ZMLUVA O INTERVENCNOM, NELIEKOVOM
BIOMEDICINSKOM VYSKUME
CTQJ230A12001

AGREEMENT ON INTERVENTIONAL, NON-
MEDICINAL PRODUCT BIOMEDICAL RESEARCH
CTQJ230A12001

Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava, SR

ICO: 36 723 304

DIC: 2022302425

ICDPH:  SK 2022302425

Zapisany: v Obchodnom registri Okresného stidu Bratislava

I, oddiel: Sro, viozka ¢. 44016/B

v mene ktorého kond/zastipeny:
Mgr. Hana Mrédzova, veduca oddelenia pre
klinické skt3anie, na zdklade plnomocenstva
PharmDr. Katarina Nosjean, na zaklade
plhomocenstva

bankové spojenie:
SWIFT:

IBAN:

(d’alej len ,,Novartis®)

a

Narodny dstav srdcovych a cievnych chordb, a.s.

sidlo:  Pod Krdsnou horkou 1, 833 48 Bratislava 37

1CO: 35971126

DIC: 202 210 5107

ICDPH: SK 202 210 5107

zapisany: Obchodny register Okresného  sidu
Bratislava 1, oddiel: Sa, vlozka &islo:
3774/B

Statutdrny zdstupca: Ing. Mongi Msolly, MBA, generalny
riaditel’, predseda predstavenstva

MUDr, Ive Ga¥parovi&, MPH,
podpredseda predstavenstva

Cislo aétu:

IBAN:

SWIFT:

(dalej len , Indtitdcia*)
a

Riefitel’> MUDr. Ivan Vranka

(dalej len ,Riefitel)
nzatvaraji v zmysle ust. § 269 ods. 2 zakona &. 513/1991 Zb.
Obchodny zdkonnik v zneni neskordich predpisov (d'alej len

Novartis Slovakia Sr.o.
Registered Seat:  Zi¥kova 22B, 811 02 Bratislava, SR

Company ID: 36723 304

Tax I1D: 2022302425

VAT ID: SK 2022302425

Registration: Commercial Registry of the District Court
Bratislava I, Section: Sro, Insertion No.
44016/B

Represented by:
Mgr. Hana Mrazovd, Head of the
Department for Clinical Trials, on a basis
of a power of atterney
PharmDr. Katarina Nosjean, on a basis of
a power of attorney

Bank Details:

SWIFT:

IBAN:

(hereinafter referred to as “Novartis™)
and

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

37

Company ID: 35971126

Tax ID: 202 210 5107

VAT ID: SK 202 210 5107

Registration: Commercial Register of District Court
Bratistava I, Section: Sa, Insertion No.
3774/B

Statutory Representative: Ing. Mongi Msolly, MBA -
director, Chairman of the directorate
MUDr. Ivo GaSparovic, MPH, Vice
Chairman of the directorate

Account number:

IBAN:

BIC/SWIFT:

(bereinaficr as the “Institution™)
and

Investigator: MUDr. Ivan Vranka

(hereinafter referred to as the “Investigator™)
conclude pursuant to Section 269 para. 2 of Act No. 513/1991
Coll., The Commercial Code, as amended (hereinafter referred

~ObZES), tito Zmluva o interven¢nom, | to as the “CC™) this Agreement on interventional, non-
neliekovom biomedicinskom  vyskume  (dalej len | medicinal product biomedical research (hereinafter referred to
HLmluva“): as the “Agreement”);
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1. Predmet Zmluvy

1. Subject Matier of the Agreement

1.1. Zmluvné strany uzatvardji zmluvny vzfah na | 1.1.  The Parties are entering intod a contractual relationship
zaklade tejto Zmluvy vychadzajic z existencie building upon the existence of the following below
nizfie uvedenych skutoénosti: mentioned matters:

1.2 Predmetom  tejto  Zmiuvy je zber dat| 1.2.  The subject matter of this Agreement is to collect data
vinterventnorm, nelickovom  biomedicinskom in the interventional, non-medicinal product
vyskume v rimcei projektu nazvaného: biomedical research within a projeét named: Multi-
Multicentrickd prierezova epidemiologicka center cross-sectional epidemiologieal study to
§tidia na stanovenie prevalencie a distribicie characterize the prevalence and distribution of
koncentracii lipopreteinu  (a) u pacientov lipoprotein(a) levels among patients with
s preukizanou kardiovaskulirnou chorebou established cardiovascular disease (hereinafler
(dalej len ,Projekt™), protokol (iplnd pisomnd referred to as the “Project”™), protocol {(complete
dokumentacia Projektu) &: CTQJ230A12001 written documentation of Project) no.:

(dalej len Protokol). Zaddvatefom tohto CTQJI230A12001 (hereinafter referred to as the
interveniného, nelickového  biomedicinskeho “Protocol”). Novartis is the sponsor of this
vyskumu (dalej len ,Vyskum™) je Novartis. interventional, non-medicinal product biomedical
Vyskum nie je spojeny s predpisovanim urcitého research (hereinatfier referred to as the “Research™).
lickw, ani so sledovanim pouZivania registrovaného The Research is not associated with any prescription
lieku pri poskytovan{ zdravotej starostlivosti; t.j. of a particular medicinal product, or monitoring the
neide o klinické skiidanie ani o neintervenénd use of any registered medicinal product in healthcare
klimicktt #tidiu podla zakona &. 362/2011 Z. z. provision; i.e. it does not constitute any clinical trial
o liekoch a zdravomickych poméckach a o zmene or any non-interventional clinical study pursuant to
a doplneni niektorych zdkonov, v znenf neskoriich Act No. 3622011 Coll. on Medicinal Products and
predpisov  (dalej len ,Zdikon o lickoch®). Medical Devices, as amended (hereinafter referred to
Z uvedenych ddvodov nie je pre tento Vyskum as the “Medicinal Products Act”). For the given
potrebné kladné stanovisko SUKL, ani sthlas reasons, no positive statement of the SIDC is
zdravotnych poistovni, ani poistenie zodpovednosti necessary for this Research, nor any approval of
zaddvateFa za Skodu spbsobeni ndastnikovi health insurance companies, nor any liability
klinického skisania. Ide o biomedicinsky vyskum ingurance of the sponsor in relation to any damage
v zmysle zakona & 576/2004 Z.z. o zdravotnej caused to a ¢linical trial participant. It represents
starostlivosti, stuzbach sdvisiacich s poskytevanim a biomedical research pursnant to Act No. 576/2004
zdravotnej starostlivosti a o zmene adoplneni Coll. On Healthcare, Healthcare-Related Services
niektorych zakonov v zneni neskorSich predpisov and on Supplement and Amendment 1o Certain Acts,
(Falej len . Zakon o zdravotnej starostlivosti™). as amended (hereinafter referred to as the “Aet on
Healtheare™).

1.3. Predmetom tejto Zmluvy je zavizok Indtiticie umoZnit’ | 1.3. The subject-matter of this Agreement is the
na svojich pracoviskach vykonat Vyskum podla tejto undertaking of the Institution to enable conduct of the
Zmluvy a Protokoly, ktoré v prospech Novartisu vykona Research in accordance with this Agreemert and the
Indtiticia prostrednictvom zamestnancov alebo inych Protocol by the Institution through the employees or
zmluvnych pracovnikov Ingtiticie {Riesitel, other contractual staff of the Institution (Investigator,
spoluriesitelia) v sulade s terminmi a podmienkami co-investigators) to the benefit of Novartis and in
Protokolu a podla Prilohy &. 1 tejto Zmluvy. ¥V spojeni s accordance with the tenms and conditions of the
tym Enstitdcia vytvori podmienky, poskytne v prospech Protocol and pursuant to Annex No. 1 hereto. In
Novartisu potrebné sluZby, zabezpeéi a umoZni a bude addition to that, the Institution shall create conditions
niest zodpovednost za to, aby Riesitel dodrZal vietky as needed, provide necessary services to Novartis and
zaviazky a povinnosti tak, ako je uvedené v Prilohe ¢. 1 ensure and enable, and take responsibility for that the
a vyvinie primerané usilic na dodrZanie €asového planu Investigator performs all of his/her undertakings and
uvedeného v Prilohe £. 1; kazdé omeskanie bez odkladu obligations in the manner set out in Annex No. 1 and
ohldsi Novartisu a viemozne sa bude usilovat’ asovi exert appropriate efforts in order to observe the time
stratn vyrovnat, schedule listed in Annex No. 1; promptly notifying

Novartis of any delay and exert all efforts in order to
set off such Joss of time.

1.4. Indtitiicia je poskytovateFom zdravotnej starostlivosti a | 1.4.  The Institution is a healthcare provider and possesses

disponuje vSetkymi technickymi prostriedkami, ktoré
Novartis potrebuje pre vykondvanie Vyskumu, aje
schopnd zabezpeif realiziciu  Vyskumu podla
podmienok definovanych v tejto Zmluve a vSeobecne
zavdznych prévinych predpisov. Indtitteia prehlasuje
a i, Ze jej zariadenia, ktord sa majii pouZit’ na realiziciu

all technical devices needed by Novartis for the
performance of the Research and is able to ensure
conduct of the Research in accordance with the
conditions defined in this Agreement and in the
generally binding legal regulations. The Institution
represents and warrants that its facilities to. be used for
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Vyskumu spliiaji podmienky stanovené plamymi
zdkonmi a ostatnymi smemicarni pecifikovanymi v bode
2.7. tejto Zmluvy.

the realization of the Research properly meet all the
conditions stipulated by applicable laws and other
guidelines specified in para. 2.7. hereof.

L3,

Rieditel’ oznaduje zdravotnickeho pracovnika (lekéra) s
potrebnou kvalifikiciou, ktory je zamestnancom alébo
inym zmluvmim pracovnikom Indtinicie a je odborne
zodpovedny za vykondvanie Vyskumu v danom centre,
a pokial' Vyskum v jednom mieste vykondva tim oséb,
je Riefitel’ veduicim, ktory nesie zodpovednost za cely
tim. RieSitefom pre tento Vyskum je MUDr. Ivan
Vranka. Riesitel' ploi Glohy zodpovedného rieditela
podfa Zikona o zdravotnej starostlivosti, pokiaf
splnenie tychto Oloh nie je zabezpefené Novartisom
inak.

1.5.

Investigator means a healthcare  professional
(physician) with relevant qualification, who is an
employee ot another contractual stafi of the Institution
and carries professional responsibility for the conduct
of the Research at the relevant centre, and if the
Research is conducted by a team of persons at a single
place, the Investigator is the supervisor carrying
responsibility for the entire team. The Investigator for
this Research is MUDr. Ivan Vranka. The
Investigator shall fulfil the duties of the responsible
investigator under Act on Healthcare, if the fulfilment
of such duties is not ensured by Novartis in another
TNAnner.

1.6.

Utastnik Vyskumu oznafuje pacienta, ktory sa na
zéklade informovaného sihlasu a predchadzajucom
pouteni ziastinje Vyskumu {dalej len ,,Uastnik™).

1.6.

Participant of Research means a patient, who is taking
part in the Research based on his/her informed consent
and prior information (hereinafter referred to as the
“Participant™).

1.7.

Zmluvné strany si nie st vedomé Ziadnej prekazky,
ktord by branila alebo by mohla branif nasledujicim
vyhlaseniam:

- Rieditel" je ako lekér pine kvalifikovany bez
akéhokol'vek obmedzenia prijimat vietky
lekarske rozhodnutia tykajuce sa Ugastnikov,
ktoré sa v stivislosti s ich lie€bou a Vyskumom
urcbia alebo ktoré bude potrebngé urobit, a
poskytovat’ zdravotmi starostlivost’ stvisiacu s
Vyskumom ako biomedicinskym vyskumom,

- vietky osoby, ktoré sa budu podiefaf na
vykondvani Vyskumu, sii pre ploenie svojich
fleh odborne vzdelané a disponuji prislusnymi
vedomostami a skiisenostami.

1.7.

The Parties are not aware of any obstacles that wounld
prevent or might prevent them from the following
staternents:

- The Investigator is a physician who is fully
and without limits qualified to make all medical
decisions pertaining to the Participants that will be
or will have to be made in connection with their
treatment and the Research, and provide
healthcare associated with the Research being the
biomedical research,

- All persons involved in the conduct of the
Research are professionally qualified to perform
their tasks, and possess relevant knowledge and
experience.

1.8.

Institicia a RieSitel sa zoznamili so vietkymi
informéciami obsiahnutymi v prislugnych dokumentoch
Vyskumu a Protokole, a buda postupovat’ vZdy a len v
sulade s nimi.

1.8.

The Institution and the Investigator made themselves
familiar with all information contained in relevant
documents on the Research and the Protocol, and shall
at all times proceed strictly in accordance with them.

1.9,

In3tinicia a Riesitel prehlasuji a Novartisu sa zavazuji,
Ze RieSitel’ je zdravotickym pracovnikom s potrebnou
kvalifikiciou a poskytuje zdravotnii starestlivost na
zaklade pracovnoprivneho alebo iného zmlwvného
vztahu s In3titiciou a RieSitel bude vykondvat’ nlohy
podlatejto Zmluvy v mene a v ramci Indtiticie a nie ako
samosiatny  poskytovatel zdravotnej starostlivosti
v zmysle platnych pravoych predpisov. Indtiticia
vplnom rozsahu zodpovedd za plnenie povinnosti
Riesitefa vyplyvajicich z tejto Zmluvy a je povinna
zabezpedif' riadne plnenie tychto povinnosti zo strany
Riegitela.

19.

The Institution and the Investigator represent and they
undertake to Novartis that the Investigator is
a healthcare professional with proper qualification and
provides healthcare under an employment or other
contractual relationship with the Institution and the
Investigator will conduct the activities under this
Agreement on behalf of and within the Institution and
not as an independent healthcare provider in
accordance with applicable laws. The Institution shall
be fully responsible for the performance of the
Investigator’s obligations under this Agreement and it
is obliged fo ensure the proper fulfilment of those
obligations hy the Investigator.

1.10.

Organizdcia na klinicky vyskum (CRO) oznatuje
kaZdi organiziciu, s ktoron Novartis uzavrie zmluvu o
vykonani mniektorych alebo vietkych prav afalebo
povinnosti, ktoré ma ako zadavatel alebo zastupca
zadavatela v Slovenskej republike v stvislosti s
Vyskumonm.

1.10.

Clinical research organization (CRO) is each
organization with which Novartis concludes agreement
on exercising some or all rights and/or performing
some or all obligations that it has as a sponsor or
representative of the sponsor in the Slovak Republic in
comnection with the Research.

1.11.

Zmiuvné strany vyhlasuji, e si nie st vedoms
Ziadnych prekaZok, ktoré by branili tomu, aby sa dohodli

The Parties declare that they are not aware of any
obstacles that would prevent.them from agreeing on the
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na predmete, uéele a vietkych estamych ustanoveniach
tejto Zmluvy.

subject-matter, purpose and all other provistons of this
Agreement.

2. Zakladné podmienky realizicie Vyskumu

2. Basic Requirements. for the Conduct of the Research

2.1. Vyskum sa mdze zadat’ aZ po pisomnom kladhom | 2.1.  The Research may only commence after a positive
stanovisku vydanom prisluinou etickon komisiou . written statement was issued by the relevant ethics
Tento dokument je pre zafatie Vyskumu committee. This document is inevitable in order to
nevyhnutny. commence the Research.

22. Vyskum sa vykonéva len na pracovisku (v centre) | 2.2.  The Research is only conducted at the site (cenire) or
alebo na pracoviskach (v centrich), ktoré si sites (cerntres) listed in Annex No. 1 hereto. The
uvedené v Prilohe €. 1 tejto Zmluvy. Indtiticia Institution and the Investigator shall ensure and
a Rieditel’ zabezpedi a pisomne potvrdi, Ze kazdé confirm in writing that each site possesses facilities and
pracovisko ma nevyhnuiné zariadenia a personél na staff inevitable for the conduct of the Research and that
vykonanie Vyskumu a Ze tieto podmienky sa those conditions will not change during the entire
nezmenia po cehl dobu jeho vykondvania. period of the Research.

2.3 Novartis a CRO (ak existuje) stt opravneni vykonat' | 2.3. Novartis and CRO (if any) are authorised to inspect
in¥pekein kaZdého navrhnutého pracoviska pred each proposed site before the commencement and
zatiatkom 1 v priebehu Vyskumu s cielom during the conduct of the Research in order to ascertain
presved¢it’ sa, Ze pracovisko je vhodné a ma vietky that the site is suitable and has all facilities and staff
potrebng¢ zariadenia a personal na vykonanie necessary for the conduct of the Research,

Vyskumu.

24 K zmene miesta. pracoviska (centra), v ktorom sa | 2.4. The change of the site (centre) in which the Research
vykonédva Vyskum, a k nitenému ukonéenin nigasti is performed, or forced discontinuation of the
Riefitela na vykondvani Vyskumu, k zmene & participation of the Investigator in the conduct of the
doplneniu Rieditela, mbZe prist len na zaklade Research, or the replacement or adding of an
pisomnej dohody Novartisu a In¥titicie; na nového Investigator is possible only upon a written agreement
rieditela sa vtakom pripade pouZiji vietky between Novartis and the Institution; all provisions
ustanovenia tejto Zmluvy o RiediteFovi. Novartis regarding the Investigator under this Agreement shall
ma pravo vybrat pre Vyskum alebo zamietnuf be applied to the new investigator in such case.
akéhokolvek nového rtieitela, ktorého navrhne Novartis is entitled to select or refuse any new
Inftitiicia. Povinnoston nového rieditela bude investigator proposed by the Institution for the
zaviazat’ sa k plneniu podmienok stanovenych touto Research. Any new investigator will be obliged to
Zmluvou ako zmluvnd strana; [nstiticia sa zavizuje undertake to meet the conditions stipulated by this
zabezpedil takyto zdvazok asdhlas nového Agreement as a contractual party; the Institution
rieditela. Pokial’ sa Novartis a In3titicia nedohodmi undertakes to ensure such obligation and approval of
na novom riediteFovi v lehote 30 dni od odstitpenia the new investigator. If Novartis and the Institution do
alebo ukonéenia cinnosti pdvedného Rieditela, not agree on the new inveéstigator within 30 days from
Novartis je opravneny od tejto Zmluvy odstipit’ s the withdrawal of the original Investizator or
okamZiton ifinnostou. termination of his/her activity, Novartis is entitled to

withdraw from this Agreement with immediate effect.

2.5. Riesitel méZe podlia svojho uvdzema wrcif d’aldie | 2.5,  The Investigator may, at his’her own discietion,

osoby spomedzi zamestnancov Indtiticie ako
spoluriefiteFov, ktori budi asistovat’ pri vykonavani
Vyskomu. Riesitel’ alebo Indtiticia s povinni do 7
dni od uvréenia kaZdej takejto osoby oznamit
identifikadné tdaje tejto osoby Novartisn; uvedené
rovnako platf pri akejkol'vek zmene takychto ostb.
Novartis ma priavo vyslovif nesiihlas s 1fifast'ou
konkrétnej osoby na Vyslkume, a to do 7 dni od
dotucenia oznidmenia idajov o takejto osobe alebo
o zmene takejto esoby, a zarovelt mé povinnost
oznamit’ tento svoj nesfhlas RieSiteFovi alebo
Intiticii.  Tndtitieta a Riekitel s povinni
zabezpetif, Ze osoba, voéi ktorej bol takyto
nesuhlas vystoveny, sa Vyskumu nezi&astni. Vietci
spolurieditelian.  budi adekvitnym  spdsobom
pregkoleni, véas menovani a priebeZne bude vedeny
tch aktudlny zoznam. Rieitel’ zodpoveda za
vedenie timu spoluriesitefov, na ktorych sa buda vo

appoint further persons among employees of the
Institution as co-investigators who will provide their
assistance in the course of the Research. The
Investigator or the Institution are obliged to report to
Novartis identification details of such person within 7
days from appointment of such person; the same
applies to any replacement of such persons. Novartis is
entitled to express its disagreement with the
participation of a particular person in the Research
within 7 days from the delivery of the report with the
details of such person or with a replacement of such
persoh, and at the same time is obliged to notify the
Investigator or the Institution of its disagreement. The
Institution and the Investigator are obliged to ensure
that the person against whom such disagreement was
expressed does not participate in the Research. All co-
investigators will undergo adequate training and will
be appointed in time, with a current list of them to be
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vietkych ohl'adoch vztahovat’ rovnaké podmienky
ako na RicSitel'a na zdklade t¢jto Zmluvy. Intiticia
a Rieditel zodpovedaju za sluzby poskytované
pracovnikmi InStiticie a zavizujd sa, Ze
poskytovanie vietkych sluZieb bude zverované
kompetentnym osobéin. Rieitel’ a Inititicia budd
ukladat’ vetky prisluiné pokyny k plneniu tloh
vyplyvajlcich z tejto Zmluvy esobam podieFajicim
sa na vykonavani Vyskumu v silade s pokynmi
Novartisu.

maintained on a continuous basis. The fnvestigator is
responsible for the supervision of the team of co-
investigators who will be in all respects subject to the
same conditions as the Investigator pursuant to this
Agreement. The Institution and Investigator are
responsible for sefvices provided by the employees of
the Institution and undertake that only competent
persons will be entrusted with the provision of all
services. The Inveéstigator and the Institution will issue
all instructions televant for the performance of tasks
resulting from this Agreement to persons participating
in the conduct of the Research in accordance with the
instructions given by Novartis.

2.6. Pred zaliatkom Vyskumu poskytiie Novartis | 2.6.  Prior to the commencement of the Research, Novartis
Riesitelovi, priamo alebo prostrednictvom CRO (ak shall provide the Investigator, directly or through a
existuje), Protokol a daldie sivisiace dokumenty, CRO (if any), with the Protocol and other related
ako aj vietky dblezité informéacie, ktoré sG potrebné documents, as well as any and all important
pre sprivne naplanovanie a vykonanie Vyskumu information which is needed for correct planning and
(dale] len ,Sivisiaca dokumenticia®). Tieto conducting the Research (hereinafter referred to as the
informécie bude podTa potreby aktualne dopliiat’ i v “Related Documentation™). li will vpdate such
priecbehtn  Vyskumu. Povionost  Novartisu information as necessary even in the course of the
poskytovat’ informécie sa nevy?aduje v pripadoch, Research. The obligation of Novartis to provide
ak si ftieto informacie Fahko dostupné v information is not enforced, if such information is
publikovanych materidloch, alebo ak sa da easily available in published materials, or if it can be
opravnene predpokladaf’, Ze RieSitel’ md vzhFadom reasonably assumed that the Investigator has, as a
na svoje profesiondlne vzdelanie dostatoéné result of his/her professional education, sufficient
vedomosti o danej problematike. knowledge of the relevant issue.

27. Instimicia a Rieditel' vykonaji Vyskum v sulade s | 2.7. The Institution and the Investigator shall conduct the
platnymi pravnymi predpismi, a to najmé Zakonom | Research in accordance with applicable laws, in particular with
o zdravotngj starostlivosti, Zakonom o liekoch, | the Act on Healthcare, the Medicinal Products Act, orders,
nariadeniami, smernicami a etickymi predpismi, a v | directives and ethical regulations and in line with the
zhode s podmienkami a zésadami stanovenymi: conditions and principies set out in:

a) v povoleni vydanom k vykonaniu biomedicinskeho a) the permit issued for the conduct of the biomedical
vyskumu Etickou komision ako vyplyva =z research by the Ethics Committee as prescribed by the
prislu$nych ustanoveni tejto Zmluvy; relevant provisions of this Agreement;

b) v Protokole a vietkych jeho dodatkoch vydanych b) The Protocol and all annexes thereto issued by
Novattisom a oznamenych Indtiticii a Rie§itelovi; Novartis and commuuicated to the Institution and the

c) vieobecnymi podmienkami Novartisu, (pokial' ich Investigator;

Novartis vydal a poskytol Inititicii a RiegiteFovi) ¢} General terms and conditions of Novarttis (provided
ovykondvani klinickych ski3ani/neintervenénych that Novartis issued them and submitted them to the
klinickych 3tadii/biomedicinskehe  vyskumu, s Institution and the Investigator) on the conduct of
vynimkou tych podmienck, ktoré s modifikované clinical trials/non-interventional clinical
touto Zmluvou studies/biomedical research, except for the conditions

d) Spravnon  klinickou praxou (GCP ICH) a modified by this Agreement

podmienkami  vychaddzajucimi z  Helsinskej d) good clinical practice (GCP ICH) and conditions

deklaracie. Spravna klinickd prax (GCP ICH)
oznacuje medzinirodné smernice a zdsady tykajlice
sa spravnej Klinickej praxe, ktoré konkrétme uréil
Novartis pre ucely klinického
skidania/biomedicinskeho vyskumu. V pripade, Ze
neboli konkrétne stanovené, plaiia tie zdsady GCP
ICH, ktor¢ boli prijaté v krajine alebo v krajindch, kde
52 bilomedicinsky vyskum vykondva. Helsinska
deklaricia oznaduje najnoviiun verziu Helsinskej
deklaricie svetovej lekarskej asocidcie v dase
vykonavania biomedicinskeho vyskumu, vréitane

based on the Declaration of Helsinki. Good clinical
practice (GCP ICH) means international directives
and principles pertaining to good clinical practice,
which have been specifically determined by Novartis
for the purposes of the clinical trial/biomedical
research. Ifthey have not been set out specifically, the
principles of GCP ICH adopted in the country or
couniries where the biomedical research is conducted
shall apply. The Declaration of Helsinki means the
latest version of the Declaration of Helsinki issued by
the World Medical Association valid at the time when
the biomedical research is conducted, including all
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€)

vietkych zmien uskutotnenych v priebebu
biomedicinskeho vyskumu;

Konsolidovanou smernicou o spravnej klinicke) praxi
Medzindrednej konferencie o zosiladeni technickych
poZiadaviek na registraciu farmaceutik na huminne
‘pouZitie a ostatnymi vieobecne zaviznymi pravnymi
predpismi a platnymi poZiadavkami spraviej kKlinickej
praxe.

e)

amendments thereto made in the course of the
biomedical research;

Consolidated gnideline on good clinical practice of the
International Conference on Harmonisation of
Technical Requirements for Registration of
Pharmaceuticals for Human Use and other generally
binding regulations and applicable requirements for
good clinical practice.

2.8.

Dokumenty ovedené v bode 2.7. tejto Zmluvy
(okrem pism. ¢} bodu 2.7.) st dévern¢ a informicie
o ich obsahu méZu byt’ poskytnuté len pracovnifkom
miesta vykonavania Vyskomu poverenym &i
menovanym podla &l 2. tejto Zmluvy a orgénom a
mitithciam uvedenym vtejto Zmluve. Indtiticia
a Riegitef potvrdzuja, ¥e¢ im boli poskytnuté
dokumenty uvedené v bode 2.7. tejto Zmluvy
5 dostatoénym predstihom umoZitujiicim dékladné
zozndmenie sa s tymito dokumentmi.

2.8.

Documents listed in para, 2.7. héreof (except for para.
2.7.(¢)} are confidential and information on their
content may only be provided to the stafi members at
the Research site who were delegated or appointed in
accordance with Art. 2. heieof and to bodies and
mstitutions listed in this Agreement. The Institution
and the Investigator acknowledge that they received
the documents listed in para. 2.7. hereof well in
advance and thus were allowed to become fully
fatmiliar with those documents.

2.9.

Zodpovednost za styk a rokovanie s Etickou
komisiou prebera v ramei tohte Vyskumu Novartis,
pokial nie je vtejto Zmluve alebo Zmluvaymi
stranami dohodnuté v konkrétmom pripade inak.
Uchovévanie dokumenticie a poddvanie sprav sa
riadi fouto Zmluvou, jej prilobami, dal$imi
dokumenimi, na ktoré Zmluva odkazuje, a
vieobecne zaviznymi predpismi.

2.9.

Unless otherwise agreed in this Agreement or by the
Parties for a specific occasion, Novartis accepts
responsibility for the contact and negotiations with the
Ethics Committee during this Research. Maintenance
of decunientation and reporting are governed by this
Agreement, ahnexes hereto. and other documents to
which this Agreement refers and by generally binding
regulations.

2.10.

Do Vyskumu budn zaradeni Uastmici v poétoch
uréenych v Prilohe €. 1 tejto Zmluvy. Akdkol'vek
zmena v potte Ucastnikov musi byt vopred
piseomne  schvilend  Novartisom.  Rieditel
aIndtithcia 50 povinni zaradit Utasmikov do
Vyskumu v stilade s touto Zmluvou.

2.10.

Participants will be enrolled m the Research in the
numbers set out In Annex No. 1 herete. Any change in
the number of Participants requires prior written
approval by Novartis. The Investigator and the
Institution are obligated to enrol the Participant in the
Research in accordance with this Agreement.

2.11.

Zaradenie Utastnikov do Vyskumuy je moZné
uskutoénit’ iba s ich predchadzajicim pisomnym
informovanym stthiasom a po ich riadnom poudeni.
Zaradenie Utastnikov do Vyskumu je mo¥né
uskutotnit iba po overeni totonosti Ulastnika
ajeho spbsobilosti na pravne tikeny, ato najmi
kontrolou obcianskeho preukazu  Uastnika
audajov viiom uvedenych; tito skutonost musi
byt  vyznafena  vinformovanem  sihlase
a zdrojovej/zdravotnej dokumentacii. VyZiadanie
informovaného sihlasu od Utastnikov musi byt
v sillade s etickymi principmi a GCP. Novartis
spracuje a odovzda Riesitelovi formulér pisomného
informovaného sthlasu Ulastnika so zaradenfm do
Vyskumu a pisomného poucenia pre Utastfka,
ktoré budi siastou jedného dokumentu. Riegitel
a Inftitdcia sa zaviizujl pouZivat tieto formuldre
poskytnuié Novartisom bez akychkol'vek odchylok
neschvilenych Novartisom.

2.11.

Enrolment of Participants into the Research is only
possible with their prior written informed consent and
after they were properly instructed. Enrolment of
Participants into the Research is only possibie after the
identity of the Participant and his/her legal capacity
were verified, in particular by means of checking the
identity card of such Participant and data included
therein; that fact must be indicated in the Informed
Consent Form and source/medical documentation. The
informed consent has to be obtained from the
Participants in accordance with cthical principles and
GCP. WNovartis shall process and submit to the
Investigator a draft form of the written informed
consent with enrolment into the Research for the
Participant and a written instruction form for the
Participant; both forms will be included in a single
document. The Investigator and the Institution
undertake to use those forms provided by Novartis
without any differences not approved by Novartis.

2.12.

Informovany sihlas musi Uastnik riadne podpisat’
efte pred zaradenim do Vyskumu. Dokumenty
podpisané  Utastnikmi  (pri  neplnoletych
Uastnikoch a  Udastnikoch  nespdsobilych
k privinym tkonom, ich zikonnymi zastupcami) o
ich poufeni a sihlase musia byl uloZené v
dokumentacii o Vyskume vedenej RieSitel'om.

2.12.

The informed consent form must be duly signed by the
Participant prior to eprolment into the Research.
Documents signed by the Participants (or by their legal
representatives in case of minor Participants and
Participants without capacity to enter into legal acts)
regarding their mstruction and consent must be kept in
the Research docomentation maintained by the
Investigator.
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2.13.

Pokial RieSitel zisti vpriebehu Vyskumu, Ze
Utasink zaradeny do Vyskumu nevyhovuje
kritéridam, bude o tom Riegitel alebo Institicia
okamZite informovat pisomne, formou
doporuéeného listu doruceného do vlastnych nik
zastupcovi Novartisu uvedeného v zdhlavi tejio
Zmluvy, a po dohode s nim Ugastnika z Vyskumu
vyradi.

2.13.

If during the Research, the Investigator finds out that a
Participant enrolled into the Research fails to meet the
criferia, the Investigator or the Institution shall
immediately inform in writing, by means of a
registered letter by hand to the representative of
Novartis listed in the heading of this Agreement, and
upon agreement with the representative exclude such
Participant from the Research.

2.14.

Novartis nebude vyZadovat od InStiticie alebo
RieSitela, ani od Ziadneho &lena ich personalhu, aby
konal alebo sa podiefal na &innosti, ktord je v
rozpore so zakonmi Slovenskej republiky alebo v
rozpore s lekdrskou etikou.

2.14.

Novartis will not require that the Institution or the
Investigator or any member of their staff to act or
participate in activitics which are in conflict with the
laws of the Slovak Republic or medical ethics.

2.15.

Vykonavanie Vyskumu nesmie nijako ovplyvnit
poskytovanie zdravotnej starostlivosti pacientovi,
ktory sa ziiastni Vyskumu ako Ugastnik, zo strany
Indtitheie resp. RieXiteTa. Vykonavanie Vyskwmnu
nesmie mat nijaky vplyy na medicinske
rozhodnutia Injtitdcic resp. Rieditela alebo
spoluriesitel'ov urobené pri poskytovani zdravotnej
starostlivosti pacientovi, ktory sa ziastni
Vyskumu ako Ucastnik.

2.15.

The Research shall be conducted without any impact
on healthcare provision to the patient participating in
the Research as the Participant, on the part of the
Institution or the Investigator. The Research shall be
conducted without any impact on medical decisions of
the Institution or the Investigator, or the co-
investigators made in healthcare provision to the
patient participating in the Research as the Participant.

3. Kontrola Vyskumu

J. Imspection of the Research

31

Novartis  alebo CRO (ak existuje) poveria
dostatoéne kvalifikovani osobu alebo osoby
monitorovanim  (vykonivanim dohfadu) nad
Vyskumom a tizkou spolupricou s Riefitefom.

3.1.

Novartis or CRO (if any) shall entrust a sufficiently
qualified person or persons with monitoring
(supervising) the Research and close cooperation with
the Investigator.

32.

Indtinicia a RieSitel budi spolupracovat s
Novartisom a s kvalifikovanymi osobami, ktoré
poveril Novartis alebo CRO (ak existuje), za
ticelom monitorovania alebo vykondvania dohl'adu
pad priebehom Vyskumu v silade s platnymi
predpismi a zasadami GCP. Inititicia a Rieitel
predovietkym zabezpedia alebo poskymi kazdej z
tychto os6b pristup na vietky pracoviska, na
kiorych sa Vyskum vykondva, a ku vietkym
zaznamom, ktoré sa uchovévaji pre potreby
Vyskumu, za 1delom preverovania, kontroly
a kopirovania ddajov a dokumentov. V miere, v
ktorej to Indtiticii a RieSitelovi pravne predpisy
dovoluju, Institicia a Riefitel wmonia Novartisu
resp. jeho poverenym osobdm alebo osobam
poverenym CRO pristup ku vietkym zdznamom
tykajicim sa Utastnikov a v potrebnej miere im tie
umoZni kontrolu zdznamov tykajicich sa Vyskumu.

3.2

The Institution and the Investigator shall cooperate
with Novartis and qualified persons appointed by
Novartis or CRO (if any) in order to monitor or
supervise the course of the Research in accordance
with applicable laws and principles of GCP. The
Research and the Investigator shall in particular ensure
or provide to each of such persons access to all sites
where the Research is being conducted and to all
records maintained for the needs of the Research, in
order to verify, inspect and copy such data and
documents. Ta the extent allowed to the Institution and
the Investigator by legal regulations, the Institution and
the Investigator shall allow Novartis or its authorised
representatives or persons authorised by CRQ access
to all records pertaining to the Participants and to the
necessary extent also allow them inspecting records
related to the Research.

33

In3titicia umoZni audit dodrZiavania Protokolu a
zasad GCP na pracovisku auditormi Novartisu
alebo inymi osobami urdenymi Novartisom
(vratane orgénov inych krajin), a to aj po skonceni
plamesti tejto Zmluvy. Inititieia vytvori auditorom
resp. inym urlenym oscbidm podmienky na
vykonanie auditu.

33,

The Institution -shall allow auditing the compliance
with the Protocol and principles of GCP at the site, by
the auditors of Novartis or by other persons appointed
by Novartis (including foreien bodies), and that even
after expiry of this Agreement. The Institution shall
create: conditions for the auditors or other appointed
persons, to enable them to execute the audit.

34.

Indtiticia a Rieditef budd Novartis okamZite
informovat’ v pripade, 7e kompetentny dozomy
organ plénuje, pripadne uZ neplinovane zatne,
vykondvanie in§pekcie a poskytni Novartisue kopie
akychkolvek pisomnosti vypracovanych dozomym
orgénom, ktoré je vysledkom takejto inspekeie, a to
thmed’ po jej abdrzani.

34.

The Institution and the Investigator shall inform
Novartis immediately, if any competent supervising
authority plans an inspection or even starts any
unplanned inspection and shall provide Novartis with
copies of any documents elaborated by the supervising
authority, which resnlt from such inspection,
itnmediately after receipt of such documents.
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3.5. Indtithcia  a Rieditel sa  zaviizujio uskwloCnit’ | 3.5. The Institution and the Investigator undertake to take
akékol'vek primerané kroky vyZadované zo strany any appropriate steps required by Novartis in order to
Novartisu za ticelom odstrinenia nedostatkov remove any deficiencies discovered during the audit or
zistenych pocas auditu alebo in§pekcie. Novartis inspection. At the same time, Novartis shall have the
bude mat ziroven pravo preskiumar a odsihlasit right to inspect and approve any documents intended
akékol'vek pisomnosti wéené kompetentmému for the competent supervising authority, which have
dozomému orgénu vypracované vreakcii na been prepared In response to an inspection by such
in¥pekein zo strany takéhoto dozomého organu, a to supervising -authority, before the Institution or the
predtym ako takuto pisomnost InStiticia alebo Investigator submit such document to the supervising
Rie3itel tomuto dozomému organu predioZi. authority.

4. Dokumenticia a safinnost 4.  TInspection of the Research

4.1. Pokial' sa nedohodlo inak, vSetky zdznamy, pri | 4.1.  Unless otherwise agreed, all records required by
ktorych Novartis alebo CRO vyZaduje, aby im boli Novartis or CRO to be submitted by the Investigator or
predloZené Rieditel'om alebo Indtiticiou, budd mat the Institution, shall have the form prescribed by
formu, ktoni stanovi Novartis. RieSitel’ a Ingtitacia Novartis. The Investigator and the Institution shall
budi dbat pa to, aby zéznamy boli vyplnené ensure that the records are filled out completely and in
koempletne a v silade s Protokolom. KaZdu sprava accordance with the Protocol. Each report must be
musf RieSitel schvalit' a podpisat. Toto schvélenie approved and signed by the Investigator. Such
sa nema bezd6vodne zdrZiavat'. Indtiticia rudi za to, approval should not be unreasonably withheld. The
Ze vietky CRF zéznamy predloZené Novartisu budd Institution warrants that all CRF records submitted to
pravdivé, Uplné a sprivne, a Ze budl presne Novartis are truthful, complete and correct and that
vyjadrovat’ vysledky Vyskumu. Indtiticia na they exactly reflect the results of the Research. Upon
poZiadanie predloZi tieto zdznamy alebo ich képie request, the Institution shall submit such records or
Novartisu. Tieto zdznamy majil v primerangj miere their copies to Novartis. Those records shall be
doverny charakter. reasonably treated as confidential

472 RicSitel’ zaisti spravne, Oplné, Citatelné a v€asné | 4.2. The Investigator shall ensure correct, complete, legible
zaznamendvanie Odajov opatrené prisludnym and timely recording of data, duly dated and signed, in
datumom a podpisom v zaznamoch Utastnikov a vo the records of the Participant and all submitted reports
vietkych poskytovanych sprdvach (d'alej len (hereinafier referred to as  the “Research
~Dokumenticia vyskumu®). Documentation™),

43, Inititdcia a Riegitel sa zavizuju, Ze budd Novartisn | 4.3. The Institution and the Investigator undertake to
pravidelne a wv&as poskytovat vietky vvsledky regularly and timely provide Novartis with all results
Vyskumu a dalSie tidaje poZadované na ziklade of the Research and other data required by the Protocol
Protokolu (d’ale] len ,,adaje™), a to prostrednictvom (hereinafter referred to as the “Data”), via propetly
riadne vyplnenych zizmamov Utasmikov (v filled case report forms of the Participants (in written
pisomnej alebo elektronickej forme — CRF or electronic form — CRF forms). The Institution and
zaznamy). Indtitiicia a Riesitel’ sa zavizuj, Ze budu the Investigator undertake to create the CRF forms
vytvarat CRF zdznamy do 5 dni od usknfo¢nenia within 5 days after the visit set out in the Frotocol.
ndv3tevy stanovenej Protokolom.

4.4, Indtiticia zabezpefi, aby RieSitel’ uchovaval | 4.4. The Institution shall epsure that the Investigator
komplemé lekdrske zdzmamy o Ulastnikoch maintains complete medical records on Participants
a identifikatné kody Ugastnikov po dobu najmenej and identification codes of the Participants for a period
15 (patndst) rokov od ukonéenia Vyskumu alebo po of at least 15 (fifteen) years from the completion of the
dlhdiu dobu, na ktorej sa vzajomne dohodne s Research, or for such longer period which shall be
Novartisom. Po rovnaki dobu Indtitiicia zabezpedi mutually agreed with Novartis. For the same period,
uchovévanie zdravotnej dokumentécie Uiastnikov the Institution shall ensure maintenance of the medical
a ostainych zdkladnych udajov Vyskumu tak, aby records of the Participants and other basic data of the
sa dokumentécia v plhom rozsahu zachovala a bola Research so that the documentation is fully retained
gitatel'nd podas celej doby uloZenia a aby sa mohla and legible during the entire maintenance period and
na poziadanie poskytmit prishinym orginom na can be provided to relevant authorities for verification
overovanie a hodnotenie. and assessment, if so requested.

4.5. V pripade, Ze v priebehu Vyskumu Novartis ziska | 4.5. If in the course of the Research Novartis obtains

dbleZité informdcie, ktoré sa opravnene povaZujit za
informécie, ktoré by mohli ovplyvnit rozhodovanie
Etickej komisie pri vydavani stanoviska k etike
Vyskumu (ak by boli tieto informacie dostupné v
fase prijatia rozhodnutia), bezodkladne ozndmi
tieto skutonosti Rieditelovi priame alebo
prostrednictvom CRO (ak existuje).

important information which is reasonably 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).
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4.6.

Indtitiela =zabezpedi, aby Rieditel oznamil
Novartisu vietky déleZité informécie, ktoré zisti v
priebehu  Vyskumu. Siugasne prostrednictvom
Rieditela  zabezpedi, Ze Ufastnik bude
vnevyhnuingj miere informovany o vietkych
otdzkach tykajucich sa Vyskumu.

4.6.

The Institation shail ensure that the Investigator
notifies Novartis of all important information, which
he/she detects in the course of the Research. At the
same time, the Institution shall ensure through the
Investigator that the Participant is informed of all
issues related to the Research to the necessary extent.

4.7.

Indtitdcia a RieSitel' budll okamZite reagovat na
vietky Ziadosti Novartisu predkladané podas
Vyskumu a tykajice sa posidenia a prerokovania
postupn  Vyskumu  astvisiacich otdzok so
zéstupcami Novartisu. Inftimicia ruéi za to, Ze
Riegitel sa za tymto ucelom stretne so zdstupcami
Novartisu ~ aposkytne potrebné  informécie
a zdznamy.

4.7

The Institution and the Investigator shall immediately
respond to all requests submitted by Novartis during
the Research and pertainitg to the evaluation and
negotiation of the Research progress and associated
questions with the representatives of Novartis. The
Institution warrants that for this purpose, the
Investigator meets with the representatives of Novartis
and provides them with all necessary information and
records.

4.8.

Indtimicia poskytne stcinnost’ pri zabezpetovani
a poskytovani podkiadov, najmi & Indtitacia, jej
zamestnanci a persondl a pracoviskd splfaju
podmienky pre realiziciu Vyskumu a GCP,

4.8.

The Institution shall cooperate in order to ensure and
provide underlying documents, in particular proving
that the Institution, its employees and personnel and
sites meet the conditions for the conduct of the
Research and of GCP.

4.9.

In3titiicia a RieSitel’ poskytni Novaitisu su¢innost’
pri plneni povinnosti zadavatela Vyskumu
vyplyvajicich Z0 Zakona o zdravoinej
starostlivosti, Zikona o liekoch alebo inych
pravaych predpisov.

4.9,

The Institution and the Investigator shall cooperate
with Novartis in performing the obligations of the
Sponsor of the Research resulting from the Act on
Healtheare, Act on Medicinal Products or other
applicable laws.

4.10.

Indtiticia a RieSitel nepouZije Dokumentaciu
vyskumu a Stvisiacu dokumenticiu na Ziadoy iny
ucel okrem vykonavania Vyskumu abez
predchadzajiceho pisomného sihlasu Novartisu
nedd  Dokumentdciu  vyskumu  a Sivisiacu
dokumentaciu k dispozicii Ziadnej iretej strane
okrem tych, ktoré si uvedené v Protokole alebo
tejto Zmluve.

4.10.

The Institution and the Investigator shall not use the
Research Documentation and Related Documentation
for any purpose other than the conduct of the Research
and. shall not make the 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. NeZiaduce udalosti a nefiaduce idinky

5. Adverse Events and Adverse Reactions

5.1

InStiticia a Rieditel’ sa zaviizuji, Ze budu okamZite
informovat Novartis o vietkych zavainych
neZiadueich udalostiach definovanych v Protokole,
ktoré sa tykaju Utastnika a ktoré sa vyskyili v
priebehu Vyskumu, najneskér do 24 hodin od ich
zistenia. Hldsenia budi nasledne doplnené
Indtiticiou  a Rieditelom o podrobné pisomné
spravy vsitlade so vietkymi pravoymi a
regulatnymi poZiadavkami. In3titdcia a Rieditel
budii vidy spolupracovat’ s Novartisom pri jeho
hlaseniach  zéva¥nych neZiaducich G&inkov
prislu¥nému orginu, Etickej komisii, prisluine]
zdravotnej poistovni  vykondvajicu  verginé
zdravotné poistenie Ugastika, pripadne prisluinym
organom c¢lenskych Statov, na ktorych vzemi sa
vykondva multicentricky Vyskum alebo inym
osobam, o ktorych to ustanovuje zikon alebo ktoré
uré{ Novartis, a v pripade ak to stanovuji privne
predpisy alebo oto poZiada Novartis, poskytni
prisluinym orginom aj poZadované informdcie.

3.1

The Institution and the Investigator undertake to
immediately notify Novartis of all serions adverse
events according to the Protocol pertaining to the
Participants and which have occured in the course of
the Research, within 24 hours after becoming aware of
such events and reactions. The Institution and
Investigator shali 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 of serious adverse reactions to the
competent aunthority, 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 tertitory 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

Zariadne vykonanie sluZieb a odovzdanie vietkych
podkladov, ktoré Inititicia a Rieitel’ v prospech
‘Novartisu poskytnii podla tejto Zmluvy, zaplati
Novartis thrady za podmienok a spdsobom podla

6.1

Novartis shall pay remuneration for due performance
of services and handover of all underlying documents
provided by the Institution and by the Investigator for
the benefit of Novartis pursuant to this Agreement,
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Prilohy ¢. 2 tejto Zmluvy. Novartis vyplat
dohodnuti odmenu podFa Prilohy &.2 tejto Zmluvy
v 100% vyike na udet Indtitacie. Z tejto Zmluvy
nevznikd Ziadny priamy zavdzok Novartisu na
poskytnutie odmeny za plnenie tejto Zmluvy inej
osobe ako mititacii. Dohodnutd odmena InStiticie
nezahffia odmenu pre Riefitela a nim uréeny
a Novartisom vopred schvaleny pracovny tim za
tkony mnad rémec poskytovania zdravotnej
starostlivosti, ktord sa ma poskytnif’ na zaklade
osobitne] zmluvy s uvedenymi osobami. Odmena
pre Rdeditela, spolurieSitelov a pripadnych inych
zamestnancov zufastnenych na Vyskume bude
upravend v separdtnej zmluve medzi Novartisom
a tymito osobami, o Intiticia berie na vedomie
avyslovije stym sthlas.

under the conditions and in the manner according to
Amnex No. 2 hereto. Novartis will pay the agreed
remuneration in accordance with Annex No. 2 of this
Agreement in amount of 100% to the account of the
Institution. Novartis is not directly obliged under this
Agreement to pay any remurieration for performance
of this Agreement to any person other than the
Institution. Agreed remuneration for the Institution
does not include remuneration for the Investigator
and by him designated and approved in advance by
Novartis working team, for acts beyond the scope of
healthcare provision, which shall be provided upon a
separate agreement with those persons. The
remuneration for the Fnvestigator, co-investigators
and eventually other employees participating in the
Research, shall be governed 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 pod?a Prilohy &. 2 obsahujit véetky naklady
Indtiticie spojené s vykonanim Vyskumu podla
tejto Zmluvy, vritane nikladov a odmien za Einnost'
RiediteFa, spolurieditelov a pripadnych inych
pracovnikov Intiticie, pokial’ nebude dohodnuté
inak. Uhrady uvedené v Prilohe & 2 predstavuji
jediny a vyluény spdsob finanéného vyrovnania
medzi zmluynymi stranami a Indtitdcia nemd ridrok
na akékol'vek d’algie finanéné ¢i obdobné plnenie.

6.2

Unless otherwise agreed, payments according to
Annex No. 2 cover all costs of the Institution
associated with the conduct of the Research under this
Agreement, including all costs and remunerations for
the activities of Investigator, co-investigators or any
other employees of the Institution. Payments listed in
Amnex No. 2 represent the only and exclusive method
of financial compensation of the Parties and the
Institution is not entitled to any further financial or
similar consideration.

6.3

InStitGcia je povinnd, ak pravne predpisy
nestanovujii inak, vo svojom mene a na svoju
vlastnii zodpovednost splnit vietky darové a
odvodové  povinnosti  uloZené  prisluinymi
pravnymi predpismi v stvisiosti s pefiaZznymi a
nepeiiaZznymi plneniami prijatymi od Novartisu,
ako aj s pripadnymi pefiaZnymi a nepefiaZnymi
plneniami  d'alej realizovanymi Inétiticion.
In3titicia berie nd vedomie skatoénost, Ze Novartis
mbze byt v zmysle zikona &. 595/2003 Z. z. o dani
z prijmov, v zneni neskor$ich predpisov (d'algj len
~Lakon odani zprijmov®) povinny vykonat
zrazkn dane z poskytnutych pefiainych ploneni
Indtiticii podfa Zmiuvy a odviest’ ju prishidnému
daiovému dradu a plnit’ oznamovaciu povinnost’ o
nepehainych pineniach podla Zmluvy. V pripade,
ak Intitdcia v z&hlavi tejto Zmluvy neuviedla svoje
DIC a‘alebo IC DPH, tymto &estne vyhlasuie, Ze jej
tieto neboli pridelené. Indtiticia sihlasi s tym, e
Novartis bude vo&i nej plnif oznamovacie
povinnosti v zmysle Zikona o dani z prijmov na e-
mailovi adresu oznament In§titicioy Novartisu.

6.3

The Institution shall, unless otherwise provided 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 nen-
financial considerations further incwrred 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
asthe “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. In case the
Institution did not fill in its Tax Identification No.
and/or VAT Identification No. in the heading of this
Agreement, it hereby honestly declares, that those
were not issued to it. The Institution agrees that
Novartis will fulfil towards it the notification
obligation pursuant to the Act on Income Tax to the
e-mail address notified by the Institution to Novartis.

6.4

Uhrada bude realizovana 2 x roéne vidy za uplynulé
obdobie spitne, pofmic prvym zaradenym

6.4

The payment shall be made twice a year always for
the previous period retrospectively, starting with the
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Ulastnikom, podfa rozsahu Novartisom a
Ricgitefom odsthlasenych vykonanych éinnosti
(potet, dmmh a im zodpovedajicu hodnotu
jednotlivych tkonov realizovanych s jednotlivymi
ﬁéastnikmi), a to nasledovne:

a} vidy za obdobie do 31.1. bude do 15.3.
prisluiného kalenddmeho roka Novartisom
vygenerovany nédvrh faktiry (IP - Invoice
Proposal)  vypracovany na  zdklade
Novartisom  a Rie§itelom  odsthlasenych
vykonanych €innosti spadajicich do daného
obdobia,

b) vidy za obdobie do 31.7. bude do 159.
prisluSného  kalenddrneho roka Novartisom
vygenerovany navrh faktiry (IP - Invoice
Proposal)  vypracovany na  zdklade
Novartisom  a RieSitePom  odsihlasenych
vykonanych &innosti spadajicich do daného
obdobia.

Novartis  zaSle vygenerovany IP Institicii
andtiticia na zdklade takto vypracovaného
a doruteného TP vystavi faktiru, ktora dorudi
Novartisu. Na faktire musi byt uvedeny kéd
Vyskumu a prilohou faktiry bude vystaveny IP.
Novartis zaplati InStiticii na zaklade riadne
vystavenej a dorutenej faktiry prislufmi gast’
dhrady za Specifikované obdobie, a to so
splamost’ou 30 dni od dorudenia faktiry Novartisu.

first enrolled Participant within Part 2 of the Research
in accordance of the Protocol, according to the scope
of activities performed and approved by Novartis and
the Investigator (number, type and corresponding
value of individual interventions in individual
Participants) as follows;

a) Always for the period until January 31%,
Novartis will generate, until March 15% of the
respective calendar year, an invoice proposal
(IP - Invoice Proposal), drawn upon the basis of
activitics performed during the respective
period and approved by WNovartis and ‘the
Investigator,

b}  Always for the period until Tuly 31%, Novartis
will generate, until September 15% of the
respective calendar year, an invoice proposal
(IP - Invoice Proposal), drawn upon the basis of
activities performed during the respective
period and approved by Novartis and the
Investigator.

Novartis shall send the generated IP to the Institution
and the Institution shall issue an invoice, in accordance
to such drawn up and delivered IP, which it delivers to
Novartis. The inveice shall contain the code of the
Research and the generated IP will form an Annex to
the invoice. Novartis shall pay a respective part of the
payment for the specified period to the Institution, on
the basis of a duly issued and delivered invoice,
payable within 30 days from the delivery of the invoice
to Novartis.

6.5

Vzmysle formuliru informovaného  sihlasu
Utastnika Novartis poskytne USastnikom za
vykonané navitevy v ramcei Vyskumu prispevok na
ndhradu  cestovnych  ndkladov  spbsobom
a v rozsahu uvedenom v Prilohe €. 2 tejto Zmluvy.
Administrativnymi dinnostami  shvisiacimi
s priamym vyplatenim tohto prispevku Uastnikom
mbZe byt priame povereny Rieditel; Riegitel je
vtakom pripade povinny dodr#avat rovnaké
povinnosti ako s ulozené In¥titGcii pre pripad
vyplaty prispevku zo strany InStitucie. InStiticia na
tento 0fel tymto Rieditela poveruje priamym
zabezpefenim  takychto administrativnych a
platobnych Einnosti.

6.5

In the meaning of the Participanis Informed 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 activities related to direct payment of
such confribution 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 Instituiion in the event
when the coniribution is paid by the Institution. The
Institution hereby authorises the Investigator to
ensure directly such administrative and payment
activities.

6.6

Indtithcia berie na vedomie, ¥e v stlade s platnymi
praviymi predpismi, najmé, nie viak vylo¢ne podla
Zikona o lickoch je resp. mdZe byt spolodnost
Novartis alebo tretia osoba povinnd oznamovat
prisludnym orgdnom a zverejiiovat’ vyiku a ndel
pefiaznych alebo nepefiaznych plneni poskytnutych
priamo  alebo  nepriamo  zdravoinickemu
pracovnikovi alebo poskytovatefovi zdravotnej
starostlivosti v rozsahu a za podmienok
stanovenych platnyini pravoymi predpismi.
Indtiticia sa zavazuje poskytndt Novartisu
akikolvek sddinnost nevyhnuine potrebnil na
plnenie oznamavacich povinnosti Novartisu podla
Zikona oliekoch. Pre udely oznamovania

6.6

The Institution takes into account, that in accordance
with applicable laws, including, but not limited to the
Medicinal Products Act, Novartis or a third person is,
or may be obliged to notify the relevant authorities
and to disclose the amount and purpose of any
monetary or in-kind considerations directly or
indirectly provided to a healthcare professional or a
healthcare provider to the extent and under conditions
stipulated by applicable laws. The Institution
undertakes to provide Novartis with any assistance
necessary for fulfiliment of reporting obligations of
Novartis under the Medicinal Products Act. For the
purposes of the notification of the amount of financial
remuneration of the Investigator for the Research, the
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finan¢éného ohodnotenia RicSitela za Vyskum,
Indtitdcia prehlasuje a Novartisu sa zavizuje, Ze
takéto financné ohodnotenie RieSitel'a za Vyskum
vykondvany na ziklade tejto Zmluvy predstavuje
sumu 0 eur; vpripade, Ze v-danom kalenddrnom
polrokn bude poskytnuté Rieitelovi finangné
ohodnotenie za Vyskum podla tejto Zmiuvy a teda
vyhlisenie Intiticie podla predchidzajicej vety sa
stane neakiudlnym, Indtitticia sa zavizuje oznamit
Novartisu vyiku finanéného chodnotenia RieSitel'a
za Vyskum ato bezodkladne, najneskdr do 15.1.
alebo do 15.7. prisluiného kalenddrneho roka za
obdobie predchddzajiceho kalendarneho polroka,
v ktorom bolo predmetné zvergjfiované pefiaZné
alebo nepefiazné plnenie poskytnuté.

Institution declares and undertakes to Novartis that
such financial remuneration of the Investigator for the
Research conducted under this Agreement shall
represent EUR 0; in case that in the respective
calendar half-year the Investigator will be provided
with a financial remuperation for the Research under
this Agreement and thus the declaration of the
Institution pursuant to the preceding sentence will
become not up-to-date, the Institution undertakes to
notify to Novartis the amount of the financial
remuneration of the Investigator for the Research
immediately, at the latest till January 15 or July 15 of
the calendar year in question for the time-period of
preceding calendar half-year, in which the respective
disclosed financial or in-kind consideration was
provided.

6.7 InStitdcia zodpovedd za presnost, uplnost a | 6.7. The Institution is responsible for accuracy, completeness
spravnost tdajov a informdcif, ktoré In3titficia and correctness of data and information which are
poskytuje spolotnosti Novartis v stvislosti s provided by the Institution to Novartis in reiation to
pinenim povinnosti podfa bodu 6.6. tejto Zmhvy. fulfilment of obligations under para. 6.6. of this
V pripade porufenia tychto povinnosti alebo Agreement. In casé the Institution breaches those
povinnosti poskytnit’ sii€innest’ alebo oznamif obligations or the obligations to provide assistance or to
vyskn finanéného ohodnotenia RieSitela podl'a notify of the amount of the financial remuneration of the
bodu 6.6. Indtiticiou je InStitdcia povinnd Investigator under para 6.6., the Institution is obliged to
odikodnit’ spolofnost Novartis za akékolvek indemnify Novartis for any claims, actions and exercise of
naroky, Zaloby a uplatnenia prava vznesené vodi tights raised against Novartis or its affiliated persons,
spolofnosti Novartis alebo jej prepojenym osobanm, damiage and other losses, costs or expehses, including
Skody a iné wjmy, néklady alebo vydavky, vritane expenses for legal services caused or incurred to Novartis
ndkladov na pravne sluZby sposobené alebo or its affiliated persons in relation to any unlawful conduct
vzniknuté  spoloCnosti  Novartis  alebo  jej of the Institution or any breach of the Institution's
prepojenym osobém v shvislosti s konmanim obligations under this Agreement.

Indtitacie porufujicim pravne predpisy alebo
povinnosti podla tejto Zmluvy.
7. Zodpovednost’ za Skodu 7. Liability for Damage

71 Novartis, Indtitdcia a RicSitel zodpovedajG za | 7.1 Novartis, the Institution and the Investigator are liable
Skodu spdsobent realizovanim Vyskumu podla for any damage caused by the conduct of the Research
pravnych predpisov o néhrade Skody. in accordance with applicable laws on damage

compensation.

T2 Institicia a RieSitel' budd mal pocas celej doby | 7.2 During the entire period of the Research, the
realizdcie Vyskumu prisluiné a ndleZité poistenie Institution and the Investigator shall maintain
na poistné krytie ndrokov alebo 5kéd, za ktoré podfa relevant and appropriate insurance coverage of claims
pravnych predpisov atejto Zmluvy zodpovedaju, or damages, for which they are responsible according
ktoré podla predpisov platnych na Gizemi SR musia to legal regulations and this Agreement, which they
mat’ uzavreté (najmi poistenic zodpovednosti za must take out pursuant to the regulations valid in the
gkodu spbdsobeni pri poskytovani zdravoinej Slovak Republic {(in particular liability for damage
starostlivosti, poistenie profesijnej zodpovednosti caused in healthcare provision, employee
zamestnancov). Na Ziadost Novartisu InStiticia professional liability insurance). Upon request of
poskytne ddkaz tolto poistenia. Novartis, the Institution shall provide proof of such

insurance.
8. Doverné informicie 8.  Conmlidential Information
8.1 So vietkymi informiciami a udajmi, obchodnymi | 8.1 All information and data, trade secrets, privileged

tajormstvami, privilegovanymi Zzazmamarmi
(zaznamy ziskané na zéklade profesionlneho alebo
déverného vzfahu, ktoré sa nesmi zvergjnit' bez
sthlasu strany, od ktorej boli ziskané) a inymi
dévernymi  alebo sokromnymi  informaciami
(vratane, okrem ingho, Protokolu, CRF, informéacii
na internetovych strankach Novartisu chrénenych

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-proteeted
websites of Novartis, Research Documentation,
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heslom, Dokumenticie vyskumu, Stvisiacej
dokumenticie, informécii o Struktire, =zloZeni,
ingredienci4ch, vzorcoch, know-how, technickych
postupoch a procesoch), ktoré uverejnila,
spracovala alebo, s ktorymi prijla do styku
InStiticia, Rieditel a/alebo zamestnanci
a spolupracovnici  Indtiticie v shvislosti  so
Zmluvou alebo Vyskumom (dalej sihrnne len
»~Diverné informécie™), bez ohladu na to, & st
v papierovej,. elektronickej alebo inej forme, sa
bude =zaobchadzaf akos dévemnymi. Indtiticia
aRie¥itel' sa zaviznjn, Y¢ Dévemé informécic
nezverejnia trete]j strane, ani ich nepouZiji pre iné
ucely, pokial' k tomu nedostani pisomny sthlas
alebo pokyn na spristupnenie Dévernych informacif
od Novartisu, Tento sthlas sa dava z dbvodov
objasnenia ur€itych skutognosti CRO alebo osabe,
za ktori RieSitel zodpoveds, alebo zdravotnej
poistovni Utastnika. Toto zverejnenic Ddvernych
informéeli sa v¥ak poskytuje iba v miere
poZadovanej pre Uéely Vyskumu a stanovenej
zdkonom. Doverné informécie sa spristupnia
persondlu pracoviska (centra) len v pripade, ak je
personél zaviazany rovaakou mierou zachovévania
dévernosti Dévernych informécii, pricom Institicia
za konanie personalu ru¢i, Indtitdcia a Rieditel’ si
povinni akékolvek Ddverné informécie a noside
Ddvernych informécii vyslovene oznmadit ako
déverné apredmet obchodného tajomstva, ato
najmé, nie viak vylutne, pri ich poskytnuti tretim
osobdm v silade so Zmluvou alebo prisludnymi
pravnymi predpismi; pokial’ je Injtitacia povinnou
osobou vzmysle zdkona & 211/2000 Z.z. o
slobodnom pristupe k informaciam a o zmene
a doplneni niektorych zakonov, v zneni neskorsich
predpisov  (dalej len ,Zdkom o slobode
informécii), j¢ povinnd tieto povinnosti
dodrZiavat a) vo vztahu k informaciam, ktoré sa
majil poskytovat’ alebo zverejiiovat v silade so
Zakonom o slobode informacii.

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 comnection with the
Agreement or Research (hereinafter coliectively
refered  to as “‘Confidential Information™),
irrespective of whether in paper, electronic or any
other form, shal]l be handied 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 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 Tnvestigator 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 Jaws; 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.

82

Pokial’ Novartis alebo Inititicia alebo Riesitel je zo
zdkonom stanovenych dévadov povinny/a Déverné
informécie komukoTvek spristupnit, oznami to hez
zbytoZného odkladu pisomne zvyinym dotknutym
stranam, ak nebude méct’ ziskat ich predchadzajtici
pisomny stthlas; to neplati, pokial k takému
spristupneniu md dgjst’ zo strany Novartisu
a predmetng Doverné informiacie sa nedotykajti ani
nemaji vztah kInstitdcii resp. jej pacientom a
Zzamestnancom. Novartis poskytne sihlas k
zverejnenin informécii v pripadoch, kde to vyZaduje
zdkon alebo prisluiny dozormy organ. Odhalenie sa
poskytne len v poZadovane] miere a v éase
poskytnutia tychto informacii musi byt o tejto
skutoénosti Novartis informovany.

8.2

If Novartis or Institution or Investigator is for
statutory reasons obliged to anyhow mmake
Confidential Information available to any party, it
shall notify the the remaining affected parties in
writing without delay in case it cannot obtain theirs
previous written consent; this does apply to such
situation, when the disclosure shall be made by
Novartis and the respective Confidential Information
do not concern, nor has any relation to the Institution
or. its patients and employees. Novartis shall grant
consent to the disclosure of mmformation in cases
required by law or by the competent supervising
authority. Information shall onlty be disclosed to the
required extent and Novartis must be informed of this
matter at the time when such information is being
provided.

33

Indtiticia afalebo RieSitel bude pri predkladani
udajov a dokumentacie o Vyskume prisluinému
dozornému_orgdnn a v pripade ak to stanovuje

8.3

When submitting data and documentation on the
Research to the competent supervising authority and
if so established by a legal regulation, the Agreement
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praviy predpis, Zmluva alebo Protokol aj Etickej
komisii a zdravotng] poistovni, ktord vykondva
verejné zdravotné poistenie dotknutého Uastnika,
vidy spolupracovat’ s Novartisom, pri¢om rozsah
predkladanych 1idajov a dokumentacie o Vyskume
je stanoveny maximalne dokumentacion podla
Zakona  oliekoch azikena o Zdravoinej
starostlivosti a inych pravnych predpisov a nesmid
byt predloZzené ¢i spristupnené tie Déverné
informacie, ktoré predstavuji alebo priamo &
nepriamo  zahfiiaju informacie na internetovych
strankach ~ Novartis  chranenych  heslom,
Dokumentaciu vyskumu, Sivisiacu dokumentdciu,
informécie o $truktire, zloZeni, ingredienciach,
vzorcoch, know-how, techmickych postupoch
aprocesoch & iné informacie spadajice pod
ochranu priv duievného vlastnictva.

or the Protocol, also to the Ethics Committee and the
health insurence 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
nake available such Confidential Information, which
represents or directly or indirectly include
information at password-protected websites of

Novartis, Research Documentation, Related
Documéntation, information on the structure,
composition, ingrédiénts, patterhs, Kknow-how,

technical procedures and processes or any other
information that fall under the protection of
intellectnal property rights.

8.4 Povinnosti  tykajace sa  ochrany Ddvernych | 8.4 Obligaticns relating to the protection of Confidential
informacii uvedené vyitie neplatia alebo stracain Information above do not apply or lose validity in
platmost’ v pripade informdcif, pri ktorych mobze v relation to information i case of which the
miere akceptovane] Novartisom RieSitel alebo Investigator or Institution is able, to the degree
Indtiticia potvrdit, Ze: acceptable by Novartis, to confirm that:

a) boli uZ verejnosti dostupné alebo sa postupne
stali dostupnymi inym spdsobom, neZ a) It was publicly available or became
neopravnenym zverejnenim informéeii; progtessively available in another way and not
b) boli uZ Riegitel'ovi alebo Institiceii zndme inak by unauthorised disclosure of information;
nez poskytnutim od Novartisu alebo ziskanim b) Was already known to the Investigator or
¢i vytvorenim v priebehu alebo v stivislosti s Institution in another manner and not from
Vyskumom, &0 mdZe preukézat pisomnymi Novartis or by means of its receipt or
dokazmi, production in the course of or in conmection
with the Research, which they can prove by
¢) boli Riegitelfovi alebo In3fitOcii odhalené written evidence;
tretou stranou, kiord ich dostala od Novartisu c) Was disclosed to the Investigator or Institution
priamo alebo nepriamo, a mnie dovernym by a third party which received it from Novartis,
spdsobom. directly or indirectly, and not in confidential
MANNET.

85 Po skondeni Zmhuvy Indtitiicia a Rieditel zlikviduje | 8.5 After expiry of the Agreement, the Institution and the
alebo na Ziadost Novartisu vrati vietky dokumenty, Investigator shall destroy or upon request by Novartis
vzorky a materidl obsahujiici Déverné informacie return  all documents, samples and materials
alebo tykajlci sa ich, okrem jednej képie containing Confidential Information or relating to
Déverriych  informdcii, ktord sa musi podla Confidential Information, except for a single copy of
pravoych  predpisov  uchoval v zéznamoch Confidential Information which must be lawfully
Indtitdcie, ktoré budh primerane utajené. Ak o to maintained In the Institution’s records that shall be
Novartis poZiada, musi Indtitdcia a RieSitel’ takito kept in appropriate confidence. If Novartis requests
likvidaciu bez odkladu pisomne potvrdif’. so, the Institution and the Investigator must confirm

such disposal in writing without any delay.

8.6 Indtiticia a Rieditel’ beni na vedomie a sihlasia, ?¢ | 8.6 The Institution and the Investigator acknowledge and

bez ohladu na ostatné ustanovenia tejto Zmluvy je
Novartis opravoeny spristupnit’ tretim osobdm
informacie tykajice sa predmetu tejto Zmluvy,
najmi tykajice sa Indtitiicie {obchodné mene, sidlo)
a Riegitela (meno, priezvisko, zdravotnicke
povolanie, nazov a adresa zdravotnickeho
zariadenia, v ktorom Riesitel vykonava svoje
povolanie) a spolofne tykajice sa vyiky a ddelu
penaznéhe  plnenia  poskytnutého  Indtitdcii

2 Riefttelovi, vydky atdelu nepehiaZného plnenia
,

agree that notwithstanding to other provisions of this
Agreement, Novartis is authorised to disclose to third
parties any information relating to the subject matter
of this Agreement, in particular concerning the
Institution (business name, seat) and the Investigator
(name, medical profession, the name and address of
the healthcare facility where the Investigator carries
out his/her profession), and together concerning the
amount and purpose of the monetary considerations
provided to the Institution and to the Investigator, the
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poskytnutého Indtiticii a RieSitefovi, v rozsahu
podfa Zikona o liekoch, najmid v savislosti s
vykonanim  oznamovacich  povinnosti  voéi
Narodnému centru zdravotnickych informacii.

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 comnection with the
fulfilment of the notification obligations towards the
National Health Information Cenire.

8.7

Vys§ie uvedené povinnosti stanovené v tomto
¢lanku zavidzujii Indtitiiciu a Riesitel'a bez Gasového
alebo miestneho abmedzenia na trvanie zmluvného
vztahu na zdklade tejto Zmluvy, tj. platia aj po
skonCeni platnosti tejte Zmluvy a Vyskumu.

8.7

Obligations set out above in this Article are binding
for the Institution and the Investigator without any
restrictions in terms of time or place and are not
limited to the period of contractual relationship under
this Agreement, ie. they shall survive after this
Agreement and the Research is expired.

9. Publikacie

9. TPublications

9.1

Pri dodrZani zdsad a predpisov Novartisu pre
publikovanie udajov a 5 predchadzajucim
pisomnym sthlasom Novartisu mdZu byt
informacie o Vyskume zverejnené vo vedeckej
literatiive.

9.1

While observing the principles and regulations of
Novartis regarding publication of data and with the
previous written consent granted by Novartis,
information regarding the Research may be published in
scientific titerature.

9.2

Novartis nznava zaujem Ingtiticie na publikdciich
o Vyskume ajej prezentacidch v Casopisoch, na
poradich alebo inak, apreto tieto publikicie
aprezentacie povoll, ale za predpokladu, Ze
Indtiticia  poskyine Novartisu  navrhované
prezenticie najmenej 15 (pitnast) pracovnych dni
pred ich zverejnenim a vietky ostatné navthované
publikicie najmenej 45 (Styridsat’pat) pracovnych
dni pred zverejnenim a za predpokiadu, Ze Novartis
bude mat’ préavo poZiadat' o doplnenie kazdej takejto
navrhovanej prezenticic alebo publikicie na
ziklade dostatofnych dbvodov, vratane okiem

iného:

a) zaistenia presnosti  prezenticie alebo
publikacie;

b) zaistenia, aby sikromné informécie neboli
nedopatrenim oznimens;

c) umoZnenia, aby prava dudevného

vlastnictva boli chrinend;
d) umoZnenia, aby boli poskytnuté prisluiné
dopliiujice informacie.

9.2

Novartis acknowledges the interest of the Institution in
the publications on the Research and its presentations in
Jjournals, meetings or otherwise, and therefore shall
permit such publications and presentations, provided,
however, that the Institution submits to Novartis
proposed presentations at least 15 (fifteen) business
days before their publishing and any other proposed
publications at Jeast 45 (forty-five) business days before
their publishing and provided that Novartis shall have
the right to request supplementation of each such
proposed presentation er publication on sufficient
grounds, including, but not limited to:
a) ensuring accuracy of the presentation or
publication;
b}  ensuring that private ioformation is not
accidentally disclosed;
c)  allowing for the protection of intellectual
property rights;
d)  allowing for the provision of relevant additional
information.

9.3

Forma vEetkych publikécif tykajucich sa Vyskumu
a vztah dotknutych osdb a Novartisu k nim podla
zékona & 185/2015 Z.z. Autorsky zakon, v zneni
neskorgich predpisov (napr. autorstvo,
spoluautorstvo, spolocné dielo, stborné dielo,
spojené diela) budi uréené vzajomnou dohodou pri
odsahlaseni publikicie, prezenticie ¢i ingho diela
Novartisom podl'a tohto ¢lanku.

9.3

The form of all publications relating to the Research and
relation of the concerned persons and Novartis to them
according to Act No. 185/2015 Coll., the Copyright Act,
as amended, (e.g. authorship, co-authorship, joint work,
summary work, compound work) shall be determined by
mutual agreement during approval process of the
publication, presentation or other work by Novartis
pursuant to this Article.

9.4

Ak je Vysknum multicentrickym vyskumom, prvé
zvergjnenie tdajov musj vychadzat zo sihmnych
udajov od vietkych centier analyzovanych podla
Protokolu, pokial sa vietci odborni garanii a
rieditelia  zidastneni na Vyskume a WNovartis
nedohodnii pisomne inak.

9.4

If the Research is a multicentric Research, the first
publishing of data must be based on summary data from
all centres analysed according to the Protocol unless all
expert guarantors and investigators participating in the
Research and Novartis agree otherwise in writing.

93

Rovnaké povinnosti ako st ulozené Inititiicii platia
aj pri publikacnej &innosti Riesitel'a a Rieditel je
povinny ich dodrziavat. Indtiticia zabezpedi
splnenie tychto povinnosti RieSiteFom.

9.5

Same obligations as imposed on the Institution apply
also to publication activities of the Investigator and the
Investigator is obligated to comply with them. The
Institution shall ensure the fulfilment of such obligations
of the Investigator.
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9.6 Vyisie uvedené povinnosti zaviizujd Indtiticiu a | 9.6  Obligations set out above are binding for the Institution
Rictitela bez Zasového alebo  miestneho and the Investigator without any restrictions in terms of
obmedzenia na irvanie zmluvného vzfahu na time or place and are not limited to the period of
zéklade. tejto Zmluvy, tj. platia aj po skondeni contractual relationship based on this Agreement, i.e.
platnesti tejto Zmluvy a Vyskurmu. they shall survive after this Agreement and the Research

is expired.
10. Osobné adaje 10. Personal Data

10.1  Indtiicia, Rieditel aj Novartis si povinni | 10.1 The Institution, Investigator and Novartis are obliged to
v pricbehn  Vyskamu aj po jeho skonceni obsetrve ard respect during the Research and after its
dodrZiavat’ a dbat’ na prisluiné pravne predpisy na completion relevant legal regulations governing the
ochranu osobnych Gdajov, Udajov zo zdravotnej protection of personal data, medical records data and
dokumentacie a informacii o esobnych pomeroch information on personal circumstances of the
Utastnikov zaradenych do Vyskumu, Participants enrolled in the Research.

10.2 Pred zadiatkom a pocas irvania Vyskumu, Inititicia | 10.2 Prior to the commencement and in the course of the

a jej zamestmanci poskytni informacie tykajiice sa
IngtitGcie a osobné Gdaje, ktoré sa tykaja Rie3itel’a,
spoluriefitefov, zamestnancov alebo daldich
pracovnikov. Takéto informdcie tykajlice sa
Indtiticie a osobné tudaje zahrfiuju mend a
priczviskd, kontakiné informéicie, pracovné
skusenosti, odbormt kvalifikdciu, publikicie,
sihmmy, dosiahnuté vzdelanie, informécie o vykone
povolania, vybaveni pracoviska, kapacite
pracoviikov a d'alSie, ktoré suvisia s vykonavanim
Vyskumu na pracovisku. Indtitdcia  siihlasi
s pouZitim a spracovanim informacii tykajicich sa
Indtiticie a bude informovat a v rozsahu, v akom
pravny zéklad pre spraclivanic osobmych iidajov
nevyplyva z pravoych predpisov alebo
z pracovnopravneho vztahu Indtiticie s dotknutymi
osobami, zabezped{ pre Novartis a Zadavatel’a alebo
ich pridruené osoby sudhlas se spracovanim

osobnych udajov svojich Rieditefov,
spolurieSitefov  a zamestnancov na nasledovné
néely:

a) vykondvanie Vyskumu, spraciivanie

a vyhodnocovanie vysledkov Vyskumu;
kontrolu a overenie vedeckej integrity
Vyskumu $tatnymi a riadiacimi
indtiticiami, Novartisom, CRO (ak
existuje), monitorujicou osobou, ich
zéstupcami;

c) registracia vysledkov Vyskumu;

archivicia po dobu stanovenil pravnymi

predpismi;

€) splnenie pravnych poZziadaviek alebo
poZiadaviek riadiacich métitdici,
uchovavanie  vdatabdze  pracovisk,
riesitefov a ostatnych zamestmancov na
pouZitie v budicich vyskumoch;

) prenosu tychto tidajov de krajin mimo
izemia Slovenskej republiky,
vyhodnocovania &innosti pracovisk a
rieditelov vo Vyskume.

Sihlas  so  spracovanim osobnych tdajov

zabezpeteny Institticiou podla tohto bodu musi byt

udeleny na také casové obdobie, druh osobnych
tidajov aspOsoby spracovania osobnych udajov,
ktoré boli ozndmené Intithcii zo strany Novartisu

b)

Research, the Institution and its employees shall provide
information relating {o the Institution and personal data
regarding the Investigator, co-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 persoens, to the extent in which the legal basis
for personal data processing does not arise out of any
laws or employment relationship between the Institution
and the data subjects, consent with the processing of
personal data of its Investigators, co-investigators and
employees for the following purposes:

a) conduct of the Research, processing and
evaluation of the resulis of the Research;

b} inspection and verification of scientific integrity

of the Research by state and goveming

institutions, Novartis, CRO (if any), monitoring

person and their representatives;

¢) registration of the results of the Research;

archiving for the period prescribed by legal
regulations;

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

f) transfer of such data to countries outside the
Slovak Republic, evaluation of activities of sites
and investigators during the Research.

Consent to personal data processing ensured by the
Institution under this paragraph shall be granted for
such a time-period, type of personal data and means of
personal data processing, of which the Institution was
notified by Novariis, or which are necessary for proper
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alebo ktoré st nevyhnutné na riadne naplnenie
horeuvedenych ielov spracovania.

fulfilment of the above-mentioned purposes of
processing.

10.3  Rieditef  wvyjadri sihlas s poskymutim a
spracovanim jcho osobnych tdajov do databazy
Klinickych skugani/vyskumov; formular suhlasu
podpisany Rieditelomn je prilohou &. 3 tejto Zmluvy.

10.3 The Investigator shall express his/her consent with the
provision and processing of his/her personal data in the
database of clinical trials/researches: the consent form
signed by the Investigator forms Annex No. 3 hereto.

104  Zmluvni partneri su si vedomi, #e¢ ZadavateF alebo
tretia osoba Zadévatef'om poverend budu vkladat' Vysledky
Klinickeého sku3ania a vietky spravy suvisiace s Klinickym
skidanim, zaznamy o 3¥koleniach v mieste realizicie
Klinického skuiSania a vystupy z akychkel'vek auditov
vykonanych ZadavateTom alebo v jeho mene podFa pravidiel
spravnej klinickej praxe alebo in3pekcii do internych
elektronickych databdz Zadavatela a / alebo iretich osdb
poverenych Zadavatefom. V ramci tejto spravy tdajov mbin
byt’ v silade s poZiadavkami pravidiel spravnej klinickej
praxe a prisluinych pravnych predpisov na fseku ochrany
osobnych tdajov uchovivané, spracované a pouZité
ZadavatelTom, jeho Prepojenymi osobami a poverenymi
tretimi stranami osobné idaje Hlavného skiajiiceho, ako s
meno, priezvisko a adresa, finanéné zaujmy podla
Potvrdenia o finanénych zaujmoch, a d'alej tieZ osobné tidaje
inych zamestnancov Cenira, Clenov §tudijn¢ho timu a ich
zaangaZovanie v Klinickom skifani a vystupy auditov
vykonanych Zadavatel'om podlfa pravidiel sprévnej klinickej
praxe alebo inSpekcii (dalej len ,,Udaje®) a pravnych
predpisov vztahujlicich sa k ochrane osobnych tdajov.
Zadavatel bude poskytovaf tieto Udaje externym verejnym
databazam, ako je napr. clinicaltrials.gov a v nevyhnutnom
rozsahu na zdklade pristulnych pravnych predpisov tiez
orginom verejngj moci. Udaje budd spracovdvané pre
plnenie prévnych povmnostl Zadévatela a pre manaZment
Klinickych skifok. Udaje budi spracovavané po dobu
neur¢itl, najdlhdie viak do napenia uéeh.

10.4 Zmluvni parineri st si vedomi, Ze Zad4vatel alebo tretia
osoba Zadavatefom poverena budd vkladat Vysledky
Klinick¢ho skuSania a vietky spravy suvisiace s Klinickym
ski¥anim, zidzmamy o $koleniach v mieste realizécic
Klinického skifania a vystupy z akychkolvek auditov
vykonanych Zadévatel'om alebo v jeho mene podPa pravidiel
spravnej klinickej praxe alebo indpekeii do internych
elektronickych databdz Zadavatela a / alebo tretich oséb
poverenych ZadavateTom. V rdmcj tejio spravy Gdajov mdsu
byt v siilade s poZiadavkami pravidiel spravnej klinickej praxe
a prisluSnych pravnych predpisov na Gseku ochrany osobnych
tidajov uchovévané, spracované a pouité Zadavatel'om, jeho
Prepojenymi osobami a poverettymi tretimi stranami osobné
udaje Hlavného skiifajiceho, ako si meno, priezvisko a
adresa, finanéné zanjmy podfa Potvrdenia o finandnych
zaujmoch, a dalej tieZ osobné idaje inych zamestnancov
Centra, Clenov 3tudijného timu a ich zaangaZovanie v
Klinickom skafani a vystupy auditov vykonanych
Zadéavatefom podla pravidiel spravnej klinickej praxe alebo
in¥pekcii (dalej len ,Udaje) a praviych predpisov
vztahujicich sa k ochrane osobnych Gdajov. Zadavatel’ bude
poskytovat tieto Udaje externym verejnym databdzam, ako je
napr. clinicaltrials.gov a v nevyhnutnom rozsahu na zéklade
pristuSnych préavnych predpisov tiez organom versjnej moci.
Udaje budii spracovivané pre plnenie pravnych povitnost
Zaddvatel'a a pre manazment klinickych skigok. Udaje buda
spracovavané po dobu neur€iti, najdihsie viak do naplnenia
néein.

10.5 Zmluvni partmeri sa zavizuji zabezpegit, e do
vykondvania Klinického skuania nebudt zaanga’ované
Ziadne fyzické osoby, kym tieto osoby neudelia stihlas so
spracovanim svojich osobnych tdajov v rozsahu podla
prilohy &. 2 tejto Zmluvy a kym Zmluvni partneri nezagli
tento sthlas Zadavatel'ovi.

10.5 Zmluvni partneri sa zavizujii zabezpeit, %e do
vykonavania Klinického skiSania nebudG zaangaZované
Ziadne. fyzick€ psoby, kym ticto osoby neudelia siihlas so
spracovanim svojich osobnych udajov v rozsahu podPa prilohy
&. 2 tejto Zmluvy a kym Zmluvni-partneri neza$li tento sihlas
Zadavatelovi.

10.:6 Zmluvni partneri sa zavaznji bezodkladne a pisomne
informovat’ Zadavatel'a o akomkolvek poruSeni ustanoveni
o bezpetnosti osobnych udajov, v kazdom

pripade viak najneskor do piatich (5} doi od d4tumu takéhoto
porudenia.

10.6  The Contracting Partners agree to inform the Sponsor
in writing about any breach of personal data protection
provisions without undue delay; however, no later than five (5)
days following such breach.

10.7 Zmluvni partneri a Zadavatel' sa zavizujiu konat” v
silade s prisludnymi pravnymi predpismi na tiseku ochrany
osobnych adajov, najmd s Nariadenfim Europskeho
partamentu 3 Rady (EU) 2016/679 z 27. aprila 2016 o
ochrane fyzickych os6b pri spracovani osobnych tidajov a
vol'nom pohybe tychto iidajov a o zruenf smernice 95/46/ES
(vSeobecné nariadenie o ochrane osobnych idajov), d’alej so
zakonom €. 18/2018 Z.z. o ochrane osobnych ddajov a o
Zmene a doplnem niektorych zikonov v platnom zeni a v
stilade s pristusnymi pokynmi Statmeho tistava pre kontrolu
lie€iv, najmé pokynom MP 131/2018, ak sa uplatni.

10.7  The Contracting Partners and the Sponser agree to
adhere to applicable personal data protection laws, especially
Regulation (EU) 2016/679 of the European Parliament and of
the. Council of 27 April 2016 on the protection of natural
persons with regard to the processing of personal data and on
the free movement of such data, and repealing Directive
95/46/EC {General Data Protection Regulation), the Act. No.
18/2018 Coll. on Protection of Personal Data and on

Amendments to Certain Laws, as amended and relevant

guidelines of the State Institute for Drugs Control, in particular
guideline MP 131/2018, if applicable.
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11. Vlastnictvo idajov a vysledkov

11. Ownership of Data and Results

11.1. abodun 133 tejio Zmiuvy pokladaji (i)
ovladané osoby v zmysle § 66a ods. 1 ObZ, (ii)

11.1  Pokial nie je pisomne dohodnuté inak, vietka | 11.1 Unless otherwise agreed in writing, all Related
Suvisiaca dokumenticia, vratane dokumentov, Documentation, including documents, data, information
udajov, informacii, ktoré poskytol alebo dodal supplied by Novartis in written, verbal, electronic or
Novartis, ¢ uZ v pisomnej, ustnej, clektronickej other form for the performance of the Research are and
alebo inej podobe, za i&elom Vyskumu sit a Zostani shall remain the property of Novartis or its affiliated
majetkom Novartisu, alebo jeho pridruZenych os6b persons, depending on who is the owner thereof.
podla tehto, vkoho vlastnictve sa uvedené
nachédza.

11.2  Pokial mnie je pisomne dchodnuté inak, | 11.2 Unless otherwise agreed in writing, the Research
Dokumenticia vyskumu, vietky zaznamy, vratane Documentation, all records, including electronic, which
elekironickych, ktoré boli vytvorené v suvislosti have been produced in connection with the Research,
s Vyskumom, programy a rézne druhy navrhov programmies and various types of proposals ensured or
zabezpefovanych alebo vykondvanych v zdujme executed in the interest of Novartis, as well as all data,
Novartisu, a tiez vSetky udaje, informacie, mnformation, documents, discoveries and inverntions
dokumenty, objavy a vyndlezy ziskanc, obtained, resulting or developed in the course of or as a
vyplyvajice alebo vyvinuté v priebehu alebo ako part of the Research or during the performance of this
siicast Vyskumu alebo pri plneni tejto Zimluvy siia Agreement, are and shall remain exclusive property of
zostani vyhradnym vlastnictvom Novartisu resp. Novartis or the ownership rights to them, in case of
majetkové prava k nim pri predmetoch duSevného items forming intellectual property, are and shall remain
vlastnictva s a zostan( vyhradoym viastnictvom exclusive property of Novartis. Novartis may use them
Novartisu. Novartis ich mdZe pouZit a/alebo and/or handle them at its dwn discretion without further
nakladat’ snimi podla vlastmého wuvdZenia bez payment to or other obligation towards the Institation or
d’aldej platby alebo inej povinnosti voci Institicii the Investigator; neither the Institution nor the
alebo RieSitelovi; Indtitdcia ani RicSitel nicbudi Investigator shall have any rights of any kind to them.
mat’ na ne Ziadne prava akéhokol'vek druhu.

113  Indtiticia sohlasi stym, Ze bude bez odiladu | 11.3 The Institution agrees to promptly obtain all decuments
vybavovat’ vietky dokumenty a vykondvat vietky and take any other measures that Novartis can
dalsie opatrenia, ktoré md¥e Novartis ddvodne reasonably require to benefit from its rights under this
poZzadovat, aby mohol ziskaf prospech zo svojich Agreement, -and shall ensure that the Investigator, co-
préav podl'a tejto Zmluvy, a bude psobif’ na to, aby investigators, its employees and co-workers act equally.
si rovnako podinali aj Riegitel, spolurieditelia, jej Among other things, this includes taking all measures
zamestnanci a spolupracovnicli. Okrem iného to necessary for transfer of ownership of all data,
zahfiia urobenie vietkych potrebnych krokov pre information, documents, or all ownership rights in case
prevedenie viastnictva vietkych uidajov, informécii, of items forming intellectual property, to Novartis or to
dokumentov, resp. vietkych majetkovych prav pri any persons appointed by it, and assistance to Novartis
predmetoch duSevného vlastnictva, na Novartis with processing and submission of applications for
alebo nim uréené osoby a pomoc Novartisu pri intellectual property rights. The Institution is solely
spractivani a podavani Ziadosti o prava dufevného liable for all payments payable to the Investigator, co-
vlastnictva. Inétiticia mé vyluénii zodpovednost za investigators, employees and/or co-workers of the
vietky platby, splatmé RieSitelovi, spoluriefitelom, Institution in accordance with applicable laws, for all
zamestnancom afalebo spolupracovnikom intellectual property rights transferred to Novartis or to
Indtiticie v shlade s prisln¥nymi zdkonmi, za vietky any persons appointed by it in relation to the subject
prava dufevného vlastnictva prevedené na Novartis matter of this Agreement. For the payment according to
alebo nim uréené osoby v sivislosti s predmetom Art. 6 hereof to the Institution it is deemed that the
tejto Zmluvy. Pre thradu podPa €1 6 tejto Zmluvy payment also includes coverage of such costs and
pre Inftithcin sa usudzuje, Ze zahffia thradu aj payments by the Institution.
takychto nédkladoy a platieb Indtitiicion.

11.4  Vysledok Vyskumu ako aj vietky materidly, | 114 Any result of the Research and all materials, documents,
dokumenty, udaje a informacie, aj ¢lastkové, data and Information, also partial, obtained in the
ziskané pri jeho dosiahnuti, méZe Novartis pouZit process leading to the achievement of such result, may
pri svojej €innosti, najmi pri vyskume a vyvojl, be used by Novartis in the course of their activities, in
vyrobe, Tegistricii, predaji, vypracovani vedeckych particular in research and development, manufacturing,
§tidii a odbomych préc, marketingu, pri dodrZani registration, sale, elaboration of scientific studies and
‘platych pravnych predpisov. professional works and marketing, in compliance with

all applicable laws.

11.5  Za pridruZené osoby sa na uely bodu 10.2., bedu | 11.5 For affiliated persons shall be for purposes of para.

10.2.,11.1. and para 13.3 of this Agreement considered
(i) controlled persons pursuant to Section 66a para. 1 of
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ovladajiice osoby v zmysle § 66a ods. 2 ObZ, (iii)
osoba ovladani tou iston ovladajicon osobou a (iv)
osoba, ktord je Elenom tej istej skupiny (tj. pre
Novartise ¢lenom skupiny Novartis).

the CC, (ii) controlling persons pursuant to Section 66a
para. 2 of the CC, (iii) a person controlled by the same
controlling person, and (iv) person being a member of
the same proup (i.e. if it concerns Novartjs, then a
member of the Novartis Group and).

12. Doba platnosti Zmluvy

12. Agreement Validity Period

12.1 Zmluva sa uzatvara na dobu trvania Vyskumu a jej
plathost konéi najneskdr diiom ukondenia
vykonavania Vyskumun na pracovisku Indtiticie.
Predpokladany termin skondenia Vyskumu je
30.04.2022. Novartis je oprdvneny jednostranne
prediit  trvanic Vyskunu  a posunutie
predpokladaného détumu  ukondenia  Vyskumu.
Novartis je povinny dorgit’ uvedené oznamenie o
prediieni trvania Vyskumu v pisomnej forme
Indtiticii a Rieditefovi, a to podla moZnosti
najneskér 30 dnf pred pdovodnym planovanym
terminom skon€enia Vyskumy.

12.1 The Agreement is concludéd for the period of the
Research and its validity shall terminate at the latest at
the date on which the conduct of the Research in the
Slovak Republic is finished. The Research is expected
to finish on 30" April 2022. Novartis is entitled to
extend the period of the Research unilaterally, and to
postpone the expected date on which the Research is
finished. Novartis is obliged to deliver the mentioned
decision on the extension of the Research in written
form to the Institution and Investigator, if possible,
within 30 days before the originally planned deadline of
the Research.

122 Platnost’ tejto Zmluvy sa automaticky skonéi jej
splnenim po  dosiahnuti  cieFov  Vyskumu
a odovzdani vSetkych protokolov, CRF zdznamov,
Dokumentacie vyskumu a Stvisiacej dokumentdcie
spolotnosti Novartis. Zmluva méZe byt ukondena
aj dohodou zmluviych stran.

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

123 Ktorakolvek zmluvné strana je opravnena odstiipit
od tejto Zmluvy pisomnym odstipenim, ktoré
nadobida Géinnost’ doruéénim zvyinym zmluvnym
strandm na adresu uvederii v zahlavi tejto Zmluvy,
a to v nasledujicich pripadoch:

a) ak niektor4 zmluvné strana porusi niektoré
z ustanoveni tejto Zmluvy a neodstrani
zavadny stav ani v lehote 30-tich dni od
dorucenia vyzvy k ndprave, patri toto
pravo ostatnym zmluvnym stranim;

b) ak bude rozhodmué, e je nicktord
zmluvnd strana v konkurze, alebo bhude
navrh na vyhlasenie konkurzu zamietnuty
pre nedostatok majetkuy;

c) ak je niektord zmluvna strana v platobnej
neschopnosti alebo ide do likvidacie z
inych prigin ake je transformécia alebo
zluéovanie, nema uréeného ndstupcu,
ktory by prevzal jej aktiva (majetok)
a zavizky a neuzavrie dohodu alebo iné
vysporiadanie so svojimi veritelmi;

d) ak niektorda zmluvna strana  strati
opravnenie, ktoré je pre riadne a véasné
plenie povinnosti vyplyvajlcich z tejto
Zmluvy nevyhnutng;

€) ak potrebné opravnenie, povolenie, sthlas
alebo vynimka je odvolané, odloZen4 jeho
platnost, alebo vypri doba, na ktorti balo
vydané bez toho, aby bolo prisluine
predizené.

V pripade, Z¢ z hore uvedenych dévodov odstiipi od Zmluvy
Novartis alebo InStitticia, nastami U&inky odstipenia vo
vztahu k vietkym ostatnym zmluvnym stranim, Aviak ak

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

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

b)  ifitis 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 fo
take its assets (property) and liabilities over and
it does not enter into agreement or other
settlement with its creditors;

d)  if cither Party loses authorization which is
inevitable for proper and timely performance of
obligations resulting from this Agreement;

e)  ifthe required authorization, permit, consent or
exception is withdrawn or its 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,
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z uvedenych dovodov odstipi od Zmluvy Riegitel, zmluvny | if the Investigator withdraws from the Agreement. for the
vzt'ah medzi Novartisom a Indtiticiou zostdva zachovany a [ above-mentioned reasons, the contractual relationship
Novartis a Inititicia s povinn{ ustanovit nového Riefitela | between Novartis and the Institution remains unchanged, and
v stilade s bodom 2.4. tejto Zmluvy. Novartis and the Institution shall appoint a new Investigator

in accordance with para. 2.4. of this Agreement.

i24  Okrem ukonfenia platnosti Zmluvy podla

predchadzajucich ustanoveni, ma Nowartis pravo

kedykol'vek prerudit’ alebo ukon&if Vyskum a tym

padom ukon¢it platnost Zmluvy pisomnym
ozndmenim dorudenym Institdeli  a Riefitelovi
priamo alebo prostrednictvom CRO (ak existuje).

Bez toho, aby Novartis akymkolvek spbsobom

obmedzoval svoje pravo na ukonfenie Vyskumu,

Novartis za normdlnych okolnosti preruf alebo

ukonéi Vyslkum v nasledujicich pripadoch:

a) ak vyskyt zavaznych neZiaducich u€inkov
alebo podozreni na ne poéas Vyskumu
alebo ohrozenie bezpetnosti Ulastnikov
poukazuje na potrebu prerudenia alebo

ukonéenia Vyskumu;

b) ak si Novartis Zel4 preruSit alebo ukon€it’
Vyskum  zkomerénych dévodov, =z
dévodov efektivnosti, z dévodov

koncernovej politiky vykondvania
Vyskumov, zd6vodov majicich pdvod
mimo Uzemia Slovenskej republiky alebo
aj bez uvedenia dovodoyv;

c) ak je Novartis opravnene presvedSeny, Ze
Vyskum neméZe byt' ispesne dokonteny,
vratane ddvodu (ale aj bez neho), Ze by sa
Vyskumu mneziidastnill dostatony podet
Ukastnikov alebo sa v stanovenom tase
nenasiel dostatoény podet pracovisk.

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
mammer, Novartis shall under usual circumstances
suspend or end the Research in following cases:

a) if the occuirence of serious adverse reactions or
suspected serions 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 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 Résearchs, for reasons originating
outside the Slovak Republic or even without
giving reasons;

€) 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.

123 Ak pride k predasnému ukonéeniu tejto Zmluvy,

najmi z dévodov uvedenych v ustanoveni bodu
12.4 tejto Zwmluvy, je zmluvnd strana, ktora
spOsobila ukoncenie tejto Zmiuvy alebo dala
pri¢inu k ukondeniu tejto Zmluvy inou zmluvnou
stranou, povinnd nshradi’ ostathym zmhivoym
strandm vietky néklady, ktora tato skutofne v
stvislosti s plnenim tejto Zmluvy vynaloZila, ato v
tom pomere, v akom nedoflo k splneniu jej
predmetu a fGelu, tj. pomer dokonfenych
hodnoteni Utastnikov vzhl'adom k objemu zdrojov,
ktory bol na Utastnikov celkovo poskytnuty.

12.5 In case of early termination of this Agreement, namely
for reasons listed in the provision of para. 12.4 hereof,
the Party which brought about termination of this
Agreement or provided a reason for this Agreement to
be terminated by other Party, is obliged to reimburse all
costs incurred by the other Parties in relation to the
performance of this Agreement in proportion in which
the subject-matter and purpose of this Agreement were
not fulfilled, ie. in the proportion of completed
evaluation of Paiticipants to the volume of sources
provided for Participants in the aggregate.

12.6  V pripade ukonéenia Vyskumu podla ustanovenia

bodu 12.4. tejto Zmluvy, uhradi Novartis InStiticii
odmenu  primeranym spbsobom za sluZby
poskytmité a? do datumu ukondenmia Vyskumu
podla podmienock uvedenych viejto Zmluve.
Ingtiticia nemnd narok na nahradu inych nékladov ¢
u§lého zisku.

12.6 In case the Research is terminated pursvant to para. 12.4.
hereof, Novartis shall pay the Institution rémuneration
in appropriate manner for services provided until the day
on which the Research was terminated according to the
provisions of this Agreement. The Institution is not
entitled to reimbursement of other costs or lost profit.

12.7  Indtitlcia a Rieitel’ stihlasia s tym, Ze po obdrZani

oznameniza 0 odstipeni od tejte Zmluvy alebo
ukonteni  Vyskumu  bezodkladne  ukonia
vykondvanie Vyskumu. Riefitel' v pripade, ak
prestane vykondvat' funkciu rieSitela a sitasne
neddjde kukondeniu tejto Zmluvy, je povinny

12.7 The Institution and the Investigator agree that following
receipt of the notice of withdrawal from this Agreement
or termination of the Research, they shall promptly end
the eonduct of the Research. In case the Investigator
stops to perform the function of the investigator and, at
the same time, this Agreement does not terminate, the
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poskymif  nevyhnuint  suSinnost  a pomoc
daldiemu riefitelfovi urdenémn v sulade s touto
Zmluvon, Initithcii a Novaitisu za Odefom
zabezpedenia kontinuity vykonavania Vyskumu.

Investigator is obliged to provide necessary assistance
and cooperation to the next investigator appointed in
accordance with this Agreement, to the Institution and
to Novartis for the purpose of ensuring continuity of the
Research.

12.8

UkonCenie Zmluvy nebude mat® vplyv na privo
ktorejkol'vek zo zmluvnych stran vykonat privne
opatrenia vofi ostatnym zmluvnym stranim v
stivislosti s predchadzajicim porugenim Zmluvy
danou zmluvnou stranou.

12.8

Termination of the Agreement shall be without
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.

12.9

Ustanovenia uvedené vtejto Zmluve, ktoré sa
tykajii  zabezpefenia  dbverného  charakteru
informécif,  publikdcii, oesobnych  1dajov,
vlastnictva, uchovdvania ziznamov, ako aj daliie
ustanovenia, u ktorych sa na zéklade ich naleZitosti
usudzuje, Ze budi platit” d'alej aj po ukongeni alebo
vyprianj Zmluvy, budi nadalej v plamosti bez
ohl'adu na ukondenie Zmluvy.

12.9

Provisions of this Agreement that pertain to ensuring
confidential nature of information, publications,
personal data, ownership, record keeping as well as
other provisions, in case of which it is reasonably
believed that they shall survive termination or expiry of
the Agreement, shall continue to be valid irrespective of
the fact that the Agreement was terminated.

12.10

Indtiticia a Rieditel’ s@ povinni oznamit’ Novartisu
kazdi skutognost, ktord by znamenala zanik
pracovnoprdavneho vztfahu alebo iného zmluvného
vzfahu Riegitel'a s Indtitiiciou, a to bez zbytoéného
odkladu, najneskdr viak nasledujici pracovny dei,
odkedy sa o takejto skutonosti dozvedeli.

12.10 The Institution and the Investigator shall be obliged to

inform Novartis of any fact which would mean a
termination of employment relationship or any other
contractual relationship of the Investigator with the
Ingtitution without undue delay, but no more than one
working day after it learnt of such fact.

13. Osobitné ustanovenia

13. Specific Provisions

13.1

Novartis, Indtiticia ani Riegite! nebudn zodpovedni
za nedodrZanie alebo oneskorenie plnenia zavizkov
v stvislosti s Vyskumom v pripade, ak toto
nedodrzanie alebo oneskorenie bolo spbsobens
okolnostami vylutujicimi  zodpovednost, tj.
okolnostami, ktoré sii mimo redlnej moZnosti
ovplyvaenia ziifastnenou zmluvnou stranou a ak sa
tymto okolnostiam alebo jei nasledkom nedalo
vyhnt, odvrétit” alebo prekonat’ ani pri dodrZani
dostatoénej miery opatmosti, pricom tito okolnost
v ¢ase vzniku zavizku zmluvna strana nemohla
predvidat. Takouto okolnosfou v¥ak nie je
ckolnost, ktord vznikla aZ v fase, ked” povinmi
strana bola v omedkani s plnenim svojej povinnosti,
alebo vznikla z jej hospoddrskych pomerov.

13.1

Novartis, the Institution and the Investigator shall not be
liable for any failure or delay in performance of their
obligations in connection with the Research, if such
delay or failure was caused by circumstances beyond
real control of the participating Party and if such
circumstances or their consequences could not be
prevented, averted or overcome, even while exercising
sufficient level of caution, and if the Party was not able
to foreseen such circumstances at the time when such
obligation was created. However, such circumstances do
not include any circumstance that occwrred at the time
when the obliged Party was in default with meeting its
obligation, or it occurred due to that Party’s economic
situation.

13.2

Rieditel je pracovnikom nezavislym od Novartisu a
Ziadne ustanovenie tejto Zmluvy ho nedefinnje ako
zamestnanca, zastupcu alebo spolotnika Novartisn.
Indtiticia  zodpovedd =za plnenie vietkych
povinnosti tykajicich sa platieb dani, socidlneho
a zdravotného poistenia, ktoré sa vzfahujii na
predmet Zmluvy, ak to prichadza do tivahy, vratane
tych, ktoré sa tykajd RietiteFa, spoluriefitelov
a zamesttancov a spolupracovnikov Indtiticie,

132

The Investigator is a worker who is independent from
Novartis and no provision of this Agreement defines
him/her as the employee, representative or partner of
Novartis. The Institution is responsible for meeting all
obligations pertaining to the payment of taxes and social
and health insurance contributions that relate to the
subject-matter of the Agreement, if applicable,
including those involving the Investigator, co-
investigators, employees and co-workers of the
Institution.

133

Zadévatel’ ma prévo postipif fito Zmluvu Gplne
alebo stasti ia ktorikol'vek zo svojich Prepojenych
oséb. Okrem vy§Sie uvedeného nie je Ziadna zo
Zmluvnych stran oprdvnenda postipif svoje prava a
/ alebo povinnosti aplne ani s€asti na tretiu stranu
bez  predchédzajiceho  pisomného  sthlasu
ostatnych Zmluvnych stran. Tato Zmluva zavizuje
Zmluvné strany, ako aj ich pravaych nastupcov a

133

The Sponsor shall have the right to assign this
Agreement, in whole ot in part, to any of its Affiliates.
Save for the foregoing, neither Party may assign its
rights or obligations under this Agreement, in whole or
in part, to a third party without the prior written consent
of the other Parties. This Agreement is binding for all
Parties as well as their legal successors and parties to
which the rights and obligations of the Contracting
Parties shall be assigned in ¢ormpliance with this Article.
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osoby, na ktoré budd prava a zaviizky Zmluvnych
stran v siilade s tymto €linkom postipeng.

upravené touto Zmluvou, ako aj pravny vztah
zaloZeny touto Zmiuvou sa riadi platnym pravom
Slovenskej republiky. Zmluvné strany sa v stlade
s ustanovenjm § 262 ods. 1 a 2 ObZ vyslovne
dohodli, %¢ ich zZivazkovy vztzh upraveny touto

134 KaZdé oznimenie podivané v sovislosti stouto | 13.4 Every notice given in connection with this Agreement
zmhavou musi byt pisomné, ak nie je vzmluve shall be in writing, unless otherwise stated in the
stanovené inak, a musi byt dorucené osobne, alebo Agreement, and shall be delivered in person or sent by
zastané doporudenou podtou alebo faxomma adresu registered mail or fax to the address specified in the
uvedentt vzmluve & na infi adresu ozndmemt Agreement or to another address notified in writing to
pisomne druhej zmluvnej strane. Za pisemné the other party. A written service under this Agreement
doruCovanie podfa tejto zmluvy sa rozomie shall mean a personal service, service by mail, courier,
doru€ovanie osobne, poStou, kuri€rom, faxom, fax, mail. In case of a change or termination of the
mailom. V pripade zmeny & zufenia zmluvy sa Agreement it shall mean a personal service, service by
nim povaZuje dorutovanie osobne, postou alebo mail or courier, and a document sent by post or courier
kuriérom, pri¢om pisomnost’ odesland postou alebo shall be deemed delivered on day of its acceptance by
kuriéromi sa povazuje za dorudend v defi, kedy the addressee. The date of service of a document shall
adresat potvrdil jej prijatie. Za defi dorudenia be considered the day of denial of a served document, or
pisomnosti sa povazuje aj dei, v ktory adresét the day of expiration of a retrieval period of a served
odoprie doruovant pisomnost’ prevziat, alebo v document at post office, or the day of marking of a
ktory marne uplynie odbernd lehota pre clearly mark on a served document “addressee has
vyzdvihnutie si zdsielky na pofte, alebe v ktory je moved”, “addressee is unknown™ or other mark with
na dorudovang] zasielke preukazatelne vyznatend similar meaning, even if the other party does not take
pozndmka, Zc ,adresat sa odstahoval®, ,adresat je over the document or does not know about it.
neznamy” alebo ind pozndmka podobného
vyznamu, a to aj v pripade, ¢ druhd zmluvna strana
pisomnosf neprevezme alebo sa o nej nedozvie.

13.5 Inftinicia a Rie¥itel' vyhlasujui, Ze Rie¥itel, ani | 13.53 The Institution and the Investigator represent, that
Ingiiticia, ani Ziadna jej/jeho zamestnané osoba, ani neither the Investigator or the Institution, nor any of
spolupracovnik, ktori sa zidastiiujd vo vykonavani their employees or co-workers participating in the
Vyskumu, neboli vylifeni podla § 306 pism. a) conduct.of the Research have been debarred pursuant to
alebo b) Federalneho zékona Spojenych 3tatov Section 306 letter a) or b) of the Federal Food, Drug and
americkych o konfrole potravin, lickov a Cosmetic Act of the United States of America or
kozmetickych  pripravkov, alebo postihnuti affected by a similar measure (e.g. a ban on action or
obdobnym opatrenim (napr. zédkazom £innosti alebo exclusion from a professional association) under the
vyliidenim zo stavovského organu) podla prava legislation of the Slovak Republic, and in the fiiure the
Slovenskej republiky a InStiticia v budficnosti Institution shall not employ or hire any debarred person
nezamestnd ani nenajme Ziadnu vyliZend osobu in comnection with the work to be done on behalf of
v sfivislosti s prdcou, ktora sa ma vykonat pre Novartis or in its name. If at any time after signing this
spolofnost Novartis alebo jej menom. Ak sa Agreement, the Institution becomes aware that the
Indtiricia kedykol'vek po podpise tejto Zmluvy Investigator, Institution or any other person employed or
dozvie, Ze RiegiteT alebo Indtiticia ¢i nejaka osoba, hired by the Institution is debarred or 15 in debarment
ktori Indtiticia zamesindva alebo najme, je proceedings, the Institution hereby confirms that it shall
vylidend, alebo je vo vyluéovacom Konani, immediately notify Novartis of this matter and proceed
Intitticia tymto potvrdzuje, Ze to okamiZite oznimi with relation to the Research as directed by Novartis.
Novartisu a bude postupovat’ podfa jej pokynov
ohfadne Vyskumu.

14. Zaverecné ustanovenia 14. Final provisions

141  Zmluvné strany sa zavdzujii, Ze budi vidy | 14.1 The Parties undertake to always proceed in a way
postupovat’ tak, aby vietky zaleZitosti, ktoré budi enabling them to resolve all matters that are considered
aspoil jednou zo zmluvnych strin povaZované za as necessary by at least one of the Parties without undue
potrebné, rieSili bez =zbytofného odkladu a delay and prolongations, i.e. in the shortest possible
prietahov, teda v ¢o najkratiej moinej dobe a period and with incurring the lowest possible costs.
zarovel s vynaloZenim najniZifich moinych
ndkladov.

142 Préva a povinnosti zmluvnych strdn, ktoré nie si | 14.2 Any rights and obligations of the Parties that are not

regulated by this Agreement as well as the legal relation
established by this Agreement shall be governed by
applicable laws of the Slovak Republic. The Parties, in
accordance with the provision of Section 262 para. 1 and
2 of the CC, expressly agreed that their contractual
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Zmhuvou sa bude riadit ObZ. Pre pripadné sidne
spory sa bude uplatiovat’ prislusnost’ vieobecnych
slovenskych stdav.

relationship regulated by this Agreement shall be
governed by the CC. For any legal disputes the
jurisdiction of the Slovak courts shall be applicable.

143 V pripade, Ze by kiorékoIvek z ustanoveni tejio
Zmluvy belo &t sa dodataéne stalo neplatnym alebo
neddinnym, budd ostainé jej ustanovenia
posudzované ako oddelitefné a platmost &i u&innost
tejto Zmhuivy ako celku zostane zachovana. Pre
tento pripad sa uastnici Zmluvy zavizuji na
zaklade vzajomnej dohody nahradif’ neplatné alebo
nedcinngé ustanovenia takym ustanovenim, ktoré
bude najlepiie zodpovedaf igelu tejto Zmluvy a
vili zmluvnych stran pri jej uzavreti.

143

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

144  Ziadne zriekoutic sa nejakej naleZitosti,
nstanovenia alebo podmienky tejto Zmluvy, & vz
konanim alebo inak, vjednom alebo vo viacerych
pripadoch, sa nebude povazovat’ za daldie alebo
trvalé zrieknutie sa nejakej takejto ndleZitosti,
ustanovenia alebo podmienky alebo nejakej inej
ndleZitosti, ustanovenia alebo podmienky tejto
Zmluvy, alebo takto vysvetFovat.

14.4

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

145  Tite Zmluvu je moZno menit’ a dopliovat len na
zaklade jej pisomného dodatku, ktory bude za taky
oznateny, prisludne ofislovany, sdatumom a
podpisom  vietkych zmluvnych strdn.  Toto
ustanovenie sa neaplikuje na dodatky Protokolu.

14.5

This Agreement may only be amended and
supplemented by means of a written amendment hereto,
which shall be matked as such, numbered appropriately
and shall be dated and signed by all Parties. This
provision shall not be applied to any amendments to-the
Protocol.

146  Novartis je opravoeny zmenif jednostranne
Protokol, aj ked' bude prilohou tejto Zmbuvy. Ak je
vydany dodatok Protokolu, je Nowartis povinny
existenciu a obsah dodatku oznamit ostatnym
zmiuvnym strandm. Zmluvné strany sa zavizuji
postupovat’ podl'a dodatku Protokolu od okamiikn
jeho oznémenia prishu¥nej zmluvnej strane.

14.6

Novartis is entitled to unilaterally amend the Protocol,
even if the Protocol forms annex to this Agreement. If
amendment to the Protocol is issued, Novartis shall be
obliged to inform other Parties of its existence and
content. The Parties undertake to proceed in accordance
with such amendment to the Protocol from the moment
when the existence of such amendment was reported to
the relevant Party.

147  Této zmluva nadobida platnost” a G&innost’ ditom
keby bola podpisand zmluvnymi stranami

14.7

This Agreement shall become valid and force on the
day of its signature by each contractual party.

148  Této Zmluva je vyhotovenda v  $tyroch
vyhotoveniach, jedenkrat pre In¥titicin, jedenkrat
pre Riefitela a dvakrat pre Novartis.

14.8

This Agreement is executed in four counterparts, one for
the Institution, one for the Investigator and two for
Novartis.

14.9  Této Zmluva je vyhotovena v slovensko-anglickej
verzii. V pripade rozporu medzi slovenskou a
anglickou jazykovou verzion Zmhuvy, jej priloh
alebo pripadnych dodatkov, ma prednost’ slovenska
verzia,

149

This Agreement is executed in the Slovak-English
version. In case of any discrepancies between the Slovak
and the English version of the Agreement, its Annexes
or cventual amendments, the Slovak wversion shall
prevail.

14.10  Prilohami tejto Zmluvy si:

Priloba &. 1: Popis Vyskumu

Priloha &. 2: Platby

Priloha & 3: Formuldr zverejnenia osobnych tdajov
Rieditela

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

14.11  Zmluvné strany vyhlasujd, Ze si Zmluvu precitali,
jei obsahu porozumel, Ze ju uzavreli slobodne
a viine, wr€ite azrozumitelne, ana potvrdenie
toho, e obsah tejto Zmluvy =zodpoveda ich
skutoénej aslobodnej vOli, ju vlastmorudne
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.
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V/In Bratislava, dila/on..........ccccoeeeenne.

Novartis:

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

Né,:fartis Sloval{iz{:" 5.r.0.
PharmDr. Katarina Nosjean
na zaklade plnej moci/based on the power of attorney

Novartis Slovakia s.r.o.
Mgr. Alexandra Lednarova

Narodny ustav srdcovych a cievnych chordb, a.s.
Ing. Mongi Msolly, MBA, generalny riaditel/director

Narodny ustav srdcovych a cievnych chordb, a.s.
MUDr. Ivo Gasparovi¢, MPH

MUDr. Ivan Vranka
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Priloha &.1

Annex No. 1

Kad 3tidie - biomedicinskeho vyskuma:
CTQI230A12001

Biomedical research study code:
CTQI230A12001

Nazov/Popis $tidie — biomedicinskeho vyskumu:
Malticentricka prierezova epidemiologicks Stidia
na stanovenie prevalencie a distribicie
koncentracii  lipopreteinu  (a)  u pacientov
s preukizanoun kardiovaskmlirnou 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

Détum finalnej verzie Protokolu:

Date of final version of the Protocol:

Narodny nstav srdcovych a cievnych chordb, a.s.
Oddelenie intervenénej kardiolégie

Pod krasnou hérkou |

833 48 Bratislava

03.10.2018 03.10.2018

Riegite]: The Investigator;
MUDr. fvan Vranka MUDr. Ivan Vranka
Centrum: Centre:

Nérodny tstav srdcovych a cievnych chordb, a.s.
Oddelenie intervenénej kardiologie

Pod krasnou hdrkou 1

833 48 Bratislava

Statutirny zéstupea;
Ing. Mongi Msolly, MBA

Statutory representative:
Ing. Mongi Msolly, MBA

1:Jovartis Slovakia s.r.o.
Zizkova 228, 821 (2 Bratislava

i Casovy rozvrh ¥idie — biomedicinskeho vyskamu:
15.04.2019 —30.04.2022

Cislo centra: Cenire number:
4158 4158
Planoveny podet zaradenych Ugastnikov: Planned number of enrolled Participants:
50 50
Monitor ~ biomedicinskeho  vyskumu  urfeny | Biomedical research monitor appointed by Novartis:
Novartisom:
| Adresa: Address:

I:Iovartis Slovakia s.r.0.
Zizkova 22B, 811 02 Bratislava

Biomedical research study time schedule:
15.04.2019 —30.04.2022

Zatiatok zarad’ovania Uastnikov:

Commencement of Participants enrolment:

15.04.2019

15.042019 15.04.2019

Ukonéenie zaradovania Uastnikov: End of Participants enrolment:

30.07.2021 30.07.2021

Zatiatok kompetitivneho zarad’ovania Uastikov Commencement of  competitive  Pariicipants

enrolment: 15.04.2019

Ukonéenie 3tadie — biomedicinskeho vyskumu
najneskdr: 30.04.2022

End of the Biomedical research study at the latest on:
30.04.2022
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V/In Bratislava, diia/on....

Novartis:

Novartis Slovakia s.r.o.

Mgr. Hana Mréazova

riaditel’/director

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

Novartis Slovakia s.r.o.
Mgr. Alexandra Lednarova

V/in ., diia‘on ....

0.
pétitucia/Institution:

Narodny ustav srdcovyeh a cievinych choréb, a.s.
Ing. Mongi Msolly, MBA, generalny

Narodny astav srdcovych a cievnych chordb, a.s.
MUDr. Ivo Gasparovié, MPH

MUDr. Ivan Vranka

26/31

Zmluva o intervenénom, neliekovom biomedicinskom vyskume, trojstranna — verzia 22.01.2019
Novartis / Narodny ustav srdcovych a cievnych chordb, a.s./ MUDr. lvan Vranka

Protokol &.: CTQJ230A12001




Priloha ¢.2

Anpex No. 2

V3etky ihrady sa vykonajit nasledovne:

All payments shall be made as follows:

Platby za navstevy zdokumentované v zdravotnej
dokumentécii Utastnika (vietky vykony zrealizované
v silade s Protokolom) sa budi uskutoéiiovat
polro¥ne, podnic prvym zaradenym Ugastnikom, a to
vzavislosti na vykonani plinovanych navitev
a odovzdanych kompletnych zaznamov =z tychto
navitev.

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

Intitdcie vhradi naklady aodmeny za vykonanie
biomedicinskeho vyskumu spolu vo vyske 96 EUR za
jedného riadne ukonéeného Ukastnika. Tito suma
zahffia vietky niklady a &innosti Indtiticie spojené
s vykonanim biomedicinskeho vyskumu. Nezahfiia
odmenu pre Riefitel'a a nim wreny pracovny tim za

tikony nad ramec poskytovania  zdravotnsj
starostlivosti; tito je dodatolnym nakladom firmy
Novartis  podfa  odsthlasenych  podmienok

Novartisom v osobitnej zmluve anie je predmetom
Zmluvy.

Novartis sa zavizuje, Ze na dalej uvedeny udet

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 96 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 potet Ugastnikov: 50
Uhrada pre In§titaciu: 4 800 eur - Celkovo

Uhrada pre Indtiticiu najviac: 96 eur {slovom:
devitdesiat  Sest}) za  ka?dého  kompletne
a vyhodnotiteIne spracovaného Utastnika
v biomedicinskom vyskume

sa vyplati nasledovne:
Platbaa) 96 eur — za spracovanie idajov naviteva
€. 1)

A planned number of the Participants: 50
Payment for the Institution: EUR 4 800 - In total

Payment for the Institution maximum of: EUR 96
(in words: ninety six) for each completely and
evaluable procéssed Participant in the biomedical
research

shall be paid as follows:
Paymenta) EUR 96 - for data processing following
visit No. 1)

Piatby pre Institiciu zahtfiaji vietky vySetrenia podla
Protekolu.

Payments for the Institution include all examinations
under the Protocol.

Pri odsthlasenom zaradeni viac ako planovanych 50
Utastnikov platia vy&ie uvedend podomienky pre
kazdého d’alieho Udastnika.

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

V pripade, Ze Uastnik bude uznany nespdsobilym pre
biomedicinsky vyskum alebo pri jeho fifasti bude
poruleny Protokaol, Novartis nie je povinny zaplatit
tihradu za takéhoto Utastnika resp. je opravneny kratit
thradu za takéhoto Utastnika aZ na 50 % z pévodnej
sumy podla tejto prilohy,

V pripade, 7e Ugastnik dobrovolne odstipi alebo je z
biomedicinskeho vyskumu vyradeny (a) Novartisom
alebo (b) Riesitel'om pre akikolvek priGinu ind zko
nesplnenie poZiadaviek sposobilosti pre
biomedicinsky vyskum alebo porugenie Protokoly,
Novartis zaplati proporciondlnu ast \ihrady za
Utastnika az do dita vyradenia splatnu po prijati
vietkych formuldrov spalezmi ainej poZadovanej
dokumenticie.

Ak po skongeni biomedicinskeho vyskumu Novartis
poskytol v rdmei tejto Zmluvy sumy prevyéujice
opravnené  Uhrady podFa  vyiie  uvedenych

If the Participant is recognised to be incapable of
participating in the biomedical research or i 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 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 formis with findings and other
required documentation,

In case Novartis provided within this Agreement, after
the biomedical research is finished, any amounts
exceeding justified pavments under the above
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Utastnikom za vykonané navitevy v ramci Vyskumu
prispevok na nahradu cestovnych nakladov spésobom
avrozsahu schvdlenom kontrolnymi organmi
a Protokolom.

InStitGcia sa zavdzuje poskytnat administrativou
dinnost suvisiacu s vyplatenim a spracovanim
cestovnych vydavkov pre Utastnikov zaradenych do
Vyskumu, ato prostrednictvom Riesitela.
Podrobnosti mézu byt S3pecifikované v osobitnej
dohode medzi Riefitelom a Novartisom. Institicii za
takiito éinnost’ Rieitel'a neprislicha Ziadna odmena.

podmienok, Indtitdcia musi vratit Novartisu | mentioned conditions, the Institution shall return  the
prevysujiicu sumu nad opravnené thrady. amount exceeding the justified payments to Novartis.
Pri  realizacii Vyskumu Novartis poskytuje | 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 ti¢tu/ Payment to the account:
Narodny ustav srdcovych a cieviych choréb, a.s.
Bankové spoienie/Bank:

V/In Bratislava, dida/on.......................

Novartis:

Novartis Slovakia s.r.o.

Mgr. Hana Mrazova

riaditel/director

na zaklade plnej moci/based on the power of attorney

NQ\;artis Slovalﬁiar"*—s;r.o.
PharmDr. KatarinaNosjean
na zaklade plnej moci/based on the power of attorney

Novartis Slovakia s.r.o.
Mgr. Alexandra Lednarova

Narodny ustav srdcovych a cievnych chordb, a.s.
Ing. Mongi Msolly, MBA, generalny

Niarodny astav srdcovych a cievnych choréb, a.s.
MUDr. Ivo Gasparovic, MPH

Riesitel/Investigator:

MUDr]vanVranka
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Priloha €. 3
Rieditel’ — formulér siihlasu dotknutej osoby so
spraciivanim oscbnych ddajov

v zmysle ustanovenia ¢linku 6 ods. 1 pism. a), &lanku 7
anasl Nariadenia Eurépskeho parlamentu a rady (EU)
2016/679 z 27. aprila 2016 o ochrane fyzickych oséb pri
spracivani osobnych tidajov a o volnom pohybe iakychto
udajov, ktorym sa zrujuje smemica 95/46/ES (vieobecné
nariadenie o ochrane idajov) (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 Regulatien 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 movemerit of such
data, and repealing Directive 95/46EC (General Data
Protection Regulation) (hereinafter as the “Regulation™)

Novartis Vis chee poZiadat’ o sihlas so zaradenim niektorych
prvkov Valich osobnych ddajov do databizy snézvom
GrantPlan vedenej tretfou stranou. Zamerom databazy
GrantPlan, ktord vedie azadavatelom farmaceutického
vyskumu poskytuje spoloénost TTC, Spojené Staty americké
(dalej len ,TTC*), je pombet zaddvatefom vyskumu
v transparentnosti.  tykajiicej sa npdkladov na  vyskum.
Databdza sa pouZiva ako pomoc pte odhad nikladov na

vyskum Specifickych pre ur&iti krajinn  aposkytnat
informacie benchmarkingu s ciefom dosiahnut
transparentnost’  a poctivost v stanoveni ndkladov na

uskutoénenie 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.

Informicie sa zapisuji do databizy tak, Ze nikto okrem
pracovnikov TTC neméZe vidiet Vade meno alebo spojit’
Vale miesto uskutotfiovania vyskumu s konkrémym
vyskumom alebo spolotnostou zadivatel'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 withthe specific research
or with the company of sponsor.

So zretefom na uvedené tymto udelujete spoloénosti TTC
ako prevadzkovateTovi sihlas so spracovanim Vagich
osobnych ddajov v rozsahn Véasho mena, kontakinych
informécii miesta uskuto¢fiovania vyskumu, nazvue vyskumu,
zadévatela, képie zmluvy o vyskume a nikladov a honordrev
tykajucich sa uchovania V43ho miesta uskuto&fiovania
vyskumu spravcovi tejto databdzy od tretej strany. Vade
osobné tidaje sa budi spraciivat’ za horeuvedenym udelom
v informa¢nom systéme - databdze GrantPlan — a to po dobu
piatich rokov. Svoj sithlas ndelujete vo vztahu k vietkym
spracovatel'skym operaciam s osobnymi fidajmi, okrem ich
zverejnenia; a to vratane ich prenosu do tretich krajin, ktoré
nemusia zaru€ovat primerani tGrovell eochrany oscbnych
udajov, vratane Spojenych ¥titov americkych.

Vy38ie uvedent prenosnost osobnych tidajov do tretich krajin
tymto beriete na vedomie a podpisanim tohto sihlasu davate
svoj osobitny sthlas na prenos osobnych udajov do tychto
tretich krajin. Prevddzkovatel' viak zabezpetuje, aby bola
zachovana dévernost vietkych ziskanych osobnych tidajov
na rovnakej Grovni ako garantuje Nariadenie,

Osobné tidaje budi do uvedengho informagného systému
GrantPlan poskytnuté spolotnostou Novartis Slovakia s.r.o.
so sidlom Zizkova 22B, 811 02 Bratislava, ICO: 36 723 304,
zapisand v Obchodnom regisiri Okresného stidu Bratislava I,
oddiel: Sro, vioZka €. 44016/B. Tymto udelujete spoloénosti
Novartis Slovakia s.ro. sihlas s poskytnutim  Vagich
horeuvedenych tdajov spoloénosti TTC za udelom ich
spractivania spolocnostou TTC vrozsahu horenvedeného
stthlasu,

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 persenal 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.1.0.,
with its registered seat at ZiZkova 228, 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 sr.o. 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 $taty americké, ako si krajiny v Eurdpe, beriete na
vedomie, Ze Spojené Stity americké neposkytuji rovnaku
tarovefi ochrany, ako sa poskytuje v Eurdpe. Udelenie tohto
sithlasu je dobrovolng a neZiadaju Vas o udelenie sihtasu ha
toto zverejnenie preto, aby ste pokraovali vo vyskume. Ale
ked’ sthlas déate, pomlbZete zhromaZdi' informacie
o primeranych ndkladoch vo vyskume. Tento sihlas mbZete
kedykol'vek odvolat’.

When you are conducting the research for Novartis in other
countries than the United States, such as couniries 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 yon 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 méte v zmysle Nariadenia nasledujice
préva, o ktorych sie boli riadne pouteny/4 a informovany/a

- pravo ziskat’ potvrdenie o tom, € sa spractivaji Vade
osobné Udaje, apravo ziskal pristup k takymto
idajorn vratane uréenia Bdelov spractivania, kategorii
osobnych ndajov, identifikéciu osdb, ktorym boli
alebo budi osobné fdaje poskytnuté, predpokladani
dobu uchovéavania osobnych adajov, existencie prava
na opravu osobnych idajov alebo ich vymazanie alebo
obmedzenie spracivania, alebo prava namietat’ proti
takémuto spraciivaniu, prava pedat’ staznost’ Uradu na
ochranu osobnych udajov, existencie
automatizovancho rozhodovania vritane profilovania
ohladom osobnych tdajov. Csobné tdaje budi
poskvinuté v strojovo &itatePnom  formdte. Toto
potvrdenie bude vydané bezplatme, aviak za kazdé
dalsie kopie, oktoré poZiadate, Vam mbie byt
UCtovany  primerany  poplatok  zodpovedajici
nakladom na vyhotovenie takéhoto potvrdenia.
Takisto mdte pravo preniest ticto fdaje inémn
subjektu, ktory bude VaSe osobné fidaje dalej
spracovavat. Toto privo sa viak nevztfahuje na
spractivanie  nevyhnutné na spinenie  ulohy
realizovanej vo verejnom zaujme ancsmie mal
nepriaznivé dosledky na prava a slobody inych,

- pravo na to, aby boli osobné tdaje, ktoré si
spractivané a si nesprivne, bez zbytotného odkladu
opravené. Takisto méate prave na doplnenie neiphych
oscbnych ddajov, ato prostrednictvom poskytnutia
dopinkového vyhldsenia,

- privo na vymazanie osobnych udajov, ak nie su
osobné tdaje potrebné pre iely, na ktoré sa ziskavali
alebo spracivali, ak sa osobné tfidaje spracivali
nezakenne, alebo ak osobné tdaje musia byt
vymazané v zmysle osobitnych prévnych predpisov.
Osobné udaje viak nemusia byt vymazané, ak je ich
zachovanie potrebné na uplatnenie prava na slobodu
prejavin ana informicie, na sploenie zakonnej
povinnosti podl'a osobitnych predpisov, na sphenie
lohy realizovane] vo verejnom ziujime, zdbvodav
verejného zaujmu v oblasti verejnéhe zdravia, na

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

- the right to obtain the confirmation as to whether or
not the personal data conceming you are being
processed, and where that is the case, access to the
personal data ineluding 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

Such
confirmation shall be provided fiee 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,

provided in a machine-readable format.

- 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 uwnlawfully 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 purposges in the public
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ugely archivicie vo verejrom zéujme, alebo na Ggely
vedeckého alebo historického vyskumu & na
Etatistické udely, ana preukazovanie, uplatiiovanie
alebo obhajovanie pravnych narokov,

- pravo na obmedzenie spraciivania osobnych udajov,
ak ste napadli spravnost’ osobnych idajov, a to po&as
obdobia umoZinjuceho overit spravnost osobnych
tdajov, spraciivanie osobnych dajov je protizikonné
a namietate proti vymazaniu osobnych tdajov
a Ziadate namiesto toho obmedzenie ich pouZitia, ak
uZ nie 4 osobné Udaje potrebné nia ucely spraciivania,
ale ich potrebujete na preukazanie, uplatfiovanie alebo
obhajovanie pravnych narokov,

- pravo podat staZnost proti spraciivaniu osobnych
tdajov dozormnému orgénu, ktorym je v Slovenskej
republike Urad na ochranu osobnych udajov
Slovenskej republiky, so sidlom Hraniénd 12, 820 07
Bratislava.

Ako dotknutd osoba méte tieZ prave na zaklade pisomnej
Ziadosti alebo osobne, ak vee neznesie odklad, u
prevadzkovatefa kedykoIvek namietat” a nepodrobif sa
rozhodmutiu prevadzkovatela, ktoré by malo pre Vés pravie
G¢inky alebo vyznamny dosah, ak sa také rozhodnutie vyda
vylutne na ziklade dkonov automatizovaného spraciivania
VaSich osobnych tidajov. Méte pravo Ziadat prevadzkovatel'a
o preskiimanie vydaného rozhodnutia metddou odlisnou od
automatizovanej formy spractvania,

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 Hranitna 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
controlletr, 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 persenal data. You shall be
entitled to ask the data controller to review the issued decision
by a method other than automated processing.

5] Ano, Tymto stihlasim, e spolo€nost Novartis méze | o Yes, I hereby agree that Novartis may disclose my
zverejnit moje osobné Gdaje v stvislosti s databdzon personal data in connection with the GrantPlant
GraniPlant. database.

o Nie, nesthlasitii so zverejnenim mojich osobnych | o No, T do not agree with the publication of my
tdajov v sivislosti s databizou GrantPlant. personal data in connection with the GrantPlait

database.

Miesto a datumn/Place and Date

MUDr. Ivan Vranka
Rieditel/Investigator
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