Priloha €. 1 - Finanéné podmienky

Appendix No. 1 - Financial conditions

Pojmy pouzité v tejto prilohe & 1 zaCinajuce
velkym zadiato&nym pismenom maju rovnaky
vyznam aky im je prisudzovany v tele Zmluvy,
pokial nie je v tejto prilohe &. 1 uréené inak.

Vsetky sumy sU uvadzané ako odmena vo vyske
100 %, pricom 40 % tejto odmeny prislicha Centru
a60 % tejto odmeny  prisiicha Hlavnému
skusajucemu, resp. jednotlivym &lenom timu (napr.
pokial bude pinenie rozdelené medzi jednotlivych
glenov  timu, t. | medzi  Hlavného
Skusajuceho, Skudajucich a Clenov  Studijného
timu podra navrhu Hlavného skusajiceho).

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

All sums referred to herein are listed in the
amount of 100 %, whereas 40 % of this
remuneration belongs to the Centrum and 60 %
of this remuneration belongs to the Principal
Investigator (event. to individual members of
the team (e.g. in case the remuneration will be
distributed to individual members of the team,
i.e. to the Principal Investigator, Investigators
and Clinical Trial Members pursuant to the
proposal of the Principal Investigator)

Planovany potet Subjektov hodnotenia: 12

Uhrada pre Zmluvnych Partnerov :
105 336 eur - Celkovo

Uhrada pre Zmluvnych Partnerov najviac: 8
778 eur

(slovom: osemtisicsedemstosedemdesiatosem
eur) za kazdého kompletne a vyhodnotitelne
spracovaného Ug&astnika v klinickom skasani

sa vyplati nasledovne:

Platbaa) 530 eur — Po navsteve ¢. SCR

Platbab) 510 eur — Po navsteve ¢ BSL
(Baseline)

Platbac) 390 eur — Po kaZdej navsteve ¢. M3,
M9, M15, M21, M27, M33

Platba d) 425 eur — Po kaZdej navsteve ¢. M39,
M45

Platbae) 475 eur — Po kazdej navétevé & M51,
M57

Platbaf) 550 eur — Po kaZzdej navsteve ¢ M83,

M69, M75, M81

Platbag) 620 eur — Po navéteve & M87

Platba h) 715 eur - Po navéteve ¢. EOS

Platbaf) 63 eur - Po navsteve ¢. SFU

Uhrada pre Zmluvnych Partnerov za neplanovanu
navstevu UnschV je 300 eur (slovom: tristo eur).
Spolu najviac 1 UnschV / 1 UCastnik.

A planned number of the Study Subjects: 12

Payment for the Contracting Partners: EUR
105 336 - In total

Payment for the Contracting Partners
maximum of: EUR 8 778

(in words: eight thousand seven hundred and
seventy eight Euro) for each completely and in
a manner allowing for evaluation, processed
Participant in the clinical trial

shall be paid as follows:

Payment a) EUR 530 — Following visit No. SCR

Payment b) EUR 510 — Following visit No. BSL
(Baseline)

Payment c) EUR 390 — Following each of the
visit No. M3, M9, M15, M21, M27,
M33

Payment d) EUR 425 - Following each of the
visits No. M39, M45

Payment d) EUR 475 - Following each of the
visits No. M51, M57

Payment d) EUR 550 — Following each of the
visits No. M63, M69, M75, M81

Payment e) EUR 620 - Following visit No. M87
Payment e) EUR 715 — Following visit No. EOS
Payment f) EUR 63 — Following visit No. SFU
Additional payment for the Contracting Partners
for the Unscheduled visit UnschV is EUR 300

(in words: three hundred Euro). Overall up to 1
UnschV / 1 Participant.




e |

Uhrada pre Zmluvnych Partnerov navy&e za 10

UZastnikov, ktori nesplnia kritéria pre
randomizéciu - tzv. screening failures:
Uhradapre Zmluvnych Partnerov : 5

300 eur - Celkovo

Uhrada pre Zmluvnych Partnerov najviac:
530 eur

(slovom:  patstotridsat
vyhodnotitelne

v klinickom skugani
sa vyplati nasledovne:

eur)
spracovaného

za kazdého

Uéastnika

Platba a) 530 eur - Za kazdého Ugastnika,

kto_n? nespini kritéria pre pokragovanie v klinickom
skusani pri navateve & SCR

Additional payment for the Contracting
Partners for 10 Participants who will not
meet the randomization criteria — so-called
screening failures:

Paymentfor the Contracting Partners :
5 300 EUR - In total

Payment for the Contracting Partners
maximum of: EUR 530

(in words: five hundred and thirty Euro) for each
Participant in the clinical trial processed in a
manner allowing for evaluation shall be paid as
follows:

Paymenta) EUR 530 - For each Participant

not meeting the criteria _for
continuing the clinical trial during
visit No. SCR

Uhrada pre Zmluvnych Partnerov navyse za 2
U}Eastnikov. ktori budu zaradeni do
biomarkerovej podstudie:

Uhradapre Zmluvnych Partneroy:
156 eur - Celkovo

Uhrada pre Zmluvnych Partnerovnajviac:
78 eur

(slovom: sedemdesiatosem eur) za kazdého
vyhodnotitelne spracovaného Utastnika
v klinickom skasani

sa vyplati nasledovne:

Platba a) 26 eur - Po kazdej navéteve &. BSL,
M3, M15

Additional payment for the Contracting
Partners for 12 participants who will be
included into the Biomarker substudy:

Payment for the Contracting Partners:
EUR 156 - In total

Payment for the Contracting Partners
maximum of: EUR 78

(in words: seventy eight Euro) for each
Participant in the clinical trial processed in a
manner allowing for evaluation

shall be paid as follows:

Paymenta) EUR 26 - After the visits No. BSL,
M3, M15

Novartis poskytne Zmluvnym Partneromi celd
vySku odmeny za acastnikov, ktori v ramci
klinického sku$ania pred¢asne ukonéia uZivanie
skuSaného produktu/lieku, ale budu absolvovat
vySetrenia poCas osobnych navstev centra podla
protokolu.

Novartis provides the Contracting Partners with
the full amount of remuneration for participants
who are prematurely discontinued from study
treatment, but performing on-site visits

assessments according to protocol during the
clinical trial.

Novartis poskytne Zmluvnym Partnerom nahradu
nakladov vo vyske 150 eur (slovom:
jednostopatdesiat Eur) / 1 navsteva (navstevy &.
M3T, MOT, M15T, M21T, M27T, M33T, M39T,
M45T, M51T, M57T, M63T, M69T, M75T, M81T,
M87T) za ucastnikov, ktori v ramci klinického
skusania pred¢asne ukonéia uzivanie skusaného
produktu/lieku a nebudd absolvovat vysetrenia
pocas osobnych navstev centra (podfa protokolu)
a budu sledovani len telefonicky.

Novartis provides Contracting Partners with the
additional payment of EUR 150 (in word: one
hundred and fifty Euro) / 1 visit (from visit No.
M3T, MOT, M15T, M21T, M27T, M33T, M39T,
M45T, MS51T, M57T, M63T, M69T, M75T,
M81T, MB87T) for participants who are
prematurely discontinued from study treatment
and not performing on-site visits assessments
(according to protocol) during the clinical trial
and will be followed up via phone calls only.

Platby podfa tejto Prilohy zahffiaju véetky lekarske
vysetrenia jednotlivého Uéastnika podfa Protokolu.
Véetky pripadné neplanované navétevy v ramci
celeho Klinického skugania sy uz zahrnuté

Payments under this Annex shall include all
medical examination for each individual
Participant under the Protocol. Any potential
unplanned visits during all Clinical Trial are




v platbach v zmysle tejto Prilohy, a za takéto Gkony
nebudu poskytnuté Zziadne dalsie platby.

already included in the payments under this
Annex, and no additional payment shall be
provided for such action.

Odmena (podla vyssie uvedenych ustanoveni
vratane odmeny navyse) sa vyplaca
nasledovne:

Platba Centru —Centru sa vyplati 40 % z odmeny
(tj. zkazdej jednotlivej ¢&iastky horeuvedenej
odmeny) a tato odmena bude vyplatena priamo na
Gcet Centra uvedeny v zahlavi Zmiuvy.

Platba pre Skusajucich -  Hlavnému
Skusajucemu, spoluskusajucim ainym
zamestnancom Institicie  zudasthujucim sa

vykonavania klinického skusania, ktori su uvedeni
v zahlavi Zmluvy ako zmluvné strany sa vyplati
60% z odmeny a to, nasledovne:

(i) 60% z uvedenej platby Studijného timu (tj.
z kaZdej jednotlivej ¢tiastky horeuvedenej platby
Studijného  timu) sa wvyplati  Hlavnému
Skusajucemu a tato €ast sa vyplati priamo na uéet
Hlavného Skusajiceho uvedeny v zahlavi Zmluvy;

Spbsob vyplacania odmeny je mozné menit len po
pisomnej dohode zmluvnych stran.

The remuneration (pursuant to the above
provisions including also additional
remuneration) shall be paid as follows:

The payment to the Centre — 40% from the
remuneration (i.e. each part of the
abovespecified remuneration) shall be paid to
the Institution and this remuneration shall be
paid directly to the bank account of the Centre
specified in the heading of the Agreement.

The payment to the Investigators — Principal
Investigator, co-investigators and  other
personnel of the Institution participating in the
conducting of the clinical trial mentioned in the
heading of the Agreement as contracting
parties - 60% from the remuneration (i.e. each
part of the abovespecified remuneration) shall
be paid to the study team and that as follows:

(i) 60% from the above payment to the study
team (i.e. each particular item of the above
specified payment to the study team) shall be
paid to the Principal Investigator and that
directly to the bank account of the Principal
Investigator specified in the heading of the
Agreement;

The manner of the payment of the remuneration
may be changed only upon the written
agreement of the Parties

Pri odsuhlasenom zaradeni viac ako planovanych
12 randomizovanych U&astnikov a 10 U&astnikov,
ktori nesplnia kritéria pre randomizaciu platia
vyésie uvedené podmienky pre kazdého dalsSieho
Ugastnika.

After approved inclusion of more than 12
planned randomized Participants and 10
Participants who will not meet the
randomization criteria the conditions the
conditions above apply for each additional
Participant.

V pripade, Ze subjekt hodnotenia bude uznany
nespodsobily pre klinické skusanie alebo pri jeho
Géasti bude poruSeny Protokol, Novartis je
opravneny kratit GOhradu za takyto subjekt
hodnotenia az na 50 % z pbvodnej sumy podla
tejto prilohy. V pripade, Ze bude pri u€asti subjektu
hodnotenia poruseny Protokol z dévodov na strane
Centra alebo Hlavného sku$ajuceho, Novartis nie
je povinny zaplatit Ghradu za tento subjekt
hodnotenia.

If the trial subject is incapable of participating in
the Clinical Trial, event. the Protocol is
breached during his/her participation, Novartis
is entitled to reduce payment for such trial
subject even by 50% of the original amount
under this Appendix. In case the Protocol is
breached by the participation of a trial subject
for reasons on the part of the Center or the
Principal Investigator, Novartis is not obliged to
pay for such trial subject.

V pripade, Ze subjekt hodnotenia dobrovolne
odstupi alebo je z klinického skiania vyradeny (a)
Novartisom alebo (b) Hlavnym sku$ajucim pre
akukolvek pri¢inu inG ako nespinenie poZiadaviek
sposobilosti pre klinické skusanie alebo porusenie
Protokolu, Novartis zaplatl proporcionalnu ¢&ast
Uhrady za subjekt hodnotenia az do diha vyradenia,
splatnd po prijatl véetkych formulérov s nalezmi
a inej pozadovanej dokumentécie.

In case the trial subject voluntarily withdraws
from or is rejected from the Clinical Trial by (a)
Novartis or (b) by the Principal Investigator for
any reason other than non-compliance with the
capacity requirements for the Clinical Trial or a
breach of the Protocol, Novartis shall pay
proportional part of the payment for such trial
subject until the day of rejection, payable after
receipt of all forms with findings and other
required documentation.




Ak po skonéeni klinického skusania Novartis
poskytol v ramci tejto Zmluvy sumy prevysujlice
opravnené uhrady podla vyssie uvedenych
podmienok, Centrum a Hlavny skuajuci musia
vratit Novartisu prevysujicu sumu nad opravnené

uhrady.

In case Novartis provided under this Agreement
amounts exceeding justified payments under
the above mentioned conditions after the expiry
of the Clinical Trial, the Center and the Principal
Investigator shall return the exceeding
payments to Novartis.

V suvislosti

s Klinickym skisanim sa pred

zacCiatkom Klinického skusania ako aj pocas jeho
realizacie uskuto¢iuju Investigatorské mitingy, na
ktorych sa oboznamuju déleZité farmakologické,

toxikologické a klinické

informacie, ktoré su

potrebné pre spravne naplanovanie a vykonanie
Kl@nického skusania, a zu&astnené osoby sa
pripravuju a $kolia o danom Klinickom skusant,

délezitych

priebeznych okolnostiach

ainformaciach a postupoch v danom Klinickom

skusani. Vzhladom ktomu, ze Investigatorské

mitingy su sucastou Klinického skagania, Hlavny

skusajuci (resp. dohodnuty Clen $tudijného timu)

sa bude zutastiovat Investigatorskych mitingov
dla pokynov Novartisu.

In connection with the Clinical Trial, Investigator
Meetings take place prior to the
commencement of the Clinical Trial as well as
during its conduct, in order to share important
pharmacological, toxicological and clinical
information needed for correct planning and
conduct of the Clinical Trial, and trial subjects
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 Principal Investigator (or approved
Clinical Trial Team Member) shall attend such
Investigator Meetings as instructed by Novartis.

V pripade ucasti na Investigatorskom mitingu
realizovanom na zaklade pokynov alen so
suhlasom Novartisu, Novartis preplati naklady
suvisiace s U¢astou Hlavného skusajuceho (resp.
dohodnutého Clena $tudijného timu) v rozsahu
podia vopred dohodnutych podmienok (vratane

emailovou komunikéciou).

Pravidla niektorych

vydavkov su uréené nasledovne:

a)

b)

c)

cesta hromadnym dopravnym
prostriedkom (autobusom, viakom) -
Zz miesta bydliska do miesta
Investigatorského mitingu a spat -
preplacanie  cestovného listka —

zdokladovat cestovny listok,

cesta vlastnym dopravnym prostriedkom
(osobnym autom) — z miesta bydliska do
miesta Investigatorského mitingu a spat’ -
preplacanie spotrebovanych pohonnych
hmét podla priemernej spotreby vozidla
podla technického preukazu aceny
pohonnych hmét stanovenych
Statistickymi ukazovatelmi cien pohonnych
hmét v Slovenskej republike (aj pri ceste
mimo Uzemie Slovenskej republike) —
zdokladovat technicky preukaz osobného
vozidla, podpisané prehlasenie o polte
kilometrov,

cesta taxikom — preplacanie nékladov na
taxik v ramci mesta (mesto
Investigatorského mitingu) - z miesta
letiska, viakovej alebo autobusovej stanice
na hotel, & miesto mitingu a spat -
zdokladovat potvrdenie o uhrade.

Vydavky, ktoré neboli vopred odsuhlasené, sa

neprepléacaja,

hoci boli Centrom, Hlavnym

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

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

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

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

Expenses not approved in advance shall not be
reimbursed, even if they were provably paid by




Wi

skusajucim (resp. dohodnutym Clenom Studijného
timu) aj preukdzatelne uhradené.

the Center, Principal Investigator (or approved
Clinical Trial Team Member.

Novartis vyplati 3$pecifikované dohodnuté a
preukézatel‘ne vynaloZené vydavky len vtedy, ak
tieto budu riadne zdokladované, pricom Centrum
resp. Hlavny skusajici (resp. dohodnuty Clen
studijného timu) prediozi Novartisu vyu&tovanie
né!(ladov s potrebnymi dokladmi v najneskér do 14
dni od ukongenia Investigatorského mitingu.
V dohodnutych  pripadoch méze  Novartis
poskytnut' preddavok na tieto vydavky.

Vpripade, 2e sa preukdze, Ze $pecifikované
dphoqnuté a preukazatelne vynaloZené vydavky
nie su spravne podloZzené prislusnymi dokladmi,
resp. neboli vynaloZené alebo su v rozpore
s internymi  predpismi Novartisu, Novartis si
vyhradzuje pravo odmietnut ich prefinancovanie
av pripade, ak uz Novartis poskytol platbu na
prefinancovanie je Centrum povinné vratit
Novartisu poskytnutu Ciastku, ktora nebola
vynalozena v sllade stouto dohodou alebo
podloZena preukazatelnymi &i platnymi dokladmi.

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

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

Novartis.

Vietky ustanovenia Zmluvy, vratane tych
tykajucich sa najma zavazku micanlivosti,
vlastnickych prav, publikacii, vysledkov Cinnosti a
ich pouzitia a ochrany, prav dusevného a
priemyselného viastnictva, ochrany osobnych
udajov, sa rovnako vztahuju na pravne vztahy
suvisiace s U&astou na Investigatorskom mitingu.
V pripade, ze Investigatorsky miting sa uskutocnil
este pred podpisom Zmluvy s U€astou Hlavného
skusajuceho (resp. dohodnutého Elena studijného
timu), Zmluvné strany zhodne konstatuju, Ze
ustanovenia Zmluvy sa vztahuju aj na pravne
vztahy slvisiace s Ucastou na takomto

Investigatorskom mitingu.

All provisions of the Agreement, including
namely those related to the obligation of
confidentiality, ownership rights, publications,
results of the activites and their use and
protection, intellectual and industrial property
rights, personal data protection pertain equally
to legal relations associated with the
participation at the Investigator Meeting. In case
the Investigator Meeting took place before the
Agreement was signed and the Principal
Investigator (or agreed member of the Clinical
Trial Team Members) attended the meeting, the
Contracting Parties jointly state that the
provisions of the Agreement also apply to the
legal relations associated with the participation
in such Investigator Meeting.

Zmluvné strany sa zavazuju, Ze ak budu odobrane
vzorky biologického materialu, tieto bude moZné
pouzivat vyluéne len pre Uéely Klinického skusania
alen podas vykondvania tohto Klinického
skusania.

The Contracting Parties undertake that if any

biological material will be taken off, they will be

used solely for the purposes of the Clinical Trial

$qdionly during the execution of this Clinical
rial.

Zmluvny Partner vystavené faktlry doruCuje na
adresu:

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

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

Novartis Slovakia, s.r.o., Zizkova 228, 811 02
Bratislava




Priloha €. 2
Informacia pre dotknutii osobu

Appendix No. 2
Information for the data subject

V zmysle ustanovenia ¢lanku 13 Nariadenia GDPR

Prevadzkovatel: Novartis Pharma AG, so
sidlom Lichtstrasse 35, Bazilej 4056, Svajtiarsko (dalej
len ,Prevadzkovatel™)

Zastupca Prevadzkovatela: Novartis Slovakia,
s.r.0., so sidlom Zizkova 22B, 811 02 Bratislava,
Slovenska republika, ICO: 36 723 304 (dalej len
,Zastupca")

Dotknuta osoba

Titul, meno priezvisko: Doc. MUDr. Peter Minarik,
PhD.

Pozicia: Hlavny skusajuci

(dalej len ,Dotknuta osoba")

Tato informacia je  adresovand  Hlavnému

Skusajucemu, Skusajucim a Clenom $tudijného timu a
dals§im zamestnancom Centra (napr. sestry, lekarnici,
technici), ktorych osobné udaje mézu byt spracuvané
pri vykonavani Klinického skusania: Randomizované
dvojito zaslepené multicentrické klinické skusanie
kontrolované placebom na vyhodnotenie uginku
inklisiranu na primarnu prevenciu zavaznych
neziaducich kardiovaskularnych  prihod u
vysokorizikovych pacientov (VICTORION-1
PREVENT)

Tato informacia je Vam poskytnuta na zabezpeCenie
transparentnosti v shvislosti so zbieranim, pouZitim
a spristupfiovanim Vasich osobnych udajov
Prevadzkovatelom pre Géely v stvislosti s vykonavanim
Klinického skusania, ktoré sa uskuto&niuje na Vasom
pracovisku.

Vase osobné udaje vrozsahu meno, priezvisko,
kontaktné informacie, pracovné skisenosti, odborna
kvalifikacia, publikacie, suhrny, dosiahnuté vzdelanie,
informéacie o vykone povolania budu spracuvané za
nasledovnymi GZelmi:

a) vykonavanie Klinického skU$ania, spracuvanie
a vyhodnocovanie vysledkov Klinického skisania;

b) kontrolu a overenie vedeckej integrity Klinického
skG$ania &tatnymi ariadiacimi  inStitaciami,
Prevadzkovatefom alebo Zastupcom, CRO (ak
existuje), monitorujucou osobou, ich zastupcami;

c) registracia vysledkov Klinického skusania, vratane
registracie skusaného lieku v réznych krajinach;

d) archivacia
predpismi;

po dobu stanovenu pravnymi

In accordance with the art. 13 of GDPR Regulation

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

Controller's representative: Novartis Slovakia,
s.r.0., with its seat at Zizkova 22B, 811 02 Bratislava,
Slovak republic, ID: 36 723 304 (herein after referred to
as "Representative”)

Data subject

Title, first name, last name: Doc. MUDr. Peter Minarik,
PhD.

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

This information is addressed to the Principal
Investigator, Investigators, Clinical Trial Team
Members, and other employees of the Institution (such
as nurses, pharmacists, technicians) whose personal
data may be processed in the course of the Clinical
Trial. A randomized, double-blind, placebo-
controlled multicenter study to evaluate the effect
of inclisiran on preventing major adverse
cardiovascular events in high-risk primary
prevention patients (VICTORION-1 PREVENT)

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

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

a) conduct of the Clinical Trial, processing and
evaluation of the results of the Clinical Trial;

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

c) registration of the results of the Clinical Trial,
including registration of the investigational product
in various countries;

d) archiving for the period prescribed by legal
regulations;

Priloha €. 2 - Informécia pre dotknutd osobu
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e) spinenie pravnych poZiadaviek alebo poZiadaviek
riadiacich in&titucif, uchovavanie v databaze
pracovisk, skusajucich a ostatnych zamestnancov
na pouzitie v buducich klinickych skuganiach:

f)  prenosu tychto udajov do krajin mimo uzemia
Slovenskej republiky, vyhodnocovania &innosti
pracovisk a skusajucich pri Klinickom skugani.

Vase osobné udaje budu spracuvané na zaklade
opravneného zaujmu Prevadzkovatela, ktorym je
zaujem Prevadzkovatela na riadnom priebehu
Klinického skusania, ktorého je zadavatelom. Vage
osobné udaje budu takisto spracuvané na plnenie
zakonnych povinnosti Prevadzkovatela ako zadavatela

Klinického sku3ania, ktoré mu Vvyplyvaju z osobitnych
pravnych predpisov.

V pripade, ak ste uzavreli/uzavriete so Zastu pcom
zmluvu o poskytovani odbornych/podpornych &innosti
alebo int obdobnu zmluvu v stvislosti s tymto Klinickym
skisanim, beriete na vedomie 3¢ Zadavatel a Zastupca
Spracuvaju/budu spracuvat Vase osobné Udaje aj za
ucelom pinenia tejto zmluvy, pricom takéto spracuvanie
je pre pinenie takejto zmluvy nevyhnutné.

VaSe osobné udaje mézu byt poskytnuté aj dalsim
subjektom, medzi ktoré patria spolo¢nosti patriace do
nadnarodnej skupiny Novartis, organizacie na klinicky
vyskum spolupracujice so skupinou Novartis, nasi
partneri alebo dodavatelia, nasi poskytovatelia IT
systémov, akykolvek subjekt, ktory by v buducnosti
nadobudol pravo suvisiace s Klinickym skusanim od
Prevadzkovatela, prislusna etickad komisia a narodné
alebo medzinarodné prislusné urady. V&etky tieto
osoby sU vSak povinné zachovavat dévernost a
bezpegnost Vasich osobnych udajov.

Vase Osobné udaje moéZzu byt prenesené do
Svajéiarska (ktoré zabezpeéuje v zmysle rozhodnutia
Komisie €. 200/518/ES primerani ochranu osobnych
udajov), do krajin Eurbépskeho hospodarskeho
priestoru, alebo do tretich krajin, ako su napr. Spojené
staty americké, ktoré nemusia zaruéovat' taka Grovef
ochrany Osobnych Udajov, aka je poskytovana v zmysle
Nariadenia GDPR. Prevadzkovatel véak zabezpeduje,
aby bola zachovana dévernost a bezpe&nost Vasich
osobnych udajov na rovnakej Urovni ako garantuje
Nariadenie GDPR.

V ramci poskytovania adajov v ramci skupiny Novartis
Prevadzkovatel prijal Zavazné podnikové pravidla, t. j.
systém principov, pravidiel a nastrojov, poskytovanych
vramci prava Eurépskej (nie, aby bol zabezpe&eny
dostatony level zabezpetenia prenosu osobnych
udajov mimo Eurépsky hospodarsky priestor
a Svajéiarsko. O tychto pravidlach sa mozete viacej

doCitat na stranke: www.novartis.com/privacy-policy.

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

fy transfer of such data to countries outside the
Slovak Republic, evaluation of activities of sites
and investigators during the Clinical Trial.

Your personal data shall be processed on the basis 9f
Controller's legitimate interest, which is the Qontrolle:ur s
interest on the proper conduct the Clinical Trial of which
the Controller is a sponsor. Your personal data shall
also be processed on the basis of the Contro_llgr‘s
compliance with legal duties as a sponsor of the Qllnlcal
Trial which are prescribed in the relevant legislation.

If you have entered or shall enter into a professional
service contract/contract for the provision of support
activities or 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 processing is necessary for the
performance of such contract

Your personal data can be transferred to the other
subjects including companies belonging to the Novartis
group, clinical research organizations cooperating with
Novartis group, our partners or providers, our IT
systems providers, any subject, which might receive any
right related to the Clinical Trial from the Controller,
relevant ethics committee and national or international
relevant authorities. All these subjects are obliged to

protect the confidentiality and security of your personal
data.

Your personal data may be transferred to Switzerland
(which, according to the Decision of the Committee No.:
200/5189/ES provides adequate protection of personal
data), to the member states of European Economic
Area or to the third countries, e.g. USA, which may not
quarantee such level of protection of personal data as
is quaranteed by the Regulation. The Controller shall
make sure to protect the confidentiality and security of
your personal data on the same level as of the
Regulation.

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

Osobné udaje budi Prevadzkovatelom spractivané po
dobu trvania tejto Zmluvy, ak osobitné pravne predpisy
neurcuju dihsiu lehotu.

Prosim berte na vedomie, 2e Zadavatel je povinny
uchovavat' dokumentaciu klinického skusania najmenej
25 rokov.

Ako Qotknuté osoba matevzmysle Nariadenia
nasledujuce prava, o ktorych ste boli riadne pougeny
a informovany:

pravo ziskat potvrdenie o tom, &i sa spraclvaju
Vase osobné udaje, apravo ziskat pristup
k takymto udajom vratane ur€enia ucelov
spracavania, kategorii osobnych (dajov,
identifikaciu oséb, ktorym boli alebo budu
osobné udaje poskytnute, predpokladant dobu
uchovavania osobnych Udajov, existencie
prava na opravu osobnych udajov alebo ich
vymazanie alebo obmedzenie spracuvania,
alebo prava namietat proti takémuto
spracUvaniu, prava podat staznost Uradu na
ochranu  osobnych  udajov, existencie
automatizovaného  rozhodovania  vratane
profilovania ohfadom osobnych (dajov.
Osobné adaje budl poskytnuté v strojovo
citatelnom formate. Toto potvrdenie bude
vydané bezplatne, aviak za kazdé dalSie kopie,
o ktoré poziadate Vam, mu méze byt uctovany
primerany poplatok zodpovedajuci nakladom
na vyhotovenie takéhoto potvrdenia. Mate
takisto pravo preniest tieto U(daje inému
subjektu, ktory bude Vase osobné Udaje dalej
spracovavat. Toto pravo sa véak nevztahuje na
spractivanie nevyhnutné na spinenie Ulohy
realizovanej vo verejnom zaujme a nesmie mat
nepriaznivé dosledky na prava a slobody inych,

- pravo na to, aby boli osobné udaje, ktoré su
spraclvané asu nespravne, bez zbytoného
odkladu opravené. Takisto mate pravo na
doplnenie nelplnych osobnych Udajov, ato
prostrednictvom  poskytnutia  dopinkového
vyhlasenia,

- pravo na vymazanie osobnych udajov, ak nie su
osobné udaje potrebné pre ucely, na ktoré sa
ziskavali alebo spracuvali, ak sa osobné udaje
spracuvali nezakonne, alebo ak osobné Udaje
musia byt vymazané vzmysle osobitnych
pravnych predpisov. Osobné (daje vsak
nemusia byt vymazané, ak je ich zachovanie
potrebné na uplatnenie prava na slobodu
prejavu a na informécie, na spinenie zakonnej
povinnosti podla osobitnych predpisov, na

Personal data shall be processed by the Controller
during the term of this Contract, unless specific
legislation does not provide a longer term.

Please note that the Controller is required to retain
clinical trial documentation for a minimum of 25 years.

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

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

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

- theright to erasure of personal data if such data
are no longer necessary in relation to the
purposes for which they were collected or
otherwise processed, the personal data have
been unlawfully processed, the personal data
have to be erased under specific legislation.
The personal data do not have to be erased if
its existence is necessary to for exercising the
right of freedom of expression and information,
for compliance with a legal obligation under
specific legislation, for performance of a task
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spinenie Ulohy realizovanej vo verejnom
zaujme, z dovodov verejného zaujmu v oblasti
verejného zdravia, na uclely archivacie vo
verejnom zaujme, alebo na ugely vedeckého
alebo historickeho vyskumu, & na &tatistické
ucely, a na preukazovanie, uplatiiovanie alebo
obhajovanie pravnych narokov,

pravo na obmedzenie spracuvania osobnych
Gdajov, ak ste napadli spravnost osobnych
udajov, ato pocfas obdobia umoziujiceho
overit spravnost osobnych udajov, spractvanie
osobnych Udajov je protizakonné a namietate
proti vymazaniu osobnych Udajov a Ziadate
namiesto toho obmedzenie ich pouzitia, ak uz
nie su osobné Udaje potrebné na Ugely
spracuvania, ale ich potrebujete na
preukazanie, uplatiovanie alebo obhajovanie
pravnych narokov,

- pravo podat staZnost proti spractvaniu
osobnych udajov dozornému orgénu, ktorym je
v Slovenskej republike Urad na ochranu
osobnych Udajov Slovenskej republiky, so
sidlom Hrani¢na 12, 820 07 Bratislava.

Berie na vedomie, Ze mate moznost kedykolvek
kontaktovat Oddelenie ochrany osobnych udajov na
adrese privacy.slovakia@novartis.com v pripade, Ze
budete mat akékolvek otazky tykajluce sa zbierania,
spracovania alebo pouzitia osobnych udajov ako je
uvedené vyssie.

carried out in the public interest, for reasons of
public interest in the area of public heglth' for
archiving purposes in the public interest,
scientific or historical research purposes or
statistical purposes, and for establishment,
exercise or defense of legal claims,

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

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

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

Svojim podpisom potvrdzujem prevzatie tejto Informacie pre dotknutu osobu. / | hereby confirm by my signature
that | have receipt this Information for the data subject.

Miesto / Place %W 4
Datum / Date df/éZ/ . 2 ?

i
k

B

-l_:)o{:. MUDr. Peter Minarik, PhD.
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Priloha & 3 - Prisludné protikorupéné | Appendix No. 3 — Applicable Anti-Corruption
pravidla Legislation
Indtiticia (Centrum), Hlavny skus$ajuci, ¢lenovia | The Institution (the Center), the Principal

skusdajuceho timu a kazda dalsia osoba, ktora sa
zutastiuje Klinického skusania (dalej ako
,Skusgajuce strany”) bude pocas celého
vykonavania Klinického skusania konat' v sulade
s Trestnym zakonom, zakonom ¢. 54/2019 Z. z.

oochrane oznamovatelov protispoloenskej
¢innosti aozmene adoplneni niektorych
zakonov, avSetkymi ostatnymi zavaznymi

predpismi o boji proti Uplatkarstvu a korupcii,
ktorymi su v Spojenom kralovstve Zakon
o uplatkarstve z roku 2010 a v Spojenych statoch
americkych Zakon o zahraniénych korupénych
praktikach zroku 1977 (spolu dalej ako
,Prislu§né protikorup&né pravidla")

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

Je na zodpovednosti Skuas$ajucich stran

zabezpetit aby boli oboznameni

s ustanoveniami  Prislusnych protikorup&nych

pravidiel a aby tieto dodrziavali. Bez ohladu na

vysSie uvedené nasledujuci text predstavuje

zhrnutie hlavnych zasad, ktoré su Skuasajluce

strany povinné dodrZiavat'.

(A) Skusajuce strany musia vzdy konat

bezuhonne, Gestne a dodrziavat'

najvyssie etické Standardy.

Skusajuce strany nesmu Ziadnej osobe

poskytnut, dat alebo pontkat Zziadnu

platbu, dar, ani iny benefit &i vyhodu za

ucelom:

(i) zabezpectenia akejkolvek
neopravnenej vyhody; alebo

(i) nabadania prijemcu alebo inegj
osoby, aby vykonala alebo
nevykonala ukony, ktoré
predstavuju porusenie  jej
povinnosti alebo zodpovednosti
(alebo za G¢elom odmerfiovania
takéhoto spravania).

(B)

Toto obmedzenie sa pouZije vidy aza
véetkych okolnosti. Pre vylucenie
akychkolvek pochybnosti sa uvadza, Ze
sa aplikuje na rokovanie s ,verejnymi
ginitelmi‘, ako aj na rokovanie sO
zamestnancami a zastupcami
sukromnych spolo¢nosti.

Rokovaniam s verejnymi CiniteImi sa
véak musi venovat osobitnd pozornost.
Skusajuce strany nesmu poskytovat,
davat alebo ponukat akékolvek platby,
dary alebo iné benefity alebo vyhody za
atelom ovplyvnenia konania alebo
rozhodovania verejného ¢initefa (alebo
podnecovania takéhoto ¢Einitefa aby
vyuzil svoj vplyv na ind osobu, subjekt
alebo statny orgén alebo aby ovplyvnil
akékofvek konanie alebo rozhodovanie

(©)

Itis the responsibility of the Trial Parties to ensure
that they are familiar with, and comply with, the
provisions of the Applicable Anti-Corruption
Legislation. Nevertheless, the following is
intended as a summary of the key principles
which the Trial Parties are obliged to follow.

The Trial Parties must at all times act with

integrity and honesty and comply with the

highest ethical standards.

The Trial Parties must not make, give, or

offer any payment, gift or other benefit or

advantage to any person for the

purposes of:

(i) securing
advantage; or

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

(A)

(B)

any improper

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

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

(C)
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(D) Pojem ,Verejny cinitel* zahtha kazdu | (D) The term "Public Official' includes any
osobu konajucu v mene ktoréhokolvek person acting on behalf of any
ministerstva, agentury alebo subjektu government department, agency or
Statnej spravy alebo ktoréhokolvek instrumentality or any state-owned or
statneho Statom kontrolovaného controlled enterprise. By way of
podniku. Napriklad to zahfia example, this includes health care
zdravotnickych pracovnikov professionals employed by a state- or
zamestnanych v Statom alebo local municipality-run hospital or clinic,
samospravou  vlastnenej nemocnici and representatives of public
alebo klinike a zastupcov verejnych international organizations.
medzinarodnych organizacil.

(E) Sku$ajuce strany nesmu poskytovat, | (E) The Trial Parties must not make, give or
davat alebo ponukat akékolvek platby, offer any payment, gift or other benefit or
dary alebo iné benefity alebo vyhody advantage to any person whilst knowing
Ziadnej osobe, ak vedia, alebo sa or suspecting that all or a portion of such
domnievaju, e vietky alebo ¢ast tychto money, gift, benefit or advantage will be
penazi, daru, benefitu alebo vyhody budu used, whether directly or indirectly, in
pouzité, ¢i uz priamo alebo nepriamo, na breach of (B) or (C) above.
ucely porusenia bodov (B) alebo (C)
uvedenych vyssie.

(F) Institucia bude viest' a udrziavat' zapisy, | (F) The Institution shall make and keep
zaznamy a Ucty, ktoré budu v primeranej books, records, and accounts, which, in
miere presne aspravodlivo odrazat reasonable detail, accurately and fairly
transakcie  adispozicie s majetkom reflect the transactions and dispositions
Institucie; of the assets of the Institution;

(G) Institicia navrhne abude udrziavat | (G) The Institution shall devise and maintain

takejto inej osoby, alebo

Statneho organu).

subjektu

systém vnutornych uctovnych kontrol,

ktoré budu poskytovat primerané zaruky,

Ze -

(i) transakcie sa  vykonavaju
v sulade so v8eobecnym alebo
konkrétnym povolenim vedenia;

(ii) transakcie su zaznamenavané

podla potreby necessary

()] aby bolo mozné zostavit (n to permit preparation of
uctovnu zavierku financial statements in
v stlade so vSeobecne conformity with
uznavanymi Gétovnymi generally accepted
zasadami alebo accounting principles or
akymikolvek inymi any other  criteria
kritériami, ktoré sa na applicable to such
tieto vykazy vztahuja, a statements, and

(1 na dodrziavanie {)) to maintain

uctovania aktiv;
(iii) pristup k aktivam je povoleny iba
v stlade so vSeobecnym alebo
osobitnym povolenim vedenia; a

(iv) zaznamenané U¢tovanie aktiv
bude porovnavané s existujicimi
aktivami v primeranych
intervaloch a podniknu sa
prisluéné kroky s ohfadom na

a system of internal accounting controls
sufficient to provide reasonable
assurances that —

(i) transactions are executed in
accordance with management’s
general or specific authorization;

(ii) transactions are recorded as

accountability for assets;

(iii) access to assets is permitted
only in accordance with
management's general or
specific authorization; and

(iv) the recorded accountability for
assets is compared with the
existing assets at reasonable
intervals and appropriate action
is taken with respect to any
differences.

akékolvek rozdiely.
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Priloha €. 4
Podmienky poskytnutia vybavenia

Appendix No. 4
Conditions for Equipment Provision

Pojmy pouZité v tejto prilohe & 4 zacinajuce
velkym zaciatonym pismenom maju rovnaky
vyznadm aky im je prisudzovany v tele Zmluvy,
pokial nie je v tejto prilohe &. 4 uréené inak.

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

1. Vybaveniena klinické skusanie (dalej len
.Vybavenie‘) oznatuje vietok material iny
ako Sku3any liek, zariadenia a pomocky
potrebné na vykonanie Klinického skusania,
ktoré bezplatne dodava alebo zabezpeluje
Novartis.

1. Equipment for the Clinical Trial (hereinafter
as the “Equipment’) means any material
other than Investigational medicinal
product, equipment and tools necessary for
the conduct of the Clinical Trial, which are
supplied or ensured by Novartis free of
charge.

2. Novartis mdze poskytnut Centru Vybavenie
potrebné k vykonaniu Klinického skusania
alebo suvisiaci s vykonavanim Klinického
skusania na zaklade svojho rozhodnutia za
Gtelom veéasnej ariadnej realizacie
klinického skusania. Aj v takomto pripade
vlastnikom poskytnutého Vybavenia vzdy
ostava Novartis resp. Zadavatel alebo ich
pridruzené osoby, podla toho, v koho
vlastnictve sa Vybavenie nachadza.
Vybavenie méZe byt pouZivané vylucne
Centrom, Hlavnym ska$ajucim a/alebo
schvalenymi Clenmi §tudijného timu. .

2. Novartis may provide the Center with the
Equipment necessary for the conduct of the
Clinical Trial or associated with the conduct
of the Clinical Trial at its own discretion in
order to ensure timely and proper conduct
of the Clinical Trial. Even then Novartis,
event. the Sponsor or their affiliated
persons, whoever disposes of the
Equipment, shall at all times remain the
owner of the Equipment so provided.
Equipment shall be used exclusively by the
Center, the Principal Investigator and/or the
designated Clinical Trial Team Members.

3. Vpripade poskytnutia Vybavenia podfa
bodu 2., Centrum je opravnené Vybavenie
uzivat riadne v sulade s ucelom, na ktory
obvykle sluzi, pre potreby organizatneého
atvaru (centra) vykonavajuceho klinicke
skusanie podra Zmluvy, zabezpecit riadnu
starostlivost podla navodu na pouzivanie a
predpisov  vyrobcov, chranit  pred
akymkolvek poskodenim, stratou,
odcudzenim alebo zni¢enim. Centrum
zodpovedd za podkodenie Vybavenia
spbsobené porudenim pravnych povinnosti
Centra, najma vzniknuté neodbornym
a neSetrnym zaobchadzanim
s vypozi¢anym Vybavenimalebo v rozpore
s navodom na pouzivanie alebo predpismi
vyrobcov, ako a za stratu, zni¢enie Ci
odcudzenie  zapoziéaného Vybavenia.
Centrum nezodpoveda za vady
aposkodenia  vzniknuté  prirodzenym
starnutim  a opotrebovanim  Vybavenia
alebo viastnou vnatornou chybou
Vybavenia. Zmluvné strany sa dohodli, Ze
Novartis (i) nie je povinny poistit Vybavenie
proti akejkolvek &kode spbsobenej na
Vybaveni a/alebo Vybavenim a (ii) nie je
povinny uskuto&fiovat Gdrzbu Vybavenia
potas Klinického skugania. Zmluvni partneri

3. Incase the Equipment is provided pursuant
to para. 2. hereof, the Center is entitled to
use the Equipment in a proper manner and
in accordance with the purpose, for which it
usually serves, for the needs of the
organisational body (centre) conducting the
Clinical Trial under the Agreement, to
ensure proper care according to the
instructions for use and manufacturer's
specifications and to protect it from any
damage, loss, theft or destruction. The
Center shall be responsible for any damage
to the Equipment caused by violation of the
legal obligations of the Center, mainly by
improper and careless handling of the
borrowed Equipment or contrary to the
instructions for use or specifications of the
manufacturer, as well as for the loss,
destruction or theft of the borrowed
Equipment. The Center shall not be
responsible for defects and damages due to
natural aging and common wear and tear of
the Equipment or inherent internal defect in
the Equipment. Novartis shall be not
responsible to (i) insure the Equipment
against any damages caused to or by the
Equipment, and (ii) do the maintenance of
the Equipment during the term of the Clinical
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sU povinni bezodkladne informovat Novartis
0 akychkolvek poruchach Vybavenla,. ktore
vznikni po¢as doby Klinického skidania
Novartis  nenesie zodpovednost  za
akekolvek $kody, ktoré by mohli vzniknat
Centru v suvislosti s rozhodnutim Centra
Vv pripade pouzitia Vybavenia V rozpore
sO Zmluvou, snavodom na pouzivanie
alebo predpismi vyrobcoy. Pokial nie je
zmluvnymi stranami vyslovne dohodnuté
inak, poskytnutie Vybaveniau Novartisom
podla Zmluvy je bezodplatné. Novartis
zodpoveda za Skodu, ktora bude Centru
Spdsobend  vadou alebo  chybnym
fungovanim Vybavenia, Vv pripade, ak
Centrum postupovalo  pri pouzivani
Vybavenia v silade $ navodom alebo
poutenim Novartisu. V pripade, ak je to
poZadované prislusnymi pravnymi
predpismi, je poistenie Vybavenia povinny
Zabezpedit Novartis. V pripade, ak je
K pouzitiu  Vybaveniana Gcely Kilinického
skusania nevyhnutne potrebné aj vyuzitie
prislusenstva alebo iného  spotrebného

Vybavenia, tento zabezpeti pre Centrum
Novartis bezodplatne.

Trial. During the term of the Clinical Trial,
the  Contracting Partngrs shall' _be
responsible  for immegima?ely nqtlfymg
Novartis of any malfunctlon_ln_g Equipment
Novartis has no responsibility for any
damages that might be incurred to the
Center in connection with decision of the
Center with regard to the use of the
Equipment contrary to the Agreement,
instructions for use or manufacturer's
specifications. Unless otherwise express@y
agreed by the contractual parties, Novartis
shall provide the Equipment u_nder the
Agreement free of charge. No_vartl_s shall be
liable for any damage that will arise to the
Center as a consequence of the defec_:t or
faulty functioning of the Equipmeny prowdgd
that the Center used the Equipment in
accordance with the manual for the use
thereof or the instructions of Novartis. In
case it is required by applicable laws,
Novartis is obligated to ensure the
insurance of the Equipment. If, for proper
use of the Equipment for the purposes of the
Clinical Trial, the use of the accessories or
consumption Equipment is necessary,
Novartis shall ensure for the Center such

Odovzdanie Vybavenia G
2. potvrdi Novartis a
podpisaného
aprevzati veci,
aspon druh a mn
a podpisy

entru podla bodu
Centrum vo forme
Protokolu 0 odovzdani
ktory bude obsahovat
0Zstvo Vybavenia, datum

odovzdavajliceho
a preberajiceho; Novartis aCentrum sa
dohodli, 2e nga podpis  Protokolu
© odovzdani a prevzati veci podia tejto vety
sU oprévneni vich mene aj ich veduci
zamestnanci,  ktori  budg povereni
vykonévanim Gloh sUvisiacich s Klinickym
sku$anim, pricom za Centrum moze
podpisovat aj Hlavny skusajici aza

Novartis ureny  monitor Klinického
ski$ania, Vpripade, 3e Protokol
O odovzdani  a prevzat| veci  bude
obsahovat s ohfadom na  podmienky
upravene v Zmluve aj dodatogné
podmienky alebo prehlasenia tykajuce sa
poskytnutia konkrétneho Vybavenia,

Novartis aj Centrym suhlasia, Ze takéto
podmienky sa budy pov

. azovat za platne
dohodnuté 8] vpripade, 3e Protokol
o} odovzd_anl apr i

Podmienk

Equipment and accessories free of charge.

Hand-over of the Equipment to the Centerin
accordance with para. 2. hereof shall be
confirmed by Novartis and the Center in the
formof a signed Handover Certificate, which
shall include at least the type and quantity
of the Equipment, the date and signatures
of the transferor and the recipient; Novartis
and the Center hereby agreed that, on their
behalf, also their managers in charge of

performing the duties related to the Clinical
Trial are entitled to s;j

Certificate, Whereby for
Principal Investigator is
for Novartis, also the a
the Clinical Trial is enti
the Handover Certifi
regard to condition
Agreement, also any
Or representations re|

the Center, also the
entitled to sign, and
Ppointed monitor of
tied to sign. In case
cate includes, with
S stipulated in the
additional conditions
ated to provision of a
certain Equipment, Novartis and the Center
agree, that such conditions shall be
considered as validly agreed even where
the Handover Certificate is signed on their
behalf by any of the authorised persons
according to the first sentence of this para.
The documentation submitted together with
the Equipment shall constitute instructions
for use in the Slovak or Czech language or
other_manufacturer's specifications for _its

Y poskytnutia vybavenia
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v slovenskom alebo ¢&eskom jazyku,
pripadne iné predpisy vyrobcu na jeho
uZivanie, udrzbu a servis, ktorymi je
Centrum povinné sa riadit, av pripade
zdravotechniky aj vyhlasenie o zhode alebo
certifikat s registratnym  &islom  SUKL.
V pripade zdravotechniky, ktorej uzivanie
nie je bezné na zaklade navodu na uzivanie,
Novartis bezodplatne vykona zaskolenie
pracovnikov Centra, o om bude spisany
Protokol o zagkoleni, ktory bude obsahovat
aspon Specifikaciu odovzdaného
Vybaveniau a identifikaciu zaskolenych
0sdb, datum apodpisy za Novartis,
Centrum a zaskolenych oséb. Centrum je
povinné zabezpetit potrebnu sug¢innost’
k odovzdaniu a zaskoleniu. Centrum je
povinné zabezpeCit oznadenie Vybavenia
ako veci, ktora vlastnicky patri Novartisu.
Poskytnutie Vybavenia podfa Zmluvy zo
strany Novartisu nie je podnecovanim pre
odporucanie, predpisovanie, kapu,
dod4vanie, predaj alebo podavanie liekov
a poskytnutie Vybavenia nie je podmienené
predpisanim Ci uzivanim akéhokolvek lieku
&i akymkolvek inym pinenim alebo konanim
zo strany Centra alebo Hlavného

use, maintenance and service, which the
Center is obliged to follow, and in case of
sanitary technology also Declaration of
Conformity or certificate with registration
number of SIDC. For sanitary technology,
whose use is not common on the basis of
the instructions for use, Novartis shall carry
out a training course for the Center's
employees free of charge, what shall be
confirmed by a Protocol on the Training,
including at least the specification of the
Equipment  handed-over and the
identification of trained persons, dates and
signatures for Novartis, Center and the
trained persons. The Center is obliged to
provide necessary cooperation in the hand-
over and training. The Center is obliged to
ensure the labelling of the Equipment as
Novartis© ownership. Provision of the
Equipment under this Agreement Dby
Novartis does not represent any instigation
to recommend, prescribe, purchase, supply,
sale or administrate the medicinal products,
and provision of the Equipment is not
conditioned by prescription or usé of any
medicinal  product ~or any other
consideration or conduct of the Center or

the Principal Investigator.

skusajuceho.

5. Centrum a Hlavny skusajici nepouziju
Medicinske produkty, Vybaveniel,
Dokumentaciu $tudie (ako je definovana
nizsie) a Suvisiacu dokumentaciu na ziadny
okrem vykonavania Klinického

iny ucel

skugania vsulade s Protokolom a bez
predchédzajﬂceho pisomného  suhlasu
Novartisu neda Medicinske produkty,
Vybavenie. Dokumentaciu studie
a Suvisiacu dokumentéaciu k dispozicii

ziadnej tretej strane okrem tych, ktoré su

The Center and the Principal Investigator
shall not use any Medicinal Products,
Equipment, Trial Documentation (as defined
below) and Related Documentation for any
purpose other than the conduct of the
Clinical Trial in accordance with the Protocol
and shall not make the Medicinal Products,
Equipment, Trial Documentation ~and
Related Documentation available to any
third party except those stated in the
Protocol or this Agreement, without the prior
written consent of Novartis.

uvedené v Protokole alebo tejto Zmiuve.

6. V pripade poskytnutia Vybavenia podla
bodu 2. je tento poskytnuty maximalne na
dobu trvania Klinického skugania. Ak bude
mat Novartis odévodnenu pochybnost, ze
Vybavenie poskytnute podla bodu 2. Ci
akakolvek jeho ¢&ast boli pouzité na iné
ucely, neZ tie, ktoré su uvedené v Zmluve,
je opravneny poziadat Centrum o spravu a
dokazy o pouziti Vybavenia. V pripade, Ze
Centrum nepreukaze Novartisu
pozadované skutonosti do 10 dnl po
obdrzani takejto vyzvy, ma sa za to, ze
Vybavenie bolo pouZité v rozpore SO
Zmiuvou. Centrum je povinné Vybavenie
poskytnuté podla bodu 2. vrétit, ak ho

L nepouziva riadne alebo ho uziva v rozpore

in case the Equipment is provided
according to para. 2. hereof, it shall be
provided for the period of the Clinical Trial at
the most. If Novartis reasonably suspects
that the Equipment provided in accordance
with para. 2. hereof or any part of it was
used for purposes other than those stated in
this Agreement, it is entitled to ask the
Center to submit a report and evidence
regarding the use of the Equipment. If the
Center fails to do so within 10 days after
receipt of such request, it shall be deemed
that the Equipment was used contrary to the
Agreement. The Center is obliged to return
the Equipment provided pursuant to para.
2., if not used properly or used contrary to
the Agreement or purpose and conditions |

so_Zmluvou alebo v _rozpore s Uéelom
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a podmienkami dohodnutymi v Zmluve,
alebo ak oto Novartis poZiada, alebo
v pripade ukon&enia Klinického skusania, to
vietko v lehote 20 dni. Centrum sa zavazuje
Vybavenie vratit Novartisu v rovnakom
stave, kvalite a v rovnakom zloZeni ako ho
prevzal, s prihliadnutim na  obvyklé
opotrebenie. Ak sa tak nestane, Novartis je
opravneny vyuctovat Centru a Centrum je
povinné nahradit’ Novartisu cenu a néklady
na poskytnuty Vybavenia podla bodu 2.
nevrateného vV uvedenej lehote
s prihliadnutim na jeho obvyklé opotrebenie
v pripadoch, kedy bol Vybavenie pouzité na
Klinické skusanie. Tym nebude dotknuta
akakolvek ina pravna zodpovednost Centra
za neopravnené nakladanie s Vybavenim
a sposobenu skodu.

herein agreed, or if so requested by
Novartis, or in the case of completion of the
Clinical Trial. within 20 days. The Center
undertakes to return the Equipment to
Novartis in the same condition, quality and
composition as when taken over, taking into
account regular wear and tear. If this is not
the case, Novartis shall be entitled to charge
the Center and the Center shall be obliged
to pay to Novartis the price and costs of the
Equipment provided pursuant to para. 2.
hereof which was not returned within the
given period, taking into account regular
wear and tear related to the use of the
Equipment for the Clinical Trial. This is
without prejudice to any other legal
responsibility of the Center for any
unauthorised handling of the Equipment
and for any caused damage.
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Priloha &. 5 — Pravidla pre finanénu nahradu
nakladov subjektov skisania

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

Pojmy pouzité v tejto prilohe ¢. 5 zacinajuce
velkym zaciatonym pismenom maju rovnaky
vyzndm aky im je prisudzovany v tele Zmluvy,
pokial nie je v tejto prilohe ¢. 5 uréené inak.

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

Pri realizacii Klinického sku8ania Novartis
poskytuje subjektom ski$ania za vykonané
navstevy v ramci Klinického skusania prispevok
na nahradu cestovnych nakladov spdsobom
av rozsahu schvalenom regulacnymi
a kontrolnymi organmi a Protokolom.

Centrum sa zavazuje poskytnut' administrativnu
¢innost' suvisiacu s vyplatenim a spracovanim
cestovnych vydavkov pre subjekty skisania
zaradené do Klinického skusania ato tak, Ze
bude zabezpecovat vyplatu prispevku
subjektom sku3ania na nahradu ich cestovnych
nakladov za ucelom ucasti na Protokolom
$pecifikovanych navstevach v ramci Klinického
sku$ania, ato v pausalnej vyske 50 eur / 1
navsteva (za kazdu prezenénu navitevu od SCR
navstevy okrem navstevy & SFU vratane
neplénovanych navstev centra suvisiacich
s klinickym sku$anim) / 1 Uéastnik za kazdu
takuto navstevu. Centrum vyplati v mene
Novartisu kazdému zaradenému subjektu
skusania uvedent sumu za kazdu uskutoénenu
navstevu v sulade s Protokolom, a to priebezne
pocas jednotlivych navstev, minimalne spatne za
uplynuly polrok, najneskér véak do 30 dni od
ukon&enia UCasti subjektu skusania v Klinickom
skusani.

Novartis sa zavazuje poskytnut Centru financneé
prostriedky potrebné pre riadne vyplacanie
cestovnych nahrad subjektom skusania a to tak,
ze Novartis vyplati Centru uvedenu Ciastku za
kazdu subjektom skusania riadne absolvovanu
navétevu predpisanu Protokolom. Tato Ciastka
bude vyplatenda na Gcet Centra na zaklade
Ziadosti spésobom a za podmienok stanovenych
pre vyplacanie platby podla &lanku 4 Zmluvy,
prilohy &. 1 a tejto prilohy.

Centrum zaznamendva vyplatenie prispevku na
nahradu cestovnych nakladov subjektom
skugania zaradenym do Klinického sku$ania
v Potvrdeni o vyplateni prispevku na nahradu
cestovnych nékladov podpisanom subjektom
skusania.

Centrum umozni Novartisu kontrolu plnenia
povinnosti Centra zabezpetovat vyplacanie
prispevku na nahradu cestovnych nakladov
subjektom skdsania, a to najma nahliadnutim do

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

The Center undertakes to carry out administrative
activities associated with the payment and
processing of travel costs for the trial subjects
included in the Clinical Trial, namely it shall pay
the contribution for reimbursement of travel costs
incurred to trial subjects in order to complete
protocol-specified visits in the Clinical Trial, at a
flat rate of EUR 50 /1 visit (for each onsite visit
from SCR visit except visit No. SFU including
Unscheduled Site Visits related to clinical trial) / 1
Participant for each of such visit. The Center
shall pay on behalf of Novartis the respective sum
to each included trial subject for each visit
completed pursuant to the Protocol, continuously
during individual visits, at least retrospectively for
the previous half year, however, at the latest
within 30 days after termination of the trial
subject's participation in the Clinical Trial.

Novartis undertakes to provide the Center with
funds necessary for due payment of travel
reimbursements to trial subjects, namely Novartis
shall pay the respective amount for each duly
completed trial subject visit prescribed in the
Protocol to the Center. This amount shall be paid
to the account of the Center based on a request
in a manner and under conditions as set out for
the payments according to Article 4 of the
Agreement, Appendix 1 and this Appendix.

The Center shall record payments of
contributions for reimbursement of travel costs to
trial subjects included in the Clinical Trial in a
certificate of payment of contribution for
reimbursement of travel costs which is signed by
the trial subject.

The Center shall allow Novartis to inspect
whether the Center meets its obligation to pay the
contribution for reimbursement of travel costs to
trial subjects, in particular by viewing the

vyuctovanie vyplatenych platieb na cestovné
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Priloha €. 6

Appendix No. 6

Nazov skusaného produktu/lieku:
INCLISIRAN

Name of the investigational product/medication:
INCLISIRAN

Referenéné ¢&islo: KJX839

Reference number: KJX839

Kéd klinického skusania:
CKJX839D12302

Clinical trial code:
CKJX839D12302

Nazov/Popis klinického skusania:
Randomizované dvojito zaslepené multicentricke
klinické skisanie kontrolované placebom na
vyhodnotenie u€inku inklisiranu na primarnu
prevenciu zavaznych neziaducich
kardiovaskularnych prihod u vysokorizikovych
pacientov (VICTORION-1 PREVENT)

Title/Description of the clinical trial:

A randomized, double-blind, placebo-controlled
multicenter study to evaluate the effect of inclisiran
on preventing major adverse cardiovascular
events in high-risk primary prevention patients
(VICTORION-1 PREVENT)

Déatum finalnej verzie Protokolu:
12.12.2022

Date of final version of the Protocol:
12.12.2022

Hlavny Skusajuci: Doc. MUDr. Peter Minarik,
PhD.

The Principal Investigator: Doc. MUDr. Peter
Minarik, PhD.

Centrum:
Fakultna nemocnica Nitra
Interna klinika, Interna ambulancia

Centre:
Fakultna nemocnica Nitra
Interna klinika, Interna ambulancia

Spitalska 6 Spitalska 6
950 01 Nitra 950 01 Nitra
Mobil: +421 907 705 249 Mobile: +421 907 705 249

Riaditel Institucie:
Mar. Michal Fajin, MBA, LL.M, MPH, riaditel
Telefon: +421 37 6545 289

Director of the Institution:
Mgr. Michal Fajin, MBA, LL.M, MPH, director
Phone: +421 37 6545 289

Cislo centra: 3321

Centre number: 3321

Planovany poéet zaradenych pacientov: 12

Planned number of enrolled patients: 12

Adresa:

Novartis Slovakia s.r.0.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 5886

Address:

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

Fax: 02/5556 5886

asovy rozvrh Klinického skisania:
04.09.2023 - 30.07.2029

Clinical Trial schedule:
04.09.2023 - 30.07.2029

Zatiatok zaradovania U&astnikov:
04.09.2023

Commencement of Participants enrolment;
04.09.2023

Ukonéenie zaradovania subjektov skisania
/randomizécie: 31.03.2025

End of patient enrolment of trial
subjects/randomization: 31.03.2025

Zatiatok kompetitivneho zaradovania subjektov
skusania
04.09.2023

Commencement of competitive trial subjects’
enrolment:
04.09.2023

Ukonéenie Klinického ski$ania najneskor:
30.07.2029

End of the Clinical Trial at the latest on:
30.07.2029
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Priloha €. 7
Formular zverejnenia osobnych tdajov Hlavného

skusajuceho

v zmysle ustanovenia ¢lanku 6 ods. 1 pism. a), ¢lanku
7 a nasl. Nariadenia Europskeho parlamentu a rady
(EU) 2016/679 z 27.aprila 2016 o ochrane fyzickych
osdb pri spracivani osobnych Udajov a o vofnom
pohybe takychto udajov, ktorym sa zruuje smernica
95/46/ES (v8eobecné nariadenie o ochrane udajov)
(dalej len ,Nariadenie")

Appendix No. 7

Principal Investigator's Personal Data Disclosure
Form

according to provision of art. 6 para. 1 letter a), art. 7
and et. of Regulation of the European parliament and of
the council on the protection of natural persons with
regard to the processing of personal data and on the
free movement of such data, and repealing Directive
95/46EC (General Data Protection Regulation)
(hereinafter as the “Regulation”)

Beriete na vedomie, 2e Novartis méze mat v imysle
spracuvat Vase osobné udaje pre administrativne
a komeréné udely, napriklad v databaze na ucely
organizovania buducich klinickych skusani. Beriete na
vedomie a suhlasite, Ze Vase osobné udaje mdzu byt
za tymito G&elmi, ak to bude potrebné, poskytnuté tretim
stranam, vratane inych spolonosti vo vztahu
k Novartisu aich poradcom a externym
poskytovatelom, ako aj prislusnym GUradom a dafiovym
uradom, ak je to pozadované prislusnymi predpismi
alebo prislusnymi burzovymi pravidlami.

You understand that Novartis may wish to process your
personal data for administrative and commercial
purposes for example in a database to be used for the
organization of future clinical trials. You further
understand and agree that your personal data may if
necessary for these purposes, be transferred to third
parties, including other companies related to Novartis
and their advisors and this party service providers, as
well as to regulatory authorities and tax authorities, as
required by applicable law or relevant stock exchange
rules.

Novartis Vas chce poziadat o suhlas so zaradenim
niektorych prvkov Vasich osobnych udajov do databazy
s nazvom GrantPlan vedenej tretou stranou. Zamerom
databazy GrantPlan, ktoru vedie azadavatelom
farmaceutického vyskumu poskytuje spolo¢nost
s nazvom uviest nazov spolo&nosti., ktoré je zalozena
a existuje podla prava uviest $tat podfa prava ktorého
je zaloZzend, napr. Delaware a pod., so sidlom v uviest
adresu sidla,Spojené $taty americke (dalej len , TTCY),
je poméct zadavatefom vyskumu v transparentnosti
tykajucej sa nakladov na klinicke skusanie. Databaza sa
pouziva ako pomoc pre odhad nakladov na Klinicke
skusanie $pecifickych pre urCitd krajinu a poskytnat
informacie  benchmarkingu s ciefom  dosiahnut
transparentnost a poctivost v stanoveni nakladov na
uskuto&nenie klinického skusania.

Novartis would like to ask you for consent to the
inclusion of certain elements of your personal data to a
database named GrantPlan, maintained by a third party.
The aim of GrantPlan database, which is led by and to
the sponsors of pharmaceutical research provided by a
company named fill in the name of the company, which
is established and operates under the laws of, fill in the
state, under the laws of which is the company
established, e.g. Delaware or so, with its registered seat
at fill in the address of the registered seat, the United
States of America (hereinafter referred to as “TTC’), is
to assist the research sponsors in the transparency of
the costs of clinical trials. The database is used to help
estimate the cost of clinical trials specific to a particular
country and to provide benchmarking information to
achieve transparency and fairness in assessing the cost
of carrying out the clinical trial.

Informacie sa zapisuju do databéazy tak, Ze nikto okrem
pracovnikov TTC neméze vidiet Vase meno alebo
spojit Vase miesto uskutoCiiovania klinického skusania
s konkrétnym klinickym skusanim alebo spolo&nostou
zadavatela.

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

So zretefom na uvedené tymto udefujete spolo¢nosti
TTC ako prevadzkovatefovi suhlas so spracovanim
Vasich osobnych Gdajov v rozsahu Vasho mena,

kontaktnych  informacii  miesta uskutoéiiovania
Klinického skugania, nazvu Klinického skusania,
zadavatela, kopie zmluvy o klinickom skusani

a nakladov a honorarov tykajucich sa uchovania Vasho
miesta uskuto&fiovania Klinického skudania spravcovi
tejto databazy od tretej strany. Vase osobné Udaje sa
buda  spracavat za  horeuvedenym ucelom
v informaénom systéme - databaze GrantPlan —a to po
dobu piatich rokov. Svoj suhlas udelujete vo vztahu
k véetkym spracovatelskym operaciam 8 osobnymi

With regard to the mentioned hereof, you hereby grant
a consent to the company TTC being the data controller,
to process your personal data to the extent of your
name, contact information of place where is the clinical
trial conducted, the name of clinical trial, sponsor, a
copy of the clinical trial agreement and expenses and
fees related to the preservation of your place for
conducting clinical trial to manager of the database from
a third party. Your personal data will be processed for
the above mentioned purpose within the information
system - GrantPlan database - and thatfora time~penod
of five years. You grant your consent in relation to all
personal data processing operations, except for their
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udajmi, okrem ich zverejnenia: a to vratane !ch _prenosq
do tretich krajin, ktoré nemusia zarutovat primerant

uroven ochrany osobnych udajov, vratane Spojenych
Statov americkych.

i i ir transfer to thirg
isclosure; and that including tr!elr
g:::st,?ntries that do not have to provide the same level of
personal data protection, including the United States of
America.

Vy38ie uvedenu prenosnost oso

bnych udajov do tretich
krajin tymto beriete na vedomie a podpisanim tohto

suhlasu davate Svoj osobitny suhlas na prenos
osobnych  udajov  do tychto  tretich  krajin.
Prevadzkovatel v§ak zabezpetuje, aby bola zachovana
dévernost vsetkych ziskanych osobnych Udajov na
rovnakej arovni ako garantuje Nariadenie.

"Osobné udaje budy do

rd to the abovementioned portability of ‘the
:ﬁ:go:ﬁl’%eia to the third countries, you h‘ere_byr take mtp
account given information, and by signing off thlsf
consent you grant your special consent to trgns e{_ ho
your personal data to such third coun'gngs. B
controller however guarantees that the confidiality of the
obtained personal data shall be ma!ntamed on the same
level as maintained by the Regulation.

uvedeného informagného
systému GrantPlan poskytnuté spolo&nostoy Novartis

Slovakia s.ro. so sidiom Zizkova 22B, 811 02
Bratislava, 1CO: 36 723 304, zapisana v Obchodnom
registri Okresného sudu Bratislava |, oddiel: Sro, vlozka
¢ 44016/B. Tymto udelujete spolo€nosti Novartis
Slovakia sro. sthlas s poskytnutim Vasich
horeuvedenych udajov spolognosti TTC za ucelom ich

spracivania spolo¢nostou TTC V rozsahu
horeuvedeného suhlasu.

Personal data will be provided to the mentlone_d
GrantPlan information system by the company Novartis
Slovakia s.r.0., with its registered seat at Zizkova 22B,
811 02 Bratislava, Identification Number: 3_6 7_23 304,
registered with the Commercial Registry of District Court
Bratislava |1, Section: Sro, Insertion No. 44016:’3.
Hereby you grant consent to the company Novartis
Slovakia s.r.o. to provide your above mentioned d‘ata to
the company TTC for the purpose of their processing by

the company TTC to the extent of the above mentioned
consent,

pre Novartis v inych krajinach
rické, ako su krajiny v Eurépe,
beriete na vedomie, ze Spojené &taty americke
neposkytuju rovnaky Groves ochrany, ako sa poskytuje
v Europe..

Udelenie tohto sghlasy je dobrovolné a neziadaju Vas
0 udelenie suhlasu na toto zverejnenie preto, aby ste

pokragovali v Klinickom skusani. Ale ked suhlas date,
pomézete  zhromazdit informacie o primeranych
nakladoch v klinickych s

kuSaniach. Tento sthlas
moZete kedykolvek odvolat

When you are conductin

g the research for Novartis in
he United States, such as
U acknowledge that the United
he same level of protection as is

other countries than t
countries in Europe, yo
States do not provide tl
granted in Europe.

The granting of this consent is voluntary and they are

not asking you to consent to such disclosure, therefore,
to continue the clinical trial. But if i

Ako dotknutd osoba mate vzmysle Nariadenia
nasledujlce prava, o

ktorych ste boli riadne pouceny/a
a informovany/a

- pravo ziskat potvrdenie o tom, é&i
Vase osobné Udaje, a
k takymto udajom vra
Spracuvania,  kategorii
identifikaciu 0sbb, ktorym bo!
Udaje poskytnuté

Sa spraclvaju
pravo ziskat pristup
tane urCenia Gkeloy
osobnych  udajoy,
li alebo budu osobné
+  predpokladanid  doby

udajov, existencie prava
ajov alebo ich vymazanie
alebo obmedzenie Spracuvania, alebo prava
namietat proti takémuto Spractvaniu, prava
podat staznost Uradu na ochranu osobnych
Udajov, existencie automatizovaného

rozhodovania vratane profilovania ohfadom

Na opravu osobnych (id

képie, o ktoré poZiadate, V4

) ‘ M mbzZe byt uétovany
primerany poplatok zod@vedaiaci nakladom na
Priloha & 7 —

- YOU can withdraw this consent at
any time.

You, as a data subject, have the following rights under
the Regulation, of w

hich you have been properly
instructed and informeq:

- the right to obtain the confirmation as to whether
ornot the personal dat i

Processing, the ca
concerned, identifi
the personal data
the envisaged per
will be stored, the
rectification or

tegories of personal data
cation of the persons to whom
have been or will be disclosed,
iod for which the personal data
existence of the right to request
erasure of personal data or
restriction of processing of personal data or to
object to such processing, the right to lodge a
complaint with the Office for personal data
protection, the existence of automated dwstjlot:;
making, including profiling. Personal data sh; s

Provided in a machine-readable formfat.ha 2

confirmation shall be provided free o e x

however, for each additional copy requested,

_ Formular zverejnenia 0sobnych (daj
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vyhotovenie takéhoto potvrdenia. Takisto mate
pravo preniest tieto tudaje inému subjektu, ktory
bude Vase osobné udaje dalej spracovavat. Toto
pravo sa v8ak nevztahuje na spracuvanie
nevyhnutné na spinenie ulohy realizovanej vo
verejnom zaujme anesmie mat nepriaznive
doésledky na prava a slobody inych,
pravo na to, aby boli osobné udaje, ktoré su
spractivané asu nespravne, bez zbytotného
odkladu opravené. Takisto mate pravo na
doplnenie neuplnych osobnych udajov, ato
prostrednictvom poskytnutia  doplnkového
vyhlasenia,

. pravo na vymazanie osobnych udajov, ak nie su
osobné udaje potrebné pre ucely, na ktoré sa
ziskavali alebo spracuvali, ak sa osobné udaje
spracuvali nezakonne, alebo ak osobné udaje
musia byt vymazané vzmysle osobitnych
pravnych predpisov. Osobné udaje vsak nemusia
byt vymazané, ak je ich zachovanie potrebné na
uplatnenie préava na slobodu prejavu ana
informacie, na spinenie zakonnej povinnosti
podlfa osobitnych predpisov, na spinenie dlohy
realizovanej vo verejnom zaujme, z dévodov
verejného zaujmu v oblasti verejného zdravia, na
udely archivacie vo verejnom zaujme, alebo na
u&ely vedeckého alebo historického vyskumu, i
na Statistické ucely, ana preukazovanie,
uplatfiovanie alebo obhajovanie pravnych
narokov,

- pravo na obmedzenie spraclivania osobnych
udajov, ak ste napadli spravnost osobnych
udajov, a to potas obdobia umozdujliceho overit
spravnost  osobnych  Udajov, spractvanie
osobnych udajov je protizékonné a namietate
proti vymazaniu osobnych udajov a Ziadate
namiesto toho obmedzenie ich pouZitia, ak uz nie
sti osobné udaje potrebné na ucely spractvania,
ale ich potrebujete na preukazanie, uplatiiovanie
alebo obhajovanie pravnych narokov,

- pravo podat staZnost proti  spractvaniu
osobnych Udajov dozornému organu, ktorym je
v Slovenskej republike Urad na ochranu
osobnych tdajov Slovenskej republiky, so sidlom
Hraniéna 12, 820 07 Bratislava.

reasonable fee can be charged taking into
account the administrative costs of providing of
such confirmation. You have also right to transmit
those data to another subject for further
processing. Such right shall not apply to
processing necessary for the performance of a
task carried out in the public interest and must not
affect the rights and freedoms of others,

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

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

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

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

o Ano, Tymto sdhlasim, Ze spolonost’ Novartis
méze pouzit moje osobné Gdaje za administrativnymi
a komer&nymi G&elmi, ako je uvedené vyssie.

o Nie, nesthlasim aby spoloénost Novartis mohla
pouzit moje osobné udaje za administrativnymi
a komerénymi G&elmi, ako je uvedené vyssie

a) Ano, Tymto shlasim, Ze spolo&nost Novartis
mobZe zverejnit moje osobné Udaje v sUvislosti
s databazou GrantPlant.

o Yes, | hereby agree that Novartis may use my
personal data for the administrative and commercial
purposes described above.

o No, | do not agree that Novartis may use my
personal data for the administrative and commercial
purposes described above

o Yes, | hereby agree that Novartis may disclose
my personal data in connection with the GrantPlant

database.
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0 Nie, nesuhlasim so zverejnenim mojich | o No, | do not agree with the publication of my
osobnych Udajov v suvislosti s databazou GrantPlant. | personal data in connection with the GrantPlant
database.

Miesto / Place MK/
Datum / Date 7% ﬁ//w ¢

chpm investigator
Do€. MUDr. Peter Minarik, PhD.
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