ZMLUVA O POSKYTOVANI SLUZIEB PRE UCELY
KLINICKEHO SKUSANIA LIEKU

MEDICINE CLINICAL TRIAL
SERVICES AGREEMENT

Novartis Slovakia s.r.o,

sidlo: Galvaniho 15/A, 821 04 Bratislava

1CO: 36 723 304

DIC: 2022302425

ICDPH: SK 2022302425

zapisany:  Obchodny register Okresného sidu Bratislava

I, oddiel: Sro, vlozka ¢. 44016/B

v mene ktorého kond/zastipeny: Marianthi Psaha, konatel
Mgr. Hana Mrazova, veduca oddelenia
pre klinické skisanie,
na zaklade plnomocenstva
MUDr. Pavol Tisofl, vedici
onkologického medicinskeho oddelenia,
na zaklade plnomocenstva

Tatra banka, a.s.
TATRSKBX
SK8611000000002926123169

bankové spojenie:
SWIFT:
IBAN:

(d’alej len ,,Novartis*)

a

InStitit nukledrnej a molekuldrnej mediciny

sidlo: Rastislavova 43, P.O.BOX E-23, 042 53
Kosice

ICO: 35562340

DIC: 2021871808

IC DPH: SK2021871808

zapisany: Zriadovacia  listina  08100-14/2004-OP

zo dra 01.09.2004
v mene ktorého kond/zastipeny:
Ing. Frantiek Le3undék, riaditel’
bankové spojenie: Statna pokladnica
IBAN: SK1481800000007000285159

(dalej len ,,InStithdcia®)

uzatvaraju v zmysle ust. § 269 ods. 2 zdkona ¢. 513/1991
Zb. Obchodny zakonnik v zneni neskorsich predpisov (dalej
len ,ObZ"), tito Zmluvu o poskytovani sluzieb pre ucely
klinického skusania (d’alej len ,,Zmluva*):

Novartis Slovakia s.r.o.
Registered Seat:  Galvaniho 15/A, 821 04 Bratislava

Company 1D: 36 723 304

Tax ID No.: 2022302425

VAT ID No.: SK 2022302425

Registration: Commercial Registry of the District

Court Bratislava I, Section: Sro, Insert
No. 44016/B
Represented by: Marianthi Psaha, Executive Director

Mgr. Hana Mréazova, Head of the

Department for Clinical Trials

on a basis of a power of attorney

MUDr. Pavol Tisoii,

Medical Head Oncology,

on a basis of a power of attorney

Bank Account Details: Tatra banka, a.s.
SWIFT: TATRSKBX
IBAN: SK8611000000002926123169
(hereinafter as “Novartis™)

and

In3titit nukledrnej a molekuldrnej mediciny
Registered Seat: Rastislavova 43, P.O.BOX E-23, 042 33

Kosice
Company ID: 35562340
Tax ID: 2021871808
VAT ID: SK2021871808
Registration: Certificate of 08100-14/2004-0OP

dated 01.09.2004
Represented by: Ing. Frantilek Le3undak, Director
State’s Bank Account
SK1481800000007000285159

Bank Account:
IBAN:

(hereinafter as the “Institution™)

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

1. Preambula

1. Preamble

1.1.  Zmluvné strany uzatvaraji zmluvny vzt'ah na zédklade
tejto  Zmluvy vychadzajuc z existencie nizlie
uvedenych skuto¢nosti:

1.1.  The Parties are entering into a contractual
relationship under this Agreement building upon the
existence of the following below mentioned matters:

1.2.  Novartis je splnomocnenym zastupcom zadavatel'a
klinického skusania v  Slovenskej republike
uzatvdrajuci tito Zmluvu vo vlastnom mene ana
vlastny ucet a kontaktnym zmluvnym subjektom v
ramci  uskuto¢fiovaného  klinického  ski3ania
humanneho lie¢iva, pripravku ribociclib, ¢&islo
protokolu skufania CLEE011A2404 (dalej len
~Protokol) s ndazvom klinického sku3ania

1.2.  Novartis is the authorised representative of the
sponsor of the clinical trial in the Slovak Republic,
concluding this Agreement in its own name and on
its own behalf, and represents a contact contracting
entity within the conducted clinical trial of a human
medicine, a preparation ribociclib, clinical trial
protocol No. CLEE011A2404 (hereinafter as the
“Protocol”), with the title of the clinical trial
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COMPLEEMENT-1: Otvorené, multicentrické
klinické skitsanie fazy 11lb na zhodnotenie bezpecnosti
a ucinnosti ribociclibu (LEE0O11) v kombindcii s
letrozolom v liecbe muzov a pre/postmenopauzalnych
Zien s HER2-negativnym (HER2-) pokrocilym
karcinomom prsnika s pozitivaymi hormondlnymi
receptormi (HR+) bez predchadzajiicej hormonalnej
terapie pre pokrocilé ochorenie (d'alej len ,Klinické
skaSanie™), ktorého realizdcia bola riadne povolena
Statnym ustavom pre kontrolu lie¢iv a tieZ prislusnym
stuhlasom prisluinej etickej komisie (d’alej len
,Etickd komisia“). Zaddvatel'om klinického sku3ania
je spolotnost’ Novartis Pharma AG, zaloZena
a existujiica podl'a prava Svajéiarsko, so sidlom na

COMPLEEMENT-1: An open-label, multicenter,
Phase [11b study to assess the safety and efficacy of
ribociclib (LEEQI1) in combination with leirozole
Jor the treatment of men and pre/postmenopausal
women with hormone receptor-positive (HR—)
HER2-negative (HER2-) advanced breast cancer
(aBC) with no prior hormonal therapy for advanced
disease (hereinafter as the “Clinical Trial™), the
conduct of which was properly authorised by the
State Institution for Drug Control, as well as by the
relevant consent of the pertinent ethics committee
(hereinafter as the “Ethics Committee”). The
sponsor of the Clinical Trial is the company
Novartis Pharma AG established and operating

Lichtstrasse 35, Bazilej 4056 (dalej len under the legislation of Switzerland, with its
~Zadavatel™). registered seat at Lichtstrasse 35, Basel 4056
(hereinafter as the “Sponsor™).

1.3. 'V ramci realizovaného Klinického skuania je | 1.3.  Within the conducted Clinical Trial and in
vsulade s Protokolom nevyhnutné vykonavat accordance with the Protocol, it is necessary to carry
celotelové scintigrafické vySetrenie skeletu (d'alej len out whole body bone scan (hereinafter as the
»VySetrenie”), u ucastnikov riadne zaradenych do “Test”), in participants properly enrolled in the
Klinického skasania a to v rozsahu uvedenom v bode Clinical Trial and that within the scope stipulated in
7.1. tejto Zmluvy. para. 7.1. of this Agreement.

1.4. Utastnik oznaCuje ucastnika Klinického skusania, | 1.4,  Participant means Clinical Trial participant, a person
osobu (pacienta alebo zdravého dobrovol'nika), ktory (patient or healthy volunteer) who is taking part in
sa na zaklade informovaného sihlasu zucastiiuje the Clinical Trial and to whom the investigational
Klinického skusania a ktorému sa ma podavat alebo product or medicine is to be administered or is
podédva ska3any produkt alebo liek. administered, based on the informed consent form.

1.5.  Organizdcia na klinicky vyskum (CRO) oznacuje | 1.5.  Clinical research organisation (CRO) is each
kazdu organizaciu, s ktorou Novartis uzavrie zmluvu organisation with which Novartis concludes an
o vykonani niektorych alebo v3etkych prav a/alebo agreement on exercising some or all rights and/or
povinnosti, ktoré ma ako zadavatel' alebo zastupca performing some or all obligations that it has as the
zadavatel'a v Slovenskej republike v suvislosti s sponsor or a representative of the sponsor in the
klinickym skusanim produktu alebo lieku. Slovak Republic in connection with the Clinical

Trial of the product or medicine.

1.6.  Indtitucia je poskytovatefom zdravotnej starostlivosti | 1.6.  The Institution is a healthcare provider in
v sulade s prisludnymi pravnymi predpismi compliance with applicable laws of the Slovak
Slovenskej republiky a disponuje  v3etkymi Republic and possesses all technical devices,
technickymi prostriedkami, ktoré si potrebné na necessary to provide for the Tests under this
poskytnutie VySetreni podl'a tejto Zmluvy a Institicia Agreement and the Institution is able to ensure
je schopna zabezpetit vykonanie tychto Vy3etreni za performance of these Tests under the conditions
podmienok d’alej dohodnutych zmluynymi stranami. further agreed by the Parties.

1.7.  Intitucia sa oboznamila so vSetkymi informaciami | 1.7.  The Institution acquainted itself with all information

poskytnutymi Novartisom kvoli riadnemu
poskytnutiu sluzieb podla tejto Zmluvy abude
postupovat’ vzdy a vyluéne len vsulade snimi a s
pokynmi Novartisu. Intiticia bude vykonavat' sluzby
prostrednictvom prisludnych zamestnancov Inititlcie
(lekari a odborne spdsobili zdravotnicki pracovnici
(dalej len ,,Personal”), ktori budi inStruovani a
zaviazani dodrziavat’ vietky podmienky tejto Zmluvy
a pokyny Novartisu. Institicia bude udelovat’ vietky
prisluiné pokyny na plnenie zévizkov vyplyvajacich
ztejto Zmluvy osobam podielajicim sa na
poskytovani sluzieb na zéklade tejto Zmluvy, ak také
budi, vsulade spokynmi Novartisu. Pri realizacii
sluzieb podla tejto Zmluvy je urCeny lekar, pod
vedenim a riadenim ktorého budu vykonavané sluzby
podla tejto Zmluvy. Zmluvné strany sa dohodli, Ze

provided by Novartis for the purposes of proper
provision of services under this Agreement and the
Institution shall at all times proceed strictly in
accordance with them and with the instructions of
Novartis. The Institution shall perform the services
through relevant employees of the Institution
(physicians and professionally competent healthcare
professionals (hereinafter as the “Staff”), who shall
be instructed and committed to comply with all
conditions of this Agreement and with the
instructions of Novartis. The Institution shall give all
instructions relevant for the performance of tasks
resulting from this Agreement to persons
participating in performance of the services under
this Agreement, if any, in accordance with the
instructions given by Novartis. When performing
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takto uréenym lekarom je:
MUDr. Iveta Vinaréikova MikSikova (d'alej len
»Lekar®),

services under this Agreement, the below mentioned
physician is appointed to be in charge of supervising
and managing the performance of services under this
Agreement. The Parties agreed, that so appointed
physician shall be:
MUDr. Iveta Vinar¢ikova Mik§ikova (hereinafter
as the “Physician™).

1.8.  Novartis vyhlasuje, Ze tdaje o Klinickom skusani, | 1.8,

ktoré poskytol Instittcii, s aplné a sluzia vylu¢ne len
na poskytnutie Vy3etreni Institiciou na zéklade tejto
Zmluvy a v sulade s fiou.

Novartis represents, that the Clinical Trial data
provided to the Institution, are complete and shall
serve solely for the purposes of the Tests carried out
by the Institution under the Agreement and in
accordance with the Agreement.

1.9.  Zmluvné strany vyhlasuju, Ze si nie si vedomé | 1.9.

Ziadnej prekazky, ktord by branila tomu, aby sa
dohodli na predmete, u&ele a vietkych ostatnych
ustanoveniach tejto Zmluvy.

The Parties declare that they are not aware of any
obstacles that would prevent them from agreeing on
the subject matter, purpose and all other provisions
of this Agreement.

2. Predmet Zmluvy

2. Subject-Matter of the Agreement

2.1.  Predmetom tejto Zmluvy je =zavizok Instittcie | 2.1.

umoznit  na svojich pracoviskach VySetrenia
Ucastnikov zaradenych do Klinického skusania a
s vyuzitim  vietkych  technickych  prostriedkov
vykonat' Vygetrenia Ucastnikov riadne zaradenych do
Klinického skusania a zdvazok poskytnit' v suvislosti
s vykonanim Vy3etreni vSetku sudinnost, ato za
podmienok uvedenych v tejto Zmluve.

The subject-matter of this Agreement is the
commitment of the Institution to allow the Tests of
the Participants, enrolled in the Clinical Trial, to be
carried out at its sites, and to use all technical
facilities to carry out the Tests of the Participants,
properly enrolled in the Clinical Trial, and the
commitment to provide for all cooperation in relation
to the Tests, and that under conditions stipulated in
this Agreement.

2.2, Institicia vytvori podmienky, poskytne v prospech | 2.2.

Novartis potrebné sluzby, zabezpe¢i abude niest
zodpovednost’ za to, aby Lekar a Personal dodrzali
vietky zdvdzky a povinnosti tak, ako si uvedené
v tejto Zmluve a prilohéach, a vyvinie primerané usilie
na dodrZzanie ¢asového planu; kazdé omeskanie bez
odkladu ohlasi Novartisu a vSemoZne sa bude
usilovat’ ¢asovu stratu vyrovnat'.

The Institution shall create conditions as needed,
provide necessary services to Novartis, and shall
ensure and take responsibility for that the Physician
and the Staff perform all of their undertakings and
obligations in the manner set out in this Agreement
and its Annexes, and exert appropriate efforts in
order to observe the schedule; it shall promptly
notify Novartis of any delay and exert all efforts in
order to make up for the lost time.

2.3.  Predmetom tejto Zmluvy je dalej zavizok Novartisu | 2.3.

poskytnit’ za vykonanie Vys3etrenia, za umoZnenie
jeho vykonania a poskytnutie suéinnosti odmenu
v stlade s touto Zmluvou.

Furthermore, the subject-matter of this Agreement is
the commitment of Novartis to pay remuneration for
performing the Tests, for allowing their performance
and for providing cooperation, in accordance with
this Agreement.

2.4, Zmluvné strany si nie si vedomé Zziadnej prekazky, | 2.4

ktora by branila alebo by mohla branit' nasledujicim

vyhldseniam:

- Institicia, Lekar a Persondl su plne kvalifikovani
bez akéhokol'vek obmedzenia prijimat vietky
lekdrske rozhodnutia tykajice sa Utastnikov, ktoré
sa vsuvislosti s VySetrenim ucinia alebo budu
natené ucinit, a poskytovat’ vietku zdravotnu
starostlivost’ stvisiacu s Vy3etrenim, k vykonu
ktorej sa Institicia touto Zmluvou zavizuje,

- vietky osoby, ktoré sa budu podielat’ na
vykondvani Vysetrenia, st pre plnenie svojich uloh
odborne  vzdelané  adisponuju  prisludnymi
vedomost'ami a skusenost'ami.

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

- The Institution, the Physician and the Staff are
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 the Tests, and provide all health care
associated with the Tests, which the Institution
undertakes to perform by means of this
Agreement,

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

2.5. Intitacia, Lekar a Persondl sa zoznamili so vietkymi | 2.5.

informéciami obsiahnutymi v prisluinych
dokumentoch a Protokole, a budii postupovat vzdy

The Institution, the Physician and the Staff
acquainted themselves with all information
contained in relevant documents and the Protocol,
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a len v sulade s nimi.

and shall at all times proceed strictly in accordance
with them.

2.6.

Indtitacia a Personal sa zavdzuju dodrziavat’ pokyny
Studijného timu, ktory na zaklade Protokolu vystavi
ziadosti/ziadanky na VyS3etrenia, ktoré su predmetom
tejto Zmluvy podla bodu 1.3. tejto Zmluvy.
Kontaktn4 osoba zo skugajiceho timu pre Inititiciu je
skugajaci pre centrum klinického skudania ¢. 4603:

MUDr. Etela MiSurova

pripadne spolusku3ajuci:

MUDr. Sofia Johnova,

vykonavajuci Klinické skianie na pracovisku:
Mammacentrum sv. Agaty ProCare, a.s.,

adresa centra:

Tibora AndraSovana 46, 974 01 Banska Bystrica.

2.6.

The Institution and the Staff undertake to follow the
instructions of the trial team, who, in accordance
with the Protocol, shall issue requests/requisitions
for the Tests, which represent the subject-matter of
this Agreement under para. 1.3. of this Agreement.
The following investigator is atrial team contact
person for the Institution at clinical trial centre
no. 4603:

MUDr. Etela MiSurova
eventually the co-investigator:

MUDr. Soiia Johnovi,

conducting the Clinical Trial at the site:
Mammacentrum sv. Agaty ProCare, a.s.,
at the address:
Tibora AndraSovana 46, 974 01 Banska Bystrica.

3. Zakladné podmienky realizacie Klinického ski3ania

3. Basic Requirements for the Conduct of the Clinical

Trial

3.1.  VyZetrenie sa uskutoéni na pracovisku — Institat | 3.1.  The Test shall be performed at the site - In3titat
nukleirnej a molekulirnej mediciny, Cesta Kk nukleirnej a molekulirnej mediciny, Cesta k
nemocnici 1, 975 17 Banska Bystrica. Indtiticia nemocnici 1, 975 17 Banska Bystrica. The
zabezpe¢i a pisomne potvrdi, Ze kazdé pracovisko ma Institution shall ensure and confirm in writing that
nevyhnutné zariadenia a persondl na vykonanie each site possesses facilities and staff inevitable for
Vygetrenia a Ze tieto podmienky sa nezmenia po celd the performance of the Test and that these conditions
dobu vykonavania Vysetreni. will not change during the entire period of the

performance of the Tests.

3.2. Novartis a CRO (ak existuje) su opravneni vykonat' | 3.2.  Novartis and CRO (if any) are authorised to inspect
inipekciu kazdého navrhnutého pracoviska pred each proposed site before commencement and during
zatiatkom i v priebehu realizacie VySetreni s cielom the performance of the Tests in order to make certain
presvedéit sa, Ze pracovisko je vhodné a méa vietky that the site is suitable and has all facilities and staff
potrebné zariadenia a persondl na vykonanie necessary for the performance of the Test and the
Vysetrenia a Klinického skaania. Clinical Trial.

3.3.  Zmluvné strany sa dohodli, ze Vy3etrenie uskuto¢ni | 3.3.  The Parties agreed that the Test shall be performed
Lekar alebo, v sulade s pokynom Novartisu podla ¢l. by the Physician, or, in accordance with the
3.6. pism. e) tejto Zmluvy, Lekdrom vy3koleny ¢len instruction of Novartis under para. 3.6. (e) of this
Personalu, pokial taito Zmluva nestanovi inak. Agreement, by a Staff member trained by the

Physician, unless otherwise stipulated in the
Agreement.
34. K zmene miesta pracoviska (centra), vktorom sa | 3.4.  Any change of the site (centre) in which the Tests

vykonavajiu Vysetrenia, a k ukonceniu casti Lekara
na vykondvani VySetreni, kzmene ¢&i doplneni
d'aldieho Lekara, méze prist’ len na zdklade pisomnej
dohody Novartisu a Inititicie, na nového lekara sa
v takom pripade pouziji v3etky ustanovenia tejto
Zmluvy. Novartis mé pravo vybrat' alebo zamietnut
akéhokol'vek nového lekdra, ktorého navrhne
[ndtitacia. Povinnostou nového lekdra bude zaviazat
sa k plneniu podmienok stanovenych touto Zmluvou;
Indtiticia sa zavizuje zabezpeCit' takyto zavidzok
a stthlas nového lekéra. Pokial sa Novartis a Institicia
nedohodnti na novom lekérovi v lehote 30 dni od
odstupenia povodného Lekara, Novartis je opravneny
od tejto Zmluvy odstapit’ s okamzitou platnostou.

are performed, or discontinuation of the participation
of the Physician in the performance of the Tests, or
the replacement or adding of another Physician, is
only possible upon a written agreement between
Novartis and the Institution; all provisions regarding
the Physician under this Agreement shall be applied
to the new physician in such case. Novartis is
entitled to select or refuse any new physician
proposed by the Institution. Any new physician will
be obliged to undertake to meet the conditions
stipulated by this Agreement; the Institution
undertakes to ensure such obligation and approval of
the new physician. If Novartis and the Institution do
not agree on the new physician within 30 days from
the withdrawal of the original Physician, Novartis
will be entitled to withdraw from this Agreement
with immediate effect.
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3.5. VSetok Persondl bude adekviatnym sposobom | 3.5. All Staff members will undergo adequate
preskoleny, v€as menovany a priebezne bude vedeny requalification and will be appointed in time, with a
jeho aktudlny zoznam. Novartis mé pravo vyslovit current list of them to be maintained on a continuous
nesuhlas s u¢ast'ou konkrétnej osoby na Vy3etreniach, basis. Novartis has the right to express its
a to do 10 dni od doruCenia oznamenia udajov disapproval of the participation of a particular person
o takejto osobe alebo o zmene takejto osoby. in the Tests within 10 days of the delivery of the
Indtiticia  zodpovedd za sluzby poskytované report with the details of such person or the report
pracovnikmi Intiticie a zavidzuje sa ktomu, Ze announcing replacement of such person. The
poskytovanie vsetkych sluzieb bude zverované Institution is responsible for services provided by the
kompetentnym osobdam. In&titicia a Lekar buda employees of the Institution and undertakes that only
ukladat’ vsetky prislusné pokyny k plneniu uloh competent persons will be entrusted with the
vyplyvajlicich z tejto Zmluvy osobam podiel'ajiicim provision of all services. The Institution and the
sa na vykondvani VySetrenia v sulade s pokynmi Physician will give all instructions relevant for the
Novartisu. performance of tasks resulting from this Agreement

to persons participating in the performance of the
Test in accordance with the instructions given by
Novartis.

3.6. Indtiticia vykond VySetrenia v silade s platnymi | 3.6.  The Institution will perform the Tests in accordance

pravnymi predpismi, a to najmé zdkonom ¢. 576/2004
Z.z. o zdravotnej starostlivosti, sluzbach savisiacich s
poskytovanim zdravotnej starostlivosti a o zmene a
doplneni niektorych zédkonov v zneni neskorsich
predpisov  (dalej len ,Zdakon o zdravotnej
starostlivosti), nariadeniami, smernicami a etickymi
predpismi, a v zhode s podmienkami a zasadami
stanovenymi:

a) v povoleni vydanom k vykonaniu klinického
skigania Statnym ustavom pre kontrolu liegiv a
d’aldimi institiciami ako vyplyva z prisluinych
ustanoveni tejto Zmluvy, pokial’ takéto povolenie
Novartis Institicii poskytol;

b) v Protokole a vietkych jeho dodatkoch pokial
bol vydany Novartisom a oznameny Ingtitucii
podla bodu 3.7. tejto Zmluvy; takyto Protokol sa
takto stdva sacastou podmienok tejto Zmluvy.
Zmenu, porudenie postupu ¢&i odchylku od
Protokolu mdze Institicia vykonat’ len v pripade,
Zze je nutné vylugit okamzité nebezpecenstvo
hroziace Ugastnikovi, priom je povinnost’ tuto
skuto¢nost  okamzite  oznamit  Novartisu
akoukol'vek formou, pisomne viak najneskor do
2 dni od okamziku, kedy tato skuto¢nost’ nastala,
av pripade ak to stanovuje pravny predpis,
Zmluva alebo Protokol, oznamit aj prisluinej
Etickej komisii ¢i Riadiacemu organu (ako
definovany nizie);

c) vieobecnymi podmienkami Novartisu (pokial ich
Novartis vydal a poskytol InStittcii)
o vykonavani klinickych skufani, s vynimkou
tych podmienok, ktoré su modifikované touto
Zmluvou;

d) Spravnou Kklinickou praxou (GCP ICH) a
podmienkami vychddzajicimi 2z Helsinskej
deklaracie. Spravna klinicka prax (GCP ICH)
oznatuje medzindrodné smernice a zasady
tykajace sa spravnej klinickej praxe, ktoré
konkrétne urc¢il Novartis pre ucely Klinického

with applicable laws, in particular with Act No.
576/2004 Coll. on Healthcare, Healthcare-Related
Services, and on Amendments to Certain Laws, as
amended (hereinafter as the “Healthcare Act”),
orders, directives and ethical regulations and in line
with the conditions and principles set out in:

a) The permit issued for the conduct of the Clinical
Trial by the State Institution for Drug Control or
any other institutions, as prescribed by the
relevant provisions of this Agreement, if such
permit was provided to the Institution by
Novartis;

b) The Protocol and all annexes thereto issued by
Novartis and communicated to the Institution
pursuant to para. 3.7. hereof; such Protocol
become part of the conditions of this
Agreement. Any amendment, breach of any
procedure or deviation from the Protocol is
allowed to the Institution only in case it is
necessary to exclude an imminent danger for the
Participant; in such situation they have to notify
Novartis of this matter immediately in any form,
but at the latest within 2 days from the
occurrence of the matter in writing, and if
prescribed by a legal regulation, Agreement or
Protocol, to notify the Ethics Committee or
Governing Body (as defined below) as well;

¢) General terms and conditions of WNovartis
(provided that Novartis has issued them and
submitted them to the Institution) on the conduct
of clinical trials, except for the conditions
modified by this Agreement;

d) Good clinical practice (GCP ICH) and
conditions based on the Declaration of Helsinki.
Good clinical practice (GCP ICH) means
international directives and principles pertaining
to good clinical practice, which have been
specifically determined by Novartis for the
purposes of the Clinical Trial. If they have not
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skiSania. V pripade, ze neboli konkrétne
stanovené, platia tie zdsady GCP ICH, ktoré boli
prijaté v krajine alebo v krajinach, kde sa
Klinické  skaSanie  vykondva.  Helsinské
deklaracia oznac¢uje najnovsiu verziu Helsinskej
deklaracie svetovej lekarskej asociacie v case
vykondvania Klinického ska3ania, vratane
vietkych zmien uskutoénenych v priebehu
Klinického skugania;

¢) Konsolidovanou smernicou o spravnej klinickej
praxi Medzindrodnej konferencie o zostladeni
technickych poZiadaviek na registraciu farmaceutik
na humdanne pouzitie aostatnymi vieobecne
zavdznymi prdvnymi predpismi a platnymi
poziadavkami spravnej klinickej praxe;

f) vpisomnom pokyne vydanom Novartisom
(pokial’ ich Novartis vydal a poskytol Inatiticii),
ktory upravuje poziadavky tykajice sa postupu
Indtitacie, Lekara alebo Personalu v ramci
vykonévania Vy3etrenia a ktory bude zaslany na
adresu miesta vykonania Vysetrenia na meno
Lekara.

been set out specifically, the principles of GCP
ICH adopted in the country or countries where
the Clinical Trial is conducted shall apply. The
Declaration of Helsinki means the latest version
of the Declaration of Helsinki issued by the
World Medical Association valid at the time
when the Clinical Trial is conducted, including
all amendments thereto made in the course of
the Clinical Trial;

e) Consolidated guideline 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.

f) In awritten instruction issued by Novartis
(provided that Novartis has issued them and
submitted them to the Institution), which
governs the requirements regarding

Staff within the performance of the Test and
which will be sent to the address of the site,
where the Test is to be performed, in the name
of the Physician.

the
b s |
procedure of the Institution, the Physician or the

3.7. Dokumenty uvedené v €lanku 3.6. tejto Zmluvy st | 3.7. Documents listed in para. 3.6. hereof are confidential
doverné a informacie o ich obsahu mézu byt and information on their content may only be
poskytnuté len pracovnikom miesta vykonavania provided to the staff at the site, where the Test is
VySetrenia poverenym ¢&i menovanym podla ¢&l. 3. performed, delegated or appointed in accordance
tejto Zmluvy a organom a institiciam uvedenym with Art. 3. hereof and to bodies and institutions
v tejto Zmluve. Dokumenty uvedené v bode 3.6. tejto listed in this Agreement. The documents listed in
Zmluvy budu Institicii alebo Lekarovi poskytnuté pri para. 3.6. hereof will be provided to the Institution or
podpise tejto Zmluvy na vyZiadanie. the Physician at the signing of this Agreement upon

request.

3.8. Vo vietkych oblastiach svojej &innosti a pri| 3.8. The Institution undertakes to respect and comply
spolupraci so S$tatnymi inStiticiami a odbornou with relevant applicable laws and the highest
verejnostou sa Institicia zavizuje redpektovat a standards of professional ethics, including ethics
dodrziavat’ prisluné pravne predpisy a najvyssie regulations of the associations of pharmaceutical
Standardy profesiondlnej etiky, vratane etickych companies, in all areas of its activity and in
regulacii asociacii farmaceutickych spolo¢nosti. cooperation with state institutions and professional
[nstiticia bude vykonavat’ ¢innosti svedomito, riadne public. The Institution shall perform its activities
ahospodarne  podla  dojednanych  podmienok conscientiously, properly and efficiently, under the
apokynov  Novartisu, vsilade s predpismi agreed conditions and instructions of Novartis, in
vztahujucimi sa na ich vykon. accordance  with laws applicable to their

performance.

3.9. Indtiticia je povinnd dodrziavat' zdsady obéianskeho | 3.9.  The Institution is obliged to comply with the

postoja spolo¢nosti Novartis, kodex spravania
Novartis, politiku stretu zaujmov, interné pravidla,
smernice o oznamovani porudenia  pravnych
predpisov a firemnych politik a vietky d’alsie politiky
a smernice, politiky Novartis stvisiace s priebehom
a vykonavanim  Vy3etreni. Inititicia berie na
vedomie, Ze porudenie tychto politik alebo smernic
moze viest k reklamacnému konaniu ako aj k
okamzitému odstipeniu od Zmluvy zo strany
Novartisu.

Novartis podporuje spolotenské a environmentalne
hodnoty iniciativy Global Compact Organizicie
spojenych narodov voti svojim dodavatel'om, ktori su
tretimi stranami, (dodévatel'om), a pouziva v3ade, kde

principles of civic attitude of Novartis, Novartis
Code of Conduct, policy regarding conflicts of
interests, internal rules, directives on reporting
unlawful conduct and corporate policies and all other
policies and directives, policies of Novartis related to
the course and performance of the Tests. The
Institution is aware of that any breach of those
policies or directives may lead to complaint
procedure, as well as to immediate withdrawal from
the Agreement on the part of Novartis.

Novartis has been supporting social and
environmental values of the Global Compact
initiative of the United Nations Organisation with
respect to its vendors who are third parties
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Jje to mozné, svoj vplyv na podporu ich prijatia. Od
dodédvatelov, s ktorymi pracuje, ofakava, Ze budu
dodrziavat’ pravne predpisy a etické obchodné
praktiky stanovené v naSom Kodexe dodavatelov
skupiny Novartis. Ingtiticia:

e sa oboznimila s poziadavkami Kodexu
dodévatel'ov skupiny Novartis;

e na poziadanie  poskytne Novartisu a
spolupracujiicim osobam skupiny Novartis v
pozadovanej forme informacie o pravach
pracovnikov, bezpe€nosti a ochrane zdravia,
zivotnom  prostredi,  dobrych  Zivotnych
podmienkach zvierat, aktivitach proti
Gplatkarstvu a spravodlivej hospodérskej sut'azi,
a praktikach ochrany udajov a stikromia;

e povoli Novartisu a spolupracujicim osobam
skupiny Novartis (alebo stanovenym
odbornikom, ktori st tretimi stranami) primerany
pristup na ucely auditu dodrziavania tychto
Standardov;

* vynalozi maximalne Gsilie o opravu zistenych
poruieni Kodexu dodavatel'ov skupiny Novartis
a na poziadanie podéd spravu o pokroku néprav
skupine Novartis.

Nedodrzanie tychto Standardov opraviluje Novartis

ukonéit’ tito Zmluvu okamzitym odstipenim bez

nahrady.

Kédex spravania  skupiny  Novartis, Kadex

dodavatel'ov skupiny Novartis a iné kodexy, politiky

a smernice tykajlce sa dodédvatel'ov, moZno najst’ na

http://www.novartis.com/corporate-

responsibility/resources/index.shtml.

(contractors), and uses its influence to support the

adoption of these values wherever possible. Novartis

expects vendors with whom it has been cooperating
to abide by the legislation and ethical business
practices laid down in our Novartis Group Vendor

Code. The Institution shall:

e acquaint itself with the requirements of the
Novartis Group Vendor Code;

e provide upon request of Novartis and
cooperators of Novartis Group information in
required form on the rights of workers, health
and safety at work, the environment, animal
health and welfare, activities against bribery,
fair competition as well as on practices related
to the protection of data and privacy;

¢ grant Novartis or cooperators of Novartis Group
(or designated experts who are third parties)
reasonable access for the purpose of auditing the
abidance by these standards;

e exert maximum effort to rectify ascertained
violations of the Novartis Group Vendor Code
and submit upon request the report on
rectification progress to Novartis Group.

Non-compliance with these standards shall entitle
Novartis to terminate this Contract by immediate
withdrawal without any compensation.

The Novartis Group Code of Conduct, the Novartis
Group Vendor Code and other codes, policies and
guidelines related to vendors are available on
http://www.novartis.com/corporate-
responsibility/resources/index.shtml,

3.10. Uchovévanie dokumentdcie a poddvanie sprav sa | 3.10. Maintaining of documents and reporting shall be
riadi touto Zmluvou, jej prilohami, dal3imi governed by this Agreement, its Annexes, other
dokumentmi, na ktoré Zmluva odkazuje, a vieobecne documents, which the Agreement refers to, and
zavdznymi prdvnymi predpismi. general binding legal regulations.

3.11. Institacia zodpovedd za vady vysledkov svojej | 3.11. The Institution shall be responsible for any
¢innosti. V pripade reklamdcie je Indtiticia povinna deficiencies of the results of its activity. In case of
odstranit’ vady bezplatne a bez zbyto¢ného odkladu, any complaint, the Institution shall remove the
ato predovietkym opravou vadnej <cinnosti jej deficiencies free of charge and without undue delay,
opdtovnym vykonanim resp. podla poziadaviek and that mainly through repairing the defective
Novartisu. activity by its re-performance, event. according to

requirements of Novartis.
4. Kontrola 4. Inspection

4.1. Novartis alebo CRO (ak existuje) poveria dostato¢ne | 4.1.  Novartis or CRO (if any) shall entrust a sufficiently
kvalifikovanii osobu alebo osoby monitorovanim qualified person or persons with monitoring
(vykondvanim dohl'adu) nad priebehom (overseeing) the course and performance of the Test
a vykondvanim VySetrenia a tzkou spolupracou and close cooperation with the Physician.

s Lekdrom.
4.2. Indtitucia bude spolupracovat' s Novartisom a s | 4.2.  The Institution shall cooperate with Novartis and

kvalifikovanymi osobami, ktoré poveril Novartis
alebo CRO (ak existuje), alebo s predstavitelmi
kompetentnych organizacii alebo orgénov, za ucelom
monitorovania, vykondvania dohl'adu alebo kontroly
nad priebehom avykondvanim VySetreni v silade
s platnymi  predpismi,  Protokolom  a zdsadami

qualified persons appointed by Novartis or CRO (if
any), or with the representatives of the competent
institutions or bodies, in order to monitor, oversee or
inspect the course and performance of the Tests in
accordance with applicable laws, the Protocol and
principles of Good Clinical Practice, and that even
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Spravnej klinickej praxe, a to aj po skonéeni platnosti
tejto Zmluvy po dobu uvedenu vbode 5.3. tejto
Zmluvy. Indtiticia predovietkym zabezpedi alebo
poskytne kazdej z tychto os6b pristup na vsetky
pracoviskd, na ktorych sa Vy3etrenie vykonava, a ku
vietkym zaznamom, ktoré sa uchovavaji pre potreby
VySetrenia, za uagelom preverovania, kontroly
a kopirovania tidajov a dokumentov. V miere, v ktorej
to Indtitacii pravne predpisy dovolujd, Institicia
umozni Novartisu resp. jeho poverenym osobam
alebo osobam poverenym CRO pristup ku vietkym
zdznamom tykajucim sa Ucastnikov a v potrebnej
miere im tiez umozni kontrolu zdznamov tykajticich
sa Vy3etrenia.

after the expiry of this Agreement for the time-
period stated in para. 5.3. of this Agreement. The
Institution shall in particular ensure or provide to
each of such persons access to all sites where the
Test is performed and to all records maintained for
the needs of the Test, in order to verify, inspect and
copy the data and documents. To the extent allowed
to the Institution by legal regulations, the Institution
shall allow Novartis, event. its authorised
representatives or persons authorised by CRO access
to all records pertaining to the Participants and to the
necessary extent also allow them inspecting records
related to the Test.

4.3. InStiticia umoZni audit dodrZiavania Protokolu a | 4.3.  The Institution shall allow auditing the observance of
zasad Spravnej klinickej praxe na pracovisku a v jeho the Protocol and principles of Good Clinical Practice
priestoroch ¢ uZ auditormi Novartis alebo at the site and its premises, either by the auditors of
predstavitelmi  riadiaceho  organu  ktorejkol'vek Novartis or representatives of the governing body of
krajiny (tj. 3tatna institucia alebo organ, ktory je any country (i.e. state institution or body, responsible
zodpovedny za povol'ovanie a sledovanie priebehu for authorisation and monitoring of the conduct of
Klinického skuSania a za sledovanie udajov o the Clinical Trial and for monitoring data on adverse
neZiaducich udalostiach a neziaducich u&inkov events and adverse reactions to products or
produktov alebo liekov, zaznamenanych medicines recorded in Participants; in the Slovak
u Ucastnikov; v Slovenskej republike je riadiacim Republic, the governing body is the State Institution |
organom Stétny ustav pre kontrolu lie¢iv — dalej len for Drug Control - hereinafter as the “Governing |
»Riadiaci organ“), kde sa uvaZuje o registracii Body”), where registration of the investigational
ski8aného produktu alebo kde je registrovany product is contemplated or where the investigational
skusany liek, ato aj po skongeni platnosti tejto product is registered, and that even after the expiry
Zmluvy. Indtitacia vytvori auditorom podmienky na of this Agreement. The Institution shall create
vykonanie auditu. conditions for the auditors to enable them to perform

the audit.

4.4. Indtiticia bude Novartis okamzite informovat | 4.4.  The Institution shall inform Novartis immediately, if
v pripade, ze kompetentny dozorny organ plénuje, any competent supervising authority plans an
pripadne uz neplanovane zafne, vykondvanie inspection or starts any unplanned inspection, and
inSpekcie a poskytne Novartisu képie akychkol'vek shall provide Novartis with copies of any documents
pisomnosti vypracovanych dozornym orgénom, ktora elaborated by the supervising authority, which result
Jje vysledkom takejto indpekcie, a to ihned po jej from such inspection, immediately after it obtained
obdrzani. such documents.

4.5. Indtiticia sa zavdzuje uskutolnit akékolvek | 4.5.  The Institution undertakes to take any appropriate
primerané kroky vyZadované zo strany Novartisu za steps required by Novartis in order to remove any
UCelom odstranenia nedostatkov zistenych pocas deficiencies discovered during the audit or
auditu alebo in3pekcie. Novartis bude mat ziroveii inspection. At the same time, Novartis shall have the
pravo preskiimat’ a odsuhlasit’ akékol'vek pisomnosti right to inspect and approve any documents intended
uréené  kompetentnému dozornému  organu for the competent supervising authority, which have
vypracované v reakcii na in§pekciu zo strany takéhoto been prepared in response to an inspection by such
dozorného orgdnu, a to predtym ako takuto supervising authority, before the Institution submits
pisomnost’ Indtiticia tomuto dozornému orgénu such document to the supervising authority.
predloZzi.

5. Dokumenticia a sudinnost’ S. Documentation and Cooperation
5.1. Pokial' sa nedohodlo inak, vSetky zaznamy, pri | 5.1. Unless agreed otherwise, all records required by

ktorych Novartis alebo CRO vyZaduje, aby im boli
predloZené, budi mat’ formu, ktora stanovi Novartis.
Institucia bude dbat’ na to, aby zaznamy boli vyplnené
kompletne a v sulade s Protokolom. Kazdu spravu
musi prisludny Lekar schvélit a podpisat. Toto
schvalenie sa nema bezdévodne zdrziavat. Inititucia
ruci za to, ze vietky zdznamy predloZené Novartisu
budi pravdivé, tplné aspravne, aZe budi presne

Novartis or CRO to be submitted to them, shall have
the form prescribed by Novartis. The Institution shall
ensure that the records are filled out completely and
in accordance with the Protocol. Each report must be
approved and signed by the respective Physician.
Such approval should not be unreasonably withheld.
The Institution warrants that all records submitted to
Novartis shall be truthful, complete and correct and
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vyjadrovat vysledky Vy3etrenia. Indtiticia na that they exactly reflect the results of the Test. Upon

poziadanie predlozi tieto zdznamy alebo ich képie request, the Institution shall submit such records or

Novartisu alebo Riadiacemu organu. Tieto zédznamy their copies to Novartis or the Governing Body.

maju v primeranej miere déverny charakter. These records are confidential in nature, as
appropriate.

5.2. Indtiticia a Lekar sa zavdzuju, ze budu Novartisu | 5.2.  The Institution and the Physician undertake that they
pravidelne av¢as poskytovat vietky vysledky will regularly and timely provide Novartis with all
Vy3Setrenia a d'alSie udaje vyzadované na zaklade results of the Test and other data required under the
Protokolu a pisomného pokynu vydaného Novartisom Protocol and a written instruction issued by Novartis
podla ¢lanku 3.6. pism. f) tejto Zmluvy (dalej len under para. 3.6. (f) of this Agreement (hereinafter as
,adaje®) a najmé prostrednictvom spravy “Data”), and that in particular via areport of the
o vysledkoch VySetrenia, vyhodnotenia Vy3etrenia Test findings, evaluation of the Test and evaluation
a vyhodnotenia pripadnych metastaz atieZ zdznam of eventual metastases, as well as Test record in
Vysetrenia v elektronickej podobe, ato vsetko electronic format, and all of that in accordance with
v stlade s pokynom Novartisu tak, ako je uvedeny the instruction of Novartis as stated above in para.
v ¢lanku 3.6. pism. f) vy§Sie v tejto Zmluve. 3.6. (f) in this Agreement.

5.3. [Indtiticia  zabezpe¢i uchovdvanie kompletnych | 5.3.  The Institution shall maintain complete medical
lekarskych ~ zéznamov o Utastnikoch  alebo records on Participants or identification codes of the
identifika¢né kody Ucastnikov (pokial sa takéto Participants (if such codes are used) for a period of
identifika¢né kody pouZivaju) po dobu najmenej 15 at least 15 (fifteen) years from the completion of the
(pdtnast’) rokov od ukoncenia Klinického skuadania Clinical Trial, or for such longer period which shall
alebo po dlhgiu dobu, na ktorej sa vzajomne dohodne be mutually agreed with Novartis. For the same
s Novartisom. Po rovnakt dobu Institicia zabezpeti period, the Institution shall ensure maintenance of
uchovdvanie zdravotnej dokumentacie Ucastnikov the medical records of the Participants and other
a ostatnych zakladnych udajov Vy3etrenia tak, aby sa basic data on the Test so that the documentation is
dokumentacia v plnom rozsahu zachovala a bola fully retained and legible during the entire
CitateI'nd pocas celej doby uloZenia a aby sa mohla na maintenance period and may be provided to relevant
poziadanie poskytnit’ prisludnym orgdnom na authorities for verification and assessment, if so
overovanie a hodnotenie. requested.

5.4. InStitdcia bude okamzZite reagovat’ na vietky Ziadosti | 5.4.  The Institution shall immediately respond to all
Novartisu predkladané pocas realizicie VySetreni requests submitted by Novartis during the
atykajice sa posudenia a prerokovania postupu performance of the Tests and pertaining to the
VySetreni asuvisiacich otdzok so zastupcami evaluation and negotiation of the procedure of the
Novartisu, Institucia ru¢i za to, ze Lekar sa za tymto Tests and associated questions with the
G¢elom stretne so zastupcami Novartisu a poskytne representatives of Novartis. The Institution warrants
im potrebné informdcie a zaznamy. that the Physician meets the representatives of

Novartis and provides them with necessary
information and records.
6. NeZiaduce udalosti a neziaduce Géinky 6. Adverse Events and Adverse Reactions

6.1. InStiticia a Lekar sa zavézuji, Ze budi okamzite | 6.1.  The Institution and the Physician undertake to
informovat’ Novartis a Riadiaci organ o vsetkych immediately notify Novartis and the Governing
zavaznych neziaducich udalostiach, ktoré sa tykaju Body of all serious adverse events pertaining to the
Utastnikov, alebo o podozreniach na neZiaduce Participants, or of suspected adverse reactions
aginky, ktoré sa tykaju najmi skuanych produktov a pertaining in particular to the investigational
liekov, ktoré¢ sa vyskytli v priebehu Vy3etrenia, products and medicines, which occurred in the
najneskor do 24 hodin od ich zistenia. Hlasenie bude course of the Test, within 24 hours after becoming
nasledne doplnené Inititiciou a Lekdrom o podrobné aware of such events and reactions. The Institution
pisomné spravy vsilade so vietkymi pravnymi and the Physician shall subsequently supplement the
aregulatnymi poziadavkami. Institacia a Lekar bude reports  with detailed written statements in
pri hlaseni v3etkych zdvaznych neziaducich udalosti accordance  with all legal and regulatory
a podozreni na neziaduce ucginky produktov alebo requirements. The Institution and the Physician shall
liekov Riadiacemu organu a v pripade ak to stanovuje always cooperate with Novartis in reporting of all
pravny predpis, Zmluva alebo Protokol aj Etickej serious adverse events and suspected adverse
komisii, vzdy spolupracovat’ s Novartisom, reactions of products or medicines to the Governing

Body and, if required so by applicable laws, the
Agreement or the Protocol, also to the Ethics
Committee.

6.2. Po vyskyte zivaznych neziaducich udalosti ¢i | 6.2.  Following the occurrence of serious adverse events,
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neziaducich  a¢inkov  podnikne Indtitacia po
konzultacii s Novartisom vietky nevyhnutné
opatrenia na ochranu Ucastnikov, ktori si vystaveni
riziku.

or adverse reactions, the Institution, after having
consulted Novartis, shall take all measures necessary
in order to protect the Participants exposed to risk.

7. Finanéné vyrovnanie

7. Financial Compensation

7.1.  Za riadne vykonanie sluzieb a odovzdanie vietkych | 7.1.  Novartis  shall pay fixed, predetermined
podkladov, ktoré Inititucia v prospech Novartis compensation for due performance of services and
poskytne podla tejto Zmluvy, v stlade s Protokolom, handover of all documents provided by the
apo odovzdani kompletnych zdznamov ztychto Institution for the benefit of Novartis pursuant to this
vydetreni v stlade s pokynom Novartisu podl'a ¢l. 3.6. Agreement, under the Protocol, and following the
tejto Zmluvy, zaplati Novartis pevni vopred submission of complete records of those Tests in
stanovenu uhradu, a to nasledovne: compliance with the instruction of Novartis under

para. 3.6. of this Agreement, as follows:

- Celotelové scintigrafické vySetrenie skeletu - - Whole body bone scan — EUR 480 (in words:
480 EUR (slovom: 3tyristoosemdesiat Eur) za four hundred eighty Euro) for each single Test
kazdé jedno  VySetrenie  preukazatelne demonstrably undergone by the Participant;
absolvované ~ Ugastnikom; celkovy potet the total number of Tests of one Participant
Vy3etreni u jedného Utastnika predstavuje 3, amounts to 3, whereby the total compensation
pricom celkovd odmena za vietky Vy3etrenia for all Tests of one Participant amounts up to
u jedného Utastnika predstavuje najviac 1440 EUR 7440 (in words: one thousand four
EUR (slovom: tisicityristostyridsat  Eur). hundred and forty Euro). The scheduled |
Predpokladany pocet Utastnikov je 4. number of Participants is 4.

7.2 Pri odsthlasenom zaradeni viac ako planovanych 4 | 7.2.  After approved inclusion of more than 4 planned
randomizovanych Ugastnikov hodnotenia platia randomized Study Participants the conditions above
vys8ie uvedené podmienky pre kazdého dalSicho apply for each additional Study Participant.
Ucastnika hodnotenia.

7.3.  Uhrady podla bodu 7.1. obsahuju vietky naklady | 7.3.  Unless agreed otherwise, payments under para. 7.1.
Intiticie spojené s vykonanim VySetrenia a sluzieb cover all costs of the Institution associated with the
podla tejto Zmluvy, vratane ndkladov na ukony performance of the Test and services under this
spojené s tymto VyS3etrenim, ktoré si nad ramec Agreement, including costs for any procedure
§tandardnej zdravotnej starostlivosti a ktoré nie su connected with this Test, which are beyond the
hradené zo zdravotného poistenia, a vratane standard healthcare and that are not covered by the
nakladov aodmien za Cinnost Lekara, Personalu public health insurance, including costs and
a pripadnych inych pracovnikov Indtiticie. Uhrady remunerations for the activities of the Physician, the
uvedené v bode 7.1. predstavuji jediny a vyluény Staff and eventually any other employees of the
sposob finanéného vyrovnania medzi zmluvnymi Institution. Payments stated in para. 7.1. represent
stranami a InStitGcia nema narok na akékol'vek the only and exclusive method of financial
d'aldie finan¢né ¢i obdobné plnenie. Inititicia je compensation of the Parties and the Institution is not
vyhradne zodpovedna za platbu vietkych dani a entitled to any further financial or similar
ostatnych poplatkov, ktoré jej mozu vzniknut, alebo performance. The Institution is solely responsible for
moZu byt uloZené &i splatné v stvislosti s pefiaznymi the payment of all taxes and other fees that it may
alebo nepefiaznymi plneniami uvedenymi v tejto incur or that may be levied or payable in connection
Zmluve ¢i poskytnutymi na zéklade tejto Zmluvy, with monetary or in-kind considerations described in
ktoré obsahuju v3etky takéto pripadné dane a this Agreement or provided under this Agreement,
poplatky. Zmluvné strany konstatuji, Ze plnenie which include all such potential taxes and fees. The
poskytnuté podl'a tejto Zmluvy Institucii predstavuje Parties declare that payment to the Institution under
prijem z vykondavania klinického skusania, ktory nie this Agreement forms an income from the conduct of
Jje predmetom dane z prijmu vyberanej zrazkou, ale the clinical trial which is not subject to withholding
zdaiovany samotnou Institticiou. income tax, but is taxed by the Institution itself.

7.4, Uhrada bude realizovana 2 x ro¢ne vzdy za uplynulé | 7.4.  Payment will be realised twice a year always for the

obdobie spitne, po¢nic prvym  vykonanym

VySetrenim, podl'a rozsahu Novartisom a Inititticiou

odsuthlaseného poétu a im zodpovedajucej hodnoty

vykonanych Vy3etreni realizovanych s jednotlivymi

Ucastnikmi, a to nasledovne:

a) vzdy za obdobie do 31.1. bude do
prisluiného kalendarneho roka

15.3.
Novartisom

previous period retrospectively, starting with the first

performed Test, according to the number and

corresponding value of performed Tests, carried out

in individual Participants, approved by Novartis and

the Institution, as follows:

a) Always for period until January 31, Novartis
will generate, until March 15 of the calendar
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vygenerovany navrh faktury (Invoice Proposal — year in question, an invoice proposal (Invoice
dalej len IP¥) vypracovany na zéklade Proposal — hereinafter as the “IP”), drawn
Novartisom a Indtitiiciou/Lekarom upon the basis of activities performed during
odsthlasenych vykonanych &innosti za dané the respective period and approved by
obdobie, Novartis and the Institution/Physician,

b) vzdy za obdobie do 31.7. bude do 15.9. b)  Always for period until July 31, Novartis will
prisludného  kalendarneho roka Novartisom generate, until September 15 of the calendar
vygenerovany IP vypracovany na zdklade year in question, the IP drawn up on the basis
Novartisom a Instituciou/Lekarom of activities performed during the respective
odstihlasenych vykonanych ¢&innosti za dané period and approved by Novartis and the
obdobie. Institution/Physician.

Novartis zasle vygenerovany IP Inititucii a InStitucia Novartis will send generated IP to the Institution,

na zdklade takto vypracovaného a doru¢eného IP and the Institution in pursuance of such drawn up

vystavi faktiru, ktoru doruc¢i Novartisu. Na faktire and delivered IP issues an invoice, which will be

musi byt uvedeny kéd Klinického skusania a prilohou delivered to Novartis. The invoice must contain the

faktiry bude vystaveny IP. Novartis zaplati In§titicii code of the Clinical Trial and issued IP will form an

na zdklade riadne vystavenej a dorucenej faktary Annex of the invoice. Novartis shall pay to the

prisludnua ¢ast’ uhrady za $pecifikované obdobie, a to Institution on the basis of a duly issued and delivered

so splatnostou 30 dni od doruenia faktury Novartisu. invoice a respective part of the payment for the
specified period, and payable within 30 days from
the delivery of the invoice to the Novartis.

7.5.  Indtiticia berie na vedomie, Ze v sidlade s platnymi | 7.5 The Institution takes into account, that in accordance
pravnymi predpismi, najm, nie viak vyluéne, podla with applicable laws, mainly, but not limited to Act
zdkona €. 362/2011 Z.z. o lickoch a zdravotnickych No. 362/2011 Coll. on Medicinal Products and
pomockach a o zmene a doplneni niektorych Medical Devices, and on Amendments to Certain
zakonov v zneni neskorSich predpisov, (dalej len Laws, as amended (hereinafter as the “Medicinal
wZikon o liekoch®™) je resp. méze byt spolo¢nost’ Products Act”), Novartis or a third person is, or
Novartis alebo tretia osoba povinna oznamovat eventually may be obliged to notify the relevant
prislusnym orgdnom a zverejiiovat vysku a uacel authorities and to disclose the amount and purpose of
penaznych alebo neperiaznych plneni poskytnutych any monetary or in-kind considerations directly or
priamo alebo nepriamo zdravotnickemu indirectly provided to a healthcare professional or a
pracovnikovi alebo poskytovatelovi zdravotnej healthcare provider to the extent and under
starostlivosti v rozsahu a za podmienok stanovenych conditions stipulated by applicable laws. The
platnymi pravnymi predpismi. Intitucia sa zavizuje Institution undertakes to provide Novartis with any
poskytnut’  Novartisu  akukolvek  saéinnost assistance necessary for fulfilment of reporting
nevyhnutne potrebni na plnenie oznamovacich obligations of Novartis under the Medicinal Products
povinnosti Novartisu podl'a Zakona o liekoch. Act.

8. Zodpovednost’ za §kodu a poistenie 8. Responsibility for Damage and Insurance

8.1.  Intiticia a Novartis zodpovedaju za $kodu spésobent | 8.1.  The Institution and Novartis are liable for any
vykondvanim VySetrenia podla tejto Zmluvy v silade damage caused by the performance of the Test under
so vieobecnymi pravnymi predpismi. this Contract in accordance with general applicable

laws.

8.2 Intitiicia a Lekar budu pisomne informovat’ Novartis | 8.2, The Institution and the Physician shall inform
o vietkych okolnostiach, o ktorych je moZné sa Novartis in writing of all circumstances which might
domnievat, ze by mohli viest' k vzniku naroku na lead to a claim for damages against Novartis or
nahradu Skody alebo s tym suvisiaceho stadneho associated legal proceeding and of which they are
konania a ktorych st si priamo vedomi alebo mali directly aware or should be aware, and shall inform
byt vedomi, a budi Novartis primerane informovat’ Novartis appropriately about the course of such
o vyvoji takéhoto ndroku alebo stidneho konania, aj claim or legal proceeding, even if the Institution or
ked' sa Institicia alebo Lekar rozhodni na zaklade the Physician decide not to file a claim for damages
tychto podmienok narok na néhradu 3kody under given conditions. Likewise, Novartis shall
neuplatnit. Rovnako Novartis bude pisomne inform in writing the Institution or the Physician to
v nevyhnutnom rozsahu informovat' Institiciu alebo the inevitable extent about all circumstances and
Lekdra o vietkych okolnostiach, ako aj o vyvoji course of such claim or legal proceeding lodged
takéhoto naroku alebo sidneho konania vzneseného directly against Novartis.
priamo proti Novartisu.

8.3. Indtiticia bude mat' pocas celej doby realizacie | 8.3.  During the entire period of the performance of the
VySetreni prislusné a ndleZité poistenie na poistné Tests, the Institution shall maintain relevant and
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krytie narokov alebo 3kod, za ktoré podl'a pravnych
predpisov a tejto Zmluvy zodpovedd, ktoré podla
predpisov platnych na tzemi Slovenskej republiky
musi mat’ uzavreté¢ (najmd poistenie profesijnej
zodpovednosti zamestnancov). Na Zziadost Novartisu
Indtiticia poskytne dékaz tohto poistenia.

appropriate insurance coverage of claims or
damages, for which it is responsible according to
legal regulations and this Agreement, which it must
take out pursuant to the regulations valid in the
Slovak Republic (in particular employee professional
liability insurance). Upon request of Novartis, the
Institution shall provide proof of such insurance.

9. Doverné informécie

9. Confidential Information

9.1.

So vSetkymi informaciami a udajmi, obchodnymi
tajomstvami, privilegovanymi zaznamami (zdznamy
ziskané na zaklade profesionalneho alebo doverného
vztahu, ktoré sa nesmu zverejnit’ bez suhlasu strany,
od ktorej boli ziskané) ainymi dovernymi alebo
sukromnymi informaciami (vratane, okrem iného,
Protokolu, CRF, informéacii na internetovych
strankach Novartis chranenych heslom, dokumentacie
Klinického skti3ania, informécii o $truktire, zloZeni,
ingrediencidch, vzorcoch, know-how, technickych
postupoch a procesoch), ktoré uverejnila, spracovala
alebo sktorymi prisla do styku Ingtitucia, Lekar
a/alebo zamestnanci a spolupracovnici Institucie
vsuvislosti so Zmluvou alebo Vysetrenim (d'alej
sihrnne len ,Déverné informacie™), bez ohl'adu na
to, ¢i si v papierovej, elektronickej alebo inej forme,
sa bude zaobchadzat ako s ddovernymi. Ingtitucia
alekdr sa zavizuji, ze Doverné informacie
nezverejnia tretej strane, ani ich nepouziju pre iné
cely, pokial' k tomu nedostant pisomny stihlas alebo
pokyn na spristupnenie Dévernych informacii od
Novartisu. Tento sthlas sa dava z dévodov objasnenia
ur€itych skuto¢nosti CRO alebo osobe, za ktoru Lekar
zodpoveda. Toto zverejnenie Ddvernych informaécii
sa viak poskytuje iba v miere pozadovanej pre Gcely
VySetrenia. Doverné informacie sa spristupnia
Personalu pracoviska len v pripade, ak je Personal
zaviazany rovnakou mierou zachovavania dovernosti
Dévernych informécii, pri¢om Institicia za konanie
Persondlu ru¢i. Indtiticia je povinna akékol'vek
Déverné informacie anosite Dovernych informacii
vyslovene  oznacit ako doverné  a predmet
obchodného tajomstva a to najmé, nie viak vylugne,
pri ich poskytnuti tretim osobam v stlade s Zmluvou
alebo prisludnymi pravnymi predpismi; pokial je
Institucia povinnou osobou v zmysle zdkona ¢&.
211/2000 Z.z. o slobodnom pristupe k informaciam
aozmene adoplneni niektorych zikonov, v zneni
neskorich predpisov (d'alej len ,,Zakon o slobode
informacii*), je povinna tieto povinnosti dodrziavat
aj vo vztahu kinformaciam, ktoré sa maji
poskytovat' alebo zverejiiovat’ v stlade so Zakonom
o slobode informacii.

9.1,

All information and data, trade secrets, privileged
records (records obtained based on a professional or
confidential relation, which must not be published
without the consent of the party which made them
available) and other confidential and private
information (including, but not limited to the
Protocol, CRF, information at password-protected
websites of Novartis, Clinical Trial documentation,
information on  the structure, composition,
ingredients, patterns, know-how, technical
procedures and processes) which were published,
processed or encountered by the Institution, the
Physician and/or employees and co-workers of the |
Institution in connection with the Agreement or the
Test (hereinafter collectively as “Confidential
Information™), irrespective of whether in paper.
electronic or any other form, shall be handled as
confidential. The Institution and the Physician
undertake not to disclose such Confidential
Information to a third party or use them for other
purposes, until 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 Physician is responsible. However,
such disclosure of Confidential Information is only
allowed to the extent required for the purposes of the
Test. Confidential Information shall be made
available to the Staff at the site, only if the Staff is
bound by the same duty of confidentiality of
Confidential Information, while the Institution
guarantees the actions of the Staff. The Institution
shall expressly indicate any Confidential Information
and Confidential Information mediums as
confidential and subject to trade secret and that
mainly, but not limited to, by their provision to third
persons in accordance with the Agreement or
applicable laws; in case the Institution is an obligee
pursuant to Act No. 211/2000 Coll. on Free Access
to Information and on Amendments to Certain Laws,
as amended (hereinafter 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.

9.2.

Pokial' jedna zmluvna strana je zo zdkonom
stanovenych doévodov povinna Déverné informacie
komukol'vek spristupnit, ozndmi to bez zbyto&éného
odkladu pisomne druhej zmluvnej strane, ak nebude
moct ziskat' jej predchadzajuci pisomny suhlas; to

9.2.

If either Party is for statutory reasons obliged to
make Confidential Information available to anyone,
it shall notify the other Party in writing without
delay, if it cannot obtain its previous written consent;
this does apply to such situation, when the disclosure
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neplati, pokial k takému spristupneniu ma doéjst zo
strany Novartisu a predmetné Ddverné informécie sa
nedotykajii ani nemaji vztah k Institicii resp. jej
pacientom a zamestnancom. Novartis poskytne stihlas
k zverejneniu informacii v pripadoch, kde to vyzaduje
zdkon alebo Riadiaci organ. Odhalenie sa poskytne
len v pozadovanej miere a v ¢ase poskytnutia tychto
informacii musi byt o tejto skutoénosti Novartis
informovany.

shall be made by Novartis and the respective
Confidential Information does not concern, nor has
any relation to the Institution, event. its patients and
employees. Novartis shall grant consent to the
disclosure of information in cases required by law or
the Governing Body. Information shall only be
disclosed to the requested extent and Novartis must
be informed of this matter at the time when such
information is being provided.

9.3. Indtiticia zabezpeti, aby zamestnanci Ingtiticie ajej | 9.3.  The Institution shall ensure that the employees of the
spolupracovnici boli viazani minimalne rovnakou Institution and its co-workers are bound at least by
povinnostou zachovavat' mi¢anlivost’ ako strany tejto the same duty of confidentiality as the Parties to this
Zmluvy ato eSte pred tym neZ im bude oznidmena Agreement, and that even before they are notified of
akakol'vek informacia, ktord je podla tohto ¢lanku any information that is considered to be Confidential
Zmluvy povaZovana za Dvernu informdciu. Information under this para. of the Agreement.

9.4.  Povinnosti tykajice sa ochrany Dévernych informécii | 9.4.  Obligations relating to the protection of Confidential
uvedené vySsie sa neuplatnia v pripade informdcii, pri Information set out above do not apply in relation to
ktorych méze v miere akceptovanej Novartisom information in case of which the Institution, event
Institicia resp. Lekar potvrdit’ a preukazat, Ze: the Physician can, to the degree acceptable by

Novartis, confirm that:

a) boli uz verejnosti dostupné alebo sa postupne a) It was publicly available or became
stali  dostupnymi  inym  spdsobom, nez progressively available in another way than the
neopravnenym zverejnenim informacii unauthorised disclosure of information by the
Intituciou, Lekarom alebo Personalom Institution, the Physician or the Staff at the site,
pracoviska alebo inym neopravnenym or any other unauthorised disclosure;
zverejnenim;

b) boli uz Institucii resp. Lekédrovi zname inak nez b) It was already known to the Institution,
poskytnutim od Novartisu alebo ziskanym ¢&i eventually the Physician in another manner and
vytvorenim v priebehu alebo v suvislosti not from Novartis or by means of its receipt or
s VySetrenim, ¢o modze preukdzat’ pisomnymi production in the course of or in connection
dékazmi; with the Test, which they can prove by written

evidence;

c) boli Institucii resp. Lekarovi odhalené tret'ou c) It was disclosed to the Institution, event. the
stranou, ktora ich dostala od Novartisu priamo Physician by a third party which received it
alebo nepriamo, a nie dévernym spésobom. from Novartis, directly or indirectly, and not in

confidential manner.

9.5. Po skon¢eni Zmluvy Intitucia zlikviduje alebo na | 9.5.  After the expiry of the Agreement, the Institution
ziadost” Novartisu vrati vietky dokumenty, vzorky shall destroy or, upon request by Novartis, return all
a material obsahujuci Doverné informacie alebo documents, samples and materials containing
tykajici sa ich, okrem jednej koépie Dovernych Confidential Information or relating to Confidential
informacii, ktord sa musi podl'a pravnych predpisov Information, except for a single copy of Confidential
uchovat’ v zaznamoch In3titicie, ktoré buda Information which must be lawfully maintained in
primerane utajené. Ak oto Novartis poziada, musi the Institution’s records that shall be kept in
Indtitiicia takuto likvidaciu bez odkladu pisomne appropriate confidence. If Novartis requests so, the
potvrdit’. Institution must confirm such disposal in writing

without any delay.

9.6. Institicia berie na vedomie a sthlasi, 2e bez ohladu | 9.6. The Institution acknowledges and agrees that

na ostatné ustanovenia tejto Zmluvy je Novartis
opravneny spristupnit’ tretim osobam informécie
tykajuce sa predmetu tejto Zmluvy, najmé tykajice sa
Indtiticie (obchodné meno, sidlo) a Lekara (meno,
priezvisko, zdravotnicke povolanie, nazov a adresa
zdravotnickeho zariadenia, v ktorom Lekar vykonava
svoje povolanie) a spolo¢ne tykajlce sa vysky a udelu
pettazného plnenia poskytnutého Institucii v rozsahu
podla Zakona o liekoch, najmid v stvislosti s
vykonanim oznamovacich povinnosti voci
Nérodnému centru zdravotnickych informécii.

notwithstanding to other provisions of this
Agreement, Novartis is authorised to disclose any
information relating to the subject matter of this
Agreement to third parties, in particular concerning
the Institution (business name, seat) and the
Physician (name, surname, medical profession, the
name and address of the healthcare facility where the
Physician carries out his’her profession), and
together concerning the amount and purpose of the
monetary consideration provided to the Institution
within the scope of the Medicinal Products Act,
especially in connection with the performance of the
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reporting obligations to the National Health

Information Centre.

9.7.  VysSie uvedené povinnosti stanovené v tomto ¢lanku | 9.7.  Obligations set out above in this Article are binding
zavizuji Indtiticiu a Lekdra bez &asového alebo for the Institution and the Physician without any
miestneho obmedzenia na trvanie zmluvného vztahu restrictions in terms of time or place and are not
na ziklade tejto Zmluvy, tj. platia aj po skongeni limited to the period of contractual relationship
platnosti tejto Zmluvy. based on this Agreement, i.e. they shall survive the

expiry of this Agreement.
10. Publikicie 10. Publications

10.1. Pri dodrzani zisad a predpisov Novartisu pre | 10.1. While observing the principles and regulations of
publikovanie tdajov a s predchadzajucim pisomnym Novartis regarding publication of data and with the
sithlasom  Novartisu mézu byt  informacie previous written consent of Novartis, information
o VySetreniach zverejnené vo vedeckej literature. regarding the Tests may be published in scientific

literature.

10.2. Novartis uznava zaujem Inititucie na publikaciach o | 10.2. Novartis acknowledges the interest of the Institution
Vy3etreniach a ich prezentaciach v Casopisoch, na in the publications on the Tests and its presentations
poradach alebo inak, a preto tieto publikacie in journals, meetings or otherwise, and therefore
a prezentacie mdze povolit, ale za predpokladu, ze shall permit such publications and presentations,
Indtiticia poskytne Novartisu navrhované prezentacie provided, however, that the Institution submits to
najmenej 15 (pétnast) pracovnych dni pred ich Novartis proposed presentations at least 15 (fifteen)
zverejnenim a vietky ostatné navrhované publikacie business days before their publishing and any other
najmenej 45 (3tyridsat'pdt) pracovnych dni pred proposed publications at least 45 (forty-five)
zverejnenim a za predpokladu, Zze Novartis bude mat business days before their publishing and provided
pravo poziadat o doplnenie kazdej takejto that Novartis shall have the right to request
navrhovanej prezentacie alebo publikécie na zaklade supplementation of each such proposed presentation
dostato¢nych dévodov, vratane okrem iného: or publication on sufficient grounds, including, but

not limited to:
a) zaistenia presnosti prezentécie alebo publikicie; a) Ensuring accuracy of the presentation or
publication;

b) zaistenia, aby sikromné informéacie neboli b) Ensuring that private information is not
nedopatrenim oznameng; accidentally disclosed:;

c) umozZnenia, aby prava dudevného vlastnictva boli c) Allowing for the protection of intellectual
chranené; property rights;

d) umoznenia, aby boli poskytnuté prisluiné d) Allowing for  provision of relevant
dopliujice informacie. supplementing information.

10.3. Indtiticia v3ak, bez ohladu na bod 10.2., nie je | 10.3. However, irrespective of para. 10.2., the Institution
opravnend publikovat’ &i inak prezentovat informécie is not authorised to publish or otherwise present
bez predchadzajiceho suhlasu Novartisu. Takyto information without the prior consent of Novartis.
suhlas mo6ze byt Novartisom odmietnuty z Novartis may refuse to grant such consent for
podstatnych dovodov, najmi zdovodu ochrany substantial reasons, mainly for the reason of
poskytnutych udajov, pred vykonanim registricie protection of provided data, before the registration of
lieku ¢i produktu, ¢i inej ochrany prednosti pred the medicine or product, or other protection of the
zavedenim liecku do distribacie, pred podanim right of priority prior to the distribution of the
patentovych  Ziadosti ¢&i inej ochrany prav medicine, prior to the filing of patent applications or
z priemyselného alebo iného dulevného vlastnictva. other protection of laws of industrial or other
Odstihlasené publikovanie moéze byt vykonané len intellectual property. Any approved publication may
s uvedenim tidajov o Novartise. be only executed provided that data on Novartis are

indicated.

10.4. Forma v3etkych publikacii tykajicich sa VySetreni | 10.4. The form of all publications relating to the Tests and
avztah dotknutych oséb a Novartisu k nim podla relation of affected persons and Novartis to them
zdkona ¢. 185/2015 Z.z. Autorsky zdkon v zneni according to Act No. 185/2015 Coll., the Copyright
neskordich predpisov (napr. autorstvo, spoluautorstvo, Act, as amended, (e.g. authorship, co-authorship,
spolo¢né dielo, suborné dielo, spojené diela) bude Joint work, summary work, compound work) shall be
uréené  vzdjomnou dohodou pri  odsuhlaseni determined by mutual agreement during approval of
publikdcie, prezentacie &i iného diela Novartisom the publication, presentation or other work by
podl'a tohto &lanku. Novartis pursuant to this Article.

10.5. Rovnaké povinnosti platia aj pri publikaénej ¢innosti | 10.5. Same obligations apply also to publication activities

Lekadra ¢i ¢lena Personalu. Lekér (Personal) berie na

of the Physician or a Staff member. The Physician
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vedomie, Ze ziadna odborna publikacia k objavom ¢i
skasanym pripravkom alebo lieckom nesmie byt
Lekarom vydand pred okamihom podania Ziadosti o
patentovu prihlasku, pokial' vzhl'adom k povahe
vysledkov Klinického skuania bude podanie takejto
prihlasky prichadzat do uvahy.

(the Staff) acknowledges that no professional
publication related to discoveries or investigational
preparations or medicines may be issued by the
Physician before the submission of patent
application, in case such application is possible
while taking into account the nature of the results of
the Clinical Trial.

10.6. VysSie uvedené povinnosti zavizuju Indtiticiu a | 10.6. Obligations set out above are binding for the
Lekéra bez ¢asového alebo miestneho obmedzenia na Institution and Physician without any restrictions in
trvanie zmluvného vztahu na zaklade tejto Zmluvy, terms of time or place and are not limited to the
tj. platia aj po skonceni platnosti tejto Zmluvy period of contractual relationship based on this
a Klinického skusania, Agreement, i.e. they shall survive after this

Agreement and the Clinical Trial are over.
11. Osobné idaje 11, Personal Data

1. Institucia, Lekar aj Novartis si povinni v priebehu | 11.1.  The Institution, the Physician and Novartis are
VysSetreni a aj po ich skon&eni dodrZiavat a dbat’ na obliged to observe and respect, during the Tests and
prislusné pravne predpisy na ochranu osobnych after their completion, relevant legal regulations
Gdajov, uGdajov zo zdravotnej dokumenticie governing the protection of personal data, medical
a informécii o osobnych pomeroch Ugastnikov. records data and information on personal

circumstances of the Participants.

11.2. Pred zaciatkom apocas realizovania Vy3etreni [ 11.2. Prior to the commencement and in the course of the

Indtiticia ajej zamestnanci poskytnu informacie
tykajuce sa Institicie a osobné udaje, ktoré sa tykaju
Lekara, zamestnancov alebo dalsich pracovnikov.
Takéto informacie tykajice sa InStiticie a osobné

Gdaje =zahriiuji mend a priezviskd, kontaktné
informacie, pracovné skusenosti, odbornt
kvalifikéaciu, publikécie, suhrny, dosiahnuté

vzdelanie, informacie o vykone povolania, vybaveni
pracoviska, kapacite pracovnikov a dalsie, ktoré
sivisia s vykonavanim VysSetreni na pracovisku.
Institucia sihlasi s pouzitim a spracovanim informacii
tykajucich sa Institaicie a bude informovat a
vrozsahu, vakom pravny zéklad pre spracavanie
osobnych udajov nevyplyva zpravnych predpisov
alebo  zpracovnopravneho  vzt'ahu  Institicie
s dotknutymi  osobami, zabezpeti pre Novartis
a Zaddvatel'a alebo osoby nimi ovladané alebo ich
ovladajice suhlas so spracovanim osobnych udajov
svojich Lekarov a zamestnancov na nasledovné aéely:

a) vykonavanie Vy3etreni a Klinického sku3ania,

spracuvanie  a vyhodnocovanie  vysledkov
Vysetreni;

b) kontrolu  aoverenie  vedeckej integrity
Klinického sku8ania 3Stadtnymi a Riadiacimi
organmi, Novartisom, CRO (ak existuje),

monitorujicou osobou, ich zastupcami;

c) registracia vysledkov klinického skd3ania a
VySetreni, vratane registracie skuSaného lieku
v réznych krajinach;

d) archivacia po dobu stanoveni pravnymi
predpismi;
e) splnenie pravnych poZiadaviek alebo

poziadaviek Riadiacich organov, uchovévanie
v databaze pracovisk, sku3ajucich a ostatnych
zamestnancov na pouzitie v buducich klinickych
skuSaniach;

Tests, the Institution and its employees shall provide
information relating to the Institution and personal
data regarding the Physician, 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 performance of the Tests 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 the person controlled by them or persons
controlling them, 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 Physicians and
employees for the following purposes:

a) Performance of the Tests and the Clinical
Trial, processing and evaluation of the
findings of the Tests;

b) Inspection and verification of scientific
integrity of the Clinical Trial by state and
Governing Bodies, Novartis, CRO (if any),
monitoring person and their representatives;

¢) Registration of the results of the Clinical
Trial and the Tests, including registration of

the investigational product in various
countries;

d) Archiving for the period prescribed by legal
regulations;

€) Meeting legal requirements or requirements
of Governing Bodies, maintenance in the
database of sites, investigators and other
employees for the use in future clinical trials;
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f) prenosu tychto udajov do krajin mimo uzemia
Slovenskej republiky, vyhodnocovania &innosti
pracovisk a skusajucich pri Klinickom skuani.

Suhlas so spracovanim osobnych udajov zabezpedeny
Indtiticiou podla tohto bodu musi byt udeleny na
také casové obdobie, druh osobnych tdajov a sposoby
spracovania osobnych udajov, ktoré boli ozndmené
Indtiticii zo strany WNovartisu alebo ktoré su
nevyhnutné na riadne naplnenie horeuvedenych
ucelov spracovania.

f) Transfer of such data to countries outside the
Slovak Republic, evaluation of activities of
sites and investigators during the Clinical
Trial.

Consent to personal data processing ensured by the
Institution under this para. 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 Novartis, or which are necessary for
proper fulfilment of the above mentioned purposes
of processing.

12. Vlastnictvo materidlov, udajov a vysledkov

12. Ownership of Materials, Data and Results

12.1.

Pokial' nie je pisomne dohodnuté inak, vietky
dokumenty, udaje, informacie, pristroje a zariadenia,
pomdcky, pripadne produkty alieky, ktoré dodal
Novartis, ¢i uz v pisomnej, tstnej, elektronickej alebo
inej podobe, za udelom VysSetreni si a zostani
majetkom Novartisu, resp. Zadéavatel'a alebo o0s6b
nimi ovladanych alebo ich ovladajtcich podl'a tohto,
v koho vlastnictve sa taky material nachadza.

12.1.

Unless agreed otherwise in writing, any documents,
data, information, devices and facilities, aids,
eventually products and medicines supplied by
Novartis, either in written, verbal, electronic or other
form for the performance of the Tests are and shall
remain the property of Novartis, event. of the
Sponsor, or persons controlled by them or persons
controlling them, depending on who is the owner of
such material.

12.2.

Pokial' nie je pisomne dohodnuté inak, vietky
zaznamy, vratane elektronickych, ktoré boli
vytvorené v stvislosti s Vy3etrenim, programy a
rozne druhy navrhov zabezpetovanych alebo
vykondvanych v zaujme Novartisu, alebo Zadavatela
a tiez vietky udaje, informacie, dokumenty, objavy a
vynilezy ziskané, vyplyvajuce alebo vyvinuté v
priebehu alebo ako sucast’ Vysetreni alebo pri plneni
tejto Zmluvy su a zostani vyhradnym vlastnictvom
Novartisu alebo Zadavatel'a resp. majetkové préva
knim pri predmetoch dusevného vlastnictva su
a zostani vyhradnym vlastnictvom Novartisu alebo
Zadavatel'a. Novartis alebo Zadavatel ich méze
pouZit' a/alebo nakladat snimi podl'a vlastného
uvézenia bez d’aldej platby alebo inej povinnosti voéi
Indtitacii alebo Lekarovi; Institicia ani Lekar nebudu
mat’ na ne ziadne prava akéhokol'vek druhu.

12.2.

Unless agreed otherwise in writing, all records,
including electronic, which were produced in
connection with the Test, programmes and various
types of proposals ensured or executed in the interest
of Novartis or the Sponsor, as well as all data,
information, documents, discoveries and inventions
obtained, resulting or developed in the course of or
as a part of the Tests or during the performance of
this Agreement, are and shall remain exclusive
property of Novartis or the Sponsor, event. the
ownership rights to them, in case of items forming
intellectual property, are and shall remain exclusive
property of Novartis or the Sponsor. Novartis or the
Sponsor may use them and/or dispose of them at
their own discretion without further payment to or
other obligation towards the Institution or the
Physician; neither the Institution nor the Physician
shall have any rights of any kind to them.

12.3,

Indtiticia sohlasi stym, Ze bude bez odkladu
vybavovat vietky dokumenty a vykondvat vsetky
d’alSie opatrenia, ktoré moéZe Novartis dévodne
pozadovat, aby mohol ziskat' prospech zo svojich
prav podla tejto Zmluvy, a bude pésobit na to, aby si
rovnako po¢inali aj Lekari, Personal a jej zamestnanci
a spolupracovnici. Okrem iného to zahfiia urobenie
vSetkych  potrebnych krokov pre prevedenie
vlastnictva vietkych udajov, informécii, dokumentov,
vynéalezov aobjavov, resp. vietkych majetkovych
prav pri predmetoch duSevného vlastnictva, na
Novartis alebo Zadavatel'a alebo nimi uréené osoby
a poskytnutie suginnosti Novartisu alebo
Zadavatel'ovi pri spracivani apodavani Ziadosti
o0 patenty ¢i iné prava priemyselného alebo dusevného
vlastnictva. Indtiticia ma vyluénu zodpovednost za
vietky platby, splatné Lekarovi, Personalu,
zamestnancom a/alebo spolupracovnikom Inititcie
v stlade s prislusnymi zdkonmi, za vietky vynalezy ¢&i

12:3;

The Institution agrees to promptly obtain all
documents and take any other measures that Novartis
can reasonably require to benefit from its rights
under this Agreement, and shall ensure that the
Physician, the Staff, its employees and co-workers
act equally. Among other things, this includes taking
all measures necessary for transfer of ownership of
all data, information, documents, inventions and
discoveries, or all ownership rights in case of items
forming intellectual property, to Novartis or the
Sponsor or to any persons appointed by them, and
assistance to Novartis and the Sponsor with
processing and submission of applications for patent
or other industrial or intellectual property rights. The
Institution is solely liable for all payments payable to
the Physician, the Staff, employees and/or co-
workers of the Institution in accordance with
applicable laws, for all inventions or patents or any
other industrial or intellectual property rights
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patenty ¢i iné¢ prava priemyselného alebo dusevného
vlastnictva prevedené na Novartis alebo Zadavatel'a
alebo nimi uréené osoby v stvislosti s predmetom
tejto Zmluvy. Pre thradu podla €l. 7 tejto Zmluvy pre
Indtiticiu sa usudzuje, Ze zahriia uhradu aj takychto
nakladov a platieb Institaciou.

transferred to Novartis or the Sponsor or to any
persons appointed by them in relation to the subject
matter of this Agreement. For the payment according
to Art. 7 hereof to the Institution it is deemed that the
payment also includes coverage of such costs and
payments by the Institution.

13. Doba platnosti Zmluvy

13. Agreement Validity Period

13.1. Zmluva sa uzatvdra na dobu trvania Klinického | 13.1. The Agreement is concluded for the period of the
ski3ania a jej platnost’ kon¢i najneskor ditom zaniku Clinical Trial and its validity shall terminate at the
povolenia na vykondvanie Klinického skuSania latest at the date of the expiry of the authorisation for
v Slovenskej republike.  Predpokladany termin the conducting of the Clinical Trial in the Slovak
ukoncenia Klinického skufania je 30.11.2021. Republic. The Clinical Trial is expected to finish on
Novartis je opravneny jednostranne oznamit 30.11.2021. Novartis is entitled unilaterally notify
posunutic  predpokladaného datumu  ukonéenia the postponing of the expected date on which the
Klinického sku3ania vsulade s povolenim na Clinical Trial is finished in accordance with
vykonavanie Klinického ski3ania v Slovenskej permission to conduct the Clinical Trial in the
republike. Novartis je povinny dorucit uvedené Slovak Republic. Novartis is obliged to deliver the
oznamenie o predlZeni trvania Klinického sku3ania mentioned decision on the extension of the Clinical
v pisomnej forme Inititicii, a to podla moZnosti Trial in written form to the Institution, if possible,
najneskér 30 dni pred pévodnym predpokladanym within 30 days before the originally planned deadline
terminom skon¢enia Klinického skusania. of the Clinical Trial.

13.2. Platnost’ tejto Zmluvy sa automaticky skon¢i jej | 13.2. Validity of this Agreement shall expire automatically
splnenim po dosiahnuti ciel'ov Vysetreni a odovzdani by its fulfilment after achievement of the targets of
vietkych  produktov, protokolov, poZadovanych the Tests and handover of all products, protocols,
zdaznamov a materialu spolo¢nosti Novartis. Zmluva required forms and material to Novartis. The
méze byt ukon¢end aj dohodou zmluvnych stran. Agreement may also be terminated by agreement of

the Parties.

13.3. Ktordkol'vek zmluvnd strana je opravnena odstupit od | 13.3. Either Party may withdraw from this Agreement in
tejto Zmluvy pisomnym odstipenim, ktoré nadobuda writing with effectiveness upon delivery to the other
G¢innost’ doru¢enim druhej zmluvnej strane na adresu Party to the address shown in the heading of this
uvedenu v zahlavi tejto Zmluvy, a to v nasledujtcich Agreement in following cases:
pripadoch:

a) ak niektord zmluvna strana porudi niektoré z a) If either Party breaches any of the provisions
ustanoveni tejto Zmluvy a neodstrani zavadny of this Agreement and fails to remedy the
stav ani v lehote 30-tich dni od doru¢enia vyzvy defect within a period of 30 days from the
k ndprave, patri toto pravo strane poskodenej; delivery of a request for remedy, such right

b) ak bude rozhodnuté, Ze je niektora strana belongs to the damaged Party;

v konkurze alebo redtrukturalizacii, alebo bude b) If it is concluded that one Party is in
navrh na vyhldsenie konkurzu zamietnuty pre bankruptcy or restructuring proceedings or a
nedostatok majetku; proposal for filing a petition for bankruptcy
shall be rejected due to insufficient property;
¢) ak je niektora strana v platobnej neschopnosti c) If either Party becomes insolvent or is to be
alebo ide do likvidacie z inych pri¢in ako je dissolved  for  other  reasons  than
transformécia alebo zlu¢ovanie, nemda urceného transformation or merger, no successor has
nastupcu, ktory by prevzal jej aktiva (majetok) been appointed to take its assets (property)
azdvidzky a neuzavrie dohodu alebo iné and liabilities over and it does not enter into
vysporiadanie so svojimi veritel'mi; agreement or other settlement with its
creditors;

d) ak niektora zmluvna strana strati opravnenie, d) If either Party loses authorisation which is
ktoré¢ je pre riadne a v€asné plnenie povinnosti inevitable for proper and timely performance
vyplyvajucich z tejto Zmluvy nevyhnutné; of obligations resulting from this Agreement;

e) ak potrebné opravnenie, povolenie, sthlas alebo e) If the required authorisation, permit, consent
vynimka je odvolané, odloZenda jeho platnost, or exception is withdrawn or its validity
alebo vyprsi doba, na ktoru bolo vydané bez delayed or the period for which it was issued
toho, aby bolo prisluine predizeng. expires without prolongation.

13.4. Okrem ukontenia platnosti  Zmluvy podla | 13.4. In addition to termination of validity of the

predchadzajicich ustanoveni, ma& Novartis pravo
kedykol'vek prerusit’ alebo ukon¢it’ Klinické skaganie

Agreement pursuant to previous provisions, Novartis
is entitled to suspend or end the Clinical Trial at any
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a tym ukoncit’ aj tito Zmluvu pisomnym odstipenim
doru¢enym Institicii. Bez toho, aby Novartis
akymkol'vek spdsobom obmedzoval svoje pravo na

ukoncenie Klinického skusania atejto Zmluvy,

Novartis tak méZe vykonat' najmé v nasledujicich

pripadoch:

a) ak vyskyt zavaznych neziaducich u¢inkov alebo
podozreni na ne pri podavani ska3anych
produktov alebo liekov potas Klinického
skiSania  alebo  ohrozenie  bezpe&nosti

Utastnikov poukazuje na potrebu preruenia
alebo ukonéenia Klinického skusania;

b) ak si Novartis Zela prerudit alebo ukongit
Klinické skasanie z komerénych dévodov,
z dovodov efektivnosti, zddvodov koncernovej
politiky  vykondvania  klinickych  sku3ani,
zdovodov majacich pévod mimo uzemia
Slovenskej republiky alebo aj bez uvedenia

dévodov;
c) ak je Novartis opravnene presvedleny, ze
Klinické  skudanie neméze byt uspene

dokoncené, vratane dévodu (ale aj bez neho), ze
by sa Klinického skiiania neziéastnil dostatocny
potet Utastnikov alebo sa v stanovenom case
nena$iel dostatoény pocet pracovisk.

time and terminate this Agreement by means of a
written notice delivered to the Institution. Without
any restrictions of its right to end the Clinical Trial
and this Agreement in any manner, Novartis is
entitled to do so in following cases:

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

b) If Novartis wishes to suspend or end the
Clinical Trial for commercial reasons, for
reasons of efficacy, for reasons of corporate
policy of conducting clinical trials, for reasons
originating outside the Slovak Republic or even
without giving reasons;

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

13.5. Ak pride k predtasnému ukonéeniu tejto Zmluvy z | 13.5. In case of early termination of this Agreement for
dévodov uvedenych v ustanoveni &lanku 13.3. tejto reasons stipulated in the provision of para. 13.3.
Zmluvy, je strana, ktord spdsobila ukonlenie tejto hereof, the Party which brought about termination of
Zmluvy alebo dala pri¢inu k ukonéeniu tejto Zmluvy this Agreement or provided a reason for this
druhou stranou, povinnd nahradit’ druhej strane vietky Agreement to be terminated by the other Party, is
ndklady, ktoré tito skuto¢ne a ucelne v suvislosti s obliged to reimburse all costs incurred by the other
plnenim tejto Zmluvy vynalozila, a to v tom pomere, Party in relation to the performance of this
v akom nedo3lo k splneniu jej predmetu a aGeelu, t. j. Agreement in proportion in which the subject-matter
pomer dokon&enych Vysetreni Utastnikov vzhladom and purpose of this Agreement were not fulfilled, i.e.
k objemu materidlu/ndkladov, ktory bol na in the proportion of completed Tests of Participants
Ugastnikov celkovo poskytnuty/vynaloZeny. to the volume of materials/costs provided for

Participants in the aggregate.

13.6. V pripade ukonCenia Klinického skuSania podla [ 13.6. In case the Clinical Trial is terminated pursuant to
ustanovenia ¢lanku 13.4. tejto Zmluvy, uhradi para. 13.4. hereof, Novartis shall pay the Institution
Novartis Institacii odmenu primeranym spésobom za remuneration in appropriate manner for services
Vysetrenia vykonané az do datumu ukonéenia provided until the day on which the Clinical Trial
Klinického skisania a tejto Zmluvy podl'a podmienok and this Agreement were terminated according to the
uvedenych v tejto Zmluve. Indtiticia nemé narok na provisions of this Agreement. The Institution is not
nahradu inych nékladov ¢&i uglého zisku. entitled to reimbursement of other costs or lost

profit.

13.7. Intiticia a Lekar sthlasia stym, Ze po obdrzani | 13.7. The Institution and the Physician agree that
oznidmeni o odstupeni od tejto Zmluvy alebo following receipt of the notice of withdrawal from
ukonceni Klinického skuania atejto Zmluvy this Agreement or termination of the Clinical Trial,
bezodkladne  ukongia  vykonavanie = Vy3etreni they shall promptly end the performance of the Tests
v rozsahu, ktory je z hladiska vietkych Ucastnikov to the extent that is medically feasible from the
lekdrsky pripustny. perspective of all Participants.

13.8. UkonCenie Zmluvy nebude mat vplyv na pravo | 13.8. Termination of the Agreement shall be without
niektorej zo stran vykonat pravne opatrenia voéi prejudice to the right of either Party to take legal
druhej strane v savislosti s predchadzajicim measures against the other Party in connection with
porusenim Zmluvy druhou stranou. the previous breach of the Agreement by the other

Party.
13.9. Ustanovenia uvedené v tejto Zmluve, ktoré sa tykaji | 13.9. Provisions of this Agreement that pertain to ensuring

zabezpeCenia doverného charakteru informacii,

confidential nature of information, publications,
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publikécii, osobnych udajov, vlastnictva, uchovavania
zdznamoyv, ako aj d'al3ie ustanovenia, u ktorych sa na
zaklade ich ndlezitosti usudzuje, ze budu platit’ d'alej
aj po ukonceni alebo vypriani Zmluvy, budi nad’alej
v platnosti bez ohl'adu na ukonéenie Zmluvy.

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 termination of the Agreement.

14. Osobitné ustanovenia

14, Special Provisions

14.1,

Lekar je pracovnikom nezévislym od Novartisu a
Ziadne ustanovenie tejto Zmluvy ho nedefinuje ako
zamestnanca, zastupcu alebo spoloénika Novartisu,
Institucia zodpoveda za plnenie vietkych povinnosti
tykajucich sa platieb dani, socidlneho a zdravotného
poistenia, ktoré sa vztahuju na predmet Zmluvy, ak to
prichddza do uvahy, vratane tych, ktoré sa tykaju
Lekara, Persondlu a zamestnancov
a spolupracovnikov Institicie.

14.1,

The Physician is a worker who is independent from
Novartis, and no provision of this Agreement defines
him/her as an 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
appropriate, including those regarding the Physician,
Staff, and employees and co-workers of the
Institution.

14.2.

Institucia nesmie postipit akékolvek prava ani
zavidzky z tejto Zmluvy tretej strane bez
prechddzajiceho pisomného suhlasu Novartisu.
Novartis moze previest’ ktorékol'vek zo svojich prav
alebo zdvazkov vyplyvajucich z tejto Zmluvy na
svojho obchodného partnera, spoloénika, ovladanu &i
ovladajiucu spolo¢nost, s ¢&m zmluvny partner
podpisom tejto Zmluvy suhlasi.

14.2.

The Institution may not assign any rights and
obligations arising from this Agreement to a third
party without a written consent of Novartis. Novartis
may assign any of its rights or obligations arising
from this Agreement to its business partner,
associate, controlled or controlling company
whereby the Institution agrees with such assignment
by signing this Agreement.

14.3.

Kazdé oznamenie podavané v suvislosti s touto
Zmluvou musi byt pisomné, ak nie je v Zmluve
stanovené inak, a musi byt dorucené osobne, alebo
zaslané doporucenou poitou alebo faxom na adresu
uvedeni v Zmluve & na ind adresu oznament
pisomne druhej zmluvnej strane.

14.3.

Unless determined otherwise in the Agreement, each
notice given in connection with this Agreement must
be in writing and must be delivered in person or sent
by registered mail or fax to the address shown in the
Agreement or any other address notified to the other
Party in writing.

14.4.

Lekar, ani InStiticia, ani Zziadna jeho zamestnana
osoba, ani spolupracovnik, ktori sa z(castiiuju vo
vykondvani Vy3etreni, neboli vyluceni podla § 306
pism. a) alebo b) Federdlneho zikona Spojenych
Statov americkych o kontrole potravin, liekov
a kozmetickych  pripravkov, alebo  postihnuti
obdobnym opatrenim (napr. zakazom ¢innosti alebo
vyli¢enim zo stavovského orginu) podla préva
Slovenskej  republiky a Indtiticia v budicnosti
nezamestnd ani nenajme Ziadnu vylideni osobu
v stvislosti s pracou, ktord sa ma vykonat pre
spolo¢nost’ Novartis alebo jej menom. Ak sa
Institucia kedykol'vek po podpise tejto Zmluvy
dozvie, ze Lekéar alebo Institicia ¢ nejakéd osoba,
ktoru Institiicia zamestnava alebo najme, je vylugena,
alebo je vo vylucovacom konani, Inititicia tymto
potvrdzuje, Ze to okamzite oznami Novartisu a bude
postupovat’ podl'a jej pokynov ohladne dalsich
Vysetreni.

14.4.

Neither the Physician or the Institution, nor any of
his/her employees or co-workers participating in the
performance of the Tests, have been debarred
pursuant to Section 306 letter a) or b) of the Federal
Food, Drug and Cosmetic Act of the United States of
America or affected by a similar measure (e.g. a ban
on action or exclusion from a professional
association) under the legislation of the Slovak
Republic, and in the future the Institution shall not
employ or hire any debarred person in connection
with the work to be done on behalf of Novartis or in
its name. If at any time after signing this Agreement,
the Institution becomes aware that the Physician, the
Institution or any other person employed or hired by
the Institution is debarred or is in debarment
proceedings, the Institution hereby confirms that it
shall immediately notify Novartis of this fact and
proceed with relation to the Tests as directed by
Novartis.

15. Zavereéné ustanovenia

15. Final Provisions

15:1;

Zmluvné strany sa zavizuji, ze budd vzdy
postupovat’ tak, aby vSetky zéleZitosti, ktoré budui
aspofi jednou zo zmluvnych stran povaZované za
potrebné, riesili bez zbyto¢ného odkladu a prietahov,
teda v Co najkratdej moZnej dobe a zdroved s
vynaloZenim najniz§ich moznych ndkladov.

15.1.

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

15:2.

Prava a povinnosti zmluvnych stran, ktoré nie su

15:2.

Rights and obligations of the Parties that are not
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upravené touto Zmluvou, ako aj pravny vztah
zaloZeny touto Zmluvou sa riadi platnym pravom
Slovenskej republiky. Zmluvné strany sa v sulade
s ustanovenim § 262 ods. 1 a 2 ObZ, vyslovne
dohodli, ze ich zavizkovy vztah upraveny touto
Zmluvou sa bude riadit’ ObZ.

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 CoC, expressly
agreed that their contractual relationship regulated
by this Agreement should be governed by the CoC.

15.3. 'V pripade, ze by ktorékol'vek z ustanoveni tejto
Zmluvy bolo ¢i sa dodatoéne stalo neplatnym alebo
neainnym, budi  ostatné jej  ustanovenia
posudzované ako oddelitel'né a platnost’ ¢i u¢innost
tejto Zmluvy ako celku zostane zachovana. Pre tento
pripad sa zmluvné strany zavdzuji na ziklade
vzdjomnej dohody nahradit’ neplatné alebo ned¢inné
ustanovenia takym ustanovenim, ktoré bude najlepsie
zodpovedat’ Gcelu tejto Zmluvy a voli zmluvnych
strén pri jej uzavreti.

15.3.

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

15.4. Ziadne zrieknutie sa nejakej nalezitosti, ustanovenia
alebo podmienky tejto Zmluvy, & uz konanim alebo
inak, vjednom alebo vo viacerych pripadoch, sa
nebude povazovat' za d’al§ie alebo trvalé zrieknutie sa
nejakej takejto ndlezitosti, ustanovenia alebo
podmienky alebo nejakej inej naleZitosti, ustanovenia
alebo podmienky tejto Zmluvy, alebo takto
vysvetlovat.

15.4.

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

15.5. Tato Zmluvu je moZno menit a dopliiovat’ len na
zéklade jej pisomného dodatku, ktory bude za taky
oznaCeny, prislune ocislovany, sdatumom a
podpisom  vietkych zmluvnych stran.  Toto
ustanovenie sa neaplikuje na dodatky Protokolu.

15.5.

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

15.6. Novartis je opravneny zmenit' jednostranne Protokol.
Ak je vydany dodatok Protokolu, je Novartis povinny
existenciu a obsah dodatku oznamit' druhej zmluvnej
strane. Zmluvné strany sa zaviizuju postupovat’ podl'a
dodatku Protokolu od okamziku jeho oznédmenia
prislusnej strane.

15.6.

Novartis is entitled to unilaterally amend the
Protocol. If any amendment to the Protocol is issued,
Novartis is obliged to inform the other Party of its
existence and content. The Parties undertake to
follow such amendment to the Protocol from the
moment when the existence of such amendment was
reported to the relevant Party.

15.7. Tato Zmluva nadobuda platnost’ ditom jej podpisania
vietkymi zmluvnymi stranami a G&innost  dilom
nasledujicim po dni jej zverejnenia v centralnom
registri zmliv na www.crz.gov.sk, nakolko ide
o0 povinne zverejiiovanii zmluvu v zmysle § 5a ods. 1
Zékona oslobode informéacii. Novartis zaroveii
udel'uje svoj sihlas so zverejnenim tejto Zmluvy podl'a
predchédzajucej vety. Indtitiicia je povinna zabezpe¢it
nespristupnenie tych ustanoveni tejto Zmluvy, ktoré
obsahuji informéciu, ktora sa podla platnych
pravnych predpisov nespristupiiuje.

15:7.

This Agreement becomes valid upon signature by all
parties and enter into force on the day following the
day after its publication in terms a central register of
contracts on www.crz.gov.sk, because it is an
Agreement which must be disclosed pursuant to
Section 5a para. | of Act on Free Access to
Information. Novartis also gives its consent to the
publication according to the previous sentence. The
institution is obliged to ensure the non-disclosure of
these provisions of this Agreement, which is under
the current legislation confidential.

15.8. Tato Zmluva je napisana v troch vyhotoveniach,
jedenkrat pre Indtiticiu a dvakrét pre Novartis.

15.8.

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

15.9. Tato Zmluva je vyhotovena v slovensko-anglickej
verzii. V pripade rozporu medzi slovenskou a
anglickou jazykovou verziou Zmluvy, jej priloh alebo
pripadnych dodatkov, ma prednost’ slovenska verzia.

15.9.

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 eventual amendments, the Slovak
version shall prevail.

15.10. Zmluvné strany vyhlasuji, Ze si Zmluvu preéitali, jej
obsahu porozumeli, Ze ju uzavreli slobodne a vazne,
ur€ite a zrozumitel'ne, a na potvrdenie toho, Ze obsah

15.10.

The Parties declare that they have read this
Agreement, understood its content and that they have
entered into the Agreement freely and seriously,
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tejto Zmluvy zodpoveda ich skuto¢nej a slobodnej

voli, ju vlastnoru¢ne podpisali.

definitely and clearly, and in witness of the fact that
the content of this Agreement corresponds with their
true and free will, they attach their authentic
signatures.

15.11. Prilohami tejto Zmluvy su:

15.11.

Annexes of this Agreement are the following:

Priloha ¢. 1: Protokol klinického skusania Annex No. 1: Protocol of the Clinical Trial
Priloha ¢. 2: Plnomocenstvo Annex No. 2: Authorization
Priloha ¢. 3: Rozhodnutie Etickej komisie Annex No. 3: Ethics committee decision
Gy A=
Za Novartis/For NOVAITIS: ... ......ivu it e Datum/Date: /f?‘:f'/;

PharmDr. Valéria Mackova
Clinical Operations Project Manager

MUDr. Pavol Tisori
Medical Head Oncology

na zdklade plnomocenstva / on a basis of a power of attorney

Megr. Hana Mrazova
Head of the Department for Clinical Trials

na zaklade plnomocenstva / on a basis of a power of attorney

Za Ingtituciw/For the Institution:
Intitut nukledrnej a molekuldrnej mediciny
Ing. FrantiSek LeSundak, riaditel/ Director

Datum/Date;
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