, I€Sp. nebol; VynaloZeng alebo sy
internymj Predpismi Novam’su, Novartis ;
Vyhradzyje Pravo odmie i
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7a Novartis/For TR, sy
Mgr. Hana Mréazova, na zaklade plnomocenstvafbased on power of attorney
Novariis slovakia s.I.
Zizkova 228
811 02 Bratislava
NR-
ZaNovartis/ForNovartis:... .............. Datum/Date: ..
PharmDr. Katarina Nosjean, na zakiaae pmomoéej)‘stvﬂbased on power of attorney
7. Ingtithein/For the Institution: ... " DAI/DATE: oo
Narodny Gstav srdcovych a cievnych chordb, 2.5
Ing. Mongi Msolly, MBA, generalny riaditel’/director
DAUM/DALE! Lo

/For the InSHULON oo
vych a cievnych chordb, as.
enstva / Vice-chairman of

ad’ari¢, PhD-, MPH. Po.aé)redseda predstav

7.a Inétithciu
Narodny Gstav srdco
Doc. MUDT. Juraj M the Directorate

Datum/Date:

72 Skugajiiceho/For Investigator
MUDr. Marek Orban
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Zéstupea Prevy
S-1.0., 50 s{d]o

om Zizkovyq 22B, 811 02 Bratislava, Slovenské
republika, 15

0:36 723 304 (dalej len ,,Zéstupca“)

Dotknuts 0s0bg

MUDy, Marek Orban
Hlavny skusajuci

(dalej Jep »Dotknuts 0soba

Tétoinfonné
al§im Zame

Sovang Skui3ajicem, 2 skiidajlicemy
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s klinickymi
informovat,

gkhidani.

zmluvy nevyhnutné

alebo dodav atelia,

udajov.

ochrany Osobnych

systém principov,

Osobné Gdaje budi

najmenej 23 rokov.
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h) zdielat informacie
plénovania a vykonévaniu

Vage osobné udaje bu
zaujmu prevadzkovatela, ktorym je zaujem
na riadnom priebehu Klinickych skisani,
zadavatelom alebo na ktorych bude spolupracovat’. Vase
ané na pinenie z&konnych
ktoré ~mu Vypl‘j;vajﬁ

Klinickych

V pripade, ak ste uzavrell
poskytovani odborngch/podporn
obdobnii zmluvu v suvisl
beriete N2 vedomie Z& Zadava
spracﬁvaf Vagte osobné
zmluvy, pricom takéto spractvanie je pre

Vage Osobné udaje m
zabezpecuje v zmysle rozhodnutia Komisie €. 200/518/ES
primeram’l ochranu osobnych udajov
alebo do tretich krajin, ako st Dapr-
at’ taku Groveii

ana v zmysle

hospodarskeho priestory,
Spojene itaty americk
udajov, aka
Nariadenia GDPR. P
bola zachovana dévernost’ 2 bezpenost Vagich osobnych
udajov na rovnakej arovni ako garantuje Nariadenie GDPR.

V ramei poskytovan
Prevédzkovate‘f pri

y ramei  prava Euréps

2) plémovat’ a/alebo vykonévat’
skuganiami

osobné tidaje budi takisto spracity
povinnosti Prevadzkovat
7 osobitnych pravaych pre

Vage osobné adaje moZu byt
subjektom, medzi ktoré patria
nadnarodne] skupiny Novartis, organizac
vyskum spolupracujﬂce so skupin

s inymi

di spracﬁvané n

ela,
dpisov tykajﬁcich sa

osti s tY

hdaje 2l

dald

subjektmi ohladom

klinickych skusani. Your personal data shall be processed oD the basis of
Controller’s legitimate interest, which is the Controller’s

a zaklade oprz'wneného interest on the proper conduct the clinical trial of which the

juzavriete SO Zastupco

nasi poskytovatelia

akykol'vek subjekt, ktory by v bu
suvisiace 5 klinickym
prisluna eticka komisia 21
prislusné arady. Vietky tieto osoby sV
zachovéavat dovermnost a bezpe

57u byt prenesené d

revédzkovatel’

ia udajov v rame
al Zavazné podn

skasanim od P

arodné alebo medzina

pravidiel 2 nAstrojov,

Prevadzkovate‘fom spracuvané po dobu
trvania tejto Zmhuvy, ak osobitné pravne predpisy neuréuji
dlpgiu lehotu. Prosim berte na

povinny uchovavat dokumentacit Kklinického skigania

29812302
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priestor 2 Syajeiarsko.
viacej dogitat

ou Novattis, nadi partneri
1T systémov,
ducnosti nadobudol pravo

vadzkovatela,

6, ktore nemusia zaruéov
je poskytov

viak zabezpetuje,

vedomie, Z& Zad

ic aktivity ghivisiace
a pripadne vas onich

poskytnuté aj dalsim
spoloénosti patriace
¢ na Kklinicky

it

T

o Svajtiarska (ktoré

), do krajin Eurdpskeho

i skupiny Novartis
ikové pravidla, iq
poskytovanych
kej unie, aby bol zabezpeteny
dostatoény level zabezpedenia prenost osobnych ddajov
mimo Europsky hospodarsky
pravid‘rach sa mbzete
www.novartis.comIpri‘vacv—pgli_g_\,i.

21

m zmluvu 0
ych ¢innosti alebo
mto Klinickym skganim,
tel a Zastupca sprac
za Utelom pinenia tejto

plnenie takejto

rodné
gak povinné

¢nost  Vasich osobnych

O tychto
na stranke:

avatel je

h) toshare information with other subjects in order {0
and conduct clinical trials.

plan

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.

if you have entered or shall enter into 2 professional service
contract/contract for the provision of support activities OF
other similar contract in connection to this Clinical trial, you
acknowledge that the Sponsor and the Representative process
or shall process your personal data also for the purpose of the
performance of such contract, whereas such pmcessing is
necessary for the performance of such contract.

ind

Your personal data can be transferred 1o the other subjects
including companies belonging 0 the Novartis group, clinical
research organizations cooperating with Novartis groups our
partners or providers, our IT systems providers, any subject,
which might receive any right related to the clinical trial from
the Controller, relevant ethics committee and national of
international relevant anthorities. All these subjects are
obliged to protect the confidentiality and security of your
personal data.

do

your personal data may be transferred to gwitzerland (which,
according 10 the Decision of the Committee No.:
200/5189/ES provides adequate protection of personal data),
to the member states of European Economjc Area OF to the
third countries, €-2- USA, which may not quarantee such level
of protection of personal data as 13 quaranteed by the
Regulation. The Controller chall make sure to protect the
confidentiality and security of your personal data on the same
level as of the Regulation.

aby

For transfer of personal data within Novartis Group, the
Controller has adopted Binding Corporate Rules, a system of
principles, rules and tools, provided by European law, in an
effort to ensure offective levels of data protection relating to
transfers of personal data outside the European Economic
Area and Qwitzerland. Read more about the Novartis Binding
Corporate Rules at www.novartis.comf’privacy—policy.

Personal data shall be processed by the Controller during the
term of this Contract, unless specific legislation does not
provide 2 jonger erm. Please note that the Controller is
required 1o retain clinical trial documentation for a minimum
of 25 years.
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S
Bratislava.

lovenske] republiky,

Beriete na vedomie, Ze& mate moZnost kedykolvek
kontaktovat Oddelenie ochrany osobnych udajov na adrese
grivacv.slovakia@novartis.com v pripade, 7e budete mat
akekolvek otazky tykajice sa zbierania, gpracovania alebo
souZitia osobny ch idajov ako ]

g3ie.

e uvedené

Miesto a datum
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so sidlom Hrani¢na 12, 820 07

/Place and Date

-3007

with its seat at Hranic

You take into aecount, th
contact the Data
address:

questions regard

at you are at any
Department o1
privacy.s vartis.cony in ca

ing the collecting
described above.
Svojim podpisom potvrdzujem prevzatie tejto Informécie pre dotknutd osobu. /
receipt this Information fo

Podpis Dotknutey usooY ! signature of the data subject

MUDr. Marek Orban

2, 820 07

time entitled t©
the electronical
seyou have any
or usage of the

I hereby confirm by my signature that L have

r the data subject.
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Indtitiicia (Centrum), Hlavny ]
skiiSajticehq timu a kazds q alsia osoba, ktord sa zigagrs 1j
Klinického sktsania (dal 13aj

ktorymj
ve

0 Uplatkdrst

Anti-ComJ

ption Legislation).

! , the Provisions of the

n i—Com:ption Legislation. Neverthcless, the

following IS intended asa SUmmary of the key principleg which
i i A%

The Tria] Parties nyyse at all times gt with integn'ty
and honesty and Comply with the highest ethical

Vyhody; alep,

(1i) nabddania Prijemcu alepq inej 0soby, aby
Vykonala alebo nevykonals tkony, ktore
Predstavyjyg porusenie Jej Povinngst;
alebo zodpovednost; (alebo 74 Ucelom
0dmetiovani, takéhoto Spravania),

g stch conduct),

Toto obmedzenje 52 pouzije VZdy a 75 Vietkych
okolnosti. pre vylhi¢enje akychkolye Pochybnosti
S8 uvddza, 3¢ o, aplikuje g rokovanje
»Verejnymj éinitel’mi“, ako aj pa rokovanie gq
Zamestancam; a Zastupcamj Stkromnych
spolo¢nost].

(©) Rokovaniam s Verejnymj Cinitelmj 54 viak muys{
Venovar' osobitng POzornogt. Skiisajiice Strany
nesma boskytovar, davar alebo poniikay
akékolvek platby, dary alehq iné benefity alebo
Whody 25 licelom ovplyvnen;j i
rozhodovanis, jné i

" and to dealingg with
€mployees ang agents of Commercia] Enterprises.

alebo aby Ovplyvnij] akekolvek konanije alebo
rozhodovanje takejto Inej osoby, subjekmy alebo
Stétneho orgénu).
(D) Pojem » Verejny Cinite]« zahriia kazdy 0soby
konajicy Vmene ktorghokap i

Pracovnikoy Zamestnanych Vv Stétom alebo
Samosprivoy vlasmenej fémocnici alehy klinike
a Zastupcoy verejnych medzinémdnych
Organizicii

(E) Skudajiice Strany nesmy poskytoval’, davar alebo (E) The Tria] Partieg
pontikar akékolvelc platby, da alebo ing benefj ift
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alebo vyhody ziadnej osobe, ak vedia, alebo sa
domnievaji, Ze vietky alebo tast tychto pehazi,
daru, benefitu alebo vyhody budd pouzité, & uZ

person whilst knowing oOf suspecting that all or a
portion of such money, gift, benefit or advantage will
be used, whether directly or indirectly, in breach of (B)

priamo alebo nepriamo, na ncely porudenia bodov or (C) above.
(B) alebo < uvedenych vygiie.
03] [nititacia bude viest a udrziavat zépisy, zaznamy ¥ The Institution shall make and keep books, records,

aucty, ktoré budl Vprimeranej miere presne
a spravodlivo odrézat transakcie a dispozicie

and accounts, which, In reasonable detail, accurately
and fairly reflect the transactions and dispositions of

s majetkom Indtitacie; the assets of the Institution;
(G) Inititacia navrhne a bude udrziavat  systém (G) The Institution shall devise and maintain a system of

ynatornych itovnych kontrol, ktoré budu

poskytovaf primerané zhruky, Ze —

)] {ransakcie sa vykonavajll v stlade sO
vieobecnym alebo konkrétnym
povolenim vedenia;

(ii) transakeie s zaznamenavané podla

potreby

internal accounting controls sufficient to provide

reasonable assurances that —

) transactions are executed in accordance with
management’s general ~ Of specific
authorization;

(i1) transactions are recorded as necessary
@O to permit preparation of financial

Q) aby bolo moZné zostavit statemnents 11 conformity with
{(&tovnl savierku v sulade SO senerally accepted accounting

principles OF any other criteria
applicable 10 such statements, and

vieobecne wznévanymi
uétovnymi shsadami  alebo
ak?mikol’vek inymi kritériami,
ktoré sa DA tieto  vykazy
vztahuju, 2

(1 na dodriavanie gtovania

aktiv,

(i) ~ pristp k aktivam je povoleny iba v silade
so  vieobecnym alebo osobitnym
povolenim vedenia; a

(iv) zaznamenanc Gttovanie aktiv bude
porovnéwané s existujucimi aktivami
vprimeranjfch intervaloch a podniknd sa
prisluné kroky s ohladom na akékol'vek

rozdiely.

(1D o maintain accountability for
assets;
(iii) access to @assels is permitted only in
accordance with management’s
general Of specific authorization; ant
(iv) the recorded accountability for assets 1S
compared with the existing assets  at
reasonable intervals and appropriate action is
taken with respect 10 any differences.
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