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NELIEKOVOM BIOMEDICINSKOM
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AGREEMENT ON INTERVENTIONAL, NON-
MEDICINAL PRODUCT BIOMEDICAL
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Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava, SR

ICO: 36 723 304

DIC: 2022302425

IC DPH:  SK 2022302425

zapisany: v Obchodnom registri Okresného sudu
Bratislava 1, oddiel: Sro, vlozka ¢.
44016/B

v mene ktorého kona/zastipeny: Michal Tuma,
konatel

Mgr. Hana Mrazova, veduca oddelenia
pre klinické skisanie, na zaklade
plnomocenstva
PharmDr. Katarina Nosjean, na zaklade
plnomocenstva

bankové spojenie:  Tatra banka, a.s.
SWIFT: TATRSKBX
IBAN: SK8611000000002926123169
(d’alej len ,,Novartis®)

a

Univerzitna nemocnica Bratislava

so sidlom na adrese: Pazitkova ul. ¢. 4, 821 01
Bratislava, Slovenska

republika
1CO: 31813861
DIC: 2021700549
ICDPH: SK 2021700549
zapisany: Zriadovacia listina C. j.
M/5694/2/2002,

SP/6853/2002/Var zo dna
18.12. 2002, v platnom zneni
Zastupena: Statutarny zastupca —
MUDr. Renata Vandriakova, MPH - riaditel’ka

Nézov banky: Statna pokladnica

Adresa: Radlinského 32, 810 05 Bratislava
IBAN: SK58 8180 0000 0070 0027 9808
BIC/SWIFT: SPSRSKBA

Pracovisko: Univerzitnd nemocnica Bratislava
Nemocnica Ruzinov, V. interna klinika,
Ruzinovska 6, 826 06 Bratislava

(d’alej len ,,Pracovisko®)
(dalej len ,,InStitucia“)

a

Riesitel’: Doc. MUDr. Gabriel Kamensky, CSc.
bydlisko:
datum narodenia:

Novartis Slovakia s.r.o.
Registered Seat: Zizkova 22B, 811 02 Bratislava, SR

Company ID: 36 723 304

Tax ID: 2022302425

VAT ID: SK 2022302425

Registration: Commercial Registry of the District
Court Bratislava 1, Section: Sro,

Insertion No. 44016/B

Michal Tuma, Managing Director
Mgr. Hana Mrazova, 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

Represented by:

Bank Details: Tatra banka, a.s.
SWIFT: TATRSKBX
IBAN: SK8611000000002926123169

(hereinafter referred to as “Novartis”)
and
Univerzitna nemocnica Bratislava

with Registered Seat at: Pazitkova ul. ¢. 4, 821 01
Bratislava, Slovak Republic

Company ID: 31813 861
Tax ID: 2021700549
VAT ID: SK 2021700549

Registration: Certificate of Incorporation No.
M/5694/2/2002, SP/6853/2002/Var of

18.12.2002, as amended

Represented : statutarny zastupca —
MUDr. Renata Vandriakova, MPH - Director

Bank:  Statna pokladnica

Address: Radlinského 32, 810 05 Bratislava
IBAN: SK58 8180 0000 0070 0027 9808
BIC/SWIFT: SPSRSKBA

Site: Univerzitnad nemocnica Bratislava
Nemocnica Ruzinov, V. interna klinika,
Ruzinovska 6, 826 06 Bratislava

(hereinafter as the “Site”)
(hereinafter as the “Institution”)

and
Investigator: Doc. MUDr. Gabriel Kamensky, CSc.

Address:
Date of Birth:
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(d’alej len ,Riesitel™)

(Novartis, Institicia a Riesitel’ spolu ako ,,Zmluvné
strany*)

uzatvaraju v zmysle ust. § 269 ods. 2 zékona C.
513/1991 Zb. Obchodny zakonnik v zneni neskorsich

predpisov
0 interven¢nom,

len ,,ObZ“), tato Zmluvu

neliekovom biomedicinskom

(dalej

vyskume (d’alej len ,,Zmluva‘“):

(hereinafter referred to as the “Investigator™)

(Novartis, Institution and Investigator together as
"Parties*)

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

interventional,

non-medicinal  product biomedical

research (hereinafter referred to as the “Agreement”):

1. Predmet Zmluvy

1. Subject Matter of the Agreement

1.1. Zmluvné strany uzatvaraji zmluvny vztah | 1.1. The Parties are entering into a contractual
na zéklade tejto Zmluvy vychadzajuc z relationship building upon the existence of the
existencie nizsie uvedenych skutocnosti: following below mentioned matters:

1.2. Predmetom tejto Zmluvy je zber dat | 1.2.  The subject matter of this Agreement is to collect
V intervenénom, nelickovom data in the interventional, non-medicinal product
biomedicinskom vyskume Vramci projektu biomedical research within a project named:
nazvaného: Multicentricka prierezova Multicenter cross-sectional epidemiological
epidemiologicka S$tidia na stanovenie study to characterize the prevalence and
prevalencie a distribiicie koncentracii distribution of lipoprotein(a) levels among
lipoproteinu (a) u pacientov patients with established cardiovascular
S preukdzanou kardiovaskulirnou disease (hereinafter referred to as the “Project”),
chorobou (d’alej len ,,Projekt®), protokol protocol (complete written documentation of
(Gplna pisomnad dokumentacia Projektu) &.: Project) no.: CTQJ230A12001 (hereinafter
CTQJ230A12001 (dalej len ,,Protokol). referred to as the “Protocol”). Novartis is the
Zadavatel'om tohto intervenéného, sponsor of this interventional, non-medicinal
neliekového  biomedicinskeho  vyskumu product biomedical research (hereinafter referred
(dalej len ,,Vyskum®) je Novartis. Vyskum to as the “Research”). The Research is not
nie je spojeny s predpisovanim uréitého associated with any prescription of a particular
liecku, ani so sledovanim pouzivania medicinal product, or monitoring the use of any
registrovaného  licku pri  poskytovani registered medicinal product in healthcare
zdravotnej starostlivosti; t.j. nejde o klinické provision; i.e. it does not constitute any clinical
skuSanie ani o neintervenénu klinicku $tadiu trial or any non-interventional clinical study
podla zakona ¢&. 362/2011 Z. z. o liekoch pursuant to Act No. 362/2011 Coll. on Medicinal
a zdravotnickych  pomodckach a0 zmene Products and Medical Devices, as amended
a doplneni niektorych zakonov, V zneni (hereinafter referred to as the “Medicinal
neskorSich predpisov (d’alej len ,,Zakon Products Act”). For the given reasons, no
o liekoch®). Z uvedenych dovodov nie je pre positive statement of the SIDC is necessary for
tento Vyskum potrebné kladné stanovisko this Research, nor any approval of health
SUKL, ani sthlas zdravotnych poistovni, insurance companies, nor any liability insurance
ani poistenie zodpovednosti zadavatela za of the sponsor in relation to any damage caused
Skodu spdsobent ucastnikovi klinického to
skusania. lde 0 biomedicinsky vyskum a clinical trial participant. It represents
v zmysle § 26 a nasl. zakona ¢. 576/2004 Z. a biomedical research pursuant to Section 26 and
z. o zdravotnej starostlivosti, sluzbach Act No. 576/2004 Coll. On Healthcare,
stvisiacich s poskytovanim zdravotnej Healthcare-Related Services and on Supplement
starostlivosti, v zneni neskorsich predpisov and Amendment to Certain Acts, as amended
(dalej len »Zakon o zdravotnej (hereinafter referred to as the “Act on
starostlivosti®). Healthcare”).

1.3. Predmetom tejto Zmluvy je zavdzok Institucie | 1.3. The subject-matter of this Agreement is the

umoznit na svojich pracoviskach vykonat’
Vyskum podla tejto Zmluvy a Protokolu, ktoré
v prospech  Novartisu  vykona  InStitucia
prostrednictvom zamestnancov alebo inych
zmluvnych pracovnikov Institicie (Riesitel,
spoluriesitelia) v stlade s terminmi a
podmienkami Protokolu a podla Prilohy &. 1
tejto Zmluvy. V spojeni s tym Institucia vytvori
podmienky, poskytne v prospech Novartisu
potrebné sluzby, zabezpe¢i aumozni abude
niest zodpovednost’ za to, aby Riesitel’ dodrzal

undertaking of the Institution to enable conduct
of the Research in accordance with this
Agreement and the Protocol by the Institution
through the employees or other contractual staff
of the Institution (Investigator, co-investigators)
to the benefit of Novartis and in accordance with
the terms and conditions of the Protocol and
pursuant to Annex No. 1 hereto. In addition to
that, the Institution shall create conditions as
needed, provide necessary services to Novartis
and ensure and enable, and take responsibility for
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vsetky zavdzky a povinnosti tak, ako je uvedené
v Prilohe ¢. 1 a vyvinie primerané usilie na
dodrzanie ¢asového planu uvedeného v Prilohe ¢.
1; kazdé omesSkanie bez odkladu ohlasi
Novartisu a vSemozne sa bude usilovat ¢asovu
stratu vyrovnat’.

that the Investigator performs all of his/her
undertakings and obligations in the manner set
out in Annex No. 1 and exert appropriate efforts
in order to observe the time schedule listed in
Annex No. 1; promptly notifying Novartis of any
delay and exert all efforts in order to set off such
loss of time.

1.4, IndtitGcia  je  poskytovatelom  zdravotnej | 1.4. The Institution is a healthcare provider and
starostlivosti a disponuje vSetkymi technickymi possesses all technical devices needed by
prostriedkami, ktoré Novartis potrebuje pre Novartis for the performance of the Research and
vykonavanie Vyskumu, a je schopna zabezpecit is able to ensure conduct of the Research in
realizaciu ~ Vyskumu  podla  podmienok accordance with the conditions defined in this
definovanych v tejto Zmluve a vSeobecne Agreement and in the generally binding legal
zavdznych  pravnych  predpisov. Institicia regulations. The Institution represents and warrants
prehlasuje aruci, Ze jej zariadenia, ktoré sa maja that its facilities to be used for the realization of the
pouzit’ na realiziciu Vyskumu spiitaju podmienky Research properly meet all the conditions
stanovené  platnymi  zdkonmi & ostatnymi stipulated by applicable laws and other guidelines
smernicami $pecifikovanymi v bode 2.7. tejto specified in para. 2.7. hereof.

Zmluvy.

1.5. Riesitel' je zdravotnicky pracovnik (lekara) s | 1.5. Investigator is a healthcare professional
potrebnou kvalifikaciou, ktory je zamestnancom (physician) with relevant qualification, who is an
alebo inym zmluvnym pracovnikom Institcie employee or another contractual staff of the
aje odbormme =zodpovedny za vykonavanie Institution and carries professional responsibility
Vyskumu v danom centre, a pokial Vyskum Vv for the conduct of the Research at the relevant
jednom mieste vykonava tim oséb, je RieSitel centre, and if the Research is conducted by a
vedicim, ktory nesie zodpovednost’ za cely tim. team of persons at a single place, the Investigator
Riesitelom pre tento Vyskum je Doc. MUDr. is the supervisor carrying responsibility for the
Gabriel Kamensky, CSc.. Riesitel’ plni ulohy entire team. The Investigator for this Research is
zodpovedného rieSitela podla Zakona o0 Doc. MUDr. Gabriel Kamensky, CSc.. The
zdravotnej starostlivosti, pokial’ splnenie tychto Investigator shall fulfil the duties of the
uloh nie je zabezpecené Novartisom inak. responsible investigator under Act on Healthcare,

if the fulfilment of such duties is not ensured by
Novartis in another manner.

1.6. Ugastnik Vyskumu je pacient, ktory sa na | 1.6. Participant of Research is a patient, who is taking
zaklade informovaného sthlasu part in the Research based on his/her informed
a predchadzajiicom pouceni zacastiiuje Vyskumu consent and prior information (hereinafter
(dalej len ,,Utastnik®). referred to as the “Participant”).

1.7. Zmluvné strany si nie si vedomé ziadnej | 1.7. The Parties are not aware of any obstacles that
prekazky, ktora by branila alebo by mohla branit would prevent or might prevent them from the
nasledujicim vyhlaseniam: following statements:

- Riesitel’ je ako lekar plne kvalifikovany - The Investigator is a physician who is
bez akéhokol'vek obmedzenia prijimat’ fully and without limits qualified to make all
vsetky lekarske rozhodnutia tykajice sa medical decisions pertaining to the
Utastnikov, ktoré sa v savislosti s ich Participants that will be or will have to be
liecbou a Vyskumom urobia alebo ktoré made in connection with their treatment and
bude potrebné urobit, a poskytovat the Research, and provide healthcare
zdravotna  starostlivost’  stvisiacu S associated with the Research being the
Vyskumom ako biomedicinskym biomedical research,
vyskumom, - All persons involved in the conduct of

- vSetky osoby, ktoré sa budu podielat’ na the Research are professionally qualified to
vykonavani Vyskumu, su pre plnenie perform their tasks, and possess relevant
svojich  uloh  odborne  vzdelané knowledge and experience.

a disponuju prislusnymi vedomost’ami
a skusenost’ami.

1.8. InstitGcia a RieSitel sa zoznamili so vSetkymi | 1.8. The Institution and the Investigator made

informaciami  obsiahnutymi v  prislusnych themselves  familiar with all information

dokumentoch Vyskumu a Protokole, a budu
postupovat’ vzdy a len v stlade s nimi.

contained in relevant documents on the Research
and the Protocol, and shall at all times proceed
strictly in accordance with them.
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1.9. InstitGcia a RieSitel' prehlasuji a Novartisu sa | 1.9.  The Institution and the Investigator represent and
zavdzuju, ze Riesitel je zdravotnickym they undertake to Novartis that the Investigator is
pracovnikom S potrebnou kvalifikaciou a healthcare professional with proper
a poskytuje zdravotnii starostlivost’ na zaklade qualification and provides healthcare under an
pracovnopravneho alebo iného zmluvného employment or other contractual relationship
vztahu s Institiciou a Riesitel’ bude vykonavat with the Institution and the Investigator will
ulohy podla tejto Zmluvy v mene av ramci conduct the activities under this Agreement on
Institicie anie ako samostatny poskytovatel behalf of and within the Institution and not as an
zdravotnej  starostlivosti v zmysle platnych independent healthcare provider in accordance
pravnych predpisov. Institacia v plnom rozsahu with applicable laws. The Institution shall be
zodpoveda za plnenie povinnosti RieSitela fully responsible for the performance of the
vyplyvajucich z tejto Zmluvy. Investigator’s obligations under this Agreement.

1.10.  Organizacia na klinicky vyskum (CRO) | 1.10. Clinical research organization (CRO) is each
oznacuje kazdu organizaciu, s ktorou Novartis organization with which Novartis concludes
uzavrie zmluvu o vykonani niektorych alebo agreement on exercising some or all rights and/or
vSetkych prav a/alebo povinnosti, ktoré ma ako performing some or all obligations that it has as a
zadavatel alebo  zastupca zadavatela v sponsor or representative of the sponsor in the
Slovenskej republike v suvislosti s Vyskumom. Slovak Republic in connection with the Research.

1.11. Zmluvné strany vyhlasuji, ze si nie st | 1.11. The Parties declare that they are not aware of any
vedomé ziadnych prekazok, ktoré by branili obstacles that would prevent them from agreeing
tomu, aby sa dohodli na predmete, ucele a on the subject-matter, purpose and all other
vSetkych ostatnych ustanoveniach tejto Zmluvy. provisions of this Agreement.

2. Zakladné podmienky realizacie Vyskumu 2. Basic Requirements for the Conduct of the
Research

2.1 Vyskum sa méze zafat’ az po pisomnom | 2.1. The Research may only commence after a
kladnom stanovisku vydanom prislusnou positive written statement was issued by the
etickou komisiou. Tento dokument je pre relevant ethics committee. This document is
zaCatie Vyskumu nevyhnutny. inevitable in order to commence the Research.

2.2. Vyskum sa vykonava len na pracovisku (v | 2.2. The Research is only conducted at the site
centre) alebo na pracoviskach (v centrach), (centre) or sites (centres) listed in Annex No. 1
ktoré su uvedené v Prilohe ¢. 1 tejto hereto. The Institution and the Investigator shall
Zmluvy. InStitucia a RieSitel zabezpeci a ensure and confirm in writing that each site
pisomne potvrdi, ze kazdé pracovisko ma possesses facilities and staff inevitable for the
nevyhnutné zariadenia a personal na conduct of the Research and that those conditions
vykonanie Vyskumu a Ze tieto podmienky sa will not change during the entire period of the
nezmenia po celtl dobu jeho vykonavania. Research.

2.3. Novartis a CRO (ak existuje) st opravneni | 2.3. Novartis and CRO (if any) are authorised to
vykonat' in$pekciu kazdého navrhnutého inspect each proposed site before the
pracoviska pred zaliatkom i v priebehu commencement and during the conduct of the
Vyskumu s cielom presved¢it sa, ze Research in order to ascertain that the site is
pracovisko je vhodné a ma vSetky potrebné suitable and has all facilities and staff necessary
zariadenia a persondl na vykonanie for the conduct of the Research.

Vyskumu.

2.4. K zmene miesta pracoviska (centra), | 2.4. The change of the site (centre) in which the

vktorom sa vykondava Vyskum, a Research is performed, or forced discontinuation

k niitenému ukonceniu 0casti RieSitel'a na
vykonavani Vyskumu, k zmene ¢i doplneniu
Riesitela, moéze prist len na zaklade
pisomnej dohody Novartisu a Institacie; na
nového riesitel’a sa v takom pripade pouziji
vSetky ustanovenia tejto  Zmluvy o
Riesitel'ovi. Novartis md pravo vybrat pre
Vyskum alebo zamietnut akéhokol'vek
nového riesitel'a, ktorého navrhne Institucia.
Povinnost'ou nového riesitel'a bude zaviazat
sa K plneniu podmienok stanovenych touto
Zmluvou ako zmluvna strana; InStiticia sa
zavdzuje zabezpecit' takyto zavizok a suhlas

of the participation of the Investigator in the
conduct of the Research, or the replacement or
adding of an Investigator is possible only upon a
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.
Novartis is entitled to select or refuse any new
investigator proposed by the Institution for the
Research. Any new investigator will be obliged
to undertake to meet the conditions stipulated by
this Agreement as a contractual party; the
Institution undertakes to ensure such obligation
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nového rieSitela. Pokiall sa Novartis a
Institacia nedohodni na novom rieSitel'ovi
Vlehote 30 dni od odstapenia alebo
ukoncenia Cinnosti povodného Riesitel’a,
Novartis je opravneny od tejto Zmluvy
odstupit’ s okamzitou ti¢innost’'ou.

and approval of the new investigator. If Novartis
and the Institution do not agree on the new
investigator within 30 days from the withdrawal
of the original Investigator or termination of
his/her activity, Novartis is entitled to withdraw
from this Agreement with immediate effect.

2.5. Riesitel’ moéze podla svojho uvaZenia ur¢it’ | 2.5. The Investigator may, at his/her own discretion,
dalsie osoby spomedzi zamestnancov appoint further persons among employees of the
Institicie ako spoluriesitelov, ktori budu Institution as co-investigators who will provide
asistovat’ pri vykonavani Vyskumu. RieSitel their assistance in the course of the Research. The
alebo Institacia st povinni do 7 dni od Investigator or the Institution are obliged to
urenia kazdej takejto osoby oznamit report to Novartis identification details of such
identifikaéné udaje tejto osoby Novartisu; person within 7 days from appointment of such
uvedené rovnako plati pri akejkol'vek zmene person; the same applies to any replacement of
takychto os6b. Novartis ma pravo vyslovit such persons. Novartis is entitled to express its
nestthlas s G¢astou  konkrétnej  osoby disagreement with the participation of a particular
na Vyskume, a to do 7 dni od dorucenia person in the Research within 7 days from the
0znamenia udajov o takejto osobe alebo o delivery of the report with the details of such
zmene takejto osoby, a zaroven ma person or with a replacement of such person, and
povinnost oznamit tento svoj nesuhlas at the same time is obliged to notify the
Riesitelovi alebo InStitacii. InstitGcia Investigator or the Institution of its disagreement.
a Riesitel’ st povinni zabezpedit, Ze osoba, The Institution and the Investigator are obliged to
voci ktorej bol takyto nesuhlas vysloveny, sa ensure that the person against whom such
Vyskumu nezudastni. Vsetci spolurieSitelia disagreement was expressed does not participate
budu adekvatnym spdsobom preskoleni, in the Research. All co-investigators will undergo
véas menovani a priebezne bude vedeny ich adequate training and will be appointed in time,
aktualny zoznam. RieSitel zodpoveda za with a current list of them to be maintained on a
vedenie timu spoluriesitelov, na ktorych sa continuous basis. The Investigator is responsible
buda vo vSetkych ohladoch vztahovat for the supervision of the team of co-investigators
rovnaké podmienky ako na RieSitela na who will be in all respects subject to the same
zaklade tejto Zmluvy. Institicia a RieSitel conditions as the Investigator pursuant to this
zodpovedaju  za  sluzby  poskytované Agreement. The Institution and Investigator are
pracovnikmi InStitGcie a zavdzuju sa, Zze responsible for services provided by the
poskytovanie  vSetkych  sluzieb  bude employees of the Institution and undertake that
zverované kompetentnym osobam. Riesitel only competent persons will be entrusted with the
a InstitGcia budt ukladat’ vSetky prislusné provision of all services. The Investigator and the
pokyny k plneniu tloh vyplyvajucich z tejto Institution will issue all instructions relevant for
Zmluvy osobam podielajucim sa na the performance of tasks resulting from this
vykonavani Vyskumu Vv sulade s pokynmi Agreement to persons participating in the conduct
Novartisu. of the Research in accordance with the

instructions given by Novartis.

2.6. Pred zaciatkom Vyskumu poskytne Novartis | 2.6.  Prior to the commencement of the Research,
Riesitel'ovi, priamo alebo prostrednictvom Novartis shall provide the Investigator, directly or
CRO (ak existuje), Protokol a dalsie through a CRO (if any), with the Protocol and
stivisiace dokumenty, ako aj vsetky dolezité other related documents, as well as any and all
informacie, ktoré st potrebné pre spravne important information which is needed for correct
naplanovanie a vykonanie Vyskumu (dalej planning and conducting the Research
len ,Sdvisiaca dokumentacia®“). Tieto (hereinafter referred to as the “Related
informéacie bude podla potreby aktualne Documentation”). It will update such
dopiiiat’ i v priebehu Vyskumu. Povinnost’ information as necessary even in the course of the
Novartisu ~ poskytovat’  informacie  sa Research. The obligation of Novartis to provide
nevyzaduje v pripadoch, ak s tieto information is not enforced, if such information is
informacie l'ahko dostupné v publikovanych easily available in published materials, or if it can
materialoch, alebo ak sa da opravnene be reasonably assumed that the Investigator has,
predpokladat’, ze RieSitel ma vzhladom na as a result of his/her professional education,
svoje profesiondlne vzdelanie dostatocné sufficient knowledge of the relevant issue.
vedomosti o0 danej problematike.

2.7. Institicia a RieSitel vykonaji Vyskum v | 2.7. The Institution and the Investigator shall

sulade s platnymi pravnymi predpismi, a to

conduct the Research in accordance with applicable laws,
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najmd Zakonom o zdravotnej starostlivosti,
Zéakonom 0 liekoch, nariadeniami,
smernicami a etickymi predpismi, a v zhode
s podmienkami a zdsadami stanovenymi:

in particular with the Act on Healthcare, the Medicinal
Products Act, orders, directives and ethical regulations
and in line with the conditions and principles set out in:

a) the permit issued for the conduct of the

a) v povoleni vydanom k vykonaniu biomedical research by the Ethics Committee as

biomedicinskeho vyskumu Etickou komisiou prescribed by the relevant provisions of this
ako vyplyva z prisluSnych ustanoveni tejto Agreement;
Zmluvy;

b) The Protocol and all annexes thereto issued by

b) v Protokole a vSetkych jeho dodatkoch Novartis and communicated to the Institution

vydanych Novartisom a oznamenych Instittcii and the Investigator;
a Riesitel'ovi; c) General terms and conditions of Novartis

) vSeobecnymi podmienkami Novartisu (pokial (provided that Novartis issued them and

ich Novartis vydal a poskytol Institacii a submitted them to the Institution and the
Riesitel'ovi) 0 vykonavani klinickych Investigator) on the conduct of clinical
skusani/neintervenénych klinickych trials/non-interventional clinical
stadii/biomedicinskeho vyskumu, s vynimkou studies/biomedical research, except for the
tych podmienok, ktoré st modifikované touto conditions modified by this Agreement
Zmluvou d) good clinical practice (GCP ICH) and
d) Spravnou klinickou praxou (GCP ICH) a conditions based on the Declaration of Helsinki.
podmienkami vychadzajacimi z Helsinske;j Good clinical practice (GCP ICH) means
deklaracie. Spravna klinicka prax (GCP ICH) international directives and principles pertaining
oznaCuje medzinarodné smernice a zasady to good clinical practice, which have been
tykajuce sa spravnej klinickej praxe, ktoré specifically determined by Novartis for the
konkrétne ur¢il Novartis pre ucely klinického purposes of the clinical trial/lbiomedical
skusania/biomedicinskeho  vyskumu. V research. If they have not been set out
pripade, Zze neboli konkrétne stanovené, platia specifically, the principles of GCP ICH adopted
tie zasady GCP ICH, ktoré boli prijaté v in the country or countries where the biomedical
krajine alebo v  krajinach, kde sa research is conducted shall apply. The
biomedicinsky vyskum vykonava. Helsinska Declaration of Helsinki means the latest version
deklaracia  oznafuje  najnov§iu  verziu of the Declaration of Helsinki issued by the
Helsinskej deklaracie svetovej lekarskej World Medical Association valid at the time
asociacie v Case vykonavania when the biomedical research is conducted,
biomedicinskeho vyskumu, vratane vSetkych including all amendments thereto made in the
zmien uskuto¢nenych v priebehu course of the biomedical research;
biomedicinskeho vyskumu; e) Consolidated guideline on good clinical practice

e) Konsolidovanou smernicou o spravnej klinickej of the International Conference on Harmonisation

praxi Medzinarodnej konferencie o zostladeni of Technical Requirements for Registration of
technickych  poziadaviek na  registraciu Pharmaceuticals for Human Use and other
farmaceutik na humanne pouzitie a ostatnymi generally binding regulations and applicable
vSeobecne zavdznymi pravnymi predpismi a requirements for good clinical practice.

platnymi poziadavkami spravnej klinickej

praxe.

2.8. Dokumenty uvedené v bode 2.7. tejto | 2.8. Documents listed in para. 2.7. hereof (except for
Zmluvy (okrem pism. c¢) bodu 2.7.) su para. 2.7.(c)) are confidential and information on
doverné a informacie o ich obsahu mézu byt their content may only be provided to the staff
poskytnuté  len  pracovnikom  miesta members at the Research site who were delegated
vykonavania Vyskumu poverenym i or appointed in accordance with Art. 2. hereof
menovanym podla ¢l. 2. tejto Zmluvy a and to bodies and institutions listed in this
organom a in§titicidm uvedenym v tejto Agreement. The Institution and the Investigator
Zmluve. Institicia a RieSitel' potvrdzuju, ze acknowledge that they received the documents
im boli poskytnuté dokumenty uvedené v listed in para. 2.7. hereof well in advance and
bode 2.7. tejto Zmluvy s dostatoénym thus were allowed to become fully familiar with
predstihom umoznujucim dokladné those documents.
zoznamenie sa S tymito dokumentmi.

2.9. Zodpovednost’ za styk a rokovanie s Etickou | 2.9.  Unless otherwise agreed in this Agreement or by

komisiou prebera v ramci tohto Vyskumu
Novartis, pokial’ nie je v tejto Zmluve alebo

the Parties for a specific occasion, Novartis
accepts responsibility for the contact and
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Zmluvnymi  stranami  dohodnuté v
konkrétnom pripade inak. Uchovavanie
dokumentacie a podavanie sprav sa riadi
touto Zmluvou, jej prilohami, dal§imi
dokumentmi, na ktoré Zmluva odkazuje, a
v§eobecne zavdznymi predpismi.

negotiations with the Ethics Committee during
this Research. Maintenance of documentation and
reporting are governed by this Agreement,
annexes hereto and other documents to which this
Agreement refers and by generally binding
regulations.

2.10. Do Vyskumu budu zaradeni Ucastnici v | 2.10. Participants will be enrolled in the Research in
poctoch uréenych v Prilohe ¢. 1 tejto the numbers set out in Annex No. 1 hereto. Any
Zmluvy. Akdkol'vek zmena v podte change in the number of Participants requires
Ucastnikov musi byt vopred pisomne prior written approval by Novartis. The
schvalena Novartisom. RieSitel' a Institucia Investigator and the Institution make every effort
vynalozia maximalné usilie zaradit’ to enrol the Participant in the Research in
Utastnikov do Vyskumu v sulade s touto accordance with this Agreement.

Zmluvou.

2.11.  Zaradenie Ucastnikov do Vyskumu je | 2.11. Enrolment of Participants into the Research is
mozné uskutocnit’ iba s ich predchadzajicim only possible with their prior written informed
pisomnym informovanym stthlasom a po ich consent and after they were properly instructed.
riadnom pouceni. Zaradenie Ugastnikov do Enrolment of Participants into the Research is
Vyskumu je mozné uskutocnit’ iba po only possible after the identity of the Participant
overeni  totoznosti  Utastnika  a jeho and his/her legal capacity were verified, in
sposobilosti na pravne tkony, ato najmi particular by means of checking the identity card
kontrolou obéianskeho preukazu Ucastnika of such Participant and data included therein; that
a udajov v niom uvedenych; tato skuto¢nost’ fact must be indicated in the Informed Consent
musi byt vyznalena v informovanom Form and source/medical documentation. The
stihlase a zdrojovej/zdravotnej informed consent has to be obtained from the
dokumentacii. Vyziadanie informovaného Participants in accordance with ethical principles
sthlasu od Ucastnikov musi byt v stlade and GCP. Novartis shall process and submit to
setickymi principmi a GCP. Novartis the Investigator a draft form of the written
spracuje a odovzda Riesitelovi formular informed consent with enrolment into the
pisomného informovaného stihlasu Research for the Participant and a written
Utastnika so zaradenim do Vyskumu a instruction form for the Participant; both forms
pisomného poudenia pre UGastnika, ktoré will be included in a single document. The
budu stcastou jedného dokumentu. Riesitel Investigator and the Institution undertake to use
a InStitucia sa zavdzuji pouzivat tieto those forms provided by Novartis without any
formulare poskytnuté Novartisom bez differences not approved by Novartis.
akychkol'vek  odchylok  neschvalenych
Novartisom.

2.12.  Informovany sthlas musi Uastnik riadne | 2.12. The informed consent form must be duly signed
podpisat’ eSte pred zaradenim do Vyskumu. by the Participant prior to enrolment into the
Dokumenty podpisané Uastnikmi  (pri Research. Documents signed by the Participants
neplnoletych Ugastnikoch a Ugastnikoch (or by their legal representatives in case of minor
nespdsobilych  k pravnym tkonom, ich Participants and Participants without capacity to
zakonnymi zastupcami) o ich pouceni a enter into legal acts) regarding their instruction
stihlase musia byt ulozené v dokumentacii and consent must be kept in the Research
0 Vyskume vedenej Riesitel'om. documentation maintained by the Investigator.

2.13.  Pokial' Riesitel' zisti v priebehu Vyskumu, | 2.13. If during the Research, the Investigator finds out
7e Utastnik zaradeny do Vyskumu that a Participant enrolled into the Research fails
nevyhovuje kritériam, bude o tom RieSitel to meet the criteria, the Investigator or the
alebo Institicia okamzite informovat Institution shall immediately inform in writing,
pisomne, formou doporu¢eného listu by means of a registered letter by hand to the
doru¢eného do vlastnych rik zastupcovi representative of Novartis listed in the heading of
Novartisu uvedeného v zahlavi tejto this Agreement, and upon agreement with the
Zmluvy, a po dohode s nim Ugastnika representative exclude such Participant from the
z Vyskumu vyradi. Research.

2.14.  Novartis nebude vyzadovat od InStitacie | 2.14. Novartis will not require that the Institution or the

alebo Riesitel'a, ani od ziadneho ¢lena ich
personalu, aby konal alebo sa podielal na
¢innosti, ktora je v rozpore so zadkonmi
Slovenskej republiky alebo v rozpore s

Investigator or any member of their staff to act or
participate in activities which are in conflict with
the laws of the Slovak Republic or medical
ethics.
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lekarskou etikou.

2.15.  Vykonavanie Vyskumu nesmie nijako | 2.15. The Research shall be conducted without any
ovplyvnit poskytovanie zdravotnej impact on healthcare provision to the patient
starostlivosti pacientovi, ktory sa zucastni participating in the Research as the Participant,
Vyskumu ako Uéastnik, zo strany Intitiicie on the part of the Institution or the Investigator.
resp. RieSitela. Vykonavanie Vyskumu The Research shall be conducted without any
nesmie mat nijaky vplyv na medicinske impact on medical decisions of the Institution or
rozhodnutia Institicie resp. RieSitel'a alebo the Investigator, or the co-investigators made in
spoluriesitelov urobené pri poskytovani healthcare provision to the patient participating in
zdravotnej starostlivosti pacientovi, ktory sa the Research as the Participant.
zidastni Vyskumu ako Ucastnik.

3. Kontrola Vyskumu 3. Inspection of the Research

3.1 Novartis alebo CRO (ak existuje) poveria | 3.1. Novartis or CRO (if any) shall entrust a
dostato¢ne kvalifikovanu osobu alebo osoby sufficiently qualified person or persons with
monitorovanim (vykondvanim dohladu) nad monitoring (supervising) the Research and close
Vyskumom a uzkou spolupracou cooperation with the Investigator.

s Riesitel'om.

3.2. Institucia a Riesitel' budi spolupracovat’ s | 3.2. The Institution and the Investigator shall
Novartisom a s kvalifikovanymi osobami, cooperate with Novartis and qualified persons
ktoré poveril Novartis alebo CRO (ak appointed by Novartis or CRO (if any) in order to
existuje), za ucelom monitorovania alebo monitor or supervise the course of the Research
vykonavania dohladu nad priebehom in accordance with applicable laws and principles
Vyskumu Vv stulade s platnymi predpismi of GCP. The Research and the Investigator shall
azasadami GCP. InStiticia a RieSitel in particular ensure or provide to each of such
predovsetkym zabezpecia alebo poskytna persons access to all sites where the Research is
kazdej z tychto os6b pristup na vSetky being conducted and to all records maintained for
pracoviska, na ktorych sa Vyskum the needs of the Research, in order to verify,
vykonava, a ku v8etkym zaznamom, ktoré sa inspect and copy such data and documents. To
uchovavaju pre potreby Vyskumu, za the extent allowed to the Institution and the
ucelom preverovania, kontroly Investigator by legal regulations, the Institution
a kopirovania tudajov a dokumentov. V and the Investigator shall allow Novartis or its
miere, v ktorej to Institacii a RieSitel'ovi authorised representatives or persons authorised
pravne  predpisy dovoluju, Institucia by CRO access to all records pertaining to the
a Riesitel' umoznia Novartisu resp. jeho Participants and to the necessary extent also
poverenym  osobam  alebo  osobiam allow them inspecting records related to the
poverenym CRO pristup ku vSetkym Research.
zdznamom tykajucim sa Ugastnikov a v
potrebnej miere im tiez umozni kontrolu
zaznamov tykajucich sa Vyskumu.

3.3. In§titicia umozni  audit dodrziavania | 3.3. The Institution shall allow auditing the
Protokolu a zasad GCP na pracovisku compliance with the Protocol and principles of
auditormi Novartisu alebo inymi osobami GCP at the site, by the auditors of Novartis or by
urCenymi Novartisom (vratane organov other persons appointed by Novartis (including
inych krajin), a to aj po skonceni platnosti foreign bodies), and that even after expiry of this
tejto Zmluvy. Institicia vytvori auditorom Agreement. The Institution shall create
resp. inym uréenym osobam podmienky na conditions for the auditors or other appointed
vykonanie auditu. persons, to enable them to execute the audit.

3.4. Institucia a Riesitel’ budi Novartis okamzite | 3.4.  The Institution and the Investigator shall inform
informovat v pripade, Ze kompetentny Novartis immediately, if any competent
dozorny organ planuje, pripadne uz supervising authority plans an inspection or even
neplanovane za¢ne, vykonavanie inSpekcie a starts any unplanned inspection and shall provide
poskytnti Novartisu kopie akychkol'vek Novartis with copies of any documents
pisomnosti  vypracovanych  dozornym elaborated by the supervising authority, which
organom, ktord je vysledkom takejto result from such inspection, immediately after
in§pekcie, a to ihned’ po jej obdrZani. receipt of such documents.

3.5. Institucia a RieSitel' sa zavizuji uskutoénit’ | 3.5.  The Institution and the Investigator undertake to

akékol'vek primerané kroky vyzadované zo
strany Novartisu za uc¢elom odstranenia
nedostatkov zistenych pocas auditu alebo

take any appropriate steps required by Novartis in
order to remove any deficiencies discovered
during the audit or inspection. At the same time,
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in$pekcie. Novartis bude mat’ zaroven pravo
preskimat’ a  odsthlasit  akékol'vek
pisomnosti urcené kompetentnému
dozornému organu vypracované v reakcii na
inSpekciu  zo strany takéhoto dozorného
organu, a to predtym ako takuto pisomnost
Institacia alebo RieSitel’ tomuto dozornému
organu predlozi.

Novartis shall have the right to inspect and
approve any documents intended for the
competent supervising authority, which have
been prepared in response to an inspection by
such supervising authority, before the Institution
or the Investigator submit such document to the
supervising authority.

4, Dokumentacia a su¢innost’

4. Inspection of the Research

4.1. Pokial’ sa nedohodlo inak, v8etky zdznamy, | 4.1. Unless otherwise agreed, all records required by
pri ktorych Novartis alebo CRO vyzaduje, Novartis or CRO to be submitted by the
aby im boli predlozené Riesitelom alebo Investigator or the Institution, shall have the form
Institiciou, budi mat formu, ktort stanovi prescribed by Novartis. The Investigator and the
Novartis. Riesitel’ a Institacia budta dbat’ na Institution shall ensure that the records are filled
to, aby zaznamy boli vyplnené kompletne a out completely and in accordance with the
v sulade s Protokolom. Kazda spravu musi Protocol. Each report must be approved and
Riesitel  schvalit a podpisat. Toto signed by the Investigator. Such approval should
schvalenie sa nema bezdévodne zdrziavat’. not be unreasonably withheld. The Institution
Instithcia rudi za to, Ze vSetky CRF zaznamy warrants that all CRF records submitted to
predloZzené Novartisu budu pravdivé, Gplné a Novartis are truthful, complete and correct and
spravne, a ze budi presne vyjadrovat that they exactly reflect the results of the
vysledky Vyskumu. Institucia na poziadanie Research. Upon request, the Institution shall
predlozi tieto zdznamy alebo ich kopie submit such records or their copies to Novartis.
Novartisu. Tieto zdiznamy majl v primeranej Those records shall be reasonably treated as
miere doverny charakter. confidential

4.2. Riesitel' zaisti spravne, Gplné, Citatelné a | 4.2. The Investigator shall ensure correct, complete,
véasné zaznamenavanie udajov opatrené legible and timely recording of data, duly dated
prislusnym  datumom a podpisom v and signed, in the records of the Participant and
zaznamoch Ucastnikov a vo vSetkych all submitted reports (hereinafter referred to as
poskytovanych  spravach  (dalej  len the “Research Documentation”).
,Dokumentacia vyskumu®).

4.3. Institicia a RieSitel' sa zavdzuju, Ze buda | 4.3. The Institution and the Investigator undertake to
Novartisu pravidelne a vcas poskytovat regularly and timely provide Novartis with all
vSetky vysledky Vyskumu a d’alSie tdaje results of the Research and other data required by
pozadované na zaklade Protokolu (d’alej len the Protocol (hereinafter referred to as the
Ludaje“), a to prostrednictvom riadne “Data”), via properly filled case report forms of
vyplnenych  zaznamov  Ugastnikov (Vv the Participants (in written or electronic form —
pisomnej alebo elektronickej forme — CRF CRF forms). The Institution and the Investigator
zaznamy). Institicia a Riesitel’ sa zavizujq, undertake to create the CRF forms within 5 days
7e budd vytvarat’ CRF zaznamy do 5 dni od after the visit set out in the Protocol.
uskutoénenia navstevy stanovene;j
Protokolom.

44. Institucia zabezpedi, aby Riesitel’ uchovaval | 4.4. The Institution shall ensure that the Investigator
kompletné lekarske zaznamy o Ugastnikoch maintains  complete  medical records on
a identifikaéné kody Ucastnikov po dobu Participants and identification codes of the
najmenej 15 (pétnast) rokov od ukoncenia Participants for a period of at least 15 (fifteen)
Vyskumu alebo po dlhsiu dobu, na ktorej sa years from the completion of the Research, or for
vzajomne dohodne s Novartisom. Po such longer period which shall be mutually
rovnaki.  dobu  InStiticia  zabezpeCi agreed with Novartis. For the same period, the
uchovavanie  zdravotnej  dokumentécie Institution shall ensure maintenance of the
Ugastnikov a ostatnych zakladnych tdajov medical records of the Participants and other
Vyskumu tak, aby sa dokumentacia v plnom basic data of the Research so that the
rozsahu zachovala a bola &itatelnd podas documentation is fully retained and legible during
celej doby uloZzenia aaby sa mohla na the entire maintenance period and can be
poziadanie poskytnut’ prislusSnym organom provided to relevant authorities for verification
na overovanie a hodnotenie. and assessment, if so requested.

4.5. V pripade, Ze v priebehu Vyskumu Novartis | 4.5. If in the course of the Research Novartis obtains
ziska dolezit¢é informacie, ktoré sa important information which is reasonably
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opravnene povazuju za informacie, ktoré by
mohli ovplyvnit rozhodovanie Etickej
komisie pri vydavani stanoviska k etike
Vyskumu (ak by boli tieto informacie
dostupné v Case prijatia rozhodnutia),
bezodkladne ozndmi tieto skutoCnosti
Riesitelovi priamo alebo prostrednictvom
CRO (ak existuje), ktory predlozi tieto
informacie Etickej komisii.

considered as information that might have
influenced the decision-making of the Ethics
Committee when issuing the statement on the
ethics of the Research (if such information was
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.

4.6. Institicia a RieSitel' sa zavdzuju oznamit | 4.6. The Institution and Investigator udertake to
Novartisu vSetky dolezité informacie, ktoré ensure that the Investigator notifies Novartis of
zisti v priebehu Vyskumu. InStiticia a all important information, which he/she detects in
Riesitel zabezpetia, ze Ucastnik bude the course of the Research. At the same time, the
V nevyhnutnej miere informovany Institution and Investigator will ensure through
0 vsetkych otazkach tykajucich sa Vyskumu. the Investigator that the Participant is informed of

all issues related to the Research to the necessary
extent.

4.7. Institacia a Riesitel’ budt okamzite reagovat | 4.7. The Institution and the Investigator shall
na vSetky ziadosti Novartisu predkladané immediately respond to all requests submitted by
pocas Vyskumu atykajice sa posudenia Novartis during the Research and pertaining to
a prerokovania postupu Vyskumu the evaluation and negotiation of the Research
asuvisiacich  otazok  so  zastupcami progress and associated questions with the
Novartisu. Institacia ruéi za to, Ze RieSitel representatives of Novartis. The Institution
sa za tymto uéelom stretne so zdstupcami warrants that for this purpose, the Investigator
Novartisu a poskytne potrebné informacie meets with the representatives of Novartis and
a zdznamy. provides them with all necessary information and

records.

4.8. Institicia  poskytne suéinnost  pri | 4.8. The Institution shall cooperate in order to ensure
zabezpeCovani a poskytovani podkladov, and provide underlying documents, in particular
najmd ¢i InStitGcia, jej zamestnanci a proving that the Institution, its employees and
personal a pracoviska spifiaji podmienky personnel and sites meet the conditions for the
pre realizaciu Vyskumu a GCP. conduct of the Research and of GCP.

4.9, Institicia a RieSitel’ poskytna Novartisu | 4.9. The Institution and the Investigator shall
st¢innost’ pri plneni povinnosti zadavatela cooperate with Novartis in performing the
Vyskumu  vyplyvajicich zo  Zakona obligations of the Sponsor of the Research
0 zdravotnej starostlivosti, Zakona o liekoch resulting from the Act on Healthcare, Act on
alebo inych pravnych predpisov. Medicinal Products or other applicable laws.

4.10. InstitGcia a Riesitel nepouzije | 4.10. The Institution and the Investigator shall not use
Dokumentaciu vyskumu a Stvisiacu the Research Documentation and Related
dokumentaciu na ziadny iny ucel okrem Documentation for any purpose other than the
vykonavania Vyskumu a bez conduct of the Research and shall not make the

predchadzajiceho  pisomného  sthlasu
Novartisu nedd Dokumentaciu vyskumu
a Suvisiacu  dokumentaciu  k dispozicii
ziadnej tretej strane okrem tych, ktoré su
uvedené v Protokole alebo tejto Zmluve.

Research Documentation and Related
Documentation available to any third parties
except those listed in the Protocol or this
Agreement, without the prior written consent of
Novartis.

5. NezZiaduce udalosti a neZiaduce tuc¢inky

5. Adverse Events and Adverse Reactions

51

Institucia a Riesitel’ sa zavdzuji, Ze budu
okamzite informovat Novartis o vSetkych
zavaznych neziaducich udalostiach
definovanych v Protokole, ktoré sa tykaju
Ucastnika a ktoré sa vyskytli v priebehu
Vyskumu, najneskér do 24 hodin od ich
zistenia. Hlasenia budi nésledne doplnené
Institiciou a Riesitel'om 0 podrobné
pisomné spravy Vsulade so vSetkymi
pravnymi a regulanymi poziadavkami.
Institucia a Riesitel buda vzdy
spolupracovatt s Novartisom pri jeho

5.1

The Institution and the Investigator undertake to
immediately notify Novartis of all serious
adverse events according to the Protocol
pertaining to the Participants and which have
occurred in the course of the Research, within 24
hours after becoming aware of such events and
reactions. The Institution and Investigator shall
subsequently supplement the reports with
detailed written statement in accordance with all
legal and regulatory requirements. The
Institution and the Investigator will always
cooperate with Novartis in preparing its reports
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hlaseniach zavaznych neziaducich ucinkov
prislusnému  organu, Etickej komisii,
prislusne;j zdravotnej poistovni
vykonéavajucu verejné zdravotné poistenie
Ucastnika, pripadne prislu$nym organom
Clenskych S§tatov, na ktorych uzemi sa
vykondva multicentricky Vyskum alebo
inym osobam, o ktorych to ustanovuje zakon
alebo ktoré ur¢i Novartis, a v pripade ak to
stanovuji pravne predpisy alebo oto
poziada Novartis, poskytnu prislusnym
organom aj pozadované informacie.

of serious adverse reactions to the competent
authority, the Ethics Committee, the relevant
health insurance company performing public
health insurance of the Participant, or the
competent authorities of the Member States on
whose territory is performed the multicentre
Research, or to other persons determined by law
or appointed by Novartis, and in case it is
stipulated by the legislation or required by
Novartis, shall provide the relevant authorities
with requested information, as well.

6. Odmena 6. Remuneration

6.1 Za riadne vykonanie sluzieb a odovzdanie | 6.1 Novartis shall pay remuneration for due
vSetkych  podkladov, ktoré Institicia performance of services and handover of all
a Riesitel' v prospech Novartisu poskytnu underlying documents provided by the
podrla tejto Zmluvy, zaplati Novartis hrady Institution and by the Investigator for the benefit
za podmienok a spdsobom podla Prilohy ¢. of Novartis pursuant to this Agreement, under
2 tejto Zmluvy. Novartis vyplati dohodnuta the conditions and in the manner according to
odmenu podla Prilohy ¢.2 tejto Zmluvy v Annex No. 2 hereto. Novartis will pay the
100% vyske na tucet Institucie. Z tejto agreed remuneration in accordance with Annex
Zmluvy nevznikda ziadny priamy zavdzok No. 2 of this Agreement in amount of 100% to
Novartisu na poskytnutie odmeny za plnenie the account of the Institution. Novartis is not
tejto Zmluvy inej osobe ako Institucii. directly obliged under this Agreement to pay
Dohodnutd odmena Institicie nezahfia any remuneration for performance of this
odmenu pre RieSitela a nim uréeny Agreement to any person other than the
a Novartisom vopred schvaleny pracovny Institution. Agreed remuneration for the
tim za uUkony nad ramec poskytovania Institution does not include remuneration for the
zdravotnej starostlivosti, ktora sa ma Investigator and by him designated and
poskytniit’ na zaklade osobitnej zmluvy approved in advance by Novartis working team,
suvedenymi  osobami. = Odmena pre for acts beyond the scope of healthcare
Riesitela,  spoluriesitelov  a pripadnych provision, which shall be provided upon a
inych zamestnancov  zucastnenych na separate agreement with those persons. The
Vyskume bude upravena v separatnej remuneration for the Investigator, co-
zmluve  medzi  Novartisom  a tymito investigators and eventually other employees
osobami, ¢o InStiticia berie na vedomie participating in the Research, shall be governed
a vyslovuje s tym suhlas. by a separate agreement between Novartis and

those persons, whereby the Institution is aware
of such fact and expresses its consent hereto.

6.2 Uhrady podl'a Prilohy &. 2 obsahuju vietky | 6.2 Unless otherwise agreed, payments according to
naklady Institacie spojené s vykonanim Annex No. 2 cover all costs of the Institution
Vyskumu podla tejto Zmluvy, vratane associated with the conduct of the Research
nakladov aodmien za cinnost' RieSitela, under this Agreement, including all costs and
spoluriesitelov a pripadnych inych remunerations for the activities of Investigator,
pracovnikov  Institicie, pokial nebude co-investigators or any other employees of the
dohodnuté inak. Uhrady uvedené v Prilohe Institution. Payments listed in Annex No. 2
¢. 2 predstavuju jediny a vyluény sposob represent the only and exclusive method of
finanéného vyrovnania medzi zmluvnymi financial compensation of the Parties and the
stranami a InStiticia nemd narok na Institution is not entitled to any further financial
akékol'vek d'alsie finanéné ¢&i obdobné or similar consideration.
plnenie.

6.3 Institucia je povinna, ak pravne predpisy | 6.3 The Institution shall, unless otherwise provided

nestanovuju inak, vo svojom mene a na
svoju vlastnu zodpovednost’ splnit’ vSetky
danové a odvodové povinnosti ulozené
prislusnymi pravnymi predpismi v suvislosti
s pefnaznymi a nepehaznymi plneniami
prijatymi od Novartisu, ako aj s pripadnymi

by any applicable laws, under its own name and
on its sole responsibility, fulfil all its tax and
contribution obligations imposed by applicable
laws in relation to financial and non-financial
considerations received from Novartis, as well
as eventual financial and non-financial

11/34

Zmluva o intervenénom, neliekovom biomedicinskom vyskume, trojstranna — verzia 22.01.2019
Novartis / UNB, Nemocnica Ruzinov/ Doc. MUDr. Gabriel Kamensky, CSc.

Protokol €.: CTQJ230A12001




peniaznymi a nepenaznymi plneniami d’alej
realizovanymi Institiciou. Institicia berie na
vedomie skuto¢nost’, ze Novartis méze byt
v zmysle zdkona ¢. 595/2003 Z. z. o dani
Z prijmov, v zneni neskorSich predpisov
(dalej len ,Zakon o dani 2z prijmov®)
povinny  vykonat  zrazku dane @z
poskytnutych penaznych plneni Institcii
podla Zmluvy aodviest ju prisluSnému
danovému turadu a plnit oznamovaciu
povinnost’ o nepenaznych plneniach podla
Zmluvy. Institucia sthlasi s tym, Ze Novartis
bude voci nej plnit’ oznamovacie povinnosti
v zmysle Zakona o dani z prijmov na e-

considerations  further incurred by the
Institution. The Institution acknowledges, that
Novartis may be, pursuant to Act No. 595/2003
Coll. on Income Tax, as amended (hereinafter
referred to as the “Act on Income Tax”),
obliged to withhold the withholding tax from
the financial considerations provided to the
Institution under this Agreement and pay it to
the relevant Tax Office and to fulfil the
notification obligation of the non-financial
considerations under this Agreement. The
Institution agrees that Novartis will fulfil
towards it the notification obligation pursuant to
the Act on Income Tax to the e-mail address

mailovi adresu oznament Instituciou notified by the Institution to Novartis.
Novartisu.

6.4 Uhrada bude realizovana 2 x roéne vzdy za | 6.4 The payment shall be made twice a year always
uplynulé obdobie spitne, pocnlic prvym for the previous period retrospectively, starting
zaradenym Ucastnikom, podla rozsahu with the first enrolled Participant within Part 2
Novartisom a RieSitelom odsuhlasenych of the Research in accordance of the Protocol,
vykonanych ¢innosti (pocet, druh a im according to the scope of activities performed
zodpovedajucu  hodnotu  jednotlivych and approved by Novartis and the Investigator
tkonov  realizovanych s jednotlivymi (number, type and corresponding value of
Ugastnikmi), a to nasledovne: individual interventions in individual

Participants) as follows:
a) Always for the period until January 31°%
a) vzdy za obdobie do 31.1. bude do 15.3. Novartis will generate, until March 15" of
prislusného kalendarneho roka the respective calendar year, an invoice
Novartisom  vygenerovany  navrh proposal (IP - Invoice Proposal), drawn
faktary (IP - Invoice Proposal) upon the basis of activities performed
vypracovany na zaklade Novartisom during the respective period and approved
a Riesitel'om odsthlasenych by Novartis and the Investigator,
vykonanych ¢innosti spadajucich do b) Always for the period until July 31%
daného obdobia, Novartis will generate, until September
b) vZdy za obdobie do 31.7. bude do 15.9. 15" of the respective calendar year, an
prislusného kalendarneho roka invoice proposal (IP - Invoice Proposal),
Novartisom  vygenerovany  navrh drawn upon the basis of activities
faktary (IP - Invoice Proposal) performed during the respective period and
vypracovany na zaklade Novartisom approved by Novartis and the Investigator.
a Riesitel'om odsthlasenych Novartis shall send the generated IP to the
vykonanych ¢innosti spadajucich do Institution and the Institution shall issue an
daného obdobia. invoice, in accordance to such drawn up and
delivered IP, which it delivers to Novartis. The
Novartis zasle vygenerovany IP Institucii invoice shall contain the code of the Research
a Ingtitacia na zaklade takto vypracovaného and the generated IP will form an Annex to the
a doruéeného TP wystavi faktiru, ktort invoice. Novartis shall pay a respective part of
doru¢i Novartisu. Na faktGre musi byt the payment for the specified period to the
uvedeny koéd Vyskumu a prilohou faktiry Institution, on the basis of a duly issued and
bude vystaveny IP. Novartis zaplati delivered invoice, payable within 30 days from
IngtitGcii na zéklade riadne vystavenej a the delivery of the invoice to Novartis.
dorucenej faktury prislusnu cast’ uhrady za
Specifikované obdobie, a to so splatnostou
30 dni od dorucenia faktiry Novartisu.
6.5 V zmysle formularu informovaného sthlasu | 6.5 In the meaning of the Participants Informed

Ucastnika Novartis poskytne Ucastnikom za
vykonané navStevy vramci Vyskumu
prispevok na nahradu cestovnych nakladov
sposobom a Vv rozsahu uvedenom vV Prilohe
¢. 2 tejto Zmluvy. Administrativnymi

Consent Form Novartis will provide to
Participants for completed visits during the
Research the contribution for cover their travel
costs by the manner and scope described in
Annex No. 2 of this Agreement. Administrative
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¢innostami stvisiacimi S priamym
vyplatenim tohto prispevku Ugastnikom
moze byt priamo povereny RieSitel;
Riesitel je vtakom pripade povinny
dodrziavat rovnaké povinnosti ako su
ulozené InStitacii pre pripad vyplaty
prispevku zo strany InStitacie. InStiticia na
tento ucel tymto Riesitel'a poveruje priamym
zabezpecenim takychto administrativnych a
platobnych ¢innosti.

activities related to direct payment of such
contribution to the Participants may be directly
delegated to the Investigator; whereby the
Investigator is obliged to, in such case, comply
with the same obligations as the Institution in
the event when the contribution is paid by the
Institution. The Institution hereby authorises the
Investigator to  ensure  directly  such
administrative and payment activities.

6.6 Institacia berie na vedomie, Ze v sulade s | 6.6 The Institution takes into account, that in
platnymi pravnymi predpismi, najmé, nie accordance with applicable laws, including, but
vSak vyluéne podla Zakona o lickoch je not limited to the Medicinal Products Act,
resp. moze byt spoloénost’ Novartis alebo Novartis or a third person is, or may be obliged
tretia osoba povinna oznamovat’ prislusnym to notify the relevant authorities and to disclose
orginom a zverejlovat vySku a ucel the amount and purpose of any monetary or in-
penaznych alebo nepenaznych plneni kind considerations directly or indirectly
poskytnutych  priamo alebo nepriamo provided to a healthcare professional or a
zdravotnickemu pracovnikovi alebo healthcare provider to the extent and under
poskytovatel'ovi zdravotnej starostlivosti v conditions stipulated by applicable laws. The
rozsahu a za podmienok stanovenych Institution undertakes to provide Novartis with
platnymi pravnymi predpismi. Institucia sa any assistance necessary for fulfilment of
zavdzuje poskytnit’® Novartisu aktkol'vek reporting obligations of Novartis under the
stéinnost’ nevyhnutne potrebni na plnenie Medicinal Products Act. For the purposes of the
oznamovacich povinnosti Novartisu podla notification of the amount of financial
Zékona o liekoch. Pre tc¢ely oznamovania remuneration of the Investigator for the
finanéného  ohodnotenia  RieSitel'a  za Research, the Institution declares and
Vyskum, Institcia prehlasuje a Novartisu sa undertakes to Novartis that such financial
zavizuje, 7e takéto finanéné ohodnotenie remuneration of the Investigator for the
RieSitela za Vyskum vykondvany na Research conducted under this Agreement shall
zaklade tejto Zmluvy predstavuje sumu 0 represent EUR 0O; in case that in the respective
eur; vpripade, ze v danom kalendarnom calendar half-year the Investigator will be
polroku bude poskytnuté RieSitelovi provided with a financial remuneration for the
finanéné ohodnotenie za Vyskum podla Research under this Agreement and thus the
tejto Zmluvy ateda vyhlasenie Institicie declaration of the Institution pursuant to the
podla predchadzajicej vety sa stane preceding sentence will become not up-to-date,
neaktualnym, Institicia sa zavdzuje oznamit’ the Institution undertakes to notify to Novartis
Novartisu vy$ku finan¢ného ohodnotenia the amount of the financial remuneration of the
Riesitela za Vyskum ato bezodkladne, Investigator for the Research immediately, at
najneskdr do 15.1. alebo do 15.7. the latest till January 15 or July 15 of the
prislusného kalendarneho roka za obdobie calendar year in question for the time-period of
predchadzajiceho kalendarneho polroka, preceding calendar half-year, in which the
v ktorom bolo predmetné zverejiiované respective disclosed financial or in-kind
penazné  alebo  nepenazné  plnenie consideration was provided.
poskytnuté.

6.7 Institicia zodpoveda za presnost, Gplnost a | 6.7. The Institution is responsible for accuracy,

spravnost udajov a informacii, ktoré
Institicia poskytuje spolo¢nosti Novartis v
suvislosti s plnenim povinnosti podl'a bodu
6.6. tejto Zmluvy. V pripade porusenia
tychto  povinnosti  alebo  povinnosti
poskytnit’ sucinnost’ alebo oznamit' vysku
finanéného ohodnotenia RieSitela podla
bodu 6.6. Institaciou je Institicia povinna
odskodnit’  spolocnost ~ Novartis  za
akékol'vek naroky, zaloby a uplatnenia prava
vznesené voci spoloc¢nosti Novartis alebo jej
prepojenym osobam, Skody a iné ujmy,
naklady alebo vydavky, vratane nakladov na

completeness and correctness of data and
information which are provided by the Institution to
Novartis in relation to fulfilment of obligations
under para. 6.6. of this Agreement. In case the
Institution breaches those obligations or the
obligations to provide assistance or to notify of the
amount of the financial remuneration of the
Investigator under para 6.6., 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 losses, costs or
expenses, including expenses for legal services
caused or incurred to Novartis or its affiliated
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pravne sluzby sposobené alebo vzniknuté
spolo¢nosti Novartis alebo jej prepojenym
osobam v suvislosti s konanim Institcie
porusujicim  pravne  predpisy  alebo
povinnosti podl'a tejto Zmluvy.

persons in relation to any unlawful conduct of the
Institution or any breach of the Institution's
obligations under this Agreement.

7. Zodpovednost’ za Skodu

7. Liability for Damage

7.1 Novartis, Institicia a Riesitel' zodpovedajt | 7.1 Novartis, the Institution and the Investigator are
za §kodu spdsobenti realizovanim Vyskumu liable for any damage caused by the conduct of
podl'a ustanoveni vSeobecnych platnych the Research in accordance of regulation of the
pravnych predpisov o0 nahrade $kody, najm4, general  applicable laws on  damage
nie vSak vyluéne podla zakona ¢. 40/1964 compensation, in particular, but not exclusively,
Zb. Obciansky zakonnik. under Act no. 40/1964 Coll. Civil Code.

7.2 Institicia a RieSitel budii mat’ pocas celej | 7.2 During the entire period of the Research, the
doby realizacie = Vyskumu  prislusné Institution and the Investigator shall maintain
analezité poistenie na poistné krytie relevant and appropriate insurance coverage of
narokov alebo §kéd, za ktoré podla claims or damages, for which they are
pravnych  predpisov  atejto  Zmluvy responsible according to legal regulations and
zodpovedaju, ktoré podla  predpisov this Agreement, which they must take out
platnych na tizemi SR musia mat uzavreté pursuant to the regulations valid in the Slovak
(najmd poistenie zodpovednosti za Skodu Republic (in particular liability for damage
sposobent  pri  poskytovani  zdravotnej caused in healthcare provision, employee
starostlivosti, poistenie profesijnej professional liability insurance). Upon request
zodpovednosti zamestnancov). Na Ziadost of Novartis, the Institution shall provide proof
Novartisu Institicia poskytne dokaz tohto of such insurance. Upon request of the
poistenia. Na ziadost' Institacie poskytne Institution, Novartis shall provide proof of such
Novartis dokaz tohto poistenia. insurance.

8. Doverné informacie 8. Confidential Information
8.1 So  vSetkymi  informaciami  a Gdajmi, | 8.1 All information and data, trade secrets,

obchodnymi tajomstvami, privilegovanymi
zaznamami (zaznamy ziskané na zaklade
S A . )
profesionalneho alebo ddverného vztahu,
ktoré sa nesmu zverejnit’ bez suhlasu strany,
od ktorej boli ziskané) a inymi dovernymi
alebo sukromnymi informaciami (vratane,
okrem iného, Protokolu, CRF, informacii na

internetovych strankach Novartisu
chranenych heslom, Dokumentacie
vyskumu, Stvisiacej dokumentacie,
informacii o Struktuire, zloZeni,

ingredienciach,  vzorcoch,  know-how,
technickych postupoch a procesoch), ktoré
uverejnila, spracovala alebo, s ktorymi prisla
do styku InStiticia, RieSitel a/alebo
zamestnanci  a spolupracovnici  Institlicie
Vv suvislosti so Zmluvou alebo Vyskumom
(dalej stihrnne len ,.Déverné informacie®),
bez ohladu na to, ¢ su V papierovej,
elektronickej alebo inej forme, sa bude
zaobchadzat ako s dovernymi. InStiticia
a Riesitel sa zavizuji, Ze Doverné
informacie nezverejnia tretej strane, ani ich
nepouzijui pre iné ucely, pokial k tomu
nedostantl pisomny suhlas alebo pokyn na
spristupnenie Dovernych informacii od
Novartisu. Tento stihlas sa dava z dévodov
objasnenia uréitych skuto¢nosti CRO alebo
osobe, za ktoru Riesitel zodpoveda, alebo
zdravotnej poistovni  Ucastnika.  Toto

privileged records (records obtained based on a
professional or confidential relation, which must
not be published without the consent of the
party which made them available) and other
confidential and private information (including,
but not limited to the Protocol, CRF,
information at password-protected websites of
Novartis, Research Documentation, Related
Documentation, information on the structure,
composition, ingredients, patterns, know-how,
technical procedures and processes) which have
been published, processed or encountered by the
Institution, Investigator and/or employees and
co-workers of the Institution in connection with
the Agreement or Research (hereinafter
collectively referred to as “Confidential
Information”), irrespective of whether in paper,
electronic or any other form, shall be handled as
confidential. The Institution and Investigator
undertake not to disclose such Confidential
Information to a third party or use them for
other purposes, unless they obtained a written
consent or instruction from Novartis to make
such Confidential Information available. This
consent is granted in order to clarify certain
matters to CRO or a person for which the
Investigator is responsible, or to the health
insurance company of the Participant. However,
such disclosure of Confidential Information is
only allowed to the extent required for the
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zverejnenie Dovernych informacii sa vSak
poskytuje iba v miere pozadovanej pre ucely
Vyskumu a stanovenej zdkonom. Ddverné
informacie sa  spristupnia  personalu
pracoviska (centra) len v pripade, ak je
personadl zaviazany rovnakou mierou
zachovavania dovernosti Dévernych
informacii, pricom InStiticia za konanie
personalu ruci. Institucia a RieSitel su
povinni akékol'vek Doverné informacie
anosice Dovernych informacii vyslovene
oznacit' ako doverné a predmet obchodného
tajomstva, a to najmé, nie v8ak vyluéne, pri
ich poskytnuti tretim osobam v sulade
so Zmluvou alebo prislusnymi pravnymi
predpismi; pokial’ je InstitGicia povinnou
osobou v zmysle zakona ¢. 211/2000 Z.z. o
slobodnom pristupe k informaciam
aozmene adoplneni niektorych zakonov,
v zneni neskorSich predpisov (dalej len
»Zakon o slobode informacii®), je povinna
tieto povinnosti dodrziavat aj vo vztahu
k informaciam, ktoré sa maji poskytovat
alebo zverejiiovat’ v stlade so Zakonom
0 slobode informacii.

purposes of the Research and set out by law.
Confidential Information shall be made
available to the personnel at the site (centre),
only if the personnel are bound by the same
duty of confidentiality, while the Institution
guarantees the actions of the personnel. The
Institution and the Investigator shall expressly
indicate any Confidential Information and
Confidential Information ~ mediums  as
confidential and subject to trade secret and that
mainly, but not limited to, by their provision to
third persons in accordance with the Agreement
or applicable laws; in case the Institution is an
obligee pursuant to Act No. 211/2000 Coll. on
Free Access to Information and on Amendments
to Certain Laws, as amended (hereinafter
referred to as the “Act on Free Access to
Information”), it is obliged to comply with
those obligations also in relation to information,
which are to be provided or disclosed in
accordance with the Act on Free Access to
Information.

8.2 Pokial’ Novartis alebo Institicia alebo | 8.2 If Novartis or Institution or Investigator is for
Riesitel je zo zakonom stanovenych statutory reasons obliged to anyhow make
dovodov povinny/a Doverné informacie Confidential Information available to any party,
komukol'vek spristupnit, oznami to bez it shall notify the the remaining affected parties
zbytoéného odkladu pisomne zvy$nym in writing; this does apply to such situation,
dotknutym stranam,; to neplati, pokial when the disclosure shall be made by Novartis
k takému spristupneniu ma dojst’ zo strany and the respective Confidential Information do
Novartisu a predmetné Doverné informacie not concern, nor has any relation to the
sa nedotykaju ani nemaji vztah k Institacii Institution or. its patients and employees.
resp. jej pacientom a zamestnancom. Novartis shall grant consent to the disclosure of
Novartis poskytne stuhlas k zverejneniu information in cases required by law or by the
informacii v pripadoch, kde to vyzaduje competent supervising authority. Disclosure of
zakon alebo prislusny dozorny organ. Confidential Information will only be provided
Spristupnenie  Dovernej informacie sa to the extent required and, at the time this
poskytne len v pozadovanej miere a v Case information is provided, Novartis shall be
poskytnutia tychto informacii musi byt o informed.
tejto skutocnosti Novartis informovany.

8.3 InStiticia  a/alebo  RieSitel bude pri | 8.3 When submitting data and documentation on the
predkladani udajov a dokumentacie Research to the competent supervising authority

0 Vyskume prislusnému dozornému organu
a Vv pripade ak to stanovuje pravny predpis,
Zmluva alebo Protokol aj Etickej komisii

a zdravotnej poistovni, ktord vykonava
verejné zdravotné poistenie dotknutého
Ucastnika, vzdy spolupracovat’

s Novartisom, pricom rozsah predkladanych
udajov  a dokumentacie o Vyskume je
stanoveny maximalne dokumentaciou podl'a
Zéakona o liekoch azakona o Zdravotnej
starostlivosti ainych pravnych predpisov
anesmu byt predlozené Ci spristupnené tie
Déverné informacie, ktoré predstavuju alebo
priamo ¢i nepriamo zahffiaju informacie
na internetovych strankach Novartis

and if so established by a legal regulation, the
Agreement or the Protocol, also to the Ethics
Committee and the health insurance company
providing public health insurance to the
concerned Participant, the Institution and/or the
Investigator shall at all times cooperate with
Novartis, whereby the scope of submitted data
and documentation on the Research is
determined at most by the documentation
according to the Medicinal Products Act, Act on
Healthcare and other relevant legislation and it
is prohibited to submit or make available such
Confidential Information, which represents or
directly or indirectly include information at
password-protected  websites of  Novartis,
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chranenych heslom, Dokumentaciu
vyskumu, Stvisiacu dokumentaciu,
informacie o Strukture, zloZeni,
ingredienciach, vzorcoch, know-how,

technickych postupoch a procesoch ¢i iné
informacie spadajice pod ochranu prav
duSevného vlastnictva.

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

8.4 Povinnosti tykajuce sa ochrany Dévernych | 8.4 Obligations relating to the protection of
informacii uvedené vy$Sie neplatia alebo Confidential Information above do not apply or
stricaji platnost’ v pripade informacii, pri lose validity in relation to information in case of
ktorych moéze v miere akceptovanej which the Investigator or Institution is able, to
Novartisom  Riesitel  alebo  Institicia the degree acceptable by Novartis, to confirm
potvrdit’, Ze: that:

a) boli uz verejnosti dostupné alebo sa
postupne  stali  dostupnymi  inym a) It was publicly available or became
sposobom, nez neopravnenym progressively available in another way
zverejnenim informacii; and not by unauthorised disclosure of

b) boli uz Riesitelovi alebo Institucii information;
zname inak nez poskytnutim od b) Was already known to the Investigator or
Novartisu alebo ziskanim ¢i vytvorenim Institution in another manner and not from
v priebehu  alebo  vsuvislosti s Novartis or by means of its receipt or
Vyskumom, ¢o moze preukazat production in the course of or in
pisomnymi dokazmi; connection with the Research, which they

can prove by written evidence;

€) boli Riesitelovi alebo  Institucii c) Was disclosed to the Investigator or
odhalené tretou stranou, ktora ich Institution by a third party which received
dostala od Novartisu priamo alebo it from Novartis, directly or indirectly, and
nepriamo, a nie dovernym sposobom. not in confidential manner.

8.5 Po skonéeni Zmluvy Institicia a Riesitel’ | 8.5 After expiry of the Agreement, the Institution
zlikviduje alebo na ziadost’ Novartisu vrati and the Investigator shall destroy or upon
vSetky dokumenty, vzorky a material request by Novartis return all documents,
obsahujiici Doéverné informacie alebo samples and materials containing Confidential
tykajuci sa ich, okrem jednej kopie Information or relating to Confidential
Dévernych informacii, ktora sa musi podla Information, except for a single copy of
pravnych predpisov uchovat' v zdznamoch Confidential Information which must be
Institacie, ktoré budu primerane utajené. Ak lawfully maintained in the Institution’s records
o to Novartis poziada, musi InStiticia a that shall be kept in appropriate confidence. If
Riesitel’ takato likvidaciu bez odkladu Novartis requests so, the Institution and the
pisomne potvrdit’. Investigator must confirm such disposal in

writing without any delay.

8.6 Institucia a RieSitel' berd na vedomie a | 8.6 The Institution and the  Investigator
sthlasia, Ze bez ohladu na ostatné acknowledge and agree that notwithstanding to
ustanovenia tejto Zmluvy je Novartis other provisions of this Agreement, Novartis is
opravneny  spristupnit’ tretim  osobam authorised to disclose to third parties any
informacie tykajuce sa predmetu tejto information relating to the subject matter of this
Zmluvy, najmi tykajuce sa Institicie Agreement, in particular concerning the

(obchodné meno, sidlo) a RieSitela (meno,
priezvisko, zdravotnicke povolanie, ndzov a
adresa zdravotnickeho zariadenia, v ktorom
Riesitel  vykondva  svoje  povolanie)
aspolocne tykajuce sa vysky aucelu
penazného plnenia poskytnutého Institucii
a Riesitel'ovi, vysky aucelu nepenazného
plnenia poskytnutého Instittcii a
Riesitelovi, v rozsahu podla Zakona o
liekoch, najmd v suvislosti s vykonanim
oznamovacich povinnosti vo¢i Narodnému
centru zdravotnickych informacii.

Institution (business name, seat) and the
Investigator (name, medical profession, the
name and address of the healthcare facility
where the Investigator carries out his/her
profession), and together concerning the amount
and purpose of the monetary considerations
provided to the Institution and to the
Investigator, the amount and the purpose of
non-monetary considerations provided to the
Institution and to the Investigator within the
scope under the Medicinal Products Act,
especially in connection with the fulfilment of
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the notification obligations towards the National
Health Information Centre.

8.7 Vys8ie uvedené povinnosti stanovené | 8.7 Obligations set out above in this Article are
vtomto  ¢lanku  zavdzuji  Institaciu binding for the Institution and the Investigator
a Riesitela bez Casového alebo miestneho without any restrictions in terms of time or
obmedzenia na trvanie zmluvného vzt'ahu na place and are not limited to the period of
zéklade tejto Zmluvy, tj. platia aj po contractual relationship under this Agreement,
skonéeni platnosti tejto Zmluvy a Vyskumu. i.e. they shall survive after this Agreement and

the Research is expired.
9. Publikacie 9. Publications

9.1 Pri dodrzani zasad a predpisov Novartisu pre | 9.1 ~ While observing the principles and regulations of
publikovanie udajov a S predchadzajucim Novartis regarding publication of data and with the
pisomnym sthlasom Novartisu mézu byt previous written consent granted by Novartis,
informacie o Vyskume zverejnené vo information regarding the Research may be
vedeckej literature. published in scientific literature.

9.2 Novartis uznava zaujem InStiticie na | 9.2  Novartis acknowledges the interest of the
publikaciach o Vyskume a jej prezentaciach Institution in the publications on the Research and
v Casopisoch, na poradach alebo inak, its presentations in journals, meetings or otherwise,
a preto tieto publikacie a prezentacie povoli, and therefore shall permit such publications and
ale za predpokladu, ze Institicia poskytne presentations, provided, however, that the
Novartisu navrhované prezentacie najmenej Institution  submits to  Novartis proposed
15 (pédtnast) pracovnych dni pred ich presentations at least 15 (fifteen) business days
zverejnenim a vSetky ostatné navrhované before their publishing and any other proposed
publikacie najmenej 45 (Styridsatpit) publications at least 45 (forty-five) business days
pracovnych dni pred zverejnenim a za before their publishing and provided that Novartis
predpokladu, Ze Novartis bude mat’ pravo shall have the right to request supplementation of
poziadat' o doplnenie kaZdej takejto each such proposed presentation or publication on
navrhovanej prezentacie alebo publikacie na sufficient grounds, including, but not limited to:
zaklade dostato¢nych dovodov, vratane a) ensuring accuracy of the presentation or
okrem iného: publication;

a) zaistenia  presnosti  prezentacie b) ensuring that private information is not
alebo publikacie; accidentally disclosed;

b) zaistenia, aby stkromné informacie C) allowing for the protection of intellectual
neboli nedopatrenim oznamené; property rights;

c) umoznenia, aby prava dusevného d) allowing for the provision of relevant
vlastnictva boli chranené; additional information.

d) umoznenia, aby boli poskytnuté
prislusné dopliujice informacie.

9.3 Forma vSetkych publikacii tykajicich sa | 9.3 The form of all publications relating to the
Vyskumu avztah  dotknutych  o0sob Research and relation of the concerned persons
a Novartisu k nim podl'a zakona ¢. 185/2015 and Novartis to them according to Act No.
Z.z. Autorsky zakon, Vzneni neskor$ich 185/2015 Coll., the Copyright Act, as amended,
predpisov (napr. autorstvo, spoluautorstvo, (e.g. authorship, co-authorship, joint work,
spolo¢né dielo, siborné dielo, spojené diela) summary work, compound work) shall be
buda urené vzijomnou dohodou pri determined by mutual agreement during approval
odsthlaseni publikacie, prezentacie ¢i iného process of the publication, presentation or other
diela Novartisom podl'a tohto ¢lanku. work by Novartis pursuant to this Article.

9.4 Ak je Vyskum multicentrickym vyskumom, | 9.4  If the Research is a multicentric Research, the first
prvé zverejnenie udajov musi vychadzat’ zo publishing of data must be based on summary data
sthrnnych udajov od vSetkych centier from all centres analysed according to the Protocol
analyzovanych podla Protokolu, pokial sa unless all expert guarantors and investigators
vSetci odborni garanti a rieSitelia zacastneni participating in the Research and Novartis agree
na Vyskume a Novartis nedohodnt pisomne otherwise in writing.
inak.

95 Rovnaké povinnosti ako st wulozené | 9.5 Same obligations as imposed on the Institution
Institucii platia aj pri publikaénej &innosti apply also to publication activities of the
Riesitela a RieSitel je povinny ich Investigator and the Investigator is obligated to
dodrziavat. Riesitel sa zavdzuje splnit’ comply with them. The Investigator undertakes to
povinnosti v tomto ¢lanku. . fulfill the obligations in this Article.

17/34

Zmluva o intervenénom, neliekovom biomedicinskom vyskume, trojstranna — verzia 22.01.2019
Novartis / UNB, Nemocnica Ruzinov/ Doc. MUDr. Gabriel Kamensky, CSc.
Protokol €.: CTQJ230A12001



9.6 Vys8ie uvedené povinnosti zavdzuju | 9.6  Obligations set out above are binding for the
Instituciu a Riesitela bez ¢asového alebo Institution and the Investigator without any
miestneho obmedzenia na  trvanie restrictions in terms of time or place and are not
zmluvného vztahu na zaklade tejto Zmluvy, limited to the period of contractual relationship
tj. platia aj po skoneni platnosti tejto based on this Agreement, i.e. they shall survive
Zmluvy a Vyskumu. after this Agreement and the Research is expired.

10. Osobné tidaje 10. Personal Data

10.1 Zmluvné strany sa zavizuju, ze Vyskum | 10.1 The Parties undertake that the Research in
bude vykonavany v stlade s Nariadenim accordance with Regulation (EU) 2016/679 of the
Eurdpskeho  parlamentu a Rady (EU) European Parliament and of the Council of 27
2016/679 z27. aprila 2016 o ochrane April 2016 on the protection of individuals with
fyzickych os6b pri spracuvani osobnych regard to the processing of personal data, repealing
udajov, ktorym sa zruSuje smernica Directive 95/46 / EC and Law No . 18/2018 Coll.
95/46/ES a zakonom ¢&. 18/2018 Z. z. on the protection of personal data as amended. The
0 ochrane osobnych udajov v platnom zneni Institution, Investigator and Novartis are obliged to
Institacia, RieSitel aj Novartis si povinni observe and respect during the Research and after
v priebehu Vyskumu aj po jeho skonceni its completion relevant legal regulations governing
dodrziavat a dbat’ na prislusné pravne the protection of personal data, medical records
predpisy na ochranu osobnych tudajov, data and information on personal circumstances of
udajov  zo  zdravotnej  dokumentacie the Participants enrolled in the Research.

a informacii o0 osobnych pomeroch
Ugastnikov zaradenych do Vyskumu.

10.2 Pred zaciatkom a poCas trvania Vyskumu, | 10.2 Prior to the commencement and in the course of
InStitGcia ajej zamestnanci poskytni the Research, the Institution and its employees
informacie tykajice sa Institicie a osobné shall provide information relating to the Institution
udaje, ktoré sa  tykaju  RieSitela, and personal data regarding the Investigator, co-

spoluriesitel'ov, zamestnancov alebo d’al$ich
pracovnikov. Takéto informacie tykajice sa
Institucie a osobné Udaje zahriiuju mena a
priezviska, kontaktné informacie, pracovné
skusenosti, odbornu kvalifikaciu, publikacie,
sthrny, dosiahnuté vzdelanie, informacie
0 vykone povolania, vybaveni pracoviska,
kapacite pracovnikov a d’alSie, ktoré stvisia
s vykonavanim Vyskumu na pracovisku.
Institicia sthlasi s pouzitim a spracovanim
informacii tykajucich sa Institicie a bude
informovat’ avrozsahu, vakom pravny
zéklad pre spractvanie osobnych udajov

investigators, employees or other workers. Such
information relating to the Institution and personal
data include names and surnames, contact
information, work experience, professional
qualification, publications, summaries, achieved
education, information on job performance, site
equipment, worker capacity and other information
associated with the conduct of the Research at the
site. The Institution agrees with the use and
processing of information relating to the Institution
and shall inform and ensure for Novartis and the
Sponsor or their affiliated persons, to the extent in
which the legal basis for personal data processing

nevyplyva zpravnych predpisov alebo does not arise out of any laws or employment
z pracovnopravneho  vztahu  InStiticie relationship between the Institution and the data
S dotknutymi  osobami, zabezpedi pre subjects, consent with the processing of personal

Novartis alebo jeho pridruzené osoby sthlas
so spracovanim osobnych udajov Riesitel’,

data of its Investigator, co-investigators and
employees for the following purposes:

spoluriesitel'ov a zamestnancov na

nasledovné ucely:

a) vykonavanie Vyskumu, a) conduct of the Research, processing and
spracuvanie a vyhodnocovanie evaluation of the results of the Research;
vysledkov Vyskumu; _ b) inspection and verification of scientific

b) kontrolu  aoverenie  vedeckej integrity of the Research by state and
integrity  Vyskumu - Statnymi governing institutions, Novartis, CRO (if
a riadiacimi Instituciami, any), monitoring person and their
Novartisom, CRO (ak existuje), representatives;
monitorujiicou osobou, ich
zastupcami; ) )

c) registracia vysledkov Vyskumu; c) registration of the results of the Research;

d) archivacia po dobu stanovenil d) archiving for the period prescribed by legal

pravnymi predpismi;
e) splnenie  pravnych poziadaviek

regulations;
e) meeting legal requirements or requirements
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alebo  poziadaviek  riadiacich of governing institutions, maintenance in the
institucii, uchovavanie v databaze database of sites, investigators and other
pracovisk, riesitelov a ostatnych employees for the use in future researches;
zamestnancov na pouzitie
v budicich vyskumoch; . f) transfer of such data to countries outside the
) prenosu. tychto udajov do- krajin Slovak Republic, evaluation of activities of
mimo - uzemia Slovenskej sites and investigators during the Research.
republiky, vyhodnocovania
¢innosti pracovisk a riesitelov vo .
Vyskume. Consent to personal data processing ensured by
Stihlas so spracovanim osobnych udajov the Institution unde_:r thls_paragraph shall be
zabezpeéeny Institiciou podla tohto bodu granted for such a time-period, type of p(_arsonal
musi byt udeleny na také asové obdobie, dat_a and means c_>f personal_d_ata processing, of
druh osobnych tdajov a sposoby wh!ch the Institution was notified b){ Novartis, or
spracovania osobnych udajov, ktoré boli which are necessary for proper fulfll_ment of the
oznamené Institicii zo strany Novartisu above-mentioned purposes of processing.
alebo ktoré st nevyhnutné na riadne
naplnenie horeuvedenych ucelov
spracovania.

10.3 Riesitel' vyjadri suhlas s poskytnutim a | 10.3 The Investigator shall express his/her consent with
spracovanim jeho osobnych udajov do the provision and processing of his/her personal
databazy klinickych  skasani/vyskumov; data in the database of clinical trials/researches;
formular suhlasu podpisany Riesitel'om je the consent form signed by the Investigator forms
prilohou ¢&. 3 tejto Zmluvy. Annex No. 3 hereto.

11. Vlastnictvo tidajov a vysledkov 11. Ownership of Data and Results

11.1  Pokial' nie je pisomne dohodnuté inak, | 11.1 Unless otherwise agreed in writing, all Related
vietka Suvisiaca dokumentacia, vratane Documentation, including documents, data,
dokumentov, udajov, informacii, ktoré information supplied by Novartis in written,
poskytol alebo dodal Novartis, ¢ uZ verbal, electronic or other form for the
V pisomnej, Gstnej, elektronickej alebo ingj performance of the Research are and shall remain
podobe, za ucelom Vyskumu sa a zostanu the property of Novartis or its affiliated persons,
majetkom Novartisu, alebo jeho depending on who is the owner thereof.
pridruzenych o0s6b podla toho, v koho
vlastnictve sa uvedené nachadza.

11.2 Pokial' nie je pisomne dohodnuté inak, | 11.2 Unless otherwise agreed in writing, the Research
Dokumentacia vyskumu, vSetky zaznamy, Documentation, all records, including electronic,
vratane elektronickych, ktoré boli vytvorené which have been produced in connection with the
Vv stvislosti s Vyskumom, programy a rozne Research, programmes and various types of
druhy navrhov zabezpeCovanych alebo proposals ensured or executed in the interest of
vykonavanych v zaujme Novartisu, a tieZ Novartis, as well as all data, information,
vSetky daje, informacie, dokumenty, documents, discoveries and inventions obtained,
objavy a vynalezy ziskané, vyplyvajice resulting or developed in the course of or as a part
alebo vyvinuté v priebehu alebo ako sucast’ of the Research or during the performance of this
Vyskumu alebo pri plneni tejto Zmluvy su a Agreement, are and shall remain exclusive
zostanu vyhradnym vlastnictvom Novartisu property of Novartis or the ownership rights to
resp. majetkové prava k nim pri predmetoch them, in case of items forming intellectual
dusevného  vlastnictva si  a zostanu property, are and shall remain exclusive property
vyhradnym vlastnictvom Novartisu. of Novartis. Novartis may use them and/or handle
Novartis ich méze pouzit' a/alebo nakladat’ them at its own discretion without further payment
snimi podla vlastného uvazenia bez d’alsej to or other obligation towards the Institution or the
platby alebo inej povinnosti voéi Instithcii Investigator; neither the Institution nor the
alebo Riesitelovi; Intitucia ani RieSitel Investigator shall have any rights of any kind to
nebudi. mat na ne Ziadne prava them.
akéhokol'vek druhu.

11.3 Institucia suhlasi s tym, Ze bude bez odkladu | 11.3 The Institution agrees to promptly obtain all
vybavovat’ vSetky dokumenty a vykonavat documents and take any other measures that
vsetky d’alSie opatrenia, ktoré moze Novartis Novartis can reasonably require to benefit from its
dovodne pozadovat, aby mohol ziskat rights under this Agreement, and shall ensure that
prospech zo svojich prav podla tejto the Investigator, co-investigators, its employees
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Zmluvy, abude pdsobit na to, aby si
rovnako pocinali aj Riesitel, spoluriesitelia,
jej zamestnanci a spolupracovnici. Okrem

and co-workers act equally. Among other things,
this includes taking all measures necessary for
transfer of ownership of all data, information,

inho to =zahfia urobenie vSetkych documents, or all ownership rights in case of items
potrebnych  krokov ~ pre  prevedenie forming intellectual property, to Novartis or to any
vlastnictva vSetkych udajov, informacii, persons appointed by it, and assistance to Novartis

dokumentov, resp. vsetkych majetkovych
prav pri predmetoch dusevného vlastnictva,
na Novartis alebo nim uréené osoby a
pomoc Novartisu pri spracivani a podavani
ziadosti o prava duSevného vlastnictva.
Institicia ma vyluént zodpovednost za

with processing and submission of applications for
intellectual property rights. The Institution is
solely liable for all payments payable to the
Investigator, co-investigators, employees and/or
co-workers of the Institution in accordance with
applicable laws, for all intellectual property rights

vSetky  platby, splatné  RieSitelovi, transferred to Novartis or to any persons appointed
spolurieSitelom, zamestnancom a/alebo by it in relation to the subject matter of this
spolupracovnikom  Institicie v sulade Agreement. For the payment according to Art. 6

S prislusSnymi zdkonmi, za vSetky prava
duSevného  vlastnictva  prevedené na
Novartis alebo nim uréené osoby v suvislosti
S predmetom tejto Zmluvy. Pre uhradu
podla ¢l. 6 tejto Zmluvy pre Institiciu sa
usudzuje, ze zahia uhradu aj takychto
nakladov a platieb Institiciou.

hereof to the Institution it is deemed that the
payment also includes coverage of such costs and
payments by the Institution.

114  Vysledok Vyskumu ako aj vSetky materialy, | 11.4 Any result of the Research and all materials,
dokumenty, udaje a informacie, aj ¢iastkové, documents, data and information, also partial,
ziskané pri jeho dosiahnuti, méze Novartis obtained in the process leading to the achievement
pouzit' pri svojej Cinnosti, najmd pri of such result, may be used by Novartis in the
vyskume avyvoji, vyrobe, registracii, course of their activities, in particular in research
predaji, vypracovani vedeckych studii and development, manufacturing, registration, sale,
a odbornych prac, marketingu, pri dodrzani elaboration of scientific studies and professional
platnych pravnych predpisov. works and marketing, in compliance with all

applicable laws.

115 Za pridruzené osoby sa na Gcely bodu 10.2., | 11.5 For affiliated persons shall be for purposes of para.
bodu 11.1. a bodu 13.313.13.3 tejto Zmluvy 10.2., 11.1. and para 13.3 of this Agreement
pokladajt (i) ovladané osoby v zmysle § 66a considered (i) controlled persons pursuant to
0ds. 1 ObZ, (ii) ovladajuce osoby v zmysle § Section 66a para. 1 of the CC, (ii) controlling
66a ods. 2 ObZ, (iii) osoba ovladana tou persons pursuant to Section 66a para. 2 of the CC,
istou ovladajicou osobou a (iv) osoba, ktora (iii) a person controlled by the same controlling
je Clenom tej istej skupiny (t.j. pre Novartise person, and (iv) person being a member of the
¢lenom skupiny Novartis). same group (i.e. if it concerns Novartis, then a

member of the Novartis Group and).
12. Doba platnosti Zmluvy 12. Agreement Validity Period

12.1 Zmluva sa wuzatvara na dobu trvania | 12.1 The Agreement is concluded for the period of the
Vyskumu ajej platnost kon¢i najneskor Research and its validity shall terminate at the
dilom ukoncenia vykonavania Vyskumu na latest at the date on which the conduct of the
pracovisku Institacie. Predpokladany termin Research in the Slovak Republic is finished. The
skonenia ~ Vyskumu je  30.04.2022. Research is expected to finish on 30" April 2022.
PrediZenie terminu skongenia Vyskumu je An extension of the Termination of the Research
mozné dohodnit pisomnym dodatkom may be agreed upon by a written amendment to
k tejto zmluve. this Agreement.

12.2  Platnost’ tejto Zmluvy sa automaticky skonéi | 12.2 Validity period of this Agreement shall
jej splnenim po dosiahnuti cielov Vyskumu automatically expire by its fulfilment after
aodovzdani vSetkych protokolov, CRF achievement of the targets of the Research and
zaznamov, Dokumentacie vyskumu a handover of all products, protocols, CRF records,
Suvisiacej dokumentacie spolo¢nosti Research Documentation, Related Documentation,
Novartis. Zmluva moéze byt ukoncena aj and Material to Novartis. The Agreement can also
dohodou zmluvnych stran. be terminated by agreement of the Parties.

12.3 Ktorakol'vek zmluvna strana je opravnena | 12.3 Either Party may withdraw from this Agreement in

odstupit  od
odstipenim,

tejto
ktoré

Zmluvy pisomnym
nadobuda  uc¢innost

writing with effectiveness upon delivery to the
other Parties to the address shown in the heading
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doruc¢enim zvySnym zmluvnym Stranam na

adresu uvedent v zahlavi tejto Zmluvy, a to

v nasledujucich pripadoch:

a) ak niektord zmluvna strana porusi
niektoré z ustanoveni tejto Zmluvy
a neodstrani zavadny stav ani v
lehote 30-tich dni od dorucenia
vyzvy k naprave, patri toto pravo
ostatnym zmluvnym stranam;

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

c) ak je niektora zmluvna strana v
platobnej neschopnosti alebo ide do
likvidacie z inych pri¢in ako je
transformacia alebo zluCovanie,
nema uréeného nastupcu, ktory by
prevzal jej aktiva (majetok)
azaviazky a neuzavrie dohodu
alebo iné vysporiadanie so svojimi

of this Agreement in following cases:

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

b) if it is concluded that one Party is in
bankruptcy proceedings or a proposal for
filing a petition for bankruptcy shall be
rejected due to insufficient property;

C) if either Party becomes insolvent or is to
be dissolved for other reasons than
transformation or fusion, no successor has
been appointed to take its assets (property)
and liabilities over and it does not enter
into agreement or other settlement with its
creditors;

veritel'mi; d) if either Party loses authorization which is
d) ak niektora zmluvna strana strati inevitable  for proper and timely

opravnenie, ktoré je pre riadne a performance of obligations resulting from

véasné plnenie povinnosti this Agreement;

vyplyvajucich z tejto Zmluvy

nevyhnutné; e) if the required authorization, permit,
e) ak potrebné opravnenie, povolenie, consent or exception is withdrawn or its

sthlas alebo vynimka je odvolané,
odlozena jeho platnost, alebo
vyprsi doba, na ktorti bolo vydané
bez toho, aby bolo prislusne
predizené.

V pripade, ze z hore uvedenych dovodov odstipi od
Zmluvy Novartis alebo Institicia, nastani ucinky
odstpenia vo vztahu k vSetkym ostatnym zmluvnym
stranam. Avsak ak z uvedenych dévodov odstipi od
Zmluvy Riesitel’, zmluvny vzt'ah medzi Novartisom a
Instituciou zostava zachovany a Novartis a Institicia
st povinni ustanovit nového Riesitela v stlade
s bodom 2.4. tejto Zmluvy.

validity delayed or the period for which it
was issued expires without prolongation.

In case Novartis or the Institution withdraw from the
Agreement for the above-mentioned reasons, the effects
of the withdrawal in relation to all other Parties will
occur. But, if the Investigator withdraws from the
Agreement for the above-mentioned reasons, the
contractual relationship between Novartis and the
Institution remains unchanged, and Novartis and the
Institution shall appoint a new Investigator in
accordance with para. 2.4. of this Agreement.

124

Okrem ukoncenia platnosti Zmluvy podla
predchadzajucich ustanoveni, ma Novartis
pravo kedykol'vek prerusit alebo ukoncit
Vyskum atym padom ukoncit platnost’
Zmluvy pisomnym oznamenim doruenym
InstitGcii  a RieSitelovi  priamo  alebo
prostrednictvom CRO (ak existuje). Bez
toho, aby Novartis akymkol'vek spdsobom

12.4 In addition to termination of validity of the
Agreement pursuant to previous provisions,
Novartis is entitled to suspend or end the Research
and at the same time to termination of validity of
the Agreement at any time by means of a written
notice delivered to the Institution or Investigator
directly or through CRO (if any). Without any

restrictions of its right to end the Research in any

obmedzoval svoje pravo na ukoncenie manner, Novartis shall under usual circumstances
Vyskumu, Novartis za normalnych okolnosti suspend or end the Research in following cases:
prerusi  alebo  ukonéi  Vyskum v

nasledujucich pripadoch:

a) ak vyskyt zavaznych neziaducich a) if the occurrence of serious adverse

ucinkov alebo podozreni na ne
pocas Vyskumu alebo ohrozenie
bezpeénosti Utastnikov poukazuje
na potrebu preruSenia  alebo

reactions or suspected serious adverse
reactions in the course of the Research or
risk to the safety of the Participants show
that it is necessary to suspend or end the
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ukonc¢enia Vyskumu;

b) ak si Novartis Zeld prerusit’ alebo
ukon¢it Vyskum z komer¢nych
dovodov, z dovodov efektivnosti,
z dovodov koncernovej politiky
vykonéavania Vyskumov,
z dovodov majucich pévod mimo
uzemia Slovenskej republiky alebo
aj bez uvedenia doévodov;

c) ak je  Novartis  opravnene
presvedceny, ze Vyskum nemoze
byt tuspesne dokonéeny, vratane
dovodu (ale aj bez neho), ze by sa
Vyskumu nezucastnil dostatocny
pocet Ucastnikov alebo sa v
stanovenom Case nenasiel
dostato¢ny pocet pracovisk.

Research;

b) if Novartis wishes to suspend or end the
Research for commercial reasons, for
reasons of efficacy, for reasons of
corporate policy of conducting Researchs,
for reasons originating outside the Slovak
Republic or even without giving reasons;

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

125 Ak pride k pred¢asnému ukonéeniu tejto | 12.5 In case of early termination of this Agreement,
Zmluvy, najmid z dovodov uvedenych v namely for reasons listed in the provision of para.
ustanoveni bodu 12.3 a 12.4 tejto Zmluvy, je 12.3 and 12.4 hereof, the Party which brought
zmluvna strana, ktora sposobila ukoncenie about termination of this Agreement or provided a
tejto Zmluvy alebo dala pri¢inu k ukonceniu reason for this Agreement to be terminated by
tejto  Zmluvy inou zmluvnou stranou, other Party, is obliged to reimburse all costs
povinna nahradit’ ostatnym zmluvnym incurred by the other Parties in relation to the
stranam vSetky naklady, ktora tato skutocne performance of this Agreement in proportion in
v suvislosti s plnenim tejto  Zmluvy which the subject-matter and purpose of this
vynalozila, a to v tom pomere, v akom Agreement were not fulfilled, i.e. in the proportion
nedoslo k splneniu jej predmetu a ucelu, t.j. of completed evaluation of Participants to the
pomer dokonéenych hodnoteni Uastnikov volume of sources provided for Participants in the
vzhl'adom k objemu zdrojov, ktory bol na aggregate.

Ugastnikov celkovo poskytnuty.

126  V pripade ukonfenia Vyskumu podla | 12.6 In case the Research is terminated pursuant to
ustanovenia bodu 12.4. tejto Zmluvy, uhradi para. 12.4. hereof, Novartis shall pay the
Novartis Institucii odmenu primeranym Institution remuneration in appropriate manner for
sposobom za sluzby poskytnuté az do services provided until the day on which the
datumu  ukonCenia  Vyskumu  podla Research was terminated according to the
podmienok uvedenych vtejto Zmluve. provisions of this Agreement. The Institution is not
Institicia nema narok na nahradu inych entitled to reimbursement of other costs or lost
nakladov ¢i uSlého zisku. profit.

12.7 InstitGcia a RieSitel’ suhlasia stym, ze po | 12.7 The Institution and the Investigator agree that
obdrzani oznamenia o odstapeni od tejto following receipt of the notice of withdrawal from
Zmluvy  alebo  ukonceni  Vyskumu this Agreement or termination of the Research,
bezodkladne ukoncia vykonavanie they shall promptly end the conduct of the
Vyskumu. Riesitel' v pripade, ak prestane Research. In case the Investigator stops to perform
vykonavat’" funkciu rieSitel'a a sucasne the function of the investigator and, at the same
neddjde k ukonCeniu tejto Zmluvy, je time, this Agreement does not terminate, the
povinny poskytnit’ nevyhnutna suéinnost’ Investigator is obliged to provide necessary
apomoc dalSiemu rieSitelovi uréenému assistance and cooperation to the next investigator
vsulade stouto Zmluvou, InStitacii a appointed in accordance with this Agreement, to
Novartisu za  Ucelom  zabezpecenia the Institution and to Novartis for the purpose of
kontinuity vykonavania Vyskumu. ensuring continuity of the Research.

12.8 Ukonéenie Zmluvy nebude mat vplyv na | 12.8 Termination of the Agreement shall be without

pravo ktorejkol'vek z0 zmluvnych stran
vykonat' pravne opatrenia voci ostatnym
zmluvnym  stranam v sGvislosti s
predchadzajicim poruenim Zmluvy danou

prejudice to the right of any Party to take legal
measures against other Parties in connection with
the previous breach of the Agreement by the
pertinent Party.
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zmluvnou stranou.

12.9 Ustanovenia uvedené v tejto Zmluve, ktoré | 12.9 Provisions of this Agreement that pertain to
sa  tykaju  zabezpeCenia  doverného ensuring confidential nature of information,
charakteru informacii, publikacii, osobnych publications, personal data, ownership, record
udajov, vlastnictva, uchovavania zaznamov, keeping as well as other provisions, in case of
ako aj dalsie ustanovenia, u ktorych sa na which it is reasonably believed that they shall
zéklade ich naleZitosti usudzuje, Zze budu survive termination or expiry of the Agreement,
platit’ d’alej aj po ukonéeni alebo vyprSani shall continue to be valid irrespective of the fact
Zmluvy, budd nadalej v platnosti bez that the Agreement was terminated.
ohl'adu na ukonéenie Zmluvy.

12,10 InstitGcia a RieSitel su  povinni ozndmit’ | 12.10 The Institution and the Investigator shall be
Novartisu kazdi skutocnost, ktora by obliged to inform Novartis of any fact which
znamenala zanik pracovnopravneho vztahu would mean a termination of employment
alebo iného zmluvného vztahu Riesitel'a relationship or any other contractual relationship of
s Instituciou, ato bez zbytoéného odkladu, the Investigator with the Institution without undue
najneskor vSak nasledujici pracovny den, delay, but no more than one working day after it
odkedy sa o0 takejto skuto¢nosti dozvedeli. learnt of such fact.

13. Osobitné ustanovenia 13. Specific Provisions

13.1  Novartis, InStiticia ani Riesitel nebudu | 13.1 Novartis, the Institution and the Investigator shall
zodpovedni za  nedodrZanie alebo not be liable for any failure or delay in
oneskorenie plnenia zaviazkov v suvislosti performance of their obligations in connection
s Vyskumom v pripade, ak toto nedodrzanie with the Research, if such delay or failure was
alebo  oneskorenie  bolo  spdsobené caused by circumstances beyond real control of the
okolnostami vylucujucimi zodpovednost, participating Party and if such circumstances or
tj. okolnostami, ktoré su mimo realnej their consequences could not be prevented, averted
moznosti ovplyvnenia zucastnenou or overcome, even while exercising sufficient level
zmluvnou stranou a ak sa tymto okolnostiam of caution, and if the Party was not able to
alebo jej nasledkom nedalo vyhnut,, odvratit’ foreseen such circumstances at the time when such
alebo prekonat’ ani pri dodrZani dostato¢nej obligation was created. = However, such
miery opatrnosti, pri¢om tito okolnost’ circumstances do not include any circumstance
v éase vzniku zavdzku zmluvnd strana that occurred at the time when the obliged Party
nemohla predvidat. Takouto okolnostou was in default with meeting its obligation, or it
vsak nie je okolnost’, ktora vznikla az v Case, occurred due to that Party’s economic situation.
ked povinnd strana bola v omeskani
S plnenim svojej povinnosti, alebo vznikla
Z jej hospodarskych pomerov.

13.2 Riesitel' je pracovnikom nezavislym od | 13.2 The Investigator is a worker who is independent
Novartisu a Ziadne ustanovenie tejto Zmluvy from Novartis and no provision of this Agreement
ho nedefinuje ako zamestnanca, zastupcu defines him/her as the employee, representative or
alebo spolo¢nika Novartisu. InStitacia partner of Novartis. The Institution is responsible
zodpoveda za plnenie vSetkych povinnosti for meeting all obligations pertaining to the
tykajucich sa platieb dani, socialneho payment of taxes and social and health insurance
a zdravotného poistenia, ktoré sa vztahuju contributions that relate to the subject-matter of the
na predmet Zmluvy, ak to prichadza do Agreement, if applicable, including those
uvahy, vratane tych, ktoré sa tykaju involving the Investigator, co-investigators,
Riesitel'a, spoluriesitelov a zamestnancov employees and co-workers of the Institution.

a spolupracovnikov Institucie.

13.3 Institucia nesmie postlpit’ akékol'vek prava | 13.3 The Institution may not assign any rights and
a zavizky ztejto Zmluvy tretej strane bez obligations arising from this Agreement to a third
pisomného sthlasu Novartisu. Novartis party without a written consent of Novartis.
moZe po pisomnom oznameni previest Novartis may upon written notice assign any of its
ktorékol'vek zo svojich prav alebo zaviazkov rights or obligations arising from this Agreement
vyplyvajucich z tejto Zmluvy na svojho to its business partner, associate and affiliated
obchodného  partnera, spolo¢nika a persons whereby the Institution agrees with such
pridruzent osobu, S ¢im InStitticia sthlasi. assignment.

13.4  Kazdé oznamenie podavané v suvislosti | 13.4 Every notice given in connection with this

S touto zmluvou musi byt pisomné, ak nie je
v zmluve stanovené inak, amusi byt
dorucené osobne, alebo zaslané

Agreement shall be in writing, unless otherwise
stated in the Agreement, and shall be delivered in
person or sent by registered mail or fax to the
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doporucenou postou alebo faxom na adresu
uvedeni vzmluve ¢&i na ind adresu
oznamenu pisomne druhej zmluvnej strane.
Za pisomné dorucovanie podla tejto zmluvy
sa rozumie doruCovanie osobne, postou,
kuriérom, faxom, mailom. V pripade zmeny
¢i zruSenia zmluvy sa nim povazuje
dorucovanie osobne, posStou alebo kuriérom,
priCom pisomnost’ odosland poStou alebo
kuriérom sa povazuje za dorucenu v def,
kedy adresat potvrdil jej prijatie. Za den
dorucenia pisomnosti sa povazuje aj den, v
ktory adresat odoprie doru¢ovanu pisomnost’
prevziat, alebo v ktory marne uplynie
odberna lehota pre vyzdvihnutie si zasielky
na poste, alebo v ktory je na doruCovanej
zasielke preukézatel'ne vyznacena
poznamka, ze ,adresat sa odstahoval®,
»adresat je neznamy“ alebo ind poznamka
podobného vyznamu, ato aj Vv pripade, Ze
druha zmluvna strana pisomnost’
neprevezme alebo sa o nej nedozvie.

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

13.5  InStitacia a Riesitel' vyhlasuja, Ze Riesitel’, | 13.5 The Institution and the Investigator represent, that
ani InStitacia, ani Ziadna jej/jeho zamestnana neither the Investigator or the Institution, nor any
osoba, ani spolupracovnik, ktori sa of their employees or co-workers participating in
zOcastiuju vo vykonavani Vyskumu, neboli the conduct of the Research have been debarred
vyla¢eni podla § 306 pism. a) alebo b) pursuant to Section 306 letter a) or b) of the
Federalneho zakona Spojenych §tatov Federal Food, Drug and Cosmetic Act of the
americkych o kontrole potravin, lickov a United States of America or affected by a similar
kozmetickych pripravkov, alebo postihnuti measure (e.g. a ban on action or exclusion from a
obdobnym opatrenim (napr. zakazom professional association) under the legislation of
¢innosti alebo vylicenim zo stavovského the Slovak Republic, and in the future the
organu) podla prava Slovenskej republiky a Institution shall not employ or hire any debarred
InstitGcia v budicnosti nezamestna ani person in connection with the work to be done on
nenajme Ziadnu vylacena osobu v svislosti behalf of Novartis or in its name. If at any time
Spracou, ktora sa ma vykonat pre after signing this Agreement, the Institution
spolo¢nost’ Novartis alebo jej menom. Ak sa becomes aware that the Investigator, Institution or
Institcia kedykol'vek po podpise tejto any other person employed or hired by the
Zmluvy dozvie, Ze Riesitel’ alebo Institacia Institution is debarred or is in debarment
¢i nejaka osoba, ktoru Institicia zamestnava proceedings, the Institution hereby confirms that it
alebo najme, je vylacena, alebo je vo shall immediately notify Novartis of this matter
vyluCovacom konani, InStiticia tymto and proceed with relation to the Research as
potvrdzuje, ze to okamzZite oznami Novartisu directed by Novartis.
abude postupovat podla jej pokynov
ohl'adne Vyskumu.

14. Zaverecné ustanovenia 14. Final provisions

14.1 Zmluvné strany sa zavizuju, Ze buda vzdy | 14.1 The Parties undertake to always proceed in a way
postupovat’ tak, aby vSetky zaleZitosti, ktoré enabling them to resolve all matters that are
budu aspont jednou zo zmluvnych stran considered as necessary by at least one of the
povazované za potrebné, rieSili bez Parties without undue delay and prolongations, i.e.
zbyto¢ného odkladu a prietahov, teda v ¢o in the shortest possible period, in particular by
najkratSej moznej dobe, predovietkym agreement and with incurring the lowest possible
dohodou a zaroven s vynalozenim najniz§ich costs.
moznych nékladov.

14.2 Prava a povinnosti zmluvnych stran, ktoré | 14.2 Any rights and obligations of the Parties that are

nie su upravené touto Zmluvou, ako aj
pravny vztah zaloZeny touto Zmluvou sa
riadi platnym pravom Slovenskej republiky.
Zmluvné strany sa v stlade s ustanovenim §

not regulated by this Agreement as well as the
legal relation established by this Agreement shall
be governed by applicable laws of the Slovak
Republic. The Parties, in accordance with the
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262 ods. 1 a 2 ObZ vyslovne dohodli, ze ich provision of Section 262 para. 1 and 2 of the CC,
zavdazkovy vztah upraveny touto Zmluvou expressly agreed that their contractual relationship
sa bude riadit ObZ. Pre pripadné stdne regulated by this Agreement shall be governed by
spory sa bude uplatiiovat’ prislu§nost’ the CC. For any legal disputes the jurisdiction of
v§eobecnych slovenskych sudov. the Slovak courts shall be applicable.

143  V pripade, ze by ktorékol'vek z ustanoveni | 14.3 If any provision of this Agreement was or later
tejto Zmluvy bolo ¢i sa dodatoéne stalo became invalid or ineffective, the remaining
neplatnym alebo neudinnym, buda ostatné provisions shall be regarded as severable and
jej ustanovenia  posudzované ako validity or effectiveness of this Agreement as a
oddelitelné a platnost’ ¢i ucinnost’ tejto whole shall be maintained. In such case, the Parties
Zmluvy ako celku zostane zachovana. Pre to the Agreement undertake that they will, by their
tento pripad sa uCastnici Zmluvy zavizuja mutual agreement, replace such invalid or
na zaklade vzajomnej dohody nahradit ineffective provisions with a provision that best
neplatné alebo nelcinné ustanovenia takym corresponds with the purpose of this Agreement
ustanovenim,  ktoré  bude  najlepsie and the will of the Parties at the time of conclusion
zodpovedat’ uCelu tejto Zmluvy a voli of the Agreement.
zmluvnych stran pri jej uzavreti.

144  Ziadne zricknutie sa nejakej néleZitosti, | 14.4 No waiver of any matter, provision or condition of
ustanovenia alebo podmienky tejto Zmluvy, this Agreement, either based on actions or
¢i uz konanim alebo inak, v jednom alebo vo otherwise, in a single case or in several cases, shall
viacerych pripadoch, sa nebude povazovat be regarded as continuing or permanent waiver of
za d’alie alebo trvalé zrieknutie sa nejakej any such matter, provision or condition or of any
takejto  naleZitosti, ustanovenia alebo other matter, provision or condition of this
podmienky alebo nejakej inej naleZitosti, Agreement or shall be interpreted as such waiver.
ustanovenia alebo podmienky tejto Zmluvy,
alebo takto vysvetlovat’.

145 Tato Zmluvu je mozno menit’ a dopliiovat’ | 14.5 This Agreement may only be amended and
len na zaklade jej pisomného dodatku, ktory supplemented by means of a written amendment
bude za taky oznaleny, prislusne hereto, which shall be marked as such, humbered
ocislovany, s datumom a podpisom vsetkych appropriately and shall be dated and signed by all
zmluvnych stran. Toto ustanovenie sa Parties. This provision shall not be applied to any
neaplikuje na dodatky Protokolu. amendments to the Protocol.

14.6  Novartis je opravneny zmenit jednostranne | 14.6 Novartis is entitled to unilaterally amend the
Protokol, aj ked bude prilohou tejto Protocol, even if the Protocol forms annex to this
Zmluvy. Ak bude vydany dodatok Agreement. If an amendment to the Protocol is
k Protokolu, kde dojde k zmenam rozsahu issued where the scope of the services or the an
sluzieb, resp. zvySeniu rozsahu ¢innosti increase in the scope of activities in such a case
v takomto pripade sa bude postupovat will be dealt with under point 14.5. of this
v zmysle bodu 14.5. tejto Zmluvy. AK je Agreement. If amendment to the Protocol is
vydany dodatok Protokolu, je Novartis issued, Novartis is required the change,
povinny zmenu, upravu ¢&i  doplnenie modification or supplementation of the Protocol
Protokolu pisomne oznamit  Institacii notify in writing to Institution by written
S pisomnym doloZenim zmeneného submitting of the amended Protocol. The Parties
Protokolu. Zmluvné strany sa zavdzuju undertake to proceed in accordance with such
postupovat’ podla zmeneného Protokolu od amendment to the Protocol from the moment when
okamziku jeho oznamenia prislusne;j strane. the existence of such amendment to the Protocol

was reported to the relevant Party.

14.7 Tato zmluva nadobuda platnost’ diiom keby | 14.7 This Agreement shall become valid on the day of
bola podpisand zmluvnymi stranami a its signature by each contractual party and shall
u¢innost’ diiom nasledujiicim po dni jej enter into force on the day following the day after
zverejnenia Vv centralnom registri zmluv na its publication in terms a central register of
www.crz.gov.sk, nakolko ide o povinne contracts on www.crz.gov.sk, because it is an
zverejiilovant zmluvu v zmysle § 5a ods. 1 Agreement which must be disclosed pursuant to
Zakona o slobode informacii, V zneni Section 5a para. 1 of Act on Free Access to
neskorsich predpisov. Novartis zaroven Information. Novartis also gives his consent to the
udel'uje svoj suhlas so zverejnenim tejto publication according to the previous sentence.
Zmluvy podla predchadzajiicej vety. The Institution shall immediately send the
Institicia bezodkladne zasle Zmluvu na Agreement for disclosure; if the Agreement will
zverejnenie; pokiall neddjde k zverejneniu not be disclosed within 7 days following its

25/34

Zmluva o intervenénom, neliekovom biomedicinskom vyskume, trojstranna — verzia 22.01.2019
Novartis / UNB, Nemocnica Ruzinov/ Doc. MUDr. Gabriel Kamensky, CSc.
Protokol €.: CTQJ230A12001



do 7 dni odo dna jej uzavretia, modze
Novartis podat’ navrh na jej zverejnenie.
Institicia sa zavédzuje vydat Novartisu
pisomné potvrdenie o zverejneni Zmluvy
bez zbytocného odkladu po jej zverejneni.
Institacia je povinna zabezpecit’
nespristupnenie  tych ustanoveni tejto
Zmluvy, ktoré obsahuju informaciu, ktora sa
podla  platnych  prdvnych  predpisov
nespristupiuje.

conclusion, Novartis may submit a proposal for
disclosure. The Institution undertakes to issue to
Novartis a written confirmation about the
disclosure of the Agreement without undue delay
after its publication. The Institution is obliged to
ensure the non-disclosure of these provisions of
this Agreement, which is under the current
legislation confidential.

14.8 Tato Zmluva je vyhotovena v piatich | 14.8 This Agreement is executed in five counterparts,
vyhotoveniach, dvakrat pre Instituciu, two for the Institution, one for the Investigator and
jedenkrat pre RieSitela a dvakrat pre two for Novartis.

Novartis.
14.9 Tato Zmluva je vyhotovena v slovensko- | 14.9 This Agreement is executed in the Slovak-English

anglickej verzii. V pripade rozporu medzi
slovenskou a anglickou jazykovou verziou
Zmluvy, jej priloh alebo pripadnych
dodatkov, ma prednost’ slovenska verzia.

version. In case of any discrepancies between the
Slovak and the English version of the Agreement,
its Annexes or eventual amendments, the Slovak
version shall prevail.

1410  Prilohami tejto Zmluvy su:

Priloha ¢. 1: Popis Vyskumu

Priloha ¢. 2: Platby

Priloha ¢. 3: Formular zverejnenia osobnych
udajov Riesitel'a

14.10 Annex of this Agreement:

Annex No. 1: Description of the Research

Annex No. 2: Payments

Annex No. 3:  Investigator’s Personal Data Disclosure

Form

1411 Zmluvné strany vyhlasuji, Ze si Zmluvu
precitali, jej obsahu porozumeli, Ze ju
uzavreli slobodne a vazne, urdite
a zrozumitelne, ana potvrdenie toho, Ze
obsah tejto Zmluvy zodpoveda ich skuto¢nej
a slobodnej voli, ju vlastnoru¢ne podpisali.

14.11 The Parties represent that they read this

Agreement, understood its content and concluded
it on their own free will, in earnest, in all
conscience and unequivocally, and in witness of
the fact that the content hereof represents their
good faith intention and free will, they sign it.

Novartis Slovakia s.r.o.
Mgr. Hana Mréazova
na zaklade plnej moci/based on the power of attorney

Novartis Slovakia s.r.o.
PharmDr. Katarina Nosjean
na zaklade plnej moci/based on the power of attorney

Vo fn ..., , diia/on

Univerzitna nemocnica Bratislava

MUDr. Renata Vandriakova, MPH
riaditel’ka/Director

Doc. MUDr. Gabriel Kamensky, CSc.
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Priloha ¢é.1

Annex No. 1

Kéd stadie - biomedicinskeho vyskumu:
CTQJ230A12001

Biomedical research study code:
CTQJ230A12001

Nazov/Popis §tudie — biomedicinskeho vyskumu:
Multicentricka prierezova epidemiologicka Studia
na stanovenie prevalencie a distribucie
koncentracii  lipoproteinu  (a)  u pacientov
s preukazanou kardiovaskuldarnou chorobou

Title/Description of the Biomedical research study:
Multi-center cross-sectional epidemiological study
to characterize the prevalence and distribution of
lipoprotein(a) levels among patients with
established cardiovascular disease

Datum finalnej verzie Protokolu:
03.10.2018

Date of final version of the Protocol:
03.10.2018

Riesitel:
Doc. MUDr. Gabriel Kamensky, CSc.

The Investigator:

Doc. MUDr. Gabriel Kamensky, CSc.

Centrum;

Univerzitna nemocnica Bratislava,
Nemocnica Ruzinov, V. interna klinika
Ruzinovska 6, 826 06 Bratislava,
Slovenska republika

Telefon: 421 2 482 34 295

Centre:

University Hospital Bratislava - Hospital Ruzinov
V. interna klinika,

Ruzinovska 6, 826 06 Bratislava

Slovak Republic

Phone: 421 2 482 34 295

Fax: 4212 482 34 195 Fax: 421248234195
Mobil: 421 911 470 533 Mobile: 421 911 470 533
Statutarny zastupca: Statutory representative:

MU Dr. Renata Vandriakova, MPH, riaditel’ka
Telefon: +421 2 48234614
Fax: +421 2 48234614

MUDr. Renata Vandriakova, MPH, Director
Telephone:  +421 2 48234614
Fax: +421 2 48234614

Cislo centra:

Centre number:

4127 4127

Planovany podet zaradenych Ugastnikov: Planned number of enrolled Participants:

50 50

Monitor ~ biomedicinskeho  vyskumu  uréeny | Biomedical research monitor appointed by Novartis:
Novartisom:

Roébert Vavra Roébert Vavra

Adresa: Address:

Novartis Slovakia s.r.o.
Zizkova 22B, 821 02 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 5886

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

Fax: 02/5556 5886

Casovy rozvrh $tudie — biomedicinskeho vyskumu:
15.07.2019 — 30.04.2022

Biomedical research study time schedule:
15.07.2019 — 30.04.2022

Zaciatok zarad’ovania Uastnikov:
15.07.2019

Commencement of Participants enrolment:
15.07.2019

Ukoncenie zarad’ovania Ucastnikov:

End of Participants enrolment:

27134

Zmluva o intervenénom, neliekovom biomedicinskom vyskume, trojstranna — verzia 22.01.2019
Novartis / UNB, Nemocnica Ruzinov/ Doc. MUDr. Gabriel Kamensky, CSc.

Protokol €.: CTQJ230A12001



30.07.2021

30.07.2021

Zatiatok kompetitivneho zarad’ovania Uéastnikov
15.07.2019

Commencement  of
enrolment: 15.07.2019

competitive  Participants

Ukoncenie §tadie — biomedicinskeho vyskumu
najneskor: 30.04.2022

End of the Biomedical research study at the latest on:
30.04.2022

Vo fIn ..o, , dila/on

Novartis Slovakia s.r.o.
Mgr. Hana Mrazova
na zaklade plnej moci/based on the power of attorney

Novartis Slovakia s.r.o.
PharmDr. Katarina Nosjean
na zaklade plnej moci/based on the power of attorney

Vo fIn ..o, , diia/on

Univerzitna nemocnica Bratislava
MUDr. Renata Vandriakova, MPH
riaditel’ka/Director

Doc. MUDr. Gabriel Kamensky, CSc.
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Priloha ¢.2

Annex No. 2

VSetky uhrady sa vykonaju nasledovne:

All payments shall be made as follows:

Platby za navstevy zdokumentované v zdravotnej
dokumentacii Ucastnika (vietky vykony zrealizované
v sulade s Protokolom) sa budi uskuto¢novat
polroéne, poéniic prvym zaradenym Ugastnikom, a to
vV zévislosti na vykonani planovanych navstev
a odovzdanych kompletnych zaznamov z tychto
navstev.

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

Novartis sa zavézuje, ze na dalej uvedeny ucet
Institucie uhradi naklady a odmenu za vykonanie
biomedicinskeho vyskumu spolu vo vyske 25 EUR
za jedného riadne ukonéeného Ucastnika. Téato suma
zahfna vSetky naklady a ¢innosti Institucie spojené
S vykonanim biomedicinskeho vyskumu. Nezahina
odmenu pre Riesitel'a a nim uréeny pracovny tim za

ukony nad ramec poskytovania zdravotnej
starostlivosti; tato je dodatoénym nakladom firmy
Novartis podla  odsthlasenych ~ podmienok

Novartisom v osobitnej zmluve a nie je predmetom
Zmluvy.

Novartis undertake that to the further mentioned
account of the Institution will pay the costs and
remuneration for providing of the biomedical
research total in amount of EUR 25 for one duly
completed Participant. This amount includes all costs
and activities of the Institution related to the
execution of the biomedical research. Do not include
remuneration for the Investigator and the designated
working team for activities beyond the scope of
healthcare provision; this is an additional cost for
Novartis under the terms agreed by Novartis in a
separate agreement with the Investigator and is not
subject - matter of the Agreement with the
Institution.

Planovany pocet Ucastnikov: 50
Uhrada pre Institaciu: 1 250 eur - Celkovo

Uhrada pre InStitaciu najviac: 25 eur (slovom:
dvadsat’pit) za kazdého kompletne a vyhodnotitel'ne
spracovaného Ucastnika v biomedicinskom vyskume

sa vyplati nasledovne:
Platba a) 25 eur — za spracovanie udajov navsteva
¢. 1)

A planned number of the Participants: 50
Payment for the Institution: EUR 1 250 - In total

Payment for the Institution maximum of: EUR 25
(in words: twenty five) for each completely and
evaluable processed Participant in the biomedical
research

shall be paid as follows:
Paymenta) EUR 25 - for
following visit No. 1)

data processing

Novartis poskytne Institucii ndhradu nakladov za
zabezpecéenie vySetrenia v lokalnom laboratoriu:

. cholesterol LDL z krvi v pausalnej vyske 2
Eur /1 vySetrenie
. lipoprotein A Lp(a) z krvi v pausalnej vyske

13 Eur /1 vySetrenie

Novartis provides Institution with the additional

payment for assessments performed in local

laboratory:

. cholesterol LDL from blood sample as fixed
payment EUR 2/ 1 lab assessment

. lipoprotein A Lp(a) from blood sample as
fixed payment EUR 13 /1 lab assessment

Platby pre Institiciu zahfnaji vSetky vysetrenia
podl’a Protokolu.

Payments for the Institution include all examinations
under the Protocol.

Pri odsuhlasenom zaradeni viac ako planovanych 50
Ucastnikov platia vysSie uvedené podmienky pre
kazdého d’alsieho Ucastnika.

In case enrolment of more than 50 planned
Participants is approved, the above mentioned
conditions apply to each additional Participant.

V pripade, ze Utastnik bude uznany nesposobilym
pre biomedicinsky vyskum alebo pri jeho tcasti bude
poruseny Protokol, Novartis nie je povinny zaplatit’
thradu za takéhoto Utastnika resp. je opravneny
kratit' Ghradu za takéhoto Utastnika az na 50 %
z pévodnej sumy podrla tejto prilohy.

V pripade, 7¢ Utastnik dobrovolne odstiipi alebo je z
biomedicinskeho vyskumu vyradeny (a) Novartisom
alebo (b) Riesitelom pre aktikol'vek pri¢inu inu ako
nesplnenie poziadaviek sposobilosti pre

If the Participant is recognised to be incapable of
participating in the biomedical research or if the
Protocol is breached due to his/her participation,
Novartis would not be obliged to make payment for
such Participant or it would be entitled to reduce the
payment for such Participant by up to 50% of the
original amount pursuant to this Annex.

If the Participant voluntarily withdraws from or is
rejected from the biomedical research (a) by Novartis
or (b) by the Investigator for any reason other than
non-compliance with the capacity requirements for
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biomedicinsky vyskum alebo porusenie Protokolu,
Novartis zaplati proporcionalnu ¢ast uhrady za
Utastnika az do diia vyradenia splatni po prijati
vSetkych formuldrov snalezmi ainej pozadovanej
dokumentécie.

Ak po skonCeni biomedicinskeho vyskumu Novartis
poskytol v ramci tejto Zmluvy sumy prevySujuce

the biomedical research or breach of the Protocol,
Novartis shall pay a proportional part of the payment
for such Participant until the day of rejection, payable
after receipt of all forms with findings and other
required documentation.

In case Novartis provided within this Agreement,
after the biomedical research is finished, any amounts
exceeding justified payments under the above
mentioned conditions, the Institution shall return the
amount exceeding the justified payments to Novartis.

opravnené uhrady podla vyssie uvedenych
podmienok, InStiticia musi vratitt Novartisu
prevysujicu sumu nad opravnené uhrady.

Pri  realizacii Vyskumu Novartis  poskytuje

Utastnikom za vykonané navitevy v ramci Vyskumu
prispevok na nahradu cestovnych nakladov spésobom
avrozsahu schvalenom kontrolnymi organmi
a Protokolom.

Institicia sa zavdzuje poskytnut administrativnu
¢innost’ suvisiacu s vyplatenim a spracovanim
cestovnych vydavkov pre Ucastnikov zaradenych do
Vyskumu, ato prostrednictvom Riesitel’a.
Podrobnosti mozu byt S$pecifikované v osobitnej
dohode medzi Riesitel'om a Novartisom. Instittcii za
takato ¢innost’ Riesitel’a neprislucha Ziadna odmena.

During the realization of the Research, Novartis will
provide to the Participants, for completed visits
during the biomedical research, the contribution to
cover their travel costs in the manner and scope
approved by the supervisory authorities and the
Protocol.

The Institution undertakes to provide via the
Investigator administrative activities related to
payment and processing of such travel costs to the
Participants enrolled in the Research. The details may
be specified in a separate agreement between the
Investigator and Novartis. The Institution is not
entitled to any remuneration for such activities of the
Investigator.

Platba v prospech uétu/ Payment to the account:
Univerzitna nemocnica Bratislava, Pazitkova 4, 821 01 Bratislava
¢islo uétu/number of account: 7000279808 / 8180
IBAN: SK58 8180 0000 0070 0027 9808
BIC/SWIFT: SPSRSKBA
Nazov banky/name of the bank: Statna pokladnica
Adresa/address: Radlinského 32, 810 05 Bratislava 15

Novartis Slovakia s.r.o.
Mgr. Hana Mrazova
na zaklade plnej moci/based on the power of attorney

Novartis Slovakia s.r.o.
PharmDr. Katarina Nosjean
na zaklade plnej moci/based on the power of attorney

Univerzitna nemocnica Bratislava
MUDr. Renata Vandriakova, MPH
riaditel’ka/Director

Vo fn........ , dna/on

Doc. MUDr. Gabriel Kamensky, CSc.
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Priloha ¢. 3
Riesitel’ — formular sihlasu dotknutej osoby so
spracuvanim osobnych udajov

v zmysle ustanovenia ¢lanku 6 ods. 1 pism. a), ¢lanku 7
anasl. Nariadenia Eurépskeho parlamentu a rady (EU)
2016/679 z 27. aprila 2016 o ochrane fyzickych 0séb pri
spracivani osobnych tidajov a o vol'nom pohybe takychto
udajov, ktorym sa zrusuje smernica 95/46/ES (vSeobecné
nariadenie o ochrane udajov) (d’alej len ,,Nariadenie*)

Annex No. 3
Investigator - the form of the consent of the data subject
with processing of its personal data
according to provision of art. 6 para. 1 letter a), art. 7 and et.
of Regulation of the European parliament and of the council
on the protection of natural persons with regard to the
processing of personal data and on the free movement of
such data, and repealing Directive 95/46EC (General Data
Protection Regulation) (hereinafter as the “Regulation”)

Novartis Vas chce poziadat o suhlas so zaradenim
niektorych prvkov Vasich osobnych udajov do databazy
snazvom GrantPlan vedenej tretou stranou. Zamerom
databazy  GrantPlan, ktor@  vedie  a zadavatelom
farmaceutického vyskumu poskytuje spolo¢nost TTC,
Spojené staty americké (d’alej len ,,TTC), je pomoct
zadavatelom vyskumu v transparentnosti tykajlicej sa
nakladov na vyskum. Databaza sa pouziva ako pomoc pre
odhad nékladov na vyskum S$pecifickych pre ur€itd krajinu
a poskytnmit’ informacie benchmarkingu s cielom dosiahnut’
transparentnost’  a poctivost’ v stanoveni nakladov na
uskuto€nenie vyskumu.

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

Informécie sa zapisuju do databazy tak, Ze nikto okrem
pracovnikov TTC nemoéze vidiet Vase meno alebo spojit’
Vase miesto uskutoChovania vyskumu S konkrétnym
vyskumom alebo spolo¢nostou zadavatel'a.

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

So zretelom na uvedené tymto udel'ujete spolo¢nosti TTC
ako prevadzkovatelovi sthlas So spracovanim Vasich
osobnych tudajov v rozsahu Vasho mena, kontaktnych
informacii miesta uskuto¢hiovania vyskumu, nazvu
vyskumu, zadavatela, kopie zmluvy o vyskume a nakladov
a honorarov tykajucich sa uchovania Vasho miesta
uskutoéiovania vyskumu spravcovi tejto databazy od tretej
strany. VaSe osobné¢ udaje sa budu spractvat za
horeuvedenym ucelom v informacnom systéme - databaze
GrantPlan — a to po dobu piatich rokov. Svoj suhlas
udel'yjete vo vztahu k vSetkym spracovatel'skym operaciam
S osobnymi Gdajmi, okrem ich zverejnenia; a to vratane ich
prenosu do tretich krajin, ktoré nemusia zaruCovat
primerant Groveii ochrany osobnych udajov, vratane
Spojenych statov americkych.

Vyssie uvedent prenosnost osobnych tudajov do tretich
krajin tymto beriete na vedomie a podpisanim tohto suhlasu
davate svoj osobitny sthlas na prenos osobnych tdajov do
tychto tretich krajin. Prevadzkovatel’ vS§ak zabezpecuje, aby
bola zachovana doévernost’ vsetkych ziskanych osobnych
udajov na rovnakej urovni ako garantuje Nariadenie.

Osobné udaje budu do uvedeného informaéného systému
GrantPlan poskytnuté spolo¢nostou Novartis Slovakia s.r.0.
so sidlom Zizkova 22B, 811 02 Bratislava, ICO: 36 723 304,
zapisana v Obchodnom registri Okresného sudu Bratislava I,
oddiel: Sro, vlozka ¢. 44016/B. Tymto udel'ujete spoloc¢nosti
Novartis Slovakia s.r.o. suhlas s poskytnutim Vasich
horeuvedenych udajov spoloc¢nosti TTC za ucelom ich
spracuvania spolo¢nostou TTC v rozsahu horeuvedeného
suhlasu.

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 research
conducted, the name of research, sponsor, a copy of the
research agreement and expenses and fees related to the
preservation of your place for conducting research to
manager of the database from a third party. Your personal
data will be processed for the above mentioned purpose
within the information system - GrantPlan database - and
that for a time-period of five years. You grant your consent
in relation to all personal data processing operations, except
for their disclosure; and that including their transfer to third
countries that do not have to provide the same level of
personal data protection, including the United States of
America.

With regard to the abovementioned portability of the
personal data to the third countries, you hereby take into
account given information, and by signing of this consent
you grant your special consent to transfer of your personal
data to such third countries. The controller however
guarantees that the confidiality of the obtained personal data
shall be maintained on the same level as maintained by the
Regulation.

Personal data will be provided to the mentioned GrantPlan
information system by the company Novartis Slovakia s.r.o.,
with its registered seat at Zizkova 22B, 811 02 Bratislava,
Identification Number: 36 723 304, registered with the
Commercial Registry of District Court Bratislava I, Section:
Sro, Insertion No. 44016/B. Hereby you grant consent to the
company Novartis Slovakia s.r.0. to provide your above
mentioned data to the company TTC for the purpose of their
processing by the company TTC to the extent of the above
mentioned consent.
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Ak vykonavate vyskum pre Novartis v inej krajinach nez
Spojené Staty americké, ako su krajiny v Eurdpe, beriete na
vedomie, Ze Spojené §taty americké neposkytuji rovnaku
uroveii ochrany, ako sa poskytuje v Eurdpe. Udelenie tohto
sthlasu je dobrovol'né a neziadaji Vas o udelenie sthlasu na
toto zverejnenie preto, aby ste pokracovali vo vyskume. Ale
ked” sthlas date, pomodzete zhromazdit informacie
0 primeranych nakladoch vo vyskume. Tento sihlas mozete
kedykol'vek odvolat’.

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

Ako dotknutd osoba mate v zmysle Nariadenia nasledujice
prava, o ktorych ste boli riadne pouéeny/a a informovany/a

- pravo ziskat’ potvrdenie o tom, ¢i sa spraciivaju Vase
osobné Ttudaje, apravo ziskat' pristup k takymto
udajom vratane urcenia ucelov spractvania, kategorii
osobnych tudajov, identifikaciu osob, ktorym boli
alebo budu osobné tidaje poskytnuté, predpokladant
dobu uchovavania osobnych udajov, existencie prava
na opravu osobnych udajov alebo ich vymazanie
alebo obmedzenie spractivania, alebo prava namietat’
proti takémuto spracuvaniu, prava podat staznost
Uradu na ochranu osobnych tdajov, existencie
automatizovaného rozhodovania vratane profilovania
ohl'adom osobnych udajov. Osobné tudaje budu
poskytnuté v strojovo Citatelnom formate. Toto
potvrdenie bude vydané bezplatne, avSak za kazdé
d’alsie kopie, oktoré poziadate, Vam moze byt
uctovany poplatok  zodpovedajtci
nakladom na vyhotovenie takéhoto potvrdenia.
Takisto mate pravo preniest tieto udaje inému
subjektu, ktory bude Vase osobné udaje dalej
spracovavat. Toto pravo sa vSak nevztahuje na

primerany

spraciivanie  nevyhnutné na  splnenie  ulohy
realizovanej vo verejnom zaujme anesmie mat
nepriaznivé dosledky na prava a slobody inych,

- pravo na to, aby boli osobné udaje, ktoré su
spracuvané a su nespravne, bez zbyto¢né¢ho odkladu
opravené. Takisto pravo na doplnenie
neuplnych osobnych udajov, ato prostrednictvom
poskytnutia doplnkového vyhlasenia,

mate

- 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 v zmysle osobitnych pravnych predpisov.
Osobné udaje vSak nemusia byt vymazané, ak je ich
zachovanie potrebné na uplatnenie prava na slobodu
prejavu ana informacie, na splnenie zakonnej
povinnosti podl'a osobitnych predpisov, na splnenie
ulohy realizovanej vo verejnom zaujme, z dovodov
verejného zaujmu v oblasti verejného zdravia, na
ucely archivacie vo verejnom zaujme, alebo na ucely

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

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

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

- the right to erasure of personal data if such data are
no longer necessary in relation to the purposes for
which they were collected or otherwise processed,
the personal data have been unlawfully processed, the
personal data have to be erased under specific
legislation. The personal data do not have to be
erased if its existence is necessary to for exercising
the right of freedom of expression and information,
for compliance with a legal obligation under specific
legislation, for performance of a task carried out in
the public interest, for reasons of public interest in
the area of public health, for archiving purposes in
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vedeckého alebo historického vyskumu ¢i na
Statistické ucely, a na preukazovanie, uplatiovanie
alebo obhajovanie pravnych narokov,

- pravo na obmedzenie spractivania osobnych udajov,
ak ste napadli spravnost’ osobnych tidajov, a to pocas
obdobia umoziujuceho overit' spravnost’ osobnych
udajov, spracuvanie 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 ucely
spraciivania, ale ich potrebujete na preukazanie,
uplatiiovanie alebo obhajovanie pravnych narokov,

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

Ako dotknutd osoba mate tieZ pravo na zaklade pisomnej
ziadosti alebo osobne, ak vec neznesie odklad, u
prevadzkovatela kedykol'vek namietat’ a nepodrobit sa
rozhodnutiu prevadzkovatela, ktoré by malo pre Vas pravne
ucinky alebo vyznamny dosah, ak sa také rozhodnutie vyda
vyluéne na zéklade ukonov automatizovaného spractivania
Vasich  osobnych  tdajov. Mate pravo  ziadat’
prevadzkovatela o preskimanie vydaného rozhodnutia
metddou odlisnou od automatizovanej formy spracuvania.

the public interest, scientific or historical research
purposes or statistical purposes, and for
establishment, exercise or defense of legal claims,

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

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

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

i Ano, Tymto stthlasim, Ze spolo¢nost’ Novartis moze
zverejnitt moje osobné Udaje v suvislosti

s databazou GrantPlant.

i Nie, nesuhlasim so zverejnenim mojich osobnych

udajov v suvislosti s databazou GrantPlant.

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

o No, | do not agree with the publication of my
personal data in connection with the GrantPlant
database.

Meno/Name: Doc. MUDr. Gabriel Kamensky, CSc.
Riesitel’/Investigator
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