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ZMLUVA O KLINICKOM SKUSANI LIEKU
PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CAIN457Q12301 (d’alej ,,Protokol®)

AGREEMENT ON THE CONDUCT OF A
CLINICAL TRIAL ACCORDING TO
THE CLINICAL TRIAL PROTOCOL

CAIN457Q12301 (hereinafter as the “Protocol”)

Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava

1CO: 36 723 304

DIC: 2022302425

ICDPH: SK 2022302425

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

Statutarny

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

a

Narodny ustav reumatickych chordb

sidlo: Nabrezie 1. Krasku 4782/4, 921 12
Piestany

1CO: 00 165 271

DIC: 2020530732

ICDPH:  SK2020530732

zapisany: zriadovacia listina Ministerstva

zdravotnictva Slovenskej republiky

v mene ktorého kona/zastipeny:

Generalny riaditel: Doc. MUDr. Richard Imrich,
PhD., DrSc.

Ekonomicky riaditel: Ing. Veronika Judicédkova,

MBA

Medicinsky riaditel: MUDr. Mgr. Daniela Knaze
Dolezalova

bankové spojenie: Statna pokladnica, Radlinského 32,
810 05 Bratislava 15

SWIFT:  SUBA SKBX

IBAN: SK85 8180 0000 0070 0028 5239

(d’alej len ,,InStitdcia“)

Skusajuci lekar — zamestnanec Institucie: Doc.
MUDr. Jozef Lukaé, CSc

bydlisko: Radlinského 60, 921 01 Piestany
datum narodenia: 16.08.1951

(dalej len ,,Skusajici alebo ,,Hlavny skuSajici*)

(Institcia a Skusajuci tiez

zmluvna strana)

spolo¢ne ako druha

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

Company ID: 36 723 304
Tax ID: 2022302425
VAT ID: SK 2022302425
Registration: Commercial Register of District
Court Bratislava I, Section: Sro,
Insertion No. 44016/B
Statutory
representative: ~ Mateja Cotar, managing director
Bank Details: Tatra banka, a.s.
SWIFT: TATRSKBX
IBAN: SK8611000000002926123169

(hereinafter as “Novartis”)
a

Narodny ustav reumatickych choréob
Registered Seat: ~ Nabrezie 1. Krasku 4782/4, 921

12 Piestany

Company ID (IC0):00 165 271

Tax ID: 2020530732

VAT ID: SK2020530732

Registration: Deed of Foundation of the
Ministry of Health of the Slovak
Republic

Represented by:

General Director: Doc.Richard Imrich, PhD., DrSc.
Financial Director: Ing. Veronika Judi¢dkova, MBA

Medical Director: MUDr. Mgr. Daniela Knaze
Dolezalova

Bank Account: Statna pokladnica, Radlinského
32, 810 05 Bratislava 15

SWIFT: SUBA SKBX

IBAN: SK85 8180 0000 0070 0028 5239

(hereinafter as the “Institution”)

Investigator — employee of the Institution: Doc.
MUDr. Jozef Lukaé, CSc

Residing at:  Radlinského 60, 921 01 Piestany
Date of Birth: 16.08.1951

(hereinafter as the “Investigator” or the ‘“Principal
Investigator”)
(Institution and Investigator also together as the other

Party)
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uzatvaraju vzmysle ust. § 269 ods.2 zikona C.
513/1991 Zb. Obchodny zakonnik v zneni neskorsich

predpisov (dalej len

,ObZ*), tuto Zmluvu o

klinickom skusani licku (dalej len ,,Zmluva®):

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

1. Preambula

1. Preamble

I1.1.

Zmluvné strany uzatvaraju zmluvny vztah na
zaklade tejto Zmluvy vychadzajuc z
existencie niz§ie uvedenych skutocnosti:
Zmluvné strany sa zavazuji, ze skusSanie
bude vykonavané v sulade s Nariadenim
Eurépskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane
fyzickych o0s6b pri spraciivani osobnych
udajov a o vol'nom pohybe takychto udajov,
ktorym sa zrusuje smernica 95/46/ES
(vSeobecné nariadenie o ochrane udajov)
(dalej len ,Nariadenie) a zakonom C.
18/2018 Z. z. o ochrane osobnych udajov a
ozmene adoplneni niektorych zakonov
v zneni neskorSich predpisov (d’alej len
,.Zakon o ochrane osobnych udajov®).

I.1.

The Parties are entering into a contractual
relationship based on this Agreement, building
upon the existence of the following below
mentioned matters: The Parties agree that the
trial will be performed in accordance with
Regulation of the European parliament and of
the Council on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data, and repealing Directive 95/46EC
(General Data  Protection  Regulation)
(hereinafter referred to as the “Regulation”)
and Act no. 18/2018 Coll. on Personal Data
Protection and on Amendments to Certain
Laws, as amended (hereinafter referred to as
the “Personal Data Protection Act”).

1.2.

Klinické skusanie bude vykonané na zéklade
a v sulade s prislusnym povolenim
Riadiaceho organu vydanym k vykonavaniu
tohto klinického skuSania. Riadiaci organ
predstavuje Statnu inStiticiu alebo organ,
ktory je zodpovedny za povolovanie a
sledovanie priebehu klinického skusania a za
sledovanie udajov o neziaducich udalostiach
a neziaducich ucinkoch produktov alebo
liekov, zaznamenanych u Ucastnikov.
V Slovenskej  republike je  Riadiacim
organom Statny ustav pre kontrolu lie¢iv
(dalej len ,,SUKL). Povolenie je siastou
dokumentacie k Protokolu.

1.2.

The clinical trial is to be conducted under and
in accordance with relevant permission issued
by the Governing Body with relation to the
conduct of this clinical trial. The Governing
Body is a state institution or body, responsible
for permitting and monitoring of the course of
the clinical trial and for monitoring of data on
adverse events and adverse reactions to
products or medicines, which are observed in
the Participants. In the Slovak Republic, the
Governing Body is the State Institute for Drug
Control (hereinafter as “SIDC”). The
permission is part of the Protocol
documentation.

1.3.

Klinické sktiSanie bude taktiez vykonané na
zéklade avsulade sprislusnym kladnym
stanoviskom Etickej komisie. Etickd komisia
oznacCuje komisiu, ktora je miestne prislusna
pre pracovisko (centrum), v ktorom sa bude
vykonavat’ klinické skusanie. Jej ulohou je z
etického hladiska zhodnotit’ ciele klinického
skuSania a s nimi spojené rizikd pre
Ucastnikov este pred zaliatkom klinického
skusania. Kladné stanovisko Etickej komisie
je sucastou dokumentacie k Protokolu.

The clinical trial shall also be conducted based
on and in accordance with the relevant positive
statement of the Ethics Committee. Ethics
Committee means a locally competent
committee appointed in the region, where the
site (centre) in which the clinical trial is to be
conducted, is located. Its role is to evaluate,
from ethical point of view, the targets of the
clinical trial and associated risks for
Participants prior to the commencement of the
clinical trial. A positive statement of the Ethics
Committee is part of the Protocol
documentation.

1.4.

Novartis je splnomocnenym zastupcom
zadéavatela klinického sktiSania v Slovenskej
republike podla § 29 ods. 10 zakona ¢.
362/2011 Z.z. o lickoch a zdravotnickych
pomockach a o zmene a doplneni niektorych
zakonov v zneni neskorSich predpisov, (d’alej
len ,,Zakon o liekoch®), uzatvarajuci tito
zmluvu vo vlastnom mene a na vlastny ucet,
a ma zaujem realizovat klinické skusanie
vyvinutého produktu alebo lieku v Institacii
podla podmienok definovanych v tejto

1.4.

Novartis is the authorised representative of the
sponsor of the clinical trial in the Slovak
Republic pursuant to Section 29 para. 10 of
Act No. 362/2011 Coll. on Medicinal Products
and Medical Devices and on Amendments to
Certain Laws, as amended (hereinafter as the
“Medicinal Products Act”), concluding this
Agreement in its own name and on its own
behalf, and is interested in the conduct of the
clinical trial of the developed product or
medicine at the Institution in accordance with
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Zmluve. Zadavatel'om klinického sktisania je
spoloénost’ Novartis Pharma Services AG,
zalozena a existujuca podla prava
Svajéiarska, so sidlom na Lichtstrasse 35,

the conditions defined in this Agreement. The
Sponsor of this clinical trial is Novartis
Pharma Services AG, a company established
and operating under the laws of Switzerland,

4056 Bazilej, Svajéiarsko, identifikaéné with its registered seat at Lichtstrasse 35, 4056
¢islo: CHE-103.882.596 (dalej len Basel, Switzerland, ID No.: CHE-103.882.596
LLadavatel™). (hereinafter as the “Sponsor”).

1.5. Institicia je poskytovatelom zdravotnej |1.5. The Institution is an entity which provides
starostlivosti a  disponuje vSetkymi healthcare and possesses all technical devices
technickymi prostriedkami, ktoré Novartis needed by Novartis for the performance of the
potrebuje pre  vykondvanie klinického clinical trial and is able to ensure conduct of
skuSania, a je schopna zabezpecit' realizaciu the clinical trial in accordance with the
klinického skuSania podla podmienok conditions defined in this Agreement and in
definovanych vtejto Zmluve a vSeobecne the generally binding legal regulations. The
zavdznych pravnych predpisov. Institucia Institution represents and warrants that its
prehlasuje aruéi, ze jej zariadenia, ktoré sa facilities to be used for the clinical trial meet all
maju pouzit na vykon klinického skuSania, the conditions stipulated by applicable laws and
riadne spiiiaji podmienky stanovené platnymi other guidelines specified in para. 3.8. hereof
zakonmi a ostatnymi smernicami and that they were approved by the Governing
$pecifikovanymi v bode 3.8 tejto Zmluvy, a ze Body.
boli schvalené Riadiacim organom.

1.6. Skusajuci oznacuje zdravotnickeho |1.6. Investigator means a healthcare professional
pracovnika (lekara) s potrebnou (physician) with relevant qualification who is
kvalifikaciou, ktory zamestnancom Instittcie, an employee of the Institution, -carries
je odborne zodpovedny za vykonavanie professional responsibility for the conduct of
klinického  sktsania v danom  mieste the clinical trial at the relevant trial site and if
skuSania, a pokial klinické skusanie the clinical trial is conducted by a team of
v jednom mieste vykondva tim osob, je persons at a single place, the Investigator is the
Skusajtci veducim, ktory nesie supervisor carrying responsibility for the entire
zodpovednost za cely tim, avtakomto team and in such case he/she is called
pripade sa oznacuje aj ako Hlavny Skusajtci. Principal Investigator. Principal Investigator
Hlavnym sktSajicim pre toto klinické for this clinical trial is Doc. MUDr. Jozef
skasanie je Doc. MUDr. Jozef Lukaé, CSc Lukaé€, CSc the investigator identified in the
skusajuci lekar uvedeny ako zmluvna strana heading of this Agreement.

v zahlavi tejto zmluvy.

1.7. Utastnik  oznaduje ucastnika klinického |1.7. Participant means clinical trial participant, a
skusania, osobu (pacienta alebo zdravého person (patient or healthy volunteer) who is
dobrovolnika), ktory sa na zaklade taking part in the clinical trial and to whom the
informovaného sthlasu z(¢astiiuje klinického investigational product or medicine is to be
skuSania a ktorému sa ma podavat alebo administered based on the informed consent
podava skusany produkt alebo lick. form.

1.8. Organizacia na klinicky vyskum (CRO) |1.8. Clinical research organization (CRO) is each
oznaCuje kazdu organizaciu, s ktorou organization with which Novartis concludes
Novartis uzavrie zmluvu o vykonani agreement on exercising some or several rights
niektorych alebo vSetkych prav a/alebo and/or performing some or several obligations
povinnosti, ktor¢é méa ako zadavatel' alebo that it has as a sponsor or representative of the
zastupca zadavatela v Slovenskej republike sponsor in the Slovak Republic in connection
v suvislosti s klinickym sktsanim produktu with the clinical trial of the product or
alebo lieku. medicine.

1.9. Zmluvné strany vyhlasuju, Ze pred uzavretim |1.9. The Parties declare that before entering into
tejto Zmluvy dokladne zvazili rizika this Agreement, they had considered the risks
aobtiaze, tieto porovnali s ocakavanym and difficulties, compared them with the
prinosom pre Ugastnikova pre  verejny expected benefit for the Participants and for

zaujem a dosli k zaveru, ze oCakavany prinos
tohto klinického skuSania ospravedliuje
pripadné predvidatelné rizika a obtiaZe.
Zmluvné strany vyhlasuji, Ze si nie su
vedomé ziadnych prekazok, ktoré by branili
tomu, aby sa dohodli na predmete, ucele

the public interest and arrived at the
conclusion that the expected benefit of this
clinical trial justifies any potential expectable
risks and difficulties. The Parties declare that
they are not aware of any obstacles that would
prevent them from agreeing on the subject-
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a vSetkych ostatnych ustanoveniach tejto
Zmluvy.

matter, purpose and all other provisions of this
Agreement.

2. Predmet zmluvy

2. Subject-Matter of the Agreement

2.1. Toto  klinické skusanie  lieku  je [2.1. This clinical trial of a medicine is a biomedical
biomedicinskym vyskumom na ¢éloveku na research in humans based on a medical
zaklade zdravotnej indikacie podla § 26 az indication according to Sections 26 to 34 of
34 zékona ¢. 576/2004 Z.z. o zdravotnej Act No. 576/2004 Coll. on Healthcare,
starostlivosti, sluzbach suvisiacich Services Related to Healthcare and on
s poskytovanim  zdravotnej  starostlivosti Amendments to Certain Laws as amended
a o zmene a doplneni niektorych zakonov v (hereinafter the “Healthcare Act”) and a
zneni neskorSich predpisov (dalej len clinical trial of medicines in accordance with
wZakon o zdravotnej starostlivosti®) Sections 29 to 44 of the Medicinal Products
a klinickym skusanim liekov podla § 29 az Act.

44 Zéakona o liekoch.

2.2. Predmetom tejto Zmluvy je zavdzok 2.2. The subject-matter of this Agreement is the
Institicie umoznit’ na svojich pracoviskach undertaking by the Institution to enable
klinické skusanie lieku a s vyuzitim vSetkych conduct of the clinical trial of the medicine at
technickych prostriedkov vykonat' klinické its sites, and using all technical facilities, to
skasanie podla tejto Zmluvy a Protokolu, conduct the clinical trial in accordance with
ktoré v prospech Novartisu vykona Institficia this Agreement and the Protocol by the
prostrednictvom zamestnancov  InStiticie Institution through the employees of the
(Skusajuci, spolusktsajuci) v sulade Institution (Investigator, co-investigators) on
sterminmi a podmienkami  Protokolu behalf of Novartis and in accordance with the
klinického skusania podla Prilohy €. 1 tejto terms and conditions of the Protocol of the
Zmluvy. V spojeni stym InStitacia vytvori clinical trial pursuant to Annex No. 1 hereto.
podmienky, poskytne v prospech Novartisu In this connection, the Institution shall create
potrebné  sluzby,  zabezpeéi  spravne conditions as needed, provide necessary
uchovavanie sksanych produktov alebo services to Novartis and ensure correct storage
liekov aich bezpetnu manipulaciu podla of investigational products or medicines and
poziadaviek Zakona o liekoch a vnitornych their safe handling pursuant to the
predpisov  Institucie, plynuly  pristup requirements of Medicinal Products Act and
Skusajuceho k nim, zabezpeCi aumozni internal regulations of the Institution, provide
abude niest zodpovednost za to, aby continuous access to them by the Investigator
Skusajuci  dodrzali vSetky zavizky a and ensure and enable that the Investigators
povinnosti tak, ako je uvedené v Prilohe €. 1 perform all of their undertakings and
a vyvinie primerané usilie na dodrZanie obligations in the manner set out in Annex No.
Casového planu uvedeného v Prilohe ¢. 1; 1 and exert appropriate efforts in order to
kazdé omeskanie bez odkladu ohlasi observe the schedule listed in Annex No. 1,
Novartisu a vSemozne sa bude usilovat promptly notifying Novartis of any delay and
Casovu stratu vyrovnat. Institicia sa tiez exert all efforts in order to make up for the lost
zavézuje, ze pocas klinického skusania bude time. The Institution also undertakes to ensure a
v zariadeniach Institicie k dispozicii consultation place, available in those facilities
konzultacné miesto, kde SkuSajuci a ostatni throughout the duration of the clinical trial,
kompetentni pracovnici Institicie budi mdct’ where the Investigator or the representatives of
poskytnut’ nevyhnutné informacie vsetkym Novartis may provide all Participants with
Ugastnikom. necessary information.

2.3. Zmluvné strany si nie su vedomé ziadnej [2.3. The Parties are not aware of any obstacles that

prekazky, ktord by branila alebo by mohla

branit’ nasledujiicim vyhlaseniam:

- Skusajuci je ako lekar plne kvalifikovany
bez akéhokol'vek obmedzenia prijimat
vSetky lekarske rozhodnutia tykajice sa
Utastnikov, ktoré sa v suvislosti
s klinickym skuSanim ucinia alebo budu
natené ucinit, a poskytovat’ vSetku
zdravotnu starostlivost’ suvisiacu
s klinickym skuSanim, k vykonu ktorej
sa Institicia a Skusajici touto Zmluvou
zavizuju,

would prevent or might prevent the following

statements:

- the Investigator is a physician who is
fully and without limits qualified to
make all medical decisions pertaining to
the Participants that will be or will have
to be made in connection with the
clinical trial, and provide all medical
care associated with the clinical trial
which the Institution and Investigator
undertake to conduct by means of this
Agreement,
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- vSetky osoby, ktoré sa budu podielat’ na
vykonévani klinického skuSania, st pre
plnenie svojich uloh odborne vzdelané
a disponuju prislusnymi vedomostami a

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

skusenostami.

24. Institicia a SkuSajuci sa zoznamili so [2.4. The Institution and Investigator have made
spravnym pouzivanim a vlastnostami themselves familiar with correct use and
hodnoteného produktu alebo licku, ako aj so properties of the product or medicine under
vsetkymi informaciami obsiahnutymi evaluation, as well as with all information

v prislusnych dokumentoch a Protokole, a
budu postupovat’ vzdy a len v stilade s nimi.

contained in relevant documents and the
Protocol, and shall at all times proceed strictly
in accordance with them.

2.5. Institicia  a SkuSajuci  prehlasuju, Ze
Skusajuci je zdravotnickym pracovnikom a
zamestnancom InStitlicie a Skusajuci bude
vykonavat' ulohy podla tejto Zmluvy ako
zamestnanec Institicie a nie ako samostatny
poskytovatel’ zdravotnej starostlivosti
v zmysle platnych pravnych predpisov.
Institicia v plnom rozsahu zodpoveda za
plnenie povinnosti Skusajuceho
vyplyvajucich ztejto Zmluvy aje povinna
zabezpecCit’ riadne plnenie tychto povinnosti
zo strany Skusajiceho.

2.5.

The Institution and the Investigator represent
that the Investigator is ahealth care
professional and an employee of the Institution
and the Investigator will conduct the activities
under this Agreement as an employee of the
Institution and not as an independent
healthcare provider in accordance with
applicable laws. The Institution shall be fully
responsible for the performance of the
Investigator’s ~ obligations  under  this
Agreement and it is obliged to ensure the
proper fulfilment of those obligations by the
Investigator.

3. Zakladné podmienky realizacie klinického
skiSania

3. Basic Requirements for the Conduct of the
Clinical Trial

3.1 Klinické skuSanie sa moze zacat az po
pisomnom kladnom stanovisku vydanom
Etickou komisiou aschvaleni Riadiacim
organom, opravnenym  povolovat a
kontrolovat’ vykonavanie klinického
skuSania. Tieto dokumenty su pre zacatie
klinického skusania nevyhnutné.

The clinical trial may only commence after
positive written statement has been issued by
the Ethics Committee and after it has been
approved by the Governing Body authorized
to permit and inspect the conduct of the
clinical trial. These documents are inevitable
for the clinical trial to commence.

3.2. Klinické sktsanie sa vykonava len na
pracovisku (v centre) alebo na pracoviskach
(v centrach), ktoré su uvedené v Prilohe ¢. 1
tejto  Zmluvy. InStiticia  a SkuSajuci
zabezpeCi a pisomne potvrdi, ze kazdé
pracovisko ma nevyhnutné zariadenia a
personal na vykonanie klinického skiSania a
ze tieto podmienky sa nezmenia po celi dobu
jeho vykonavania.

3.2.

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

3.3. Novartis a CRO (ak existuje) st opravneni
vykonat' inSpekciu kazdého navrhnutého
pracoviska pred zaciatkom i v priebehu
klinického skusania s cielom presvedcCit sa,
ze pracovisko je vhodné a ma vsetky
potrebné zariadenia a personal na vykonanie
klinického skuSania.

3.3.

Novartis and CRO (if any) are authorized to
inspect each  proposed site  before
commencement and during conduct of the
clinical trial in order to make certain that the
site is suitable and has all facilities and staff
necessary for the conduct of the clinical trial.

3.4. K zmene miesta pracoviska (centra),
v ktorom sa vykonéva klinické skusanie,
k ukonfeniu  ucasti  SkuSajiceho  na
vykonavani klinického skusania, k zmene ¢i
doplneniu Skusajuceho, mdze prist len na
zaklade pisomnej dohody zmluvnych stran,
na nového skusSajiceho sa vtakom pripade
pouziji vSetky wustanovenia Zmluvy o
Skusajicom. Novartis méd pravo spomedzi

3.4.

It is only possible to change the site (centre) in
which the clinical trial is performed, to
discontinue participation of the Investigator in
the conduct of the clinical trial, or to replace or
add an Investigator based on a written
agreement between the Parties, all provisions
regarding the Investigator under the
Agreement shall be applied to the new
Investigator in such case. Novartis is entitled
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zamestnancov Institicie vybrat' pre klinické
skasanie alebo zamietnut' akéhokol'vek
nového  skusajiceho, ktorého navrhne
Institacia. Povinnostou nového skusajiiceho
bude =zaviazat sa kplneniu podmienok
stanovenych touto Zmluvou; Institicia sa
zaviazuje zabezpeCit' takyto zavédzok a sthlas
nového skusajuceho. Pokial sa Novartis
a Institicia nedohodnt na novom skusajucom

to select or refuse among the staff of the
Institution any new Investigator proposed by
the Institution for the clinical trial. Any new
Investigator will be obliged to undertake to
meet the conditions stipulated by this
Agreement; the Institution undertakes to
ensure such obligation and approval of the
new Investigator. If Novartis and the
Institution do not agree on the new

v lehote 30 dni od odstapenia pdvodného Investigator within 30 days from the

Skusajuceho, Novartis je opravneny od tejto withdrawal of the original Investigator,

Zmluvy odstupit’. Novartis will be entitled to withdraw from this
Agreement.

3.5.

Skusajaci moze podla svojho uvazenia urcit’
dalsie  osoby spomedzi zamestnancov
Institicie ako spoluskusajucich, ktori budu
asistovat pri vykonavani klinického skusania.
Skusajtci alebo Institacia su povinni do 7 dni
od urcenia kazdej takejto osoby oznamit’
identifikacné tudaje tejto osoby Novartisu;
uvedené rovnako plati pri akejkol'vek zmene
takychto 0so6b. Novartis ma pravo vyslovit’
nesuhlas  stucastou  konkrétnej  osoby
v klinickom skuaSani, a to do 7 dni od
dorucenia oznamenia udajov o takejto osobe
alebo o zmene takejto osoby, a zaroven ma
povinnost oznamit tento svoj nesuhlas
Skusajucemu alebo Institacii. InStitucia
a Skusajlci st povinni zabezpecit', Ze osoba,
voci ktorej bol takyto nestihlas vysloveny, sa
klinick¢ého skiiSania nesmie zucCastnit.
Institicia  ani ~ SkuSajuci  neposkytni
spoluskusSajucim ziaden Materidl ako je
definovany nizsie, pokial’ nebudi mat’ sthlas
od Novartisu na menovanie spoluskusajicich
do ich funkcie. Vsetci spoluskisajuci buda
adekvatnym sposobom preskoleni, vcas
menovani a priebezne bude vedeny ich
aktualny zoznam. SkuSajici zodpoveda za
vedenie timu spoluskusajtcich, na ktorych sa
budi vo vsetkych ohladoch vztahovat
rovnaké podmienky ako na SkuSajuceho na
zédklade tejto Zmluvy. Institacia a SkuSajuci
zodpovedaju  za  sluzby  poskytované
pracovnikmi InStiticie a zavdzuju sa, Ze
poskytovanie  vSetkych  sluzieb  bude
zverované kompetentnym osobam. Skusajuci
a Institacia budu ukladat’ vSetky prislusné
pokyny k plneniu uloh vyplyvajucich z tejto
Zmluvy osobam podielajicim sa na
vykonavani klinického skuSania v sulade
s pokynmi Novartisu.

3.5.

The Investigator may, at his/her own
discretion, appoint other persons from among
employees of the Institution as co-
investigators who will provide their assistance
in the course of the clinical trial. The
Investigator or the Institution are obliged to
report to Novartis identification details of such
person within 7 days from appointment of
such person; the same applies to any
replacement of such persons. Novartis has the
right to express its disapproval with the
participation of a particular person in the
clinical trial within 7 days from the delivery of
the report with the details of such person or the
report announcing replacement of such person,
and at the same time it has obligation to notify
the Investigator or the Institution of such
disapproval. The Institution and Investigator
are obliged to ensure that the person against
whom such disapproval has been expressed
may not participate in the clinical trial. The
Institution and Investigator shall not provide
the co-investigators with any Material, as
specified below, without the consent of
Novartis with assigning the co-investigators to
their positions. All co-investigators will
undergo adequate requalification and will be
appointed in time, with a current list of them
to be maintained on a continuous basis. The
Investigator is responsible for the supervision
of the team of co-investigators who will be in
all respects subject to the same conditions as
the Investigator pursuant to this Agreement.
The Institution and Investigator are
responsible for services provided by the
employees of the Institution and undertake that
only competent persons will be entrusted with
the provision of all services. The Investigator
and the Institution will issue all instructions
relevant for the fulfilment of tasks resulting
from this Agreement to persons participating
in the conduct of the clinical trial in
accordance with the instructions given by
Novartis.

3.6.

Ak SkusSajuci alebo Institicia pouzije na
vykonanie niektorej analyzy ¢i vySetrenia,

3.6.

If the Investigator or Institution make use of
an external laboratory for the conduct of any
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ktora je potrebna pre ucely klinického
skusania, externé laboratorium, presvedci sa,
¢i je dostatotne materidlne a personalne
vybavené na to, aby kompetentnym a
profesionalnym  spdsobom  vykonavalo
¢innost’ v sulade s poziadavkami spravnej
laboratornej praxe; Institicia alebo SkuSajuci
modze pouzit' externé laboratérium na vykon
len tych analyz a vySetreni, ktoré podla tejto
Zmluvy alebo Protokolu alebo oznédmenia
Novartisu nemaju byt vykonané
v centralnych laboratoriach pre klinické
skusanie alebo inych laboratoriach urenych
Novartisom. Okrem vyuzivania zmluvnych
laboratorii podl'a predchadzajucej vety alebo
podla  iného  pisomného  vyjadrenia
Novartisu, Skusajuci alebo Institucia nezrusi
alebo neodstupi od ziadnej sucasti prace,
ktorat ma na zdklade Zmluvy vykonat,
anenecha plnit nijaké povinnosti podla
Zmluvy inej osobe. Aj v pripade suhlasu
Novartisu  so  subdodavkou, InStitacia
a Skusajuci zodpovedaju akoby Cinnosti
vykonali sami. Laboratérne vysetrenia ku
klinickému skuSaniu budd vykonavané v

centralnych  laboratériach.  Vykonavanie
laboratornych  vysetreni ku  klinickému
skuSaniu bude zabezpecené, v pripadoch

uréenych Novartisom priamo zo strany
Novartisu resp. Zadavatela osobitnymi
zmluvami s prislusSnymi laboratériami a
Novartis oznami tieto laboratoria Institicii.
Zmluvné strany budu obdobne postupovat’ aj
v pripade, ked’ na vykonanie konkrétneho
vySetrenia bude pouzité externé centrum
(pracovisko) iné od toho, na ktorom sa podla
tejto Zmluvy vykonava klinické skusanie.

analysis or assessment necessary for the
purposes of the clinical trial, they shall
ascertain that such laboratory has sufficient
materials and staff available for the
performance of activities in a competent and
professional manner and in accordance with
the requirements of the good laboratory
practice; the Institution or the Investigator are
entitled to make use of an external laboratory
for the conduct of only such analyses and
examinations, which shall not be conducted,
under this Agreement or the Protocol, in
central laboratories for the clinical trial or in
other laboratories determined by Novartis. In
addition to the use of contractual laboratories
pursuant to previous sentence or any other
written statement by Novartis, the Investigator
or Institution will not cancel or withdraw from
any part of work they have to make based on
the Agreement, and shall not assign any
obligations pursuant to the Agreement to
another person. Even if Novartis agrees with a
sub-delivery, the Institution and Investigator
shall retain their responsibility as if they had
performed  such activities  themselves.
Laboratory examinations related to the clinical
trial will be performed in central laboratories.
Performance of laboratory examinations
related to the clinical trial shall be ensured, in
cases determined by Novartis, directly by
Novartis or by the Sponsor, via separate
contracts with the relevant laboratories,
whereby Novartis shall notify Institution of
those laboratories. The Parties shall act
likewise also in case when the external centre
(site), other than the centre (site) on which the
clinical trial is performed under this

Agreement, shall conduct a particular
examination.

3.7. Pred zaciatkom klinického skusania poskytne (3.7. Prior to the commencement of the clinical
Novartis ~ SkuSajucemu, priamo alebo trial, Novartis shall provide the Investigator,
prostrednictvom CRO (ak existuje), Protokol directly or through a CRO (if any), the
a d’alSie suvisiace dokumenty, ako aj vSetky Protocol and other related documents as well
dolezit¢ farmakologické, toxikologické a as any and all important pharmacological,
klinické informacie, ktoré st potrebné pre toxicological and clinical information which is
spravne naplanovanie a vykonanie klinického needed for correct planning and conduct of the
skusania (dalej ako »Suvisiaca clinical trial (hereinafter “Related
dokumentacia®“). Tieto informacie bude Documentation”). It will update such
podla potreby aktualne dopliiat’ i v priebehu information as necessary even in the course of
klinického skusania. Povinnost’” Novartisu the clinical trial. The obligation of Novartis to
poskytovat informacie sa nevyzaduje v provide information is not enforced, if such
pripadoch, ak su tieto informacie l'ahko information is easily available in published
dostupné v publikovanych materialoch, alebo materials, or if it can be reasonably assumed
ak sa da opravnene predpokladat, ze that the Investigator has, as a result of his/her
Skusajuci ma  vzhladom na  svoje professional education, sufficient knowledge
profesionalne vzdelanie dostatocné of the relevant issue.
vedomosti o tejto problematike.

3.8. Institicia a SkuSajuci  vykonaji  klinické [3.8. The Institution and Investigator will conduct

skiSanie v sulade s platnymi pravnymi

the clinical trial in accordance with applicable
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predpismi, a to najméd Zakonom o zdravotnej

starostlivosti, Zakonom 0 liekoch,

vykonavajiicimi  predpismi ~ Ministerstva

zdravotnictva Slovenskej republiky najméd o

poziadavkach na klinické skiiSanie a spravnu

klinickl prax a na pracovisko, na ktorom sa
vykonava klinické skuSanie, nariadeniami,

smernicami a etickymi predpismi, a v zhode s

podmienkami a zdsadami stanovenymi:

a) v povoleni vydanom k vykonaniu
klinického  sktsania  Riadiacim
organom  apripadnymi  d’alSimi
intitGciami ~ ako  vyplyva =z

prislusnych ustanoveni tejto
Zmluvy;
b) v Protokole klinického skuSania a

vsetkych jeho dodatkoch vydanych
Novartisom a oznamenych Institucii,
ktoré sa takto stavaji sucastou
podmienok tejto Zmluvy. Zmenu,
poruSenie postupu ¢i odchylku od
Protokolu moéze vykonat len v
pripade, ze je nutné vylucit
okamzité nebezpecenstvo hroziace
Ucastnikovi, pric¢om je povinnost
tuto skutoc¢nost’ okamzite oznamit
Novartisu  akoukol'vek  formou,
pisomne vsak najneskor do 2 dni od
okamziku, kedy tato skutocnost
nastala, a v pripade ak to stanovuje
pravny predpis, zmluva alebo
Protokol, oznamit’ aj Etickej komisii
¢i Riadiacemu organu;

c) v inStrukcii Novartisu nazvanej
,,Prirucka pre skasajiiceho®
(Investigator’s Brochure)
obsahujticej vsetky v stcasnej dobe
zname informacie o produkte / lieku
pouzitom v klinickom skusani a jeho
vlastnostiach.  Prirucku  Novartis
odovzdal SkuSajuicemu abude ju
aktualizovat’ v periodicite
vyzadujucej  stavom  klinického
sktsania alebo stanovej pravnymi
predpismi. Prirucka bude pripojena k
dokumentacii klinického sktSania;

d) vSeobecnymi podmienkami
Novartisu (pokial’ ich Novartis vydal
a poskytol Institacii) o vykonavani
klinickych skusani, s vynimkou tych
podmienok, ktoré st modifikované
touto Zmluvou;

e) Spravnou klinickou praxou (GCP
ICH) a podmienkami
vychadzajucimi z Helsinskej
deklaracie. Spravna klinickd prax
(GCP ICH) oznacuje medzinarodné
smernice a zasady tykajuce sa
spravnej  klinickej praxe, ktoré

laws, in particular with the Healthcare Act,
Medicinal ~ Products Act, implementing
regulations of the Ministry of Health of the
Slovak Republic mainly with regard to the
requirements for clinical trials and good
clinical practice, and for the site, where the
clinical trial is to be conducted, 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 Governing
Body or any other institutions, as
prescribed by the relevant provisions
of this Agreement;

b) the Clinical trial Protocol and all
annexes thereto issued by Novartis
and communicated to the Institution,
which thus become part of the
conditions of this Agreement. They
are only allowed to make any
amendment, breach any procedure or
deviate from the Protocol 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 within 2 days from the
occurrence of the matter in writing,
and if prescribed by a legal
regulation, contract or Protocol, to
notify the FEthics Committee or
Governing Body as well;

c) an instruction issued by Novartis
entitled “Investigator’s Brochure”,
which contains all currently known
information on the
product/medication used in the
clinical trial and on its properties.
Novartis provided the Investigator
with the Brochure and shall
periodically update the Brochure as
required by the status of the clinical
trial or set out in the legal regulations.
The Brochure will be appended to the
clinical trial documents;

d) general terms and conditions of
Novartis (provided that Novartis has
issued them and submitted them to the
Institution) on the conduct of clinical
studies, except for the conditions
modified by this Agreement;

e) 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
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konkrétne ur¢il Novartis pre ucely
klinického skusania. V pripade, ze
neboli konkrétne stanovené, platia
tie zasady GCP ICH, ktoré boli
prijaté v krajine alebo v krajinach,
kde sa klinické skuSanie vykonava.

Helsinskd  deklardcia  oznacuje
najnovsiu verziu Helsinskej
deklaracie svetovej lekarskej
asociacie v Case vykonavania
klinického skusSania, vratane

vSetkych zmien uskuto¢nenych v
priebehu klinického skusania;

f) Konsolidovanou smernicou 0
spravnej klinicke;j praxi
Medzinarodnej konferencie 0

zosuladeni technickych poziadaviek
na registraciu  farmaceutik na
humanne pouZzitie a ostatnymi
vSeobecne  zaviznymi  pravnymi
predpismi a platnymi poziadavkami
spravnej klinickej praxe.

Novartis for the purposes of the
clinical trial. If they have not 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;

f) 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.

3.9. Dokumenty uvedené v <¢lanku 3.7 tejto 3.9. Documents listed in section 3.7 hereof are
Zmluvy su doverné a informacie o ich confidential and information on their content
obsahu mo6zu byt  poskytnut¢é len may only be provided to the staff at the
pracovnikom miesta vykonavania klinického clinical trial site which has been delegated or
skusSania poverenym ¢i menovanym podla ¢l. appointed in accordance with para. 3. hereof
3. tejto Zmluvy a organom a inStiticiam and to bodies and institutions listed in this
uvedenym  vtejto  Zmluve.  Povinné Agreement. Obligatory disclosure of the
zverejnenie Zmluvy sa nepovaZuje za Agreement shall be not considered as
poskytnutie dévernych informacii. Institicia providing confidential information. The
a Skusajuci potvrdzuju, Ze im boli poskytnuté Institution and Investigator acknowledge that
dokumenty uvedené v clanku 3.7. tejto they have received the documents listed in
Zmluvy s dostato¢nym predstihom para. 3.7. hereof well in advance and thus were
umoziujucim dokladné zozndmenie s tymito allowed to become fully familiar with such
dokumentmi. documents.

3.10.  Zodpovednost za styk a rokovanie s Etickou [3.10.  Unless agreed otherwise in this Agreement or
komisiou a Riadiacim orgdnom prebera by the Parties for a specific occasion, Novartis
v ramci tohto klinického skuSania Novartis, accepts responsibility for the liaison and
pokial nie je vtejto Zmluve alebo negotiations with the Ethics Committee and
zmluvnymi stranami dohodnuté Governing Body during this clinical trial.
v konkrétnom pripade inak. Uchovavanie Maintenance of documentation and reporting
dokumentacie a podéavanie sprav sa riadi are governed by this Agreement, annexes
touto Zmluvou, jej prilohami, dal$imi hereto and other documents to which this
dokumentmi, na ktor¢ Zmluva odkazuje, Agreement refers and generally binding
a vSeobecne zaviznymi predpismi. regulations.

3.11. Do klinického skiSania budi zaradeni 3.11.  Participants will be enrolled in the clinical trial
Utastnici v poétoch uréenych v Prilohe ¢.1 in the numbers set out in Annex No. 1 hereto.
tejto Zmluvy. Akakol'vek zmena v pocte Any change in the number of Participants
Ucastnikov musi byt vopred pisomne requires prior written approval by Novartis.
schvalend Novartisom.

3.12.  Zaradenie Ugastnikov do klinického skugania [3.12.  Enrolment of Participants in the clinical trial is

je mozné uskutocnit’ iba s ich
predchadzajicim pisomnym informovanym
suhlasom apo ich riadnom pouceni.
Zaradenie Ugastnikov do klinického skagania

only possible with their prior written informed
consent and after they had been properly
instructed. Enrolment of Participants in the
clinical trial is only possible after the identity

je mozné uskutocnit iba po overeni of the Participant and his/her legal capacity
totoznosti Ucastnika a jeho spdsobilosti na have been verified, in particular by means of
pravne ukony, ato najmd kontrolou checking the identity card of such Participant
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ob¢ianskeho preukazu Ugastnika a udajov
v nom uvedenych; tato skuto¢nost’ musi byt
vyznafena v informovanom sthlase
a zdrojovej dokumentacii. Vyziadanie
informovaného stthlasu od U¢astnikov musi
byt v stilade s etickymi principmi a spravnou
klinickou  praxou. Novartis  spracuje
a odovzda SkuSajucemu formular pisomného
informovaného  suhlasu  ucastnika  so
zaradenim do  klinického skuSania a
pisomného poucenia pre ucastnika, ktoré
budi  stcastou jedného  dokumentu.
Skusajtci a InStiticia sa zavdzuji pouzivat
tieto formulare poskytnuté Novartisom bez
akychkol'vek  odchylok  neschvalenych
Novartisom.

and data included therein; this fact must be
indicated in the Informed Consent Form and
source documentation. The informed consent
has to be obtained from the Participants in
accordance with ethical principles and good
clinical practice. Novartis shall process and
submit to the Investigator a draft form of
written informed consent with enrolment to
the clinical trial for the participant and a
written instruction form for the participant;
both forms may be included in a single
document. The Investigator and the Institution
undertake to use those forms provided by
Novartis without any differences not approved
by Novartis.

3.13.

Informovany sthlas musi U€astnik riadne
podpisat’ este pred vykonanim akéhokol'vek
vySetrenia suvisiaceho s klinickym skusanim.
Dokumenty podpisané Ugastnikmi  (pri
neplnoletych Utastnikoch a Ugastnikoch
nespdsobilych  k pravnym ukonom, ich
zékonnymi zastupcami) o ich pouceni a
suhlase musia byt ulozené v dokumentacii
o klinickom sktiSani vedenej Skusajliicim.

3.13.

The informed consent must be duly signed by
the Participant prior to performance of any
assessment in connection with the clinical
trial. Documents signed by the Participants (or
by their legal representatives in case of minor
participants and participants without legal
capacity) regarding their instruction and
consent must be kept in the clinical trial
documentation maintained by the Investigator.

3.14.

Po zaradeni Ucastnika su Skusajuci a
Institicia povinni informovat’ poskytovatel'a
zdravotnej  starostlivosti, s ktorym ma
Ucastnik uzatvoreni dohodu o poskytovani
zdravotnej starostlivosti, ze Ucastnik je
zaradeny do klinického skusania.

3.14.

After enrolment of the Participant, the
Investigator and the Institution are obliged to
inform the healthcare provider with whom the
Participant entered into the contract on
healthcare provision that the Participant is
enrolled in the clinical trial.

3.15.

Pokial’ Skusajuci zisti v priebehu klinického
sktiania, ze Ugastnik zaradeny do klinického
skasania nevyhovuje kritéridm, bude o tom
Skusajuci  alebo  InStitucia  okamzite
informovat’ pisomne, formou doporuc¢eného
listu doru¢eného do vlastnych rik zastupcovi
Novartisu uvedeného v zahlavi tejto Zmluvy,
a po dohode s nim Ucastnika z priebehu
klinického sktsania vyradi.

3.15.

If during the clinical trial, the Investigator
finds out that a Participant enrolled in the
clinical trial does not meet the relevant
criteria, the Investigator or the Institution will
immediately notify of such fact in writing, by
means of a registered letter delivered to the
attention of the representative of Novartis
listed in the heading of this Agreement, and
upon agreement with the representative
exclude such Participant from the clinical trial.

3.16.

Novartis nebude vyzadovat od Institicie
alebo Skusajiceho, ani od ziadneho ¢lena ich
personalu, aby konal alebo sa podielal na
¢innosti, ktord je v rozpore so zakonmi
Slovenskej republiky alebo v rozpore s
lekérskou etikou.

3.16.

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

3.17.

V suvislosti s klinickym skuSanim sa pred
zaciatkom klinického skuSania ako aj pocas
jeho realizacie uskutoCfiujii investigatorské
mitingy, na ktorych sa oboznamuju doélezité
farmakologické, toxikologické a klinické
informacie, ktoré su potrebné pre spravne
naplanovanie a  vykonanie klinického
skusania, a zucastnené osoby sa pripravuji

3.17.

In connection with the clinical trial,
investigator meetings take place prior to the
commencement of the clinical trial as well as
during its conduct, in order to share important
pharmacological, toxicological and clinical
information needed for correct planning and
conduct of the clinical trial, and participants
are preparing for and get trained with regard to

askolia odanom klinickom  skuSani, the particular clinical trial, important
doélezitych priebeznych okolnostiach continuous circumstances and information and
a informéaciach a postupoch v danom procedures used in the particular clinical trial
klinickom skusani (dalej len (hereinafter as the “Investigator Meetings”).

Zmluva o klinickom skusani — verzia 21.12.2016
Novartis / Narodny Ustav reumatickych choréb
Protokol €.: CAIN457Q12301

11/55




LInvestigatorské  mitingy”). Vzhladom
ktomu, ze Investigatorské mitingy su
sucastou klinického skuSania, Skusajuci
(resp. dohodnuty ¢len skasobného timu) sa
bude ztcastiiovat’ Investigatorskych mitingov
podla pokynov Novartisu. Ugast na
Investigatorskom mitingu bude realizovana
vzdy na zaklade pokynov (napr. miesto, ¢as,
sposob, atd’.) alen so sthlasom Novartisu.
Utast’ na Investigatorskom mitingu sa d’alej
spravuje podmienkami organizatora
Investigatorského mitingu. Naklady stvisiace
s ucastou Skusajiiceho (resp. dohodnutého
¢lena skuSobného timu) na Investigatorskom
mitingu nahradi Novartis v rozsahu aza
podmienok stanovenych v Prilohe ¢.2 tejto
Zmluvy. Skusajuci (resp. dohodnuty Cclen
skasobného timu) sa zucastiiuje
Investigatorského mitingu bezodplatne, t.j. za
ucast na  Investigatorskom — mitingu
neprislicha SkuSajicemu Zziadna odmena.
Odmenovanie Institacie v suvislosti
sucastou Skusajuceho (resp. dohodnuého
¢len skuSobného timu) na Investigatorskom
mitingu je rieSsené a celé zahrnuté
v odmenovani za  odborné  cCinnosti
poskytnuté pri realizacii klinického skusania
podla podmienok tejto Zmluvy. Vsetky
ustanovenia tejto Zmluvy, vratane zavizku
mlcanlivosti, vlastnickeho prava, publikacie,
vysledky cCinnosti aich pouzitie a ochrana,
prava dusevného a priemyselného
vlastnictva, ochrana osobnych udajov, sa
rovnako vztahuju na pravne vzt'ahy stvisiace
sucastou na Investigatorskom mitingu.
V pripade, Zze Investigatorsky miting sa
uskutocnil este pred podpisom tejto Zmluvy
s ucastou Skusajiiceho (resp. dohodnutého
Clena skusobného timu), zmluvné strany
zhodne konStatuju, ze ustanovenia tejto
Zmluvy sa vztahuju aj na prdvne vztahy
suvisiace s ucastou na takomto
Investigatorskom mitingu.

As Investigator Meetings are part of the
clinical trial, the Investigator (or approved
member of the Investigator’s team) shall
attend such Investigator Meetings as instructed
by Novartis. Participation at the Investigator
Meeting will always be in accordance with the
instructions (e.g. venue, time, method, etc.)
and only with the consent of Novartis.
Participation at the Investigator Meeting is
further governed by the conditions of the
organizer of the Investigator Meeting. Costs
associated with the participation of the
Investigator (or approved member of the
Investigator’s team) in the Investigator
Meeting shall be reimbursed by Novartis in the
scope and under conditions stipulated in
Annex No. 2 hereto. The Investigator (event.
the approved member of the Investigator's
team) attends the Investigator Meeting without
receiving any payment, i.e. the Investigator is
not entitled to any remuneration for the
participation in the Investigator Meeting.
Rewards for the Institution in relation with the
participation of the Investigator (event. the
approved member of the Investigator's team)
in the Investigator Meeting are provided and
included in their entirety in the remuneration
for professional activities provided in the
course of clinical trial pursuant to the
conditions of this Agreement. All provisions
of this Agreement, including the obligation of
confidentiality, ownership right, publications,
results of the activity and their use and
protection, intellectual and industrial property
rights, personal data protection pertain equally
to legal relations associated with the
participation at the Investigator Meeting. In
case the Investigator Meeting took place
before this Agreement was signed and the
Investigator (or agreed member of the
Investigator’s team) attended the meeting, the
Parties jointly state that the provisions of this
Agreement also apply to the legal relations
associated with the participation in such
Investigator Meeting.

3.18. Institucia a SkuSajici vyhlasujii a Novartisu sa
zavazuju, ze pocas trvania klinického skuSania
vykonavaného podla Protokolu atejto Zmluvy
zabezpeCia moznost odslepenia  Subjektov
hodnotenia kedykol'vek, to znamena 24 hodin
denne, 7 dni vtyzdni, tak ako to vyzaduje
Protokol. Za tymto ucelom poskytnu Subjektom
hodnotenia telefonicky kontakt na Skusajuceho
ana prisluSny personal Institucie, ktory sa bude
podiel'at na vykonéavani klinického sktSania
podl’a tejto Zmluvy, priCom na tychto telefénnych
Cislach bude 24 hodin denne a7 dni v tyzdni
zastihnutel'n4 aspon jedna z uvedenych osob.

3.18.

The Institution and the Investigator represent
and undertake that they shall ensure the
possibility of the unblinding of Study Subjects
in the course of the clinical trial under the
Protocol and this Agreement at any time, that
means 24 hours a day, 7 days a week, as
required by the Protocol. For this purpose,
they shall provide Study Subjects with
telephone contacts to the Investigator and to
the relevant staff of the Institution
participating in the clinical trial under this
Agreement with at least one of these persons
being available on these telephone numbers 24
hours a day, 7 days a week.
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4. Medicinske produkty a Material na klinické

4. Medicinal Products and Material for the Clinical

skuSanie Trial

4.1. Medicinsky produkt (d’alej ako ,,Medicinsky {4.1. A  medicinal product (hereinafter the
produkt®) oznacuje vsetky produkty alebo “Medicinal Product”) means all products or
liecky vratane placeba, ktoré sa podavaju medicines including placebo, which are
Ucastnikom v priebehu klinického skusania, administered to the Participants in the course
a tiez prostriedky na Specidlne spdsoby of the clinical trial, as well as instruments for
podéavania tych istych produktov alebo special methods of administration of the same
liekov, potrebné na vykonanie klinického products or medicines, which are needed for
skiiSania, ktoré bezplatne dodava alebo the conduct of the clinical trial and which are
zabezpecCuje Novartis. supplied or ensured by Novartis free of charge.

4.2. Material na klinické skusanie (dalej ako @4.2. Material for the clinical trial (hereinafter the
»Material“)  oznaCuje  vSetok  ostatny “Material”’) mean any other material, facilities
material, zariadenia a pomocky potrebné na and aids necessary for the conduct of the
vykonanie  klinického  skiSania, ktoré clinical trial, which are supplied or ensured by
bezplatne dodava alebo  zabezpecuje Novartis free of charge.

Novartis.

4.3. Novartis  zabezpeci, aby bol vsetok @.3. Novartis shall ensure that all Medicinal
Medicinsky ~ produkt  vyrobeny  alebo Products are manufactured or prepared in
pripraveny v stlade so zasadami spravnej accordance with the principles of good
vyrobnej praxe. Medicinsky produkt bude manufacturing  practice. The Medicinal
zabaleny a oznaCeny spdsobom, ktory Product shall be packed and labelled in a
zodpoveda charakteru klinického skuSania a manner which corresponds with the nature of
platnym predpisom abude dodany v the clinical trial and valid regulations and shall
mnozstve a v case, ktoré st nevyhnutne be supplied in amounts and at the time as
potrebné na to, aby umoznili Institicii alebo inevitable to allow the Institution or
Skusajicemu vykonat' klinické sktsanie v Investigator to conduct the clinical trial in
sulade so Zmluvou a Protokolom. accordance with the Agreement and Protocol.

44. Ak Institicia ma zriadenu lekaren v areéali {4.4. If the Institution has its pharmacy at the site
pracoviska (centra) alebo na pracovisku ma (centre) or has conditions for maintenance of
vytvorené podmienky uvedené v Protokole the investigational product per Protocol at its
pre uchovavanie skusaného lieku, vykona site, it shall maintain the Medicinal Products
skladovanie Medicinskych produktov (investigational product or medicine) in such
(skusany produkt alebo liek) v tejto lekarni pharmacy or at such appropriate site. Novartis
resp. na tomto vhodnom pracovisku. Novartis is obliged to ensure delivery of the Medicinal
je povinny zabezpecit' dodanie Medicinskych Products (investigational product or medicine)
produktov (skusany produkt alebo liek) do to such pharmacy, respectively at the
tejto lekarne resp. na toto vhodné pracovisko appropriate workplace for safe keeping. The
na  bezpetné uchovavanie. InStitucia Institution will ensure continuous supply of
zabezpeéi plynuly prisun Medicinskeho Medicinal Product to the Investigator, so that
produktu SkuSajicemu tak, aby mohol he will be able to conduct the clinical trial in
vykonat' klinické skusSanie v sulade so accordance with the Agreement. The
Zmluvou. Institacia a Skdsajici sa zavézuji Institution and Investigator undertake to treat
s Medicinskym  produktom  zaobchadzat the Medicinal Product in accordance with the
v sulade spokynmi vyrobcu a Novartisu manufacturer's instructions and Novartis and
a pouzit’ ho vyhradne spésobom predpisanym use it only in the manner prescribed in the
v Protokole. Novartis sa zavizuje, ZzZe Protocol. Novartis undertakes to carry out the
zabezpeCi bezplatne zaskolenie pracovnika training of the hospital pharmacy staff of the
nemocnicnej lekarne Institicie za tucelom Institution free of charge, in order to ensure
zabezpeCenia  uchovania  Medicinskeho the preservation of Medicinal Product
produktu (sktisaného produktu/lieku) v sulade (Investigational product / medicine) in
s Protokolom a  SkuSajici  zabezpedi accordance with the Protocol, and Investigator
bezpecni  manipuléciu s Medicinskym ensures safe handling of the Medicinal Product
produktom a jeho spravne uchovavanie. and its proper storage.

4.5. Skusajici bude viest presné a aktualne @4.5. The Investigator shall keep exact and up-to-

zaznamy o vSetkom Medicinskom produkte,
ktory dostal, a tiez presnu evidenciu, najmi
skiiSanych produktov alebo liekov, ktoré
pouzil alebo vydal, s uvedenim datumu,

date records on all Medicinal Products that
he/she received and well as exact records in
particular of investigational products or
medicines which he/she used or dispensed,
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druhu amnozstva vydanych a pouzitych
produktov alebo liekov, a s uvedenim osdb
alebo Ucastnikov, ktorym boli tieto produkty
alebo lieky vydané alebo podané, aby bolo
mozné kedykol'vek spitne dohladat’ pouzitie
kazdého balenia, a na poziadanie Novartisu
alebo opravnenych Statnych alebo
zahrani€nych  organov  tato  evidenciu
spristupnit’. V pripade, ak sa to pri klinickom
skusani vyzaduje, mézu byt udaje tykajuce sa
Ugastnikov zaznamenané v kodovanej forme.

indicating the date, type and amount of
dispensed and used products or medicines as
well as persons or Participants to whom these
products or medicines have been dispensed or
administered, so that the use of each package
can be traced back any time, and make such
records available upon request by Novartis or
competent state or foreign authorities. If
required during the clinical trial, the data
regarding Participants can be reported in
encoded form.

4.6. Novartis méze poskytnit’ Institicii Material 4.6. Novartis may provide the Institution with
potrebny k vykonaniu klinického skusania Material necessary for the conduct of the
alebo suvisiaci s vykonavanim klinického clinical trial or associated with the conduct of
skuSania na zaklade svojho rozhodnutia za the clinical trial at its discretion in order to
ucelom  vCasnej ariadnej  realizacie ensure early and proper conduct of the clinical
klinického skuSania. Aj v takomto pripade trial. Even then Novartis, event. the Sponsor or
vlastnikom poskytnutého Materialu vzdy their affiliated persons, whoever disposes of
ostdva Novartis, resp. Zadavatel' alebo ich the Material, shall at all times remain the
pridruzené osoby, podla toho, v koho owner of Material so provided.
vlastnictve sa Material nachadza.

4.7. V pripade poskytnutia Materialu podl'a bodu @4.7. In case the Material is provided pursuant to
4.6, Institicia je opravnena Material uzivat para. 4.6, the Institution is entitled to use the
riadne v sulade sucelom, na ktory obvykle Material in a proper manner and in accordance
sluzi, pre potreby organizacného utvaru with the purpose which they usually serve, for
(centrum) vykonavajuceho klinické skusanie the needs of the organizational body (centre)
podla tejto Zmluvy, zabezpecit riadnu performing the clinical trial according to this
starostlivost’ podl'a navodu na pouzivanie a Agreement, to ensure proper care according to
predpisov vyrobcov, chranit’ pred the instructions for use and regulations of the
akymkol'vek poskodenim, stratou, manufacturers and to protect them from any
odcudzenim alebo zniCenim. InStiticia damage, loss, theft or destruction. The
zodpovedda za  poSkodenie = Materialu Institution is responsible for damage of the
sposobené poruSenim pravnych povinnosti Material caused by violation of the legal
Institicie, najmd vzniknut¢é neodbornym obligations of the Institution, mainly caused by
aneSetrnym zaobchadzanim s vypozicanym improper and careless handling of borrowed
Materidlom alebo v rozpore snavodom na Material or contrary to the instructions for use
pouzivanie alebo predpismi vyrobcov, ako aj or prescribed by the manufacturer, as well as
za  stratu, znienie ¢i  odcudzenie for the loss, destruction or theft of borrowed
zapozicaného Materialu. Institacia Material. The Institution is not responsible
nezodpovedd najmid za vady a poSkodenia mainly for defects and damage caused by the
vzniknuté prirodzenym starnutim natural aging and wear of the Material or its
a opotrebovanim Materidlu alebo vlastnou own internal defects. Novartis is not
vnatornou chybou Materidlu. Novartis responsible for any damage that might arise to
nenesie zodpovednost’ za akékol'vek skody, the Institution in connection with the decision
ktoré by mohli vzniknut’ Institicii v suvislosti of the Institution in the case of using Material
s rozhodnutim InStitdcie v pripade pouzitia contrary to this Agreement, contrary with
Materidlu  vrozpore stouto Zmluvou, instructions for use or contrary to the
snavodom na pouzivanie alebo predpismi specifications of the manufacturer. Novartis
vyrobcov. Novartis bude na vlastné naklady will be at their own cost provide service
zabezpecovat’ vyrobcom predpisané servisné inspections prescribed by the manufacturer of
prehliadky vypozi¢aného Materialu. Pokial the borrowed Material. Unless otherwise
nie je zmluvnymi stranami vyslovne expressly agreed by the Parties, Novartis shall
dohodnuté inak, poskytnutie Materialu provide Material under this Agreement free of
Novartisom podla tejto Zmluvy je charge.
bezodplatné.

4.8. Odovzdanie Materialu Institicii podl'a bodu @4.8. The submission of the Material to Institution

4.6 potvrdi Novartis a InStitucia vo forme
podpisaného Protokolu o odovzdani
a prevzati veci, ktory bude obsahovat’ aspon

under point 4.6 confirms Novartis and
Institution in the form of signed Protocol on
handover and acceptance of things which will
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$pecifikaciu  odovzdaného Materialu (typ,
vyrobca, vyrobné ¢islo, iné), mnoZzstvo,
hodnota Materialu, jeho stav (nové alebo
pouzivané), dokumenticia odovzdavana
spolu s Materidlom, datum a podpisy
odovzdavajuceho a preberajuceho; Novartis
a InStiticia sa dohodli, Ze na podpis
Protokolu o odovzdani a prevzati veci podla
tejto vety st opravneni vich mene aj ich
veduci zamestnanci, ktori budi povereni
vykonavanim uloh suvisiacich s klinickym
skuSanim, priCom za InStitGiciu moze
podpisovat’ aj SkuSajici aza Novartis aj
urCeny monitor. V pripade, Ze Protokol
0 odovzdani a prevzati veci bude obsahovat
s ohladom na podmienky upravené v tejto
Zmluve aj dodato¢né podmienky alebo
prehlasenia  tykajice  sa  poskytnutia
konkrétneho Materialu, Novartis aj Institucia
suhlasia, ze takéto podmienky sa budl
povazovat’ za platne dohodnuté aj v pripade,
ze Protokol o odovzdani a prevzati veci
podpise vich mene niektora z o0sbéb
opravnenych v zmysle prvej vety tohto bodu.
Dokumentacia odovzdavana spolu
s Materialom bude predstavovat navod na
pouzitie v slovenskom alebo ¢eskom jazyku,
pripadne iné predpisy vyrobcu na jeho
uzivanie, udrzbu aservis, ktorymi je
Institicia povinna sa riadit, av pripade
zdravotechniky aj vyhlasenie o zhode alebo
certifikat s registratnym  &islom SUKL.
V pripade zdravotechniky, ktorej uzivanie nie
je bezné na zéklade navodu na uzivanie,
Novartis bezodplatne vykona zaskolenie
pracovnikov Institicie, o ¢om bude spisany
Protokol o zaskoleni, ktory bude obsahovat
aspon Specifikdciu odovzdaného Materidlu
a identifikaciu  zaSkolenych o0s6b, datum
a podpisy za Novartis, Institiciu
a zaSkolenych o0s6b. Institicia je povinna
zabezpecCit' potrebnu sucinnost’ k odovzdaniu
a zaskoleniu. Institucia je povinna zabezpecit
oznaCenie Materialu ako veci, ktora
vlastnicky patri Novartisu.  Poskytnutie
Materidlu podla tejto Zmluvy zo strany
Novartis nie je podnecovanim  pre
odporucanie, predpisovanie, ktpu,
dodavanie, predaj alebo podavanie liekov
a poskytnutie Materidlu nie je podmienené
predpisanim ¢i uzivanim akéhokol'vek lieku
¢i akymkol'vek inym plnenim alebo konanim
zo strany Institiicie alebo Skusajtiiceho.

include at least the specification of the
submitted Material (type, manufacturer, serial
number, etc.), quantity, value of the Material,
its condition (new or used), documentation
submitted together with the Material, date and
signatures by the transferor and recipient;
Novartis and the Institution hereby agree that,
on their behalf, also their managers in charge
of performing the duties related to the clinical
trial are entitled to sign the Protocol on
handover and acceptance of things, whereby
for the Institution, also the Investigator is
entitled to sign and for Novartis, also the
designated monitor is entitled to sign. In case
the Protocol on handover and acceptance of
things includes, with regard to conditions
stipulated in this Agreement, also any
additional conditions or representations related
to provision of a certain Material, Novartis and
the Institution agree, that such conditions shall
be considered as validly agreed even where the
Protocol on handover and acceptance of things
is signed on their behalf by any of the
authorised persons according to the fist
sentence of this paragraph. The documentation
submitted together with the Material will
constitute instructions for use in Slovak or
Czech language or other instructions of the
manufacturer for the use, maintenance and
service, which the Institution is obliged to
follow, and in the case of sanitary also
declaration of conformity or certificate with
registration number of SIDC. For sanitary
technology whose use is not common on the
basis of the instructions for use, Novartis will
carry out the staff training of the Institution
free of charge, what will be drawn up the
Protocol of the training, which will include at
least the specification of the submitted
Material and the identification of trained
persons, dates and signatures for Novartis,
Institution and trained persons. The Institution
is obliged to provide necessary cooperation in
the submission and training. The Institution is
obliged to ensure to mark the Material as
Novartis ownership. Provision of the Material
under this Agreement by Novartis does not
represent any motivation to recommend,
prescribe, purchase, supply, sale or
administrate the medicinal products and the
provision of the Material is not conditioned by
prescription or use of any medicinal product or
another consideration or conduct by the
Institution or the Investigator.

4.9.

Institicia a SkuSajici nepouzije Medicinske
produkty, Material, Dokumentaciu Stadie
a Stuvisiacu dokumentéciu na ziadny iny ucel
okrem vykonavania klinického skuSania
a bez predchadzajiceho pisomného suhlasu

4.9.

The Institution and Investigator shall not use
Medicinal Products, Material, Trial
Documentation and Related Documentation
for any purpose other than conduct of the
clinical trial and shall not make the Medicinal
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Novartisu nedd Medicinske  produkty,
Material, Dokumentaciu S$tadie a Stvisiacu
dokumentaciu  k dispozicii ziadnej tretej
strane okrem tych, ktoré si uvedené
v Protokole alebo tejto Zmluve.

Products, Material, Trial Documentation and
Related Documentation available to any third
party except those listed in the Protocol or the
Agreement, without the prior written consent
of Novartis.

4.10.

Po ukonceni klinického skuSania vrati
Institdcia /  SkdSajici  vSetok zvysny
Medicinsky produkt Novartisu a poda
vysvetlenie (ak sa to vyzaduje, pisomne)
ohl'adom mnozstva a druhu Medicinskeho
produktu, ktory bol zniceny alebo chyba. Ak
sa tak nestane, Novartis je opravneny
vyuctovat’ Institacii naklady na vSetok
Medicinsky produkt, ktory podla
podpisaného protokolu o jeho odovzdani a
prevzati nebol pouzity v sulade s touto
Zmluvou alebo nebol vrateny Novartisu. Tym
nebude dotknuta akakolvek ind pravna
zodpovednost’ InStiticie za neopravnené
nakladanie s Medicinskym produktom
a spdsobenu Skodu.

4.10.

After completion of the clinical trial, the
Institution/Investigator ~ shall return any
remaining Medicinal Products to Novartis with
the explanation (in writing, if so required) of
the amount and type of the Medicinal Products
that have been destroyed or are missing. If this
does not happen, Novartis is entitled to charge
the Institution for the costs of all Medicinal
Products that pursuant to the signed protocol
on their handover and takeover protocol have
not been used in accordance with this
Agreement or have not been returned to
Novartis. This is without prejudice to any
other legal responsibility of the Institution for
any improper handling of the Medicinal
Product and for any caused damage.

4.11.

V pripade poskytnutia Materialu podl'a bodu
4.6 je tento poskytnuty maximalne na dobu
trvania klinického sktsania. Ak bude mat’
Novartis  odovodneni  pochybnost, ze
Material poskytnuty podla bodu 4.6 C¢i
akakol'vek jeho cast' boli pouzité na iné
ucely, nez tie, ktoré st uvedené v tejto
Zmluve, je opravneny poziadat Institaciu o
spravu a dokazy o pouziti Materidlu. V
pripade, ze InStiticia nepreukaze Novartisu
pozadované do 20 dni po obdrzani takejto
vyzvy, ma sa za to, ze Material bol pouzity v
rozpore s touto Zmluvou. InStitucia je
povinna Material poskytnuty podl'a bodu 4.6
vratit, ak ju nepouziva riadne alebo ju uziva
v rozpore s touto Zmluvou alebo v rozpore
s celom a podmienkami dohodnutymi v tejto
Zmluve, alebo ak oto Novartis poziada,
vlehote 10 dni. InStiticia sa zavizuje
Material vratit Novartisu v rovnakom stave,
kvalite avrovnakom zlozeni ako ho
prevzala, sprihliadnutim na  obvyklé
opotrebenie. Ak sa tak nestane, Novartis je
opravneny  vyuctovat  InStitGcii  cenu
a naklady na poskytnuty Material podl'a bodu
4.6 nevraten¢ho vuvedenej lehote. Tym
nebude dotknutd akékol'vek ind pravna
zodpovednost’ Institicie za neopravnené
nakladanie s Materidlom a spdsobenu Skodu.

4.11.

In case of provision of Material according to
para. 4.6, the Material is provided for a period
of the clinical trial at the most. If Novartis
reasonably suspects that the Material provided
in accordance with para. 4.6 or any part of it
have been used for other purposes than those
listed in this Agreement, it is entitled to
request that the Institution provides a report
and evidence regarding the use of the Material.
If the Institution fails to do so within 20 days
after having received such request, it shall be
deemed that the Material has been used in
conflict with this Agreement. The Institution is
obliged to return the Material provided
pursuant to para. 4.6 within 10 days, if not
used properly or used in conflict with this
Agreement or purpose and conditions herein
agreed, or if so requested by Novartis. The
Institution undertakes to return the Material to
Novartis in the same condition, quality and
composition as when taken over, taking into
account regular wear and tear. If this does not
happen, Novartis shall be entitled to charge the
Institution the price and costs of Material
provided pursuant to para. 4.6 which have not
been returned during prescribed period. This is
without prejudice to any other legal
responsibility of the Institution for any
improper handling of the Material and for any
caused damage.

5. Kontrola klinického sku$ania

5. Inspections of the Clinical Trial

5.1.

Novartis alebo CRO (ak existuje) poveria
dostato¢ne kvalifikovanti osobu alebo osoby
monitorovanim (vykonavanim dohladu) nad
klinickym skusanim a tizkou spolupracou so
Skusajucim.

5.1.

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

5.2.

Institacia a SkuSajuci budi spolupracovat’ s
Novartisom a s kvalifikovanymi osobami,

5.2.

The Institution and Investigator shall
cooperate with Novartis and qualified persons
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ktoré poveril Novartis alebo CRO (ak
existuje), za ucelom monitorovania alebo

vykonavania dohladu nad priebehom
klinického skusania v sulade s platnymi
predpismi azasadami Spravnej klinickej

praxe. Institucia a SkuSajuci predovsetkym
zabezpecia alebo poskytni kazdej z tychto
0s0b pristup na vSetky pracoviska, na ktorych
sa klinické skusanie vykonava, a ku vSetkym
zaznamom, ktoré sa uchovavaji pre potreby
klinického skusSania, za ucelom preverovania,
kontroly a kopirovania udajov a dokumentov.
V miere, v ktorej mu to pravne predpisy
dovol'uji, im umoznia pristup ku vSetkym
zaznamom tykajucich sa klinického skusania,
vratane Ucastnikov v rozsahu ich tgasti
v klinickom sku$ani, a ich kontrolu.

appointed by Novartis or CRO (if any) in
order to monitor or oversee the course of the
clinical trial in accordance with valid
regulations and principles of good clinical
practice. The Institution and Investigator shall
in particular ensure or provide to each of such
persons access to all sites where the clinical
trial is conducted and to all records maintained
for the needs of the clinical trial, in order to
verify, inspect and copy the data and
documents. To the extent allowed by legal
regulations, they shall allow such persons
access to all records related to the clinical trial,
including the Participants in the extent of their
participation in the clinical trial, and their
control.

5.3. Institicia  umozni  audit  dodrziavania [5.3. The Institution shall allow auditing the
Protokolu a zasad Spravnej klinickej praxe na observance of the Protocol and principles of
pracovisku a v jeho priestoroch skladovania good clinical practice at the site and its
Materialu ¢i uz auditormi Novartisu alebo premises where the Material is kept, either by
predstavitel'mi Riadiaceho organu the auditors of Novartis or representatives of
ktorejkol'vek krajiny, kde sa uvazuje the Governing Body of any country where
o registracii skasané¢ho produktu alebo kde je registration of the investigational product is
registrovany skusany liek, a to aj po skonceni contemplated or where the investigational
platnosti tejto Zmluvy. Institicia vytvori product is registered, and that even after
auditorom podmienky na vykonanie auditu. expiry of this Agreement. The Institution shall

create conditions for the auditors to enable
them the performance of audit.

5.4. Institicia a SkuaSajuci  buda  Novartis [5.4. The Institution and Investigator shall inform
okamzite informovat v pripade, ze Novartis immediately, if any competent
kompetentny  dozorny  organ  planuje, supervising authority plans an inspection or
pripadne uz neplanovane zac¢ne, vykonavanie starts any unplanned inspection and shall
inSpekcie a poskytni Novartisu képie provide Novartis with copies of any
akychkol'vek  pisomnosti vypracovanych documents elaborated by the supervising
dozornym organom, ktord je vysledkom authority, which result from such inspection,
takejto inSpekcie, a to ihned’ po jej obdrzani. immediately after they have obtained such

documents.

5.5. Institacia a Skusajuci sa zavdzuju uskutocnit’ |5.5. The Institution and Investigator undertake to
akékol'vek primerané kroky vyzadované zo take any appropriate steps required by
strany Novartisu za ucelom odstranenia Novartis in order to remove any deficiencies
nedostatkov zistenych pocas auditu alebo discovered during the audit or inspection. At
inSpekcie. Novartis bude mat’ zaroven pravo the same time, Novartis shall have the right to
preskimatt a  odsthlasit  akékol'vek inspect and approve any documents intended
pisomnosti urcené kompetentnému for the competent supervising authority, which
dozornému organu vypracované v reakcii na have been prepared in response to an
inSpekciu  zo strany takéhoto dozorného inspection by such supervising authority,
organu, a to predtym ako takto pisomnost’ before the Institution or Investigator submit
Institacia alebo Skusajtici tomuto dozornému such document to the supervising authority.
organu predloZi.

6. Dokumenticia a suc¢innost’ 6. Documentation and Collaboration
6.1. Pokial' sa nedohodlo inak, vSetky zaznamy, (6.1. Unless agreed otherwise, all records required

pri ktorych Novartis alebo CRO vyzaduje,
aby im boli predlozené SkuSajucim alebo
Institdciou, budi mat’ formu, ktort stanovi
Novartis. Skusajuci a Institicia budu dbat’ na
to, aby zdznamy boli vyplnené kompletne a v
sulade s Protokolom. Kazdi sprdvu musi

from the Investigator or the Institution by
Novartis or CRO shall have the form
prescribed by Novartis. The Investigator and
the Institution shall ensure that the records are
filled out completely and in accordance with
the Protocol. Each report must be approved
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Skusajici  schvalit a podpisat. Toto
schvalenie sa nema bezdovodne zdrziavat.
Institicia vyhlasuje, ze vSetky CRF zadznamy
predlozené Novartisu budil pravdivé, Gplné
aspravne, aze budi presne vyjadrovat
vysledky klinického skusania. InStiticia na
poziadanie predlozi tieto zdznamy alebo ich
koépie Novartisu alebo Riadiacemu orgéanu.
Tieto zaznamy maji v primeranej miere
doverny charakter.

and signed by the Investigator. Such approval
should not be unreasonably withheld. The
Institution declares, that all CRF records
submitted to Novartis shall be truthful,
complete and correct and that they exactly
reflect the results of the clinical trial. Upon
request, the Institution shall submit such
records or their copies to Novartis or
Governing Body. These records are
confidential in nature, as appropriate.

6.2. Skusajuci zaisti spravne, Uplné, Citatelné a |6.2. The Investigator shall ensure correct,
v€asné zaznamendvanie udajov opatrené complete, legible and timely recording of data,
prislusSnym  datumom a podpisom v accompanied by the relevant date and
ziznamoch  Ucastnikova vo  vsetkych signature, in the records of the Participant and
poskytovanych spravach (,,Dokumentacia all submitted  reports (the “Trial
Studie®). Documentation”).

6.3. Institacia a Skusajuci sa zavdzuju, Ze budu [6.3. The Institution and Investigator undertake that
Novartisu pravidelne a vcas poskytovat they will regularly and timely provide
vsetky vysledky klinického skuSania a d’alSie Novartis with all results of the clinical trial
udaje pozadované na zdklade Protokolu and other data required based on the Protocol
(,idaje”), a to prostrednictvom riadne (the “Data”), via properly filled case report
vyplnenych  zaznamov  Ugastnikov (v forms of Participants (in written or electronic
pisomnej alebo elektronickej forme — CRF form — CRF forms). The Institution and
zéznamy). Institacia a Skusajlci sa zavizuju, Investigator undertake to produce the CRF
ze budu vytvarat’ CRF zaznamy do 5 dni od forms within 5 days after the visit set out in
uskutocnenia navstevy stanovene;j the Protocol.

Protokolom.

6.4. Institacia ~ zabezpedi, aby Skusajuci [6.4. The Institution shall ensure that the
uchovaval kompletné lekarske zaznamy Investigator maintains complete medical
o Utastnikoch a identifikacné kody records on Participants and identification
Ucastnikov po dobu najmenej 20 (dvadsat) codes of the Participants for a period of at least
rokov od ukoncenia klinického sktSania 20 (twenty) years from the completion of the
alebo po dlhsiu dobu, na ktorej sa vzajomne clinical trial, or for such longer period which
dohodne s Novartisom. Po rovnaku dobu shall be mutually agreed with Novartis. For
Institicia zabezpeci uchovavanie zdravotnej the same period, the Institution shall ensure
dokumentacie Ugastnikov a ostatnych maintenance of the medical records of the
zékladnych udajov klinického skuSania tak, Participants and other basic data of the clinical
aby sa dokumentacia v plnom rozsahu trial so that the documentation is fully retained
zachovala a bola Citatelna pocas celej doby and legible during the entire maintenance
ulozenia aaby sa mohla na poziadanie period and can be provided to relevant
poskytnit prislusnym organom  na authorities for verification and assessment, if
overovanie a hodnotenie. so requested.

6.5. V pripade, ze v priebehu klinického sktisania |6.5. If in the course of the clinical trial Novartis
Novartis ziska délezité informacie (napriklad obtains important information (for example
informacie tykajtice sa zévaznych information on serious adverse reactions)
neziaducich uc¢inkov), ktoré sa opravnene which is reasonably considered information
povazuju za informdcie, ktoré by mohli that might influence the decision-making of
ovplyvnit’ rozhodovanie Etickej komisie pri the Ethics Committee when issuing the
vydavani stanoviska k etike klinického statement on the ethics of the clinical trial (if
skusania (ak by boli tieto informécie such information was available at the time of
dostupné v case prijatia rozhodnutia), decision-making), it shall immediately notify
bezodkladne oznami tieto  skutocnosti the Investigator of such matters, directly or
Skusajicemu priamo alebo prostrednictvom through CRO (if any), and the Investigator
CRO (ak existuje), ktory predlozi tieto shall submit such information to the Ethics
informécie Etickej komisii. Committee.

6.6. V spolupraci so Skusajucim, alebo inym [6.6. Novartis, in cooperation with the Investigator

dohodnutym spdsobom, Novartis poskytne
udaje o vSetkych zavaznych neziaducich
ucCinkoch Etickej komisii a Riadiacemu

or in any other agreed manner, shall provide
the data on all serious adverse effects to the
Ethics Committee and the Governing Body
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organu, ktory povoluje a kontroluje
vykonavanie klinického skuSania, alebo na
poziadanie = aj  zdravotnej  poistovni
vykonavajucej verejné zdravotné poistenie
Ucastnika, a spolu so Skusajucim uskutoéni
opatrenia, ktoré je potrebné vykonat za
G¢elom ochrany Ugastnikov vystavenych
riziku. Oznamovacie povinnosti Skusajuceho
vocCi prislusnej zdravotnej poistovni podla §
44 Zéikona o liekoch tymto nie su nijako
dotknuté.

which permits and inspects the conduct of the
clinical trial, or upon request also to the health
insurance company which provides public
health insurance to the Participant, and
together with the Investigator shall take
measures necessary to protect the Participants
who are exposed to risk. This is without any
prejudice to reporting obligations of the
Investigator towards the pertinent health
insurance company under Section 44 of the
Medicinal Products Act.

6.7. Institicia zabezpeci, aby Skusajuci oznamil |6.7. The Institution shall ensure that the
Novartisu a Etickej komisii vSetky dolezité Investigator notifies Novartis and the Ethics
informacie uvedené v ¢lanku 6.5, ktoré zisti v Committee of all important information listed
priebehu  klinického sktSania. Sucasne in para. 6.5, which he/she detects in the course
prostrednictvom Skusajiceho zabezpeci, ze of the clinical trial. At the same time, the
Ucastnik ~ bude v nevyhnutnej  miere Institution  shall  ensure  through the
informovany o vsetkych otazkach, tykajucich Investigator that the Participant is informed of
sa klinického skusania. all issues related to the clinical trial to the

necessary extent.

6.8. Institacia bude okamzite reagovat na vsetky [6.8. The Institution shall immediately respond to
ziadosti  Novartisu  predkladané pocas all requests by Novartis that will be submitted
klinického skusania a tykajiice sa posudenia during the clinical trial and will pertain to the
a prerokovania postupu klinického sktiSania evaluation and negotiation of the clinical trial
asuvisiacich  otdzok  so zastupcami progress and associated questions with the
Novartisu. SkuSajiici vyhlasuje, ze sa za representatives of Novartis. The Investigator
tymto cielom stretne so zastupcami declares that for this purpose he will meet with
Novartisu a poskytne potrebné informacie representatives of Novartis and provide the
azaznamy, za ¢o vrovnakom rozsahu necessary information and records, as for the
zodpoveda aj Institlicia. same extent is responsible also the Institution.

6.9. Institicia a Skusajuci budii okamzite (ak je [6.9. The Institution and the Investigator will
okamzitu reakciu mozné vzhl'adom na vsetky immediately (if immediate response can be
okolnosti  spravodlivo pozadovat) resp. given to all the circumstances require fairly)
v primeranej lehote reagovat na vSetky respectively, within a reasonable time to
ziadosti  Novartisu  predkladané pocas respond to all requests submitted by Novartis
klinického skusania a tykajiice sa posudenia during clinical trial and concerning the
a prerokovania postupu klinického sktiSania assessment and negotiation process of clinical
asuvisiacich  otdzok  so  zastupcami trial and related matters with representatives of
Novartisu. Sktsajuci sa za tymto cielom Novartis. The Investigator shall for this
stretne so zastupcami Novartisu a poskytne purpose meet with representatives of Novartis
potrebné informacie azaznamy, za co and provide the necessary information and
v rovnakom rozsahu zodpoveda aj Institucia. records, as for the same extent is responsible

also the Institution.

6.10.  Institicia poskytne sucinnost’ pri [6.10.  The Institution shall cooperate in order to
zabezpeCovani  a poskytovani  podkladov, ensure and provide details, in particular as to
najma ¢i Institucia, jej persondl a pracoviska whether the Institution, its personnel and sites
spifiaji podmienky pre realizaciu klinického meet the conditions for the conduct of the
sktiSania a Spravnej klinickej praxe. clinical trial and good clinical practice.

6.11.  SkuSajiici je povinny oznamit zaradenie |6.11.  The Investigator is obliged to notify the health

Utastnika do klinického skugania s uvedenim
Cisla rozhodnutia o povoleni klinického
skii$ania a datumu zaradenia Ucastnika do
klinického skuSania zdravotnej poistovni
vykonavajucej verejné zdravotné poistenie
Ucastnika  bezodkladne po  zaradeni
Ugastnika do klinického sktsania;
prislusnost’ U¢astnika k zdravotnej poistovni
je rozhodujiica v ¢ase zaradenia Ucastnika do
klinického skuSania.

insurance company providing public health
insurance of the enrolment of the Participant in
the clinical trial, together with the number of
authorization for the conduct of the clinical
trial and date of inclusion of the Participant
into the clinical trial and he/she shall do so
immediately after enrolment of the Participant
in the clinical trial; the determining factor is
the insurance of the Participant by the
pertinent health insurance company at the time
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of enrolment of the Participant in the clinical
trial.

6.12.

Skusajuci poskytne Novartisu i Zadavatel'ovi
sucinnost’ pri plneni povinnosti zadavatela
klinického skuSania vyplyvajtcich zo Zakona
o liekoch.

6.12.

The Investigator shall cooperate with Novartis
and Sponsor while performing the obligations
of the sponsor of the clinical trial resulting
from Medicinal Products Act.

7. Neziaduce udalosti a neZiaduce uéinky

. Adverse Events and Adverse Reactions

7.1.

Institicia a SkuSajici sa zavédzujli, Zze budu
okamzite informovat’ Novartis o vsetkych
zévaznych neziaducich udalostiach, ktoré sa
tykaju Ucastnikov, alebo o podozreniach na
neziaduce ucinky, ktoré sa  tykaju
Medicinskeho produktu, najmi skuSanych
produktov a liekov, ktoré sa vyskytli v
priebehu klinického skusania, najneskdr do
24 hodin od ich zistenia. Hlasenia bude
nasledne doplnené Instituciou a SkusSajucim
o podrobné pisomné spravy v stlade so
vsetkymi pravnymi a regulacnymi
poziadavkami. Institucia a SkuSajuci budu
vzdy spolupracovat’ s Novartisom pri jeho
hlaseniach vsetkych zavaznych neZziaducich
udalosti a podozreni na neziaduce ucinky
produktov alebo liekov Riadiacemu organu,
Etickej  komisii, prislusnej  zdravotnej
poistovni vykonavajicu verejné zdravotné
poistenie Ugastnika, pripadne prislusnym
organom clenskych $tatov, na ktorych uzemi
sa  vykonava  multicentrické  klinické
skusanie, a v pripade ak to stanovuju pravne
predpisy alebo oto poziada Novartis,
poskytnu prislusnym organom aj pozadované
informacie.

7.1.

The Institution and Investigator undertake to
immediately notify Novartis about all serious
adverse events pertaining to the Participants,
or of suspected adverse reactions pertaining to
the Medicinal Products, in particular to the
investigational products and medicines, which
have occurred in the course of the clinical trial,
within 24 hours after becoming aware of such
events and reactions. The Institution and
Investigator shall subsequently supplement the
reports with detailed written statement in
accordance with all legal and regulatory
requirements. The Institution and the
Investigator will always cooperate with
Novartis in his reports of all serious adverse
events and adverse reaction suspected of
products or medicines to Governing Body, the
Ethics Commission, the relevant health
insurance performing public health insurance
of Participant, or the competent authorities of
the Member States on whose territory is
performed the multicentre clinical trial, and in
case it is stipulated by the legislation or
required by Novartis, will provide to the
relevant authorities also requested information.

7.2.

Po vyskyte zavaznych neziaducich udalosti,
prip. aj ostatnych neziaducich udalosti, ¢i
neziaducich u¢inkov podnikne SkuSajuci po
konzultacii s Novartisom vSetky nevyhnutné
opatrenia na ochranu Ucastnikov, ktori s
vystaveni riziku.

7.2.

Following the occurrence of serious adverse
events, event. also other adverse events, or
adverse reactions, the Investigator, after
having consulted Novartis, shall take all
measures necessary in order to protect the
Participants exposed to risk.

8. Finan¢né vyrovnanie

8. Financial Compensation

8.1.

Novartis  vyplati ~ zmluvnym  stranam
dohodnutt odmenu vo vyske aspdsobom
dohodnutym v Prilohe ¢.2 tejto Zmluvy. Na
zaklade dohody zmluvnych stran sa cast’
platieb podla tejto Zmluvy vyplati priamo
spoluskusajiucim, a pripadnym inym ¢lenom
persondlu  InStitucie  zGCastnenym  na
klinickom sku$ani a to v stilade s Prilohou ¢.
2 tejto Zmluvy, ¢o Institucia a Skasajuci beru
na vedomie a vyslovujui s tym sthlas. Pravny
zéklad pre vyplatu casti platieb priamo
spoluskusajucim, ainym c¢lenom personalu
zicastnenym na klinickom skuSani vyplyva
zich vztfahu k Institicii apre vylucenie
pochybnosti plati, ze tieto osoby su len
platobnym miestom a nie su zmluvnymi
stranami tejto Zmluvy ani tretimi osobami
vzmysle § 50 zikona ¢. 40/1964 Zb.
Obciansky zakonnik v zneni neskorSich

8.1.

Novartis will pay to the Parties the agreed
remuneration in the amount and manner
agreed in the Annex No. 2 of this Agreement
Upon the agreement of the Parties, some
payments will be paid directly to co-
investigators, or to other members of
personnel of the Institution participating in the
clinical trial and that in accordance with the
Annex No. 2 of this Agreement whereby the
Institution and the Investigator are aware of
such fact and expresses their consent hereto.
The legal ground for the payment of some
payments directly to the co-investigators, and
other members of the personnel participating
in the clinical trial follows from their
relationship with the Institution and for
avoidance of doubts, the Parties stipulate that
these persons represent only place of payment
and they are neither parties to this Agreement
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predpisov. Novartis prehlasuje, ze so
Skusajucim ani spolusku$ajicimi neuzatvori
osobitni zmluvu tykajucu sa vykonavania
klinického skusania.

nor third-party beneficiaries in accordance
with Section 50 of Act No. 40/1964 Coll. Civil
Code, as amended. Novartis declares that it
will not conclude a separate agreement related
to the performance of the clinical trial with the
Investigator or co-invetigators.

8.2.

Za riadne vykonanie sluzieb a odovzdanie
vSetkych podkladov, ktoré InStiticia a
Skusajuci v prospech Novartis poskytni
podla tejto Zmluvy, zaplati Novartis uhrady
za podmienok a spésobom podla Prilohy ¢.2
tejto Zmluvy.

8.2.

Novartis shall pay for due performance of
services and handover of all details provided
by the Institution and the Investigator for the
benefit of Novartis pursuant to this
Agreement, under the conditions and in the
manner according to Annex No. 2 hereto.

8.3.

Uhrady podla Prilohy ¢.2 obsahuji vietky
naklady InStiticie a SkuSajiceho spojené
s vykonanim klinického skuSania, vratane
nakladov na vySetrenia spojené s tymto
klinickym skuSanim, ktoré su nad ramec
Standardnej zdravotnej starostlivosti a ktoré
nie su hradené zo zdravotného poistenia,
a vratane nakladov a odmien Skusajuceho,
spoluskusajucich, nezavislého hodnotitela
(independent rater), ainych pracovnikov
Inititacie, pokial nie je uvedené inak. Uhrady
uvedené v Prilohe ¢.2 predstavuju jediny a
vyluény spdsob finanéného vyrovnania
medzi zmluvnymi stranami a InStitacia ani
Skusajuci nemaji narok na akékol'vek d’alsie
finanéné ¢i obdobné plnenie. Institicia a
Skusajtci st vyhradne zodpovedni za platbu
vsetkych dani a ostatnych poplatkov, ktoré
im moézu vzniknut’, alebo mozu byt ulozené
¢i splatné v suvislosti s peflaznymi alebo
nepenaznymi plneniami uvedenymi v tejto
Zmluve a Prilohe ¢.2, vratane tych plneni,
ktoré sa vyplacaju priamo spoluskuSajicim
alebo inym pracovnikom InStitucie, ¢i
poskytnutymi na zaklade tejto Zmluvy, ktoré
obsahuju vsetky takéto pripadné dane a
poplatky. Zmluvné strany konStatuju, ze
plnenie poskytnuté podla tejto Zmluvy
Institacii a Skusajucemu predstavuje prijem
z vykonavania klinického skusania, ktory nie
je predmetom dane zprijmu vyberanej
zrazkou, ale je zdaflovany samotnou
Institiciou resp. inym prijemcom paltby.

8.3.

Payments according to Annex No. 2 cover all
costs of the Institution and the Investigator
associated with the conduct of the clinical trial
a, including costs of examinations associated
with this clinical trial that are beyond the
standard healthcare and that are not covered by
the public health insurance, including costs
and rewards for the Investigator, co-
investigators, independent rater and other
employees of the Institution, unless is not
specified otherwise. Payments listed in Annex
No. 2 present the only and exclusive method
of financial compensation of the Parties and
neither the Institution nor the Investigator are
entitled to any further financial or similar
performance. The Institution and the
Investigator are solely responsible for the
payment of all taxes and other fees that they
may incur or that may be levied or payable in
connection with monetary or non-monetary
settlement described in this Agreement and
Annex No. 2, including also the benefits paid
directly to the co-investigators or other
workers of the Institution, or provided under
this Agreement, which include all such
potential taxes and fees. The Parties declare
that payment to the Institution and the
Investigator under this Agreement forms an
income from the conduct of the clinical trial
which is not subject to withholding income
tax, but is taxed by the Institution itself or
other recipient of the payment.

8.4.

Uhrada bude realizovana 2 x roéne vzdy za
uplynulé obdobie spitne, pocnlic prvym
zaradenym Utastnikom, podla rozsahu
Novartisom a SkuSajucim odsthlasenych
vykonanych ¢innosti (pocet, druh a im
zodpovedajucu hodnotu jednotlivych tikonov
realizovanych s jednotlivymi Ugastnikmi),
a to nasledovne:

a) vzdy za obdobie do 31.1. bude do 15.3.
prislusného kalendarneho roka
Novartisom vygenerovany ndvrh faktiry
(IP - Invoice Proposal) vypracovany na
zéklade  Novartisom  a SkuSajicim

8.4.

Payment will be realized twice a year always
for the previous period retrospectively, starting
with the first included Participant, according to
the scope of activities performed and approved
by Novartis and the Investigator (number, type
and corresponding value of individual
interventions in individual Participants) as
follows:

a) always for period until January 31, an
invoice proposal (IP - Invoice Proposal)
will be generated by Novartis until March
15 of the calendar year in question drawn
up on the basis of Novartis and
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odsthlasenych vykonanych ¢innosti do
daného obdobia,

b) vzdy za obdobie do 31.7. bude do 15.9.
prislusného kalendarneho roka
Novartisom vygenerovany navrh faktary
(IP - Invoice Proposal) vypracovany na
zéklade  Novartisom  a SkusSajicim
odsuhlasenych vykonanych cinnosti do
dané¢ho obdobia.

Novartis zasle vygenerovany IP InStitacii
a Institicia na zéklade takto vypracovaného
a dorucené¢ho IP wvystavi fakturu na sumu
zodpovedajucu vyske platby, ktora sa jej ma
podl'a prilohy ¢. 2 poskytnit’ a tito faktaru
doru¢i Novartisu. Na faktire musi byt
uvedeny kod klinického skuSania a prilohou
faktury bude vystaveny IP. Novartis vyplati
odmenu v stilade s prilohou €. 2 tejto Zmluvy
na zéklade riadne vystavenej a dorucenej
faktary  prislusnu  Cast  uhrady za
$pecifikované obdobie, a to so splatnostou 30
dni od dorucenia faktury Novartisu. Na sumy
ktoré maji byt vzmysle prilohy ¢&. 2
vyplatené priamo Skusajicemu,
spoluskusajicim, nezavislému hodnotitel'ovi
(independent rater), alebo pripadnym inym

Clenom personalu Institacie, Skusajuci,
spoluskusajuci, nezavisly hodnotitel
(independent rater), atito ini c¢lenovia
persondlu InStiticie dorucia Novartisu

ziadost’ o vyplatenie sumy vo vyske, ktora
ma byt dotknutej osobe vyplatend v sulade
s prilohou €. 2 tejto Zmluvy; na vystavenie a
nalezitosti takejto ziadosti ako aj na jej
splatnost’ sa obdobne pouziji ustanovenie
tohto bodu o fakturacii.

Investigator approved activities provided
into specific period,

b) always for period until July 31, an invoice
proposal (IP - Invoice Proposal) will be
generated by Novartis until September 15
of the calendar year in question drawn up
on the basis of Novartis and Investigator
approved activities provided into specific
period.

Novartis will send generated IP to Institution
and Institution in pursuance of such drawn up
and delivered IP will issue an invoice to the
amount corresponding to the amount of
payment that shall be provided to the
Institution pursuant to Annex No. 2 hereto and
it will deliver such invoice to Novartis. The
invoice must contain the code of the clinical
trial and Annex of the invoice will be issued
IP. Novartis shall pay the remuneration in
accordance with the Annex No. 2 of this
agreement on the basis of a duly issued and
delivered invoice a respective part of the
payment for the specified period, with
maturity period of 30 days from the delivery
of the invoice to the Novartis. With respect to
the payments that, in accordance with the
Annex No. 2 hereto, shall be paid directly to
the Investigator, co-investigators, independent
rater, or other workers of the Institution, the
Investigator, co-investigators, independent
rater or the other workers of the Institution
shall deliver to Novartis a request for the
payment in the amount that should be paid to
the respective person pursuant to Annex No. 2
hereto; the provisions of this paragraph on
invoicing shall be applied to the issuance as
well as to the formalities and due date of such
request.

8.5. V zmysle formularu informovaného sthlasu 8.5. In the meaning of the Patient Informed
pacienta Novartis poskytne Ucastnikom za Consent Form Novartis will provide to
vykonané navstevy vramci klinického Participants for completed visits during the
sktsania prispevok na nahradu cestovnych clinical trial the contribution for cover their
nakladov sposobom a v rozsahu uvedenom travel costs by the manner and scope described
v Prilohe ¢. 2 tejto Zmluvy. in Annex No. 2 of this Agreement.
Administrativnymi ¢innostami stvisiacimi Administrative activities related to direct
s priamym vyplatenim tohto prispevku payment of such contribution to the
Ucastnikom moze byt priamo povereny Participants may be directly delegated to the
Skusajuci; SkusSajici je vtakom pripade Investigator; whereby the Investigator is
povinny dodrziavat rovnaké povinnosti ako obliged to, in such case, comply with the same
su ulozené Institucii pre pripad vyplaty obligations as the Institution in the event when
prispevku zo strany Institacie. Institicia na the contribution is paid by the Institution. The
tento ucel tymto SkuSajuceho poveruje Institution hereby authorises the Investigator
priamym zabezpecenim takychto to ensure directly such administrative and
administrativnych a platobnych ¢innosti. payment activities.

8.6. Novartis sa zavizuje, ze uhradi vSetky (8.6. Novartis undertakes to pay all costs associated
naklady spojené s klinickym skuSanim with the clinical trial including the cost of the

vratane nakladov na Medicinsky produkt a
Material uvedeny v Protokole a ndkladov

Medicinal product and Material referred to in
the Protocol and the costs associated with
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spojenych s laboratornymi, zobrazovacimi a
inymi vySetreniami uvedenymi v Protokole a
nakladov stvisiacich s poskytnutim tstavne;j
zdravotnej starostlivosti, ak je poskytnuta
v suvislosti s klinickym  skaSanim, ato
v rozsahu v zmysle Prilohy ¢.2 tejto Zmluvy.

laboratory, imaging and other screenings
referred to in the Protocol and the costs
associated with the provision of institutional
health care, if it is granted in connection with
clinical trial, to the extent pursuant to Annex
No. 2 of this Agreement.

8.7. Institicia a Skusajuci bert na vedomie, ze v (8.7. The Institution and the Investigator take into
sulade s platnymi pravnymi predpismi, account, that in accordance with applicable
najmé, nie vSak vylucne podla Zakona o laws, mainly, but not limited to the Medicinal
lieckoch je resp. moéze byt spolocnost Products Act, Novartis or a third person is, or
Novartis alebo tretia osoba povinna eventually may be obliged to notify the
oznamovat’ prislusSnym organom a relevant authorities and to disclose the amount
zverejnovat’ vysku a ucel penaznych alebo and purpose of any monetary or in-kind
nepenaznych plneni poskytnutych priamo considerations directly or indirectly provided
alebo nepriamo zdravotnickemu to a healthcare professional or a healthcare
pracovnikovi alebo poskytovatelovi provider to the extent and under conditions
zdravotnej starostlivosti v rozsahu a za stipulated by applicable laws. The Institution
podmienok stanovenych platnymi pravnymi and the Investigator are aware of the fact that
predpismi. InStiticia a SkuSajici sucasne the amount of the financial remuneration of
bert na vedomie, Ze predmetom zverejnenia the Investigator for the clinical trial shall also
bude aj vyska finanéného ohodnotenia be subject to disclosure. The Institution and
Skusajuceho za klinické skuSanie. Institicia a the Investigator undertake to provide Novartis
Skusajuci sa zavizuju poskytnut’ Novartis with any assistance necessary for fulfilment of
akukol'vek sucinnost nevyhnutne potrebni reporting obligations of Novartis under the
na plnenie  oznamovacich  povinnosti Medicinal Products Act. For the purposes of
Novartisu podl'a Zakona o lickoch. Pre ucely the notification of the amount of financial
oznamovania finanéného ohodnotenia remuneration of the Investigator for the
Skusajuceho za klinické skuSanie Institiicia clinical trial, the Institution and the
a Skusajuci prehlasuji, ze takéto finanéné Investigator declare that such financial
ohodnotenie  SkuSajuceho za  klinické remuneration of the Investigator for the
skusanie vykondvané na zéklade tejto clinical trial conducted under this Agreement
Zmluvy predstavuje sumu uvedent v Prilohe shall represent the amount stated in the Annex
¢.2 aze zplnenia vyplacaného Institicii uz No. 2 hereto and that from the remuneration
Skusajucemu nie je poskytované Ziadne paid to the Institution, no additional financial
dodato¢né financné ohodnotenie; v pripade, remuneration is provided to the Investigator;
ze vdanom kalendarnom polroku bude in case that in the respective calendar half-year
poskytnuté SkuSajicemu takéto dodatocné the Investigator will be provided with such an
finanéné ohodnotenie za klinické skusanie additional financial remuneration for the
podla tejto Zmluvy ateda vyhlasenie clinical trial under this Agreement and thus the
Institicie a Skusajuceho podla declaration of the Institution and the
predchadzajicej vety sa stane neaktualnym, Investigator pursuant to the preceding sentence
Institicia a SkuSajuci sa zavdzuji oznamit’ will become not up-to-date, the Institution and
Novartisu vysku finanéného ohodnotenia the Investigator undertake to notify to Novartis
Skusajuceho za klinické skuSanie ato the amount of the financial remuneration of
bezodkladne, najneskdér do 15.1. alebo do the Investigator for the clinical trial
15.7. prislusného kalendarneho roka za immediately, at the latest till January 15 or
obdobie predchadzajuceho kalendarneho July 15 of the calendar year in question for the
polroka, v ktorom  bolo predmetné time-period of preceding calendar half-year, in
zverejiiované penazné alebo nepenazné which the respective disclosed financial or in-
plnenie poskytnuté. kind consideration was provided.

8.8. Institicia  a SkuSajiici  zodpovedaji  za [8.8. The Institution and the Investigator are

presnost’, Uplnost a spravnost’ Udajov a
informacii, ktoré Institicia a Skusajuci
poskytuju spolo¢nosti Novartis v suvislosti s
plnenim povinnosti podla bodu 8.7. tejto
Zmluvy. V pripade porusenia tychto
povinnosti alebo povinnosti  poskytnut
sucinnost’ alebo oznamit’ vysku finan¢ného
ohodnotenia SkuSajuceho podl'a bodu 8.7.

responsible for accuracy, completeness and
correctness of data and information which are
provided by the Institution and the Investigator
to Novartis in relation to fulfilment of
obligations under para. 8.7. of this Agreement.
In case the Institution or the Investigator
breaches of those obligations or of the
obligations to provide assistance or to notify of

Zmluva o klinickom skusani — verzia 21.12.2016
Novartis / Narodny Ustav reumatickych choréb
Protokol €.: CAIN457Q12301

23/55




Institiciou alebo SkusSajucim su InStiticia
a Skusajici povinni odSkodnit spoloc¢nost’
Novartis za akékol'vek naroky, Zzaloby a
uplatnenia prava vznesené voci spolo¢nosti
Novartis alebo jej prepojenym osobam,
Skody a iné ujmy, naklady alebo vydavky,
vratane nakladov na pravne sluzby sposobené
alebo vzniknuté spolocnosti Novartis alebo
jej prepojenym osobam v suvislosti s
konanim InStiticie porusujicim prévne
predpisy alebo povinnosti podla tejto
Zmluvy.

the amount of the financial remuneration of
the Investigator under para 8.7., the Institution
and the Investigator are obliged to indemnify
Novartis for any claims, actions and exercise
of rights raised against Novartis or its
affiliated persons, damage and other losses,
costs or expenses, including expenses for legal
services caused or incurred to Novartis or its
affiliated persons in relation to any unlawful
conduct of the Institution or any breach of the
Institution's obligations under this Agreement.

9. Zodpovednost’ za Skodu a poistenie

9. Responsibility for Damage and Insurance

9.1. Novartis prehlasuje, ze Novartis, resp. 9.1. Novartis represents that, prior to conclusion of
Zadavatel' alebo ich pridruzené osoby this Agreement, Novartis, event. the Sponsor
zabezpeCili pred uzavretim tejto Zmluvy or their affiliated persons had taken out
poistenie zodpovednosti Institicie, Novartisu liability insurance on behalf of the Institution,
a Utastnikov za $kody vzniknuté na zdravi Novartis and Participants for damage to the
Ucastnikov ~ vratane smrti a nakladov health of Participants including death, and for
spojenych s liecbou komplikécii alebo costs associated with the treatment of
pripadnych trvalych nasledkov na zdravi complications or potential persistent disability
alebo inej skody, ktora méze byt Utastnikovi or other damage, that may be caused to the
spdsobena v dosledku vykonavania Participant by the conduct of the clinical trial
klinick¢ého skuSania v zmysle Ziakona o in terms of Medicinal Products Act. According
liekoch. Podla takéhoto poistenia to such liability insurance, the Institution as
zodpovednosti za Skodu bude mat Institacia the insured entity shall, in case of an insured
ako poisteny pravo, aby v pripade poistnej event, have the right to be relieved from the
udalosti poistitel (poistovina) za neho payment of damage to the Participant in the
nahradil podla poistnych podmienok skodu clinical trial for which the Institution is
Ucastnikovi, za ktora Institicia zodpoveda. responsible and have the insurer (insurance
Néklady spojené suzavretim audrziavanim company) pay instead of it. Costs related to the
poistnej zmluvy po cely cCas realizacie conclusion and maintenance of insurance
klinického skusania hradi Novartis. Poistny contract during the entire period of the clinical
certifikat je Prilohou €. 3 tejto Zmluvy. trial is borne by Novartis. The insurance

certificate forms Annex No. 3 hereto.

9.2. Pokial’ bude voci Institacii uplatneny narok [9.2. If a claim for compensation for damage is filed
na nahradu Skody, ktort je mozné against the Institution and responsibility for
preukazatelne pricitat Novartisu alebo such damage may be provably assigned to
ucinkom hodnotené¢ho produktu alebo lieku, Novartis or to the effect of the investigated
poskytne Novartis nahradu skody v takej product or medicine, Novartis shall provide
vyske, v akej Ucastnik tspesne uplatnil svoj compensation for damage in the amount equal
narok na stde, resp. zabezpeci plnenie to the amount that the Participant has
z prislusnej poistnej zmluvy. Tento narok sa successfully claimed in court, or shall ensure
pritom musi vyluéne tykat ujmy na zdravi insurance payment from the relevant insurance
(vratane smrti), ktora Ugastnikovi, ktory sa contract. Such claim must pertain solely to a
zucCastnil klinického skuSania, vznikla v health-related harm (including death) to the
désledku uzivania sktSaného produktu ¢i Participant who participated in the clinical trial
lieku a pouzitého v ramci klinického sktsania suffered exclusively as a consequence of the
(t.j. skusanie, hodnotenie alebo klinicky use of the investigational product or medicine
zakrok alebo postup vykondvany v ramci used in the clinical trial (i.e. trial, evaluation or
klinického skusania, ktorému by Ucastnik clinical intervention or procedure performed as
nebol vystaveny, keby sa klinického skusania part of the clinical trial, to which the
nezucastnil), a to za predpokladu, Ze narok Participant would not be exposed, if he/she
nevznikol v dosledku porusenia povinnosti had not participated in the clinical trial) and
Institacie alebo Skusajuceho. provided that the claim did not originate as a

result of a breach of the Institution’s or
Investigator’s obligation.
9.3. Narok na  nahradu Skody  podla [9.3. Claim for damages according to previous

predchadzajucich ¢lankov nevznika, pripadne

paragraphs does not arise, or arises only in a
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vznika len v pomernej vyske, najma ak:

a)

b)

d)

2

h)

ujma na zdravi (vratane smrti) bola
spdsobena zavinenim ¢i
spoluzavinenim Ugastnika & jeho
zakonného zastupcu, ¢o aj z
nedbanlivosti;

ujma na zdravi (vratane smrti) bola
spOsobena protipravnym konanim,
zanedbanim alebo umyselne zlym
spravanim, nedbanlivym konanim,
nespravnym konanim, opomenutim
¢1 porusenim povinnosti stanovenej
Institacii alebo Skusajucemu
pravnym predpisom, touto Zmluvou,
vratane  vSetkych  jej  priloh,
Protokolom alebo inStrukciami ¢i
odportcaniami Novartisu;

Institicia alebo  SkuSajuci bez
zbyto¢ného odkladu, t.j. najneskor
do 15 dni po tom, ¢o bol voci co len
jednému z nich uplatneny narok na
ndhradu Skody, neoznamili tuto
skuto¢nost’ pisomne Novartisu,
Institucia alebo Skusajuci
neposkytne vSetky informacie a
pomoc Novartisu suvisiace
s priebehom rieSenia pozadovaného
naroku, alebo ak st poziadani a po
vzajomnej dohode zmluvnych stran,
neprenechaju Novartisu vykonanie
obhajoby a vedenie vsetkych
pravnych tkonov, ktoré ztejto
skuto¢nosti vyplyvaju;

Institicia alebo Skusajuci uznali
narok vzneseny tretou osobou bez
toho, Ze by obdrzali predchadzajici
pisomny suhlas Novartisu. V tejto
suvislosti bude prihliadané k tomu,
¢i Novartis svoj suhlas bezdovodne
neodoprel alebo ¢i Institucia alebo
Skusajuci konali v stlade s
pravnymi predpismi;

Institacia alebo SkuSajuci porusili
svoju povinnost” uchovavat’ a viest’
prislusni  dokumentaciu, pokial
chybajica dokumentacia moze byt
dévodom na vznik alebo priznanie
naroku na nahradu Skody alebo jeho
vysky;

Institicia alebo SkuSajuci porusili
informacni povinnost, ktor im
stanovuje tato Zmluva alebo platné
pravne predpisy;

Institacia alebo SkuSajuci porusili
svoju povinnost’ poskytnut’
Ucastnikovi riadnu a bezodkladnt
zdravotnu starostlivost’, v dosledku
goho $koda na zdravi Ucastnika
vznikla alebo sa zvécsila.

proportional amount, in particular if:

a)

b)

d)

g)

h)

health-related harm (including death)
occurred due to the fault or contributory
fault of the Participant or his/her legal
representatives, also due to negligence;

harm (including death) occurred due to
illegal actions, negligence or intentional
misconduct, neglectful conduct, wrong
conduct, omission or breach of obligation
assigned to the Institution or Investigator
by a legal regulation, this Agreement
including any annexes hereto, Protocol or
instructions or recommendations given by
Novartis;

the Institution or Investigator failed to
notify Novartis in writing without delay,
i.e. within 15 days after a claim for
damages had been filed against one of
them;

the Institution or Investigator failed to
provide Novartis with information or
assistance in relation to the settlement of
the filed claim, or upon request failed to
entrust Novartis with the defence and
carrying out all legal acts that result from
this fact;

the Institution or Investigator admitted a
claim filed by a third person without
having obtained previous written consent
by Novartis. In this connection, it will be
taken into account whether Novartis had
not unreasonably denied its consent or
whether the Institution or Investigator
acted in accordance with legal regulations;

the Institution or Investigator breached
their obligation to keep and maintain
relevant documentation, unless the lack of
documentation may give rise to liability or
entitlement to compensation or the
amount thereof;

the Institution or Investigator breached
their obligation to provide information
which they have under this Agreement or
applicable legal regulations;

the Institution or Investigator breached
their obligation to provide the Participant
with proper and immediate health care
and as a consequence the Participant
suffered harm or the suffered harm
became more serious.
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94. Institicia a  SkuaSajiici  budd  pisomne [9.4. The Institution and Investigator shall inform
informovat’ Novartis o vsetkych Novartis in writing of all circumstances which
okolnostiach, o ktorych je mozné sa might lead to a claim for damages against
domnievat, ze by mohli viest k vzniku Novartis or the Sponsor, or associated legal
naroku na nahradu skody voci Novartis alebo proceedings and of which they are directly
Zadavatelovi alebo s tym suvisiaceho aware or should be aware and shall inform
sudneho konania a ktorych st si priamo Novartis appropriately on the development of
vedomi alebo mali byt vedomi, a budu such claim or legal proceedings, even if the
Novartis primerane informovat o vyvoji Institution or Investigator decide not to file a
takéhoto naroku alebo stidneho konania, aj claim for damages under given conditions.
ked’ sa InStitucia alebo SkuSajuci rozhodnu Likewise, Novartis shall inform the Institution
na zaklade tychto podmienok narok na or Investigator to the inevitable extent of all
nahradu $kody neuplatnit. Rovnako Novartis circumstances and progress of such claim or
bude pisomne v nevyhnutnom rozsahu legal proceedings lodged directly against
informovat’ Institiciu alebo Skusajuceho o Novartis.
vsetkych okolnostiach, ako aj o vyvoji
takéhoto naroku alebo sudneho konania
vzneseného priamo proti Novartisu.

9.5. Zmluvné strany sa dohodli, Zze zodpovednost’ 9.5. The Parties agree that otherwise the
zmluvnych stran za Skodu sa riadi pravnym responsibility of the Parties for damages is
poriadkom Slovenskej republiky, pricom governed by the law of the Slovak Republic,
Institacia a Hlavny skuSajuci zodpovedaju za and the Institution and the Principal
vykonanie klinického skuSania v sulade Investigator are responsible for providing
s pravnym poriadkom Slovenskej republiky clinical trial in accordance with the law of the
aich zodpovednost za Skodu sa riadi Slovak Republic and their liability is governed
pravnym poriadkom Slovenskej republiky. by the law of the Slovak republic. Exemptions
Vyluky zodpovednosti za Skodu upravené from liability for damages governed by Article
v ¢lanku 9 tejto Zmluvy sa uplatnia v rozsahu 9 of this Agreement shall be applied to the
v ktorom nie sa vylacené kogentnymi extent in which they are not exempted by
ustanoveniami pravneho poriadku Slovenske;j mandatory provisions of legislation of the
republiky. Slovak Republic.

9.6. Institacia a SkaSajiici buda mat’ pocas celej [9.6. Institution and Investigator will have
doby realizacie klinického skuSania prislusné throughout the period of realization of the
a nalezité poistenie na poistné krytie narokov clinical trial all appropriate and adequate
alebo 8§kod, za ktoré podla pravnych insurance to cover claims or damage for which
predpisov  zodpovedaji, ktoré  podla under the legislation are responsible, which
predpisov platnych na tzemi SR musia mat’ according to the current regulations in the
uzavreté, a to poistenie zodpovednosti za Slovak Republic must be closed, and it is the
Skodu spdsobenu pri poskytovani zdravotnej insurance of liability for damage caused in
starostlivosti, poistenie profesijnej health care, insurance of the professional
zodpovednosti zamestnancov). Na Ziadost’ responsibility of employees). At the request of
Novartisu Institucia poskytne ddékaz tohto Novartis the Institution will provide proof of
poistenia. Tym nie je dotknuta povinnost such insurance. This may have no affect on the
Novartisu zabezpecit poistenie podl'a bodu obligation of Novartis to ensure insurance
9.1. tejto Zmluvy. under paragraph 9.1. of this Agreement.

10. Doverné informacie 10. Confidential Information
10.1. So  vSetkymi  informaciami  atudajmi, (10.1.  All information and data, trade secrets,

obchodnymi tajomstvami, privilegovanymi
zaznamami (zaznamy ziskané na zdaklade
profesiondlneho alebo déverného vzt'ahu,
ktoré sa nesmu zverejnit’ bez suhlasu strany,
od ktorej boli ziskané) ainymi dovernymi
alebo sukromnymi informaciami (vratane,
okrem iného, Protokolu, CRF, informacii
na internetovych strankach Novartisu
chranenych heslom, Dokumentacie Stadie,
Suvisiacej dokumentacie, informécii
o Struktare, zlozeni, ingredienciach,
vzorcoch, know-how, technickych postupoch

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, Trial Documentation,
Related Documentation, information on the
structure, composition, ingredients, patterns,
know-how,  technical  procedures  and
processes) which have been published,
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a procesoch), ktoré uverejnila, spracovala
alebo prisla do styku Institacia, SkuSajuci
a/alebo  zamestnanci  a spolupracovnici
Institicie v savislosti so Zmluvou alebo
klinickym skusanim (sthrane ,,Déverné
informacie”), bez ohladu na to, ¢i su
v papierovej, elektronickej alebo inej forme,
sa bude zaobchiadzat ako s dovernymi.
Institicia a SkuSajuci sa zavédzuju, ze
Doverné informacie nespristupnia tretej
strane, ani ich nepouziju pre iné ucely, pokial’
k tomu nedostanii pisomny suhlas alebo
pokyn na  spristupnenie = Dovernych
informacii od Novartisu a pokial’ to nebude

spadat pod povinné zverejiiovanie Vv
centralnom registri zmlav v  zmysle
prislusnych  pravnych predpisov. Tento

suhlas sa dava z dévodov objasnenia urcitych

skutoCnosti CRO alebo osobe, za ktora
Skusajuci  zodpovedd, alebo zdravotnej
poistovni  Ucastnika. Toto zverejnenie

informacii sa vSak poskytuje iba v miere
pozadovanej pre ucely klinického skiSania a
stanovenej zakonom. Déverné informacie sa
spristupnia personalu pracoviska (centra) len
v pripade, ak je personal zaviazany rovnakou
mierou zachovavania dovernosti informacii,
priCom Institicia zodpoveda za konanie
Skusajiceho a  persondlu.  InStitucia
a Skusajuci su povinni akékol'vek Doverné
informécie anosi¢e Dovernych informacii
vyslovene oznacit ako doverné a predmet
obchodného tajomstva ato najmé, nie vSak
vyluéne, pri ich poskytnuti tretim osobam

vsulade sZmluvou alebo prislusnymi
pravnymi predpismi; pokial je Institicia
povinnou osobou Vv zmysle zakona .
2112000 Z. z. o slobodnom pristupe
k informaciam a 0 zmene a doplneni
niektorych zdkonov, vzneni neskorsich

predpisov (dalej len ,,Zakon o slobode
informacii), je povinna tieto povinnosti
dodrziavat’ aj vo vztahu k informéciam, ktoré
sa maju poskytovat alebo zverejiovat
v stlade so Zédkonom o slobode informaécii.

processed or encountered by the Institution,
Investigator and/or employees and co-workers
of the Institution in connection with the
Agreement or clinical trial (collectively the
“Confidential Information”), irrespective of
whether in paper, electronic or any other form,
shall be handled as confidential. The
Institution and Investigator undertake not to
disclose such Confidential Information to a
third party or use them for other purposes,
unless they obtained a written consent or
instruction from Novartis to make such
Confidential Information available and if it
does not come under the obligatory
publication on the central register of contracts
under the relevant legislation. This consent is
granted in order to clarify certain matters to
CRO or a person for which the Investigator is
responsible, or to the health insurance of the
Participant. However, such disclosure of
information is only allowed to the extent
required for the purposes of the clinical trial
and set out by law. Confidential Information
shall be made available to the personnel at the
site (centre), only if the personnel are bound
by the same duty of confidentiality, while the
Institution is responsible for actions of the
Investigator and personnel. The Institution and
the Investigator shall expressly indicate any
Confidential Information and Confidential
Information mediums as confidential and
subject to business 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.

10.2.  Pokial’ jedna zmluvnd strana je zo zdkonom (10.2.  If either Party is for statutory reasons obliged
stanovenych doévodov povinnd Doverné to make Confidential Information available to
informacie komukol'vek spristupnit, oznami anyone, it shall notify the other Party in
to bez zbytocného odkladu pisomne druhej writing without delay in case it cannot obtain
zmluvnej strane, ak nebude moct’ ziskat’ jej its previous written consent. Novartis shall
predchadzajiici pisomny suhlas. Novartis grant consent to the disclosure of information
poskytne suhlas k zverejneniu informacii v in cases required by law or the Governing
pripadoch, kde to vyzaduje zékon alebo Body. Information shall only be disclosed to
Riadiaci organ. Odhalenie sa poskytne len v the requested extent and Novartis must be
pozadovanej miere a v case poskytnutia informed of this matter at the time when such
tychto  informécii musi byt o tejto information is being provided.
skuto¢nosti Novartis informovany.

10.3.  InStiticia a/alebo Skusajuci bude pri (10.3.  When submitting data and documentation on
predkladani udajov a dokumentacie the clinical trial to the Governing Body and if
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o klinickom sktsani Riadiacemu organu
a v pripade ak to stanovuje pravny predpis,
Zmluva alebo Protokol aj Etickej komisii
a zdravotnej poistovni, ktora vykonava
verejné zdravotné poistenie dotknutého
Ucastnika, vzdy spolupracovat’ s Novartisom,
pricom rozsah predkladanych udajov
a dokumentécie o klinickom skusani je
stanoveny maximalne dokumentaciou podla
§ 42 ods.l1 Zakona o liekoch anesmu byt
predlozené C¢i spristupnené tie Doverné
informacie, ktoré predstavuji alebo priamo ¢i
nepriamo zahfiaja informacie
na internetovych strankach Novartis
chranenych heslom, Dokumentéaciu Stadie,
Savisiacu dokumentaciu, informacie
o Struktire, zlozeni, ingrediencidch,
vzorcoch, know-how, technickych postupoch
a procesoch ¢i iné informacie spadajuce pod
ochrany prév duSevného vlastnictva.

so established by a legal regulation,
Agreement or Protocol, also to the Ethics
Committee and the health insurance company
providing public health insurance to the
affected Participant, the Institution and/or
Investigator shall at all times cooperate with
Novartis with the scope of submitted data and
documentation on the clinical trial being
determined at most by the documentation
according to Section 42 para. 1 of Medicinal
Products Act, it is prohibited to submit or
make available such Confidential Information
which presents or directly or indirectly
includes information at password-protected
websites of Novartis, Trial Documentation,
Related Documentation, information on the
structure, composition, ingredients, patterns,
know-how, technical procedures and processes
or any other information that fall under the
protection of intellectual property rights.

10.4.  Povinnosti tykajuce sa ochrany Doévernych (10.4.  Obligations relating to the protection of
informécii uvedené vysSie neplatia alebo Confidential Information above do not apply
stracaju platnost’ v pripade informacii, pri or lose validity with relation to information in
ktorych  méze v miere akceptovanej case of which the Investigator/Institution can,
Novartisom Skusajuci/Institucia potvrdit, Ze: to the degree acceptable by Novartis, confirm

that:

a) boli uz verejnosti dostupné alebo sa a) it was publicly available or became
postupne stali dostupnymi inym progressively available in another way
spdsobom, nez neopravnenym and not by unauthorized disclosure of
zverejnenim informacii information by the
Skusajucim/Institiciou alebo Investigator/Institution or personnel at
persondlom pracoviska; the site;

b) boli uz  SkuSajucemu/Institacii b) was already known to the
zname inak nez poskytnutim od Investigator/Institution in another manner
Novartisu  alebo  ziskanym i and not from Novartis or by means of its
vytvorenim v priecbehu  alebo receipt or production in the course of or
v suvislosti s klinickym skts$anim, in connection with the clinical trial,
¢o modze preukdzat pisomnymi which they can prove by written
dokazmi; evidence;

c) boli Skusajucemu/Institicii c) was disclosed to the
odhalené tretou stranou, ktord ich Investigator/Institution by a third party
dostala od Novartisu priamo alebo which received it from Novartis, directly
nepriamo, a nie  dovernym or indirectly, and not in confidential
spdsobom. manner.

10.5. Po skonceni Zmluvy Institacia zlikviduje (10.5.  After expiry of the Agreement, the Institution
alebo na ziadost Novartisu vrati vSetky shall destroy or upon request by Novartis
dokumenty, vzorky amateridl obsahujuci return all documents, samples and materials
Doverné informacie alebo tykajuci sa ich, containing  Confidential Information or
okrem jednej kopie Dovernych informacii, relating to Confidential Information, except
ktorda sa musi podla pravnych predpisov for a single copy of Confidential Information
uchovat’ v zaznamoch Institacie, ktoré budu which must be lawfully maintained in the
primerane utajené. Ak o to Novartis poziada, Institution’s records that shall be kept in
musi Institicia takuto likvidaciu bez odkladu appropriate confidence. If Novartis requests
pisomne potvrdit’. so, the Institution must confirm such disposal

in writing without delay.

10.6.  InStitacia a SkuSajuci bert na vedomie a (10.6. Institution and Investigator acknowledge and

suhlasia, Ze bez ohladu na ostatné agree that notwithstanding to other provision
ustanovenia tejto Zmluvy je Novartis of this Agreement is Novartis authorized to
opravneny  spristupnit  tretim  osobam release to third parties any information relating
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informacie tykajlice sa predmetu tejto to the subject matter of this Agreement, in
Zmluvy, najmd tykajuce sa InStiticie particular concerning the Institution (business
(obchodné meno, sidlo) a Skusajuceho name, residence) and the Investigator (name,
(meno, priezvisko, zdravotnicke povolanie, medical profession, the name and address of
nazov a adresa zdravotnickeho zariadenia, v the medical facility where the Investigator
ktorom Skusajuci vykonava svoje povolanie) carries out his/her profession), and together
aspolotne tykajuce sa vysky aucelu concerning the amount and purpose of the
penazného plnenia poskytnutého Institucii monetary transactions provided to the
a Skusajucemu, vysky aucelu nepenazného Institution and to Investigator, the amount and
plnenia poskytnutého Institacii a the purpose of non-monetary benefit provided
Skusajucemu, v rozsahu podla Zékona o to the Institution and to Investigator in the
liekoch, najmé@ v savislosti s vykonanim range according to the Medicinal Products
oznamovacich povinnosti vo¢i Narodnému Act, especially in connection with the
centru zdravotnickych informacii. realisation of the reporting obligations to the
National Health Information Centre.

10.7. VysSie uvedené povinnosti stanovené [10.7.  Obligations set out above in this Article are
vtomto  c¢lanku  zavdzuju  InStituciu binding for the Institution and Investigator
a Skusajiceho bez ¢asového alebo miestneho without any restrictions in terms of time or
obmedzenia na trvanie zmluvného vzt'ahu na place and are not limited to the period of
zdklade tejto Zmluvy, tj. platia aj po contractual relationship based on this
skonceni platnosti tejto Zmluvy a klinického Agreement, i.e. they shall survive after this
sktiSania. Agreement and the clinical trial are over.

11. Publikéicie 11. Publications

11.1.  Pri dodrzani zasad a predpisov Novartisu pre (11.1.  While observing the principles and regulations
publikovanie udajov as predchadzajicim of Novartis regarding publication of data and
pisomnym suhlasom Novartisu mézu byt with the previous written consent by Novartis,
informacie o klinickom skuSani zverejnené information regarding the clinical trial may be
vo vedeckej literatire. published in scientific literature.

11.2.  Novartis uznava zaujem InStitGcie na |11.2.  Novartis acknowledges the interest of the
publikaciach o klinickom sksani a jeho Institution in the publications on the clinical
prezentaciach v Casopisoch, na poradach trial and its presentations in journals, meetings
alebo inak, apreto tieto publikacie or otherwise, and therefore shall permit such
a prezentacie povoli, ale za predpokladu, ze publications and presentations, provided,
Institicia poskytne Novartisu navrhované however, that the Institution submits to
prezentacie najmencgj 15 (pétnast)) Novartis proposed presentations at least 15
pracovnych dni pred ich zverejnenim (fifteen) business days before their publishing
avsetky ostatné navrhované publikacie and any other proposed publications at least 45
najmenej 45 (Styridsatpit’) pracovnych dni (forty-five) business days before their
pred zverejnenim aza predpokladu, ze publishing and provided that Novartis shall
Novartis bude mat pravo poziadat o have the right to request supplementation of
doplnenie  kazdej takejto  navrhovanej each such proposed presentation or publication
prezentacie alebo publikacie na zaklade on sufficient grounds, including, but not
dostato¢nych dévodov, vratane okrem iného: limited to:

a) zaistenia presnosti prezentacie alebo a) ensuring accuracy of the presentation or
publikacie; publication;

b) zaistenia, aby sukromné informacie b) ensuring that private information is not
neboli nedopatrenim oznamené; accidentally disclosed;

c) umoznenia, aby prava duSevného c) allowing for the protection of intellectual
vlastnictva boli chranené; property rights;

d) umoznenia, aby boli poskytnuté d) allowing for provision of relevant
prislusné dopliiujiice informécie. supplementing information.

11.3. Forma vsetkych publikacii tykajucich sa |11.3.  The form of all publications relating to the
klinického skusania a vztah dotknutych os6b clinical trial and relation of affected persons
a Novartisu k nim podla Autorského zakona and Novartis to them according to the
(napr. autorstvo, spoluautorstvo, spolo¢né Copyright Act (e.g. authorship, co-authorship,
dielo, suborné dielo, spojené diela) bude joint work, summary work, compound work)
uréené vzajomnou dohodou pri odsuhlaseni shall be determined by mutual agreement
publikacie, prezentacie ¢i iného diela during approval of the publication,
Novartisom podla tohto ¢lanku. presentation or other work by Novartis
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pursuant to this Article.

11.4.  Novartis mdze poziadat’, aby bola akakol'vek |11.4.  Novartis may request that any publication or
publikacia alebo prezentacia az 4 (Styri) presentation be delayed for as many as 4 (four)
mesiace  pozdrzana scielom umoznit months in order to allow production and filling
pripravu a vyplnenie patentovej Zziadosti. out patent application. The period of 4 (four)
Doba 4 (Styroch) mesiacov zacne plynat months commences on the day of acceptance
diiom prijatia navrhovanej publikacie alebo of the proposed publication or presentation or
prezentacie, alebo diom, ked sa vSetky on the day when all relevant data from the
prislusné udaje z klinického skuSania daju clinical trial are available to Novartis,
k dispozicii Novartisu, podla toho, ktory whichever occurs later.
datum nastane neskorsie.

11.5. Ak je klinické skuSanie multicentrickym |11.5.  If the clinical trial is a multicentric clinical
klinickym skuSanim, prvé zverejnenie idajov trial, the first publishing of data must be based
musi vychadzat zo suhrnnych udajov od on summary data from all centres analyzed
vSetkych  centier analyzovanych podla according to the Protocol unless all principal
Protokolu, pokial’ sa vSetci hlavni skuSajuci investigators participating in the clinical trial
zucastneni v klinickom skisani a Novartis and Novartis agree otherwise in writing.
nedohodnu pisomne inak.

11.6.  Rovnaké povinnosti platia aj pri publikacnej |11.6.  Same obligations apply also to publication
¢innosti  Skusajuceho. SkuSajuci berie na activities of the Investigator. The Investigator
vedomie, Ze Zziadna odbornad publikacia k acknowledges that no professional publication
objavom ¢i sktSanym pripravkom alebo related to discoveries or investigational
lieckom nesmie byt SkuSajicim vydana pred products, preparations or medicines may be
okamihom podania Ziadosti o patentova issued by the Investigator before the
prihlasku, pokial vzhladom k povahe submission of patent application, in case such
vysledkov klinického skuSania bude podanie application is possible while taking into
takejto prihlasky prichadzat’ do uvahy. account the nature of the results of the clinical

trial.

11.7.  VysSie uvedené povinnosti  zavédzuju [11.7.  Obligations set out above are binding for the
Institiciu a Skusajiceho bez ¢asového alebo Institution and Investigator without any
miestneho obmedzenia na trvanie zmluvného restrictions in terms of time or place and are
vztahu na zaklade tejto Zmluvy, t.j. platia aj not limited to the period of contractual
po skonceni platnosti tejto Zmluvy relationship based on this Agreement, i.e. they
a klinického skusania. shall survive after this Agreement and the

clinical trial are over.
12. Osobné tdaje 12. Personal Data

12.1.  InStitacia, SkuSajaci aj Novartis st povinni 12.1.  The Institution, Investigator and Novartis are
v priebehu klinického skusSania aj po jeho obliged to observe and respect during the
skonceni dodrziavat a dbat’ na prislusné clinical trial and after its completion relevant
pravne predpisy na ochranu osobnych legal regulations governing the protection of
udajov, udajov zo zdravotnej dokumentacie personal data, medical records data and
a informacii o0 osobnych pomeroch information on personal circumstances of the
Ucastnikov ~ zaradenych do  klinického Participants enrolled in the clinical trial.
skasania.

12.2.  Pred zaciatkom apocas trvania klinického [12.2.  Prior to the commencement and in the course
skuSania  InStiticia ajej  zamestnanci of the clinical trial, the Institution and its

poskytnu informacie tykajiice sa Institicie a
osobné udaje, ktoré sa tykaju SkuSajuceho,
spoluskusajucich,  zamestnancov  alebo
dalsich pracovnikov. Takéto informacie
tykajice sa InStiticie a osobné tudaje
zahriiuji. mena a priezviska, kontaktné
informacie, pracovné skusenosti, odbornu
kvalifikaciu, publikacie, sthrny, dosiahnuté
vzdelanie, informacie o vykone povolania,
vybaveni pracoviska, kapacite pracovnikov
a d’alsie, ktoré suvisia s vykonavanim
klinického skuSania na pracovisku. Institiicia
suhlasi s pouZitim a spracovanim informacii

employees shall provide information relating
to the Institution and personal data regarding
the Investigator, co-investigators, employees
or other workers. Such information relating to
the Institution and personal data include names
and surnames, contact information, work
experience, professional qualification,
publications, summaries, achieved education,
information on job performance, site
equipment, worker capacity and other
information associated with the conduct of the
clinical trial at the site. The Institution agrees
with the use and processing of information
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tykajucich sa Institicie a bude informovat
avrozsahu, vakom pravny zaklad pre
spracuvanie osobnych tudajov nevyplyva

relating to the Institution and shall inform and
ensure for Novartis and the Sponsor or their
affiliated persons, to the extent in which the

z pravnych predpisov alebo legal basis for personal data processing does
z pracovnopravneho vztahu Institacie not arise out of any laws or employment
s dotknutymi  osobami, zabezpe¢i pre relationship between the Institution and the

Novartis a Zadéavatel'a alebo ich pridruzené

osoby suhlas so spracovanim osobnych

udajov svojich Skusajucich, spoluskti§ajucich

a zamestnancov na nasledovné ucely:

a) vykonévanie klinického skuSania,
spracuvanie a vyhodnocovanie
vysledkov klinického skusania;

b) kontrolu  aoverenie  vedeckej
integrity  klinického skusania
Statnymi a riadiacimi inStitaciami,

data subjects, consent with the processing of

personal data of its Investigators, co-

investigators and employees for the following
purposes:

a) conduct of the clinical trial, processing
and evaluation of the results of the
clinical trial,

b) inspection and verification of scientific
integrity of the clinical trial by state and
governing institutions, Novartis, CRO (if

Novartisom, CRO (ak existuje), any), monitoring person and their
monitorujucou osobou, ich representatives;
zastupcami;

c) registracia vysledkov klinického c) registration of the results of the clinical
sktsania, vratane registracie trial, including registration of the
sktisaného lieku v réznych investigational product in  various
krajinach; countries;

d) archivacia po dobu stanovenu d) archiving for the period prescribed by

pravnymi predpismi;

e) splnenie  pravnych poziadaviek
alebo poziadaviek riadiacich
indtitucii, uchovavanie v databaze
pracovisk, skusajicich a ostatnych

legal regulations;

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

zamestnancov na pouzitie use in future clinical studies;
v buducich klinickych sktisaniach;
f) prenosu tychto udajov do krajin f) transfer of such data to countries outside

mimo uzemia Slovenskej republiky,

vyhodnocovania ¢innosti pracovisk

a skusajucich pri klinickom skusani.
Suhlas so spracovanim osobnych udajov
zabezpeceny Institiciou podla tohto bodu
musi byt udeleny na také Casové obdobie,
druh osobnych udajov a spdsoby spracovania
osobnych udajov, ktoré¢ boli oznamené
Institacii zo strany Novartisu alebo ktoré su
nevyhnutné na riadne naplnenie
horeuvedenych ucelov spracovania.

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 paragraph shall be
granted for such a time-period, type of
personal data and means of personal data
processing, of which the Institution was
notified by Novartis, or which are necessary
for proper fulfilment of the above mentioned
purposes of processing.

12.3.  SkuSajuci vyjadri suhlas sposkytnutim a (12.3.  The Investigator shall express his/her consent
spracovanim jeho osobnych udajov do with the provision and processing of his/her
databazy klinickych  sktSani; formular personal data in the database of clinical
suhlasu podpisany SkuSajicim je prilohou ¢. studies; the consent form signed by the
4 tejto Zmluvy. Investigator forms Annex No. 4 hereto.

12.4.  SkaSajuci  berie na vedomie, ze pri |12.4. The Investigator takes into account, that in

vykonavani ¢innosti podl'a tejto Zmluvy bude
dochadzat’ Zo strany Skusajuceho
k spraciivaniu osobnych tdajov Ugastnikov.
Skusajtci berie na vedomie, ze v zmysle ¢l. 4
bodu 8 Nariadenia vystupuje Vv pozicii
sprostredkovatel’a, nakolko tieto osobné
udaje spractiva v mene Zadavatela, ktory
v zmysle ¢l. 4 bodu 7 Nariadenia vystupuje
v pozicii prevadzkovatel’a. Zastupcom
Zadavatela je v zmysle ¢l. 27 Nariadenia

performing the activities under this Agreement
the Investigator shall process personal data of
the Participants. The Investigator takes into
account, that pursuant to art. 4 para 8 of the
Regulation he/she acts as a processor since
such personal data are processed by
Investigator on behalf of the Sponsor, who
pursuant to art. 4 para 7 of the Regulation acts
as a controller. Representative of the Sponsor
is pursuant to art. 27 of the Regulation
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Novartis, ktory Zadavatel'a zastupuje, pokial

Novartis who represents the Sponsor with

ide opovinnosti Zadavatela v zmysle regard to its respective obligations under the
Nariadenia. Regulation.

12.5.  Skuasajuci bude na zaklade tejto Zmluvy [12.5.  The Investigator shall process the personal
spractivat’ osobné tdaje Ucastnikov za data of the Participants under this Agreement
ucelom podla najmai ¢l. 2 tejto Zmluvy, a to for the purpose of namely art. 2 hereof during
pocas trvania tejto Zmluvy, ak osobitné the term of this Agreement, unless specific
pravne predpisy neurcuju dlhsiu lehotu. legislation does specify otherwise.

12.6.  Skusajuci je povinny do spracuvania podla (12.6.  The Investigator shall be obliged not to engage
tejto Zmluvy nezapojit’ dalsieho another processor without prior specific or
sprostredkovatela bez predchadzajuceho general written authorization of Novartis or
osobitného alebo vSeobecného pisomného the Sponsor to the processing of the personal
povolenia Novartisu, alebo Zadavatela, ak data under this Agreement, unless this
tato Zmluva neuréuje inak. Agreement specifies otherwise.

12.7.  Skusajuci je povinny spracuvat’ osobné udaje |12.7.  The Investigator shall be obliged to process
len na zéklade zdokumentovanych pokynov the personal data only on documented
Novartisu alebo Zadavatel’a, a to aj pokial’ by instructions from Novartis or the Sponsor,
i8lo o prenos osobnych udajov do tretej including with regard to transfers of personal
krajiny alebo medzinarodnej organizacii, ak data to a third country or an international
osobitné pravne predpisy neuréuji inak. organization, unless required by the specific

legislation otherwise.

12.8.  Skusajuci je povinny zabezpeCit, aby sa (12.8.  The Investigator shall be obliged to ensure,
vSetky osoby, ktoré poveril vykondvanim that all persons authorized to process the
spracuvania osobnych udajov, zaviazali, Ze personal data by the Investigator, have
zachovajii dovernost’ vsetkych ziskanych committed themselves to confidentiality of all
informacii. obtained information.

12.9.  Skusajuci je povinny prijat’ so zretelom na (12.9.  The Investigator shall be obliged to
najnovsie poznatky, nadklady na vykonanie implement, taking into account the state of the
takychto opatreni a na povahu, rozsah a art, the costs of implementation and the nature,
kontext a ucely spracuvania, ako aj na rizika scope, context and purposed of processing as
s roznou pravdepodobnostou a zavaznostou well as the risk of varying likelihood and
pre prava a slobody fyzickych o0sob, severity for the rights and freedoms of natural
primerané technické a organiza¢né opatrenia persons, appropriate technical and
s cielom =zaistitt Uroven bezpecnosti organizational measures to ensure a level of
spractivania osobnych tudajov primeranu security appropriate to the risk.
tomuto riziku.

12.10. SkuSajuci je povinny v ¢o najvacSej miere (12.10. The Investigator shall be obliged to assist
pomédhat  Novartisu a  Zadavatelovi Novartis or the Sponsor by appropriate
vhodnymi  technickymi a organizacnymi technical and organizational measures, insofar
opatreniami pri plneni povinnosti Novartisu, as this is possible, for the fulfilment of
resp. Zadavatela reagovat na Ziadosti Novartis’ or the Sponsor’s obligation to
ovykon prav dotknutych os6b v zmysle respond to requests for exercising the data
Nariadenia. subject’s rights laid down in the Regulation.

12.11. Skusajuci je povinny po ukonceni Cinnosti |12.11. The Investigator shall be obliged, at the choice
podla tejto Zmluvy na zaklade rozhodnutia of Novartis or the Sponsor, delete or return all
Novartisu alebo Zadavatel'a vsetky osobné the personal data to Novartis, after the
udaje vymazat alebo vratit Novartisu a provision of the activities under this
vymazat existujuce kopie, ak osobitné Agreement is over, unless specific legislation
pravne predpisy nepozadujii uchovévanie requires storage of the personal data.
tychto osobnych udajov.

12.12. SkuSajuci je povinny poskytnut’ Novartisu (12.12. The Investigator shall be obliged to make
alebo  Zadavatelovi vSetky informacie available to Novartis or the Sponsor all
potrebné pre preukdzanie splnenia povinnosti information  necessary to  demonstrate
Novartisu, resp. Zadavatela v zmysle compliance with the obligation laid down in
Nariadenia a umoznit’ audity, ako aj kontroly the Regulation and to allow for and contribute
vykonavané Novartisom, Zadavatelom alebo to audits, including inspections, conducted by
inym auditorom, ktorého poveril Novartis Novartis, the Sponsor or by another auditor
alebo Zadavatel a prispievat k nim. mandated by Novartis or the Sponsor.

12.13.  SkuaSajuci  je povinny bez zbytoéného |12.13. The Investigator shall be obliged to
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odkladu informovat’ Novartis, ak sa podla
jeho nazoru pokynom Novartisu alebo
Zadavatel'a porusuje Nariadenie, alebo iné
pravne predpisy tykajice sa ochrany
osobnych udajov.

immediately inform Novartis if, in its opinion,
an instruction from Novartis or the Sponsor
infringes the Regulation or other legal act
regarding the data protection.

12.14. SkuSajici je povinny v priebehu realizacie
¢innosti podla tejto Zmluvy a aj po skonceni
platnosti tejto Zmluvy dodrziavat’ a dbat’ na
prislusné pravne predpisy na ochranu
osobnych udajov ainformacii o osobnych
pomeroch  Ugastnikov  zaradenych  do
klinického skuSania.

12.1

4. The  Investigator  shall  during the
implementation of activities under this
Agreement and also after the expiry of this
Agreement respect and observe the relevant
legislation on protection of personal data and
information on personal matters of the
Participants enrolled in the clinical trial.

13. Vlastnictvo materialov, idajov a vysledkov

13. Ownership of Materials, Data and Results

13.1.  Pokial nie je pisomne dohodnuté inak, vSetok
Material, Suvisiaca dokumentécia, vratane
dokumentov, tdajov, informacii, pristrojov
a zariadeni, pomoécok, skiisanych produktov
aliekov, ktoré dodal Novartis, ¢i uz
v pisomnej, Ustnej, elektronickej alebo inej
podobe, za Ucelom klinického skuSania su
azostani  majetkom  Novartisu, resp.
Zadavatel'a alebo ich pridruzenych o0s6b
podl'a tohto, v koho vlastnictve sa Material
nachadza.

13.1.

Unless agreed otherwise in writing, any
Material, the Related Documentation,
including documents, data, information,
devices and facilities, aids, investigational
products and medicines supplied by Novartis
in written, verbal, electronic or other form for
the performance of the clinical trial are and
shall remain the property of Novartis, event.
the Sponsor or their affiliated person,
depending on who is the owner of the
Material.

13.2. Pokial nie je pisomne dohodnuté inak,
Dokumentéacia Studie, vSetky zaznamy,
vratane elektronickych, ktoré boli vytvorené
v suvislosti s klinickym skuSanim, programy
a rozne druhy navrhov zabezpeCovanych
alebo vykonavanych v zaujme Novartisu
alebo Zadavatela, a tiez vSetky udaje,
informacie, dokumenty, objavy a vynalezy
ziskané, vyplyvajuce alebo vyvinuté v
priebehu alebo ako sucast klinického
sktsania alebo pri plneni tejto Zmluvy su a
zostani vyhradnym vlastnictvom Novartisu
alebo Zadavatela resp. majetkové prava
k nim pri predmetoch dusevného vlastnictva
si azostani vyhradnym vlastnictvom
Novartisu alebo Zadavatela. Novartis alebo
Zadavatel’ ich méze pouzit' a/alebo nakladat
s nimi podla vlastného uvazenia bez dalSej
platby alebo inej povinnosti voci Institacii
alebo Skusajucemu; Institiicia ani Skusajuci
nebudu mat’ na ne Ziadne prava akéhokol'vek
druhu.

13.2.

Unless agreed otherwise in writing, the Trial
Documentation, all  records, including
electronic, which have been produced in
connection with the clinical trial, 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 clinical trial or during the
performance of this Agreement, are and shall
remain exclusive property of Novartis or the
Sponsor, or 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 its own discretion without further payment
to or other obligation towards the Institution or
Investigator; neither the Institution nor the
Investigator shall have any rights of any kind
to them.

13.3.  Institdcia suhlasi s tym, Ze bude bez odkladu
vybavovat’ vSetky dokumenty a vykonévat
vSetky d’alSie opatrenia, ktoré moze Novartis
doévodne pozadovat, aby mohol ziskat
prospech zo svojich prav podla tejto Zmluvy,
a bude pdsobit’ na to, aby si rovnako pocinali
aj Skusajuci, spoluskusajuci, jej zamestnanci
a spolupracovnici. Okrem iného to zahfia
urobenie vSetkych potrebnych krokov pre
prevedenie vlastnictva vsetkych udajov,
informacii, dokumentov, vynalezov
aobjavov na Novartis alebo Zadavatela
alebo nimi uréené osoby a pomoc Novartisu

13.3.

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 Investigator, co-investigators,
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 any persons
appointed by them, and assistance to Novartis
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alebo Zadavatel'ovi pri spraciivani a podavani
ziadosti o patenty ¢i iné prava priemyselného

or the Sponsor in processing and submission
of patent applications or other industrial or

alebo duSevného vlastnictva. InStiticia intellectual property rights. The Institution is
zodpoveda za vSetky platby, splatné solely liable for all payments payable to the
skasajicemu, spoluskusajicim, Investigator,  co-investigators,  employees
zamestnancom a/alebo  spolupracovnikom and/or co-workers of the Institution in
Institacie v sulade s prislusSnymi zdkonmi, za accordance with relevant acts, for all

vSetky vynalezy ¢i patenty ¢i iné prava
priemyselného alebo dusevného vlastnictva
prevedené na Novartis alebo Zadavatela
alebo nimi uréené osoby v suvislosti
s predmetom tejto Zmluvy. Pre thradu podla
¢l. 8 tejto Zmluvy pre Institiciu sa usudzuje,
ze zahfia uhradu aj takychto nakladov a
platieb Institiciou.

inventions or patents or any other industrial or
intellectual property rights transferred to
Novartis or the Sponsor or to any person
appointed by them in connection with this
Contract. For the purpose of payment
according to Art. 8 hereof on behalf of the
Institution it is deemed that the payment also
includes coverage of such costs and payments
by the Institution.

13.4.  Vysledok klinického skuSania ako aj vSetky |13.4.  Result of the clinical trial and all materials,
materialy, dokumenty, udaje a informacie, aj documents, data and information, also partial,
Ciastkové, ziskané pri jeho dosiahnuti, moze obtained in the process leading to the
Novartis a Zadavatel pouzit’ pri svojej achievement of such result, may be used by
¢innosti, najmd pri  vyskume a vyvoji, Novartis or the Sponsor in the course of its
vyrobe, registracii, predaji, vypracovani activities, in particular in research and
vedeckych stadii a odbornych  prac, development, manufacturing, registration, sale,
marketingu; pri dodrzani platnych pravnych elaboration of scientific studies and
predpisov. professional works and marketing, while

observing all applicable legal regulations.

13.5.  Za pridruzené osoby sa na ucely bodu 4.6., [13.5.  For purposes of para. 4.6., para. 9.1., para.
bodu 9.1., bodu 12.2. abodu 13.1 tejto 12.2. and para. 13.1 of this Agreement, the
Zmluvy pokladaju (i) ovladané osoby following entities shall be considered as
v zmysle § 66a ods. 1 ObZ, (ii) ovladajice affiliated persons (i) controlled persons
osoby v zmysle § 66a ods. 2 ObZ, (iii) osoba pursuant to Section 66a para. 1 of CC, (ii)
ovladana tou istou ovladajicou osobou a (iv) controlling persons pursuant to Section 66a
osoba, ktord je Clenom tej istej skupiny (t.]. para. 2 of CC, (iii) a person controlled by the
pre Novartise ¢lenom skupiny Novartis a pri same controlling person and (iv) person being
Zadévatel'ovi ¢lenom skupiny, do ktorej patri a member of the same group (i.e. if it concerns
aj Zadavatel). Novartis, then member of Novartis Group and,

if it concerns the Sponsor, a member of the
same group, of which the Sponsor is a
member).

14. Doba platnosti Zmluvy 14. Agreement Validity Period

14.1. Zmluva sa wuzatvara na dobu trvania |14.1.  The Agreement is concluded for the period of
klinického skuSania ajej platnost konci the clinical trial and its validity shall terminate
najneskoér dilom zaniku povolenia na at the latest at the date of the expiry of the
vykonavanie klinického skusSania authorization for the conducting of the clinical
v Slovenskej  republike.  Predpokladany trial in the Slovak Republic. The clinical trial
termin ukoncenia klinického skuSania je is expected to finish on 09.08.2026.
09.08.2026.

14.2.  Vpripade, ze klinické skuSanie nebude {14.2. In case, that the clinical trial will be not

riadne ukoncené (dosiahnuté ciele klinického
skusania, odovzdané vSetky produkty,
protokoly, = CRF zaznamy  a Material
spolo¢nosti Novartis) do uplynutia doby
uvedenej v bode 14.1. prvej vete tohto
¢lanku, zmluvné strany sa dohodli, Ze uzavru
dodatok k tejto Zmluve, ktorého predmetom
bude prediZzenie platnosti Zmluvy na &as
potrebny na riadne ukoncenie klinického
sktsania, za podmienky, Ze Novartis zaroven
najneskor s dodatkom predlozi InStitucii

properly completed (reaching objectives of
clinical trial, returned all products, protocols,
CRF records and Material of Novartis) to the
date of expiration of the period referred to in
paragraph 14.1. first sentence of this Article,
the Parties agree to conclude an amendment to
this Agreement, concerning the extension of
the validity of this Agreement for the time
necessary for the proper completion of clinical
trial, under the condition, that Novartis
simultaneously at least with Amendment
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dokument preukazujtci poistenie podl'a bodu
9.1, ktoré bude zohladiiovat predizenie
platnosti Zmluvy. Dodatok spolu s dokladom
preukazujucim platnost’ poistenia aj na
predizené obdobie je povinny predlozit
Institicii a SkuSajuicemu Novartis pocas
platnosti Zmluvy, minimalne 1 mesiac pred
uplynutim  pldnovanej  doby  trvania,
a Institicia a Skasajuci su povinni uzatvorit’
takyto dodatok na potrebnu dobu stanovenu
Novartisom na zabezpecenie splnenia ucelu
tejto Zmluvy.

submit to Institution document proving the
insurance under para. 9.1., which will count
with the extension of the wvalidity of
Agreement. Amendment together  with
document proving the validity of insurance
also for the extended period shall Novartis
submit to the Institution and the Investigator
during the validity of the Agreement, at least
one month before the expiration of scheduled
duration, and Institution and Investigator are
obliged to conclude such an amendment to the
required period specified by Novartis to ensure
the purpose of this Agreement.

14.3.  Platnost’ tejto Zmluvy sa automaticky ukon¢i |14.3.  Validity of this Agreement shall expire
jej splnenim po dosiahnuti ciel'ov klinického automatically by its fulfilment after
skasania a odovzdani vsetkych produktov, achievement of the targets of the clinical trial
protokolov, CRF zaznamov, Dokumentacie and handover of all products, protocols, CRF
§tadie, Suvisiacej dokumentacie a Materialu records, Trial Documentation, Related
spolo¢nosti Novartis. Zmluva moéze byt Documentation and Material to Novartis. The
ukoncend aj dohodou zmluvnych stran. Agreement can also be terminated by

agreement of the Parties.

14.4.  Ktordkol'vek zmluvna strana je opradvnend (14.4.  Either Party may withdraw from this
odstupit od tejto Zmluvy pisomnym Agreement in writing with effectiveness upon
odstipenim, ktoré nadobuda Ucinnost delivery to the other Party to the address

dorucenim druhej zmluvnej strane na adresu

uvedenu v zahlavi tejto Zmluvy, a to v

nasledujucich pripadoch:

a) ak niektora zmluvna strana porusi
niektoré z ustanoveni tejto Zmluvy a
neodstrani zavadny stav ani v lehote
30-tich dni od dorucenia vyzvy k

naprave, patri toto pravo strane
poskodene;j;
b) ak bude rozhodnuté, Ze je niektora

strana v konkurze, alebo bude navrh
na vyhlasenie konkurzu zamietnuty
pre nedostatok majetku;

c) ak je niektora strana v platobnej
neschopnosti alebo ide do likvidacie
z inych pric¢in ako je transformacia
alebo zluCovanie, nema urceného
nastupcu, ktory by prevzal jej aktiva
(majetok) azavidzky a neuzavrie
dohodu alebo iné vysporiadanie so
svojimi veriteI'mi;

d) ak niektord zmluvnd strana strati
opravnenie, ktoré je pre riadne a
vCasné plnenie povinnosti
vyplyvajucich  z Zmluvy
nevyhnutné;

e) ak potrebné opravnenie, povolenie,
suhlas alebo vynimka je odvolané,
odlozena jeho platnost’, alebo vyprsi
doba, na ktort bolo vydané bez toho,
aby bolo prislusne predizené.

V pripade, Ze zhore uvedenych dévodov

odstipi od Zmluvy Novartis alebo Institucia,

nastani  U¢inky odstipenia vo vztahu

tejto

shown in the heading of this Agreement in
following cases:

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

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

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

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

e) if the required authorization, permit,
consent or exception is withdrawn or its
validity delayed or the period for which it
was issued expires without prolongation.

In case Novartis or the Institution withdraw
from the Agreement for the above mentioned
reasons, the effects of the withdrawal in
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k vSetkym ostatnym zmluvnych stranam.
Avsak ak zuvedenych dévodov odstapi od
Zmluvy Skusajici, zmluvny vztah medzi
nimi zostava zachovany a  Novartis
a InStitucia si povinni ustanovit nového
skuSajuceho v sulade sbodom 3.4. tejto
Zmluvy.

relation to all other Parties will occur. But, if
the Investigator withdraws from the
Agreement for the above mentioned reasons,
the contractual relationship among them
remain unchanged, and Novartis and the
Institution shall appoint a new Investigator in
accordance with para. 3.4. of this Agreement.

14.5. Okrem ukoncenia platnosti Zmluvy podla {14.5. In addition to termination of validity of the
predchadzajucich ustanoveni, ma Novartis Agreement pursuant to previous provisions,
pravo kedykol'vek prerusit alebo ukoncit Novartis is entitled to suspend or end the
klinické skuSanie pisomnym oznamenim clinical trial at any time by means of a written
dorucenym Institacii a SkuSajicemu priamo notice delivered to the Institution or
alebo prostrednictvom CRO (ak existuje). Investigator directly or through CRO (if any).
Bez toho, aby Novartis akymkol'vek Without any restrictions of its right to end the
sposobom obmedzoval svoje pravo na clinical trial in any manner, Novartis shall
ukoncenie klinického skusania, Novartis za under usual circumstances suspend or end the
normalnych okolnosti prerusi alebo ukonci clinical trial in following cases:
klinické sktisanie v nasledujucich pripadoch:

a) ak vyskyt zavaznych neziaducich a) if the occurrence of serious adverse
ucinkov alebo podozreni na ne pri reactions or suspected serious adverse
podavani  skusanych  produktov reactions associated with the
alebo liekov pocas klinického administration of investigational products
skusania alebo ohrozenie or medicines in the course of the clinical
bezpeénosti Ucastnikov poukazuje trial or risk to the safety of the Participant
na potrebu  prerusenia  alebo show that it is necessary to suspend or
ukoncenia klinického skuSania; end the clinical trial;

b) ak si Novartis zeld prerusit alebo
ukon¢it klinické skusanie b) if Novartis wishes to suspend or end the
z komer¢nych doévodov, z dovodov clinical trial for commercial, for reasons
efektivnosti, z dovodov of efficacy, for reasons of corporate
koncernovej politiky vykonavania policy of conducting clinical studies, for
klinickych ~ skGsani, zdovodov reasons originating outside the Slovak
majucich pévod mimo uzemia Republic or even without giving reasons;
Slovenskej republiky alebo aj bez
uvedenia dovodov;

c) ak je  Novartis  opravnene ¢) in case Novartis is reasonably convinced
presvedéeny, ze klinické skusSanie that the clinical trial cannot be finished
nemdze byt tuspesne dokoncené, successfully, including due to the fact
vratane dovodu (ale aj bez neho), ze (but also without it) that the clinical trial
by sa  klinického  skuSania would not have enough Participants or a
nezucastnil ~ dostatoény  pocet sufficient number of site could not be
Ucastnikov alebo sa v stanovenom found in due time.

Case nenaSiel dostatony pocet
pracovisk.

14.6. Ak pride k predCasnému ukonCeniu tejto (14.6.  In case of early termination of this Agreement
Zmluvy, najmd z doévodov uvedenych v for reasons listed in the provision of para.
ustanoveni ¢lanku 14.4. tejto Zmluvy, je 14.4. hereof, the Party which brought about
strana, ktord sposobila ukoncenie tejto termination of this Agreement or provided a
Zmluvy alebo dala pri¢inu k ukonceniu tejto reason for this Agreement to be terminated by
Zmluvy druhou stranou, povinna nahradit the other Party, is obliged to reimburse all
druhej strane vSetky naklady, ktord tato costs incurred by the other Party with relation
skutocne v suvislosti s plnenim tejto Zmluvy to the performance of this Agreement in
vynalozila, a to v tom pomere, v akom proportion in which the subject-matter and
nedoslo k splneniu jej predmetu a tcelu, t.. purpose of this Agreement were not fulfilled,
pomer dokon&enych hodnoteni Ugastnikov i.e. in the proportion of completed evaluation
vzhl'adom k objemu materidlu, ktory bol na of Participants to the volume of materials
Ugastnikov celkovo poskytnuty. provided for Participants in the aggregate.

14.7. 'V pripade ukoncenia klinického skuSania {14.7. In case the clinical trial is terminated pursuant

podl'a ustanovenia ¢lanku 14.5. tejto Zmluvy,

to para. 14.5. hereof, Novartis shall pay the
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uvhradi Novartis odmenu primeranym remuneration in appropriate manner for
spdsobom za sluzby poskytnuté az do datumu services provided until the day on which the
ukoncenia  klinického  skuSania  podla clinical trial was terminated according to the
podmienok uvedenych v tejto Zmluve ato provisions of this Agreement and that in the
sposobom uvedenym v Prilohe ¢. 2 tejto manner specified in the Annex No. 2 to this
Zmluvy. Institucia nema narok na nahradu Agreement. The Institution is not entitled to
inych nékladov ¢i uslého zisku. reimbursement of other costs or lost profit.

14.8.  Institacia a SkuSajuci stuhlasia stym, ze po (14.8.  The Institution and Investigator agree that
obdrzani oznameni o odstipeni od tejto following receipt of the notice of withdrawal
Zmluvy alebo ukonceni klinického skiiSania from this Agreement or termination of the
bezodkladne ukoncia vykonavanie klinického clinical trial, they shall promptly end the
skaSania v rozsahu, ktory je zhladiska performance of the clinical trial to the extent
vietkych Ucastnikov lekarsky pripustny. Bez that is medically feasible from the perspective
ohladu na vyssie uvedené st vsak Institicia of all Participants. Regardless the above
a Skusajuci v pripade, ak déjde k ukonceniu mentioned, the Institution and the Investigator
Zmluvy inym spdsobom ako je uvedené shall, in case the Agreement is terminated by a
v bode 14.3. tejto Zmluvy, povinni vykonat manner other than stated in para. 14.3. of this
akékol'vek a vSetky tkony nevyhnutné na Agreement, execute any and all acts necessary
zabezpecenie bezpecnosti a ochrany zdravia for ensuring of safety and health protection of
Utastnikov a riadneho ukonéenia klinického the Participants and of proper finishing of the
sktsania. SkuSajuci mad povinnosti uvedené clinical trial. The Investigator shall observe the
vtomto bode aj vpripade, ak prestane obligations under this para. also in such case
vykonavat’ funkciu skuSajuceho a sucasne that he/she stops to perform the function of the
neddjde k ukonceniu tejto Zmluvy; v takom investigator and, at the same time, this
pripade je Skusajuci povinny poskytnat Agreement does not terminate; in such case
nevyhnutni sucinnost a pomoc dalSiemu the Investigator is obliged to provide
skuSajuicemu  ureného v silade s touto necessary assistance and cooperation to the
Zmluvou, Institacii a Novartisu za ucelom next Investigator appointed in accordance with
zabezpecenia kontinuity vykonavania this Agreement, to the Institution and to
klinického skusania. Novartis for the purpose of ensuring continuity

of the clinical trial.

14.9.  Ukoncenie Zmluvy nebude mat’ vplyv na (14.9.  Termination of the Agreement shall be without
pravo niektorej zo stran vykonat pravne prejudice to the right of either Party to take
opatrenia vo¢i druhej strane v suvislosti s legal measures against the other Party in
predchddzajiicim porusenim Zmluvy druhou connection with the previous breach of the
stranou. Agreement by the other Party.

14.10. Ustanovenia uvedené v tejto Zmluve, ktoré (14.10. Provisions of this Agreement that pertain to
sa tykaju zabezpecenia doverného charakteru ensuring confidential nature of information,
informacii, publikacii, osobnych tdajov, publications, personal data, ownership, record
vlastnictva, uchovavania zaznamov, ako aj keeping as well as other provisions, in case of
dalSie ustanovenia, u ktorych sa na zaklade which it is reasonably believed that they shall
ich nalezitosti usudzuje, ze budu platit’ d’alej survive termination or expiry of the
aj po ukonceni alebo vyprsani Zmluvy, budu Agreement, shall continue to be valid
nad’alej v platnosti bez ohl'adu na ukoncenie irrespective of the fact that the Agreement has
Zmluvy. been terminated.

15. Osobitné ustanovenia 15. Special Provisions

15.1.  Novartis, Institicia ani SkuSajuci nebudu (15.1.  Novartis, the Institution and Investigator shall
zodpovedni za nedodrzanie alebo not be liable for non-observance or delayed
oneskorenie plnenia zavizkov v suvislosti s performance of their obligations in connection
klinickym skasanim v pripade, ak toto with the clinical trial, if such non-observance
nedodrzanie  alebo  oneskorenie  bolo or delay was caused by circumstances beyond
sposobené okolnost'ami vylucujucimi real control of the participating Party and if
zodpovednost, t.j. okolnostami, ktoré su such circumstances or their consequences
mimo  redlnej moznosti  ovplyvnenia could not be prevented, averted or overcome,
zOCastnenou stranou a ak sa tymto even while exercising sufficient level of
okolnostiam alebo jej nasledkom nedalo caution, and if the contractual party was not
vyhnut, odvratit alebo prekonat’ ani pri able to foresee such circumstances at the time
dodrzani dostato¢nej miery opatrnosti, when such obligation was created.
pricom tuto okolnost’ v ¢ase vzniku zdvizku
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zmluvna strana nemohla nepredvidat

15.2.

Skusajuci je pracovnikom nezavislym od
Novartisu a ziadne ustanovenie tejto Zmluvy
ho nedefinuje ako zamestnanca, zastupcu
alebo  spoloénika  Novartisu.  Institacia
zodpoveda za plnenie vsetkych povinnosti
tykajacich sa platieb dani, socialneho
a zdravotného poistenia, ktoré sa vztahuji na
predmet Zmluvy, ak to prichddza do uvahy,
vratane tych, ktoré sa tykaji Skusajuceho,
spoluskusajucich a zamestnancov
a spolupracovnikov Institicie.

15.2.

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

15.3.

Institicia nesmie postipit’ akékol'vek prava
azavazky ztejto Zmluvy tretej strane bez
pisomného suhlasu Novartisu. Novartis méze
previest’ ktorékol'vek zo svojich prav alebo
zaviazkov vyplyvajucich z tejto Zmluvy na

svojho obchodného partnera, spolocnika,
ovladana  ¢i  ovladajucu  spolocCnost’,
a Novartis ouvedenom prevode musi
Institaciu a Skusajuceho bezodkladne

pisomne informovat’; finan¢né zavizky voci
zmluvnému partnerovi vychadzajlice z tejto
Zmluvy len so stthlasom zmluvného partnera.
Uvedeny prevod sa bude spravovat
slovenskym pravnym poriadkom.

15.3.

The Institution may not assign any rights and
obligations arising from this Agreement to a
third party without a written agreement by
Novartis. Novartis may assign any of its rights
or obligations arising from this Agreement to
its business partner, associate, controlled or
controlling company and Novartis is obliged
about such transfer immediately inform the
Institution and Investigator in writing;
financial obligations to the contract partner
based on this Agreement only with the consent
of the contract partner. Above mentioned
transfer shall be governed by Slovak law.

15.4.

Kazdé oznamenie podavané v suvislosti
s touto Zmluvou musi byt pisomné, ak nie je
v Zmluve stanovené inak, amusi byt
dorucené osobne, alebo zaslané doporucenou
postou alebo faxom na adresu uvedenu
vZmluve ¢i na ind adresu ozndmenu
pisomne druhej zmluvnej strane.

15.4.

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.

15.5.

InStiticia  a SkuSajuci  vyhlasuju,  ze
Skusajuci, ani InStitacia, ani Zziadna jeho
zamestnand osoba, ani spolupracovnik, ktori
sa zucastiuju vo vykonavani klinického
skusania, neboli vyluceni podla § 306 pism.
a) alebo b) Federdlneho zékona Spojenych
Statov americkych o kontrole potravin, liekov
a kozmetickych pripravkov, alebo postihnuti
obdobnym  opatrenim  (napr. zdkazom
¢innosti alebo vylu¢enim zo stavovského
organu) podla prava Slovenskej republiky
a InStiticia v buducnosti nezamestnd ani
nenajme ziadnu vylucent osobu v stvislosti
s pracou, ktord sa ma vykonat pre spolocnost’
Novartis alebo jej menom. Ak sa Institicia
kedykol'vek po podpise tejto Zmluvy dozvie,
ze Skusajuci alebo Institucia ¢i nejaka osoba,
ktoru Institicia zamestnava alebo najme, je
vylicena, alebo je vo vyluéovacom konani,
Institicia tymto potvrdzuje, Ze to okamzite
oznami Novartisu a bude postupovat’ podla
jej pokynov ohl'adne klinického skuSania.

15.5.

The Institution and the Investigator represent,
that neither the Investigator and Institution,
nor any of their employees or co-workers
participating in the conduct of the clinical trial
have been debarred in accordance pursuant to
Sec. 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 Investigator, 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 matter and
proceed with relation to the clinical trial as
directed by Novartis.

16. Zaverecné ustanovenia

16. Final Provisions

16.1.

Zmluvné strany sa zavidzuju, ze budi vzdy

16.1.

The Parties undertake that they shall at all
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postupovat tak, aby vsetky zalezitosti, ktoré
budi aspon jednou zo zmluvnych stran
povazované za potrebné, rieSili bez
zbytocného odkladu a prietahov, teda v ¢o
najkratSej moznej dobe a zaroven s
vynalozenim najniz§ich moznych nakladov.

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.

16.2.

Tato Zmluva sa interpretuje podl'a pravneho
poriadku 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. Pre pripadné sudne spory sa bude
uplatiovat’ prislusnost’ slovenskych sudov.

16.2.

This Agreement shall be interpreted under the
law of the Slovak Republic. The Parties, in
accordance with the provision of Section 262
para. 1 and 2 of CC, expressly agree that their
contractual relationship regulated by this
Agreement shall be governed by the CC. For
any legal disputes the jurisdiction of the
Slovak courts will be applicable.

16.3.

V pripade, Ze by ktorékol'vek z ustanoveni
tejto Zmluvy bolo ¢i sa dodatocne stalo
neplatnym alebo netuc¢innym, budu ostatné jej
ustanovenia posudzované ako oddelitelné a
platnost’ ¢i ucinnost tejto Zmluvy ako celku
zostane zachovand. Pre tento pripad sa
ucastnici Zmluvy zavdzujii na zaklade
vzajomnej dohody nahradit’ neplatné alebo
neucinné ustanovenia takym ustanovenim,
ktoré bude najlepSie zodpovedat’ tcelu tejto
Zmluvy a voli zmluvnych stran pri jej
uzavreti.

16.3.

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 conclusion of the
Agreement.

16.4.

Ziadne zricknutie sa nejakej naleZitosti,
ustanovenia alebo podmienky tejto Zmluvy,
¢i uz konanim alebo inak, v jednom alebo vo
viacerych pripadoch, sa nebude povazovat’ za
dalsie alebo trvalé zricknutie sa nejakej
takejto  nalezitosti, ustanovenia  alebo
podmienky alebo nejakej inej nalezitosti,
ustanovenia alebo podmienky tejto Zmluvy,
alebo takto vysvetlovat’.

16.4.

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.

16.5.

Tato Zmluvu je mozno menit a doplnovat’
len na zéklade jej pisomného dodatku, ktory
bude za taky oznaceny, prislusne ocislovany,
s datumom a podpisom vsetkych zmluvnych
stran. Toto ustanovenie sa neaplikuje na
dodatky Protokolu.

16.5.

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

16.6.

Novartis je opravneny zmenit jednostranne
Protokol, aj ked’ bude prilohou tejto Zmluvy.
Ak je vydany dodatok Protokolu, je Novartis
povinny zmenu, upravu ¢i doplnenie
Protokolu  pisomne oznamit' InStitacii
s pisomnym dolozenim zmeneného
Protokolu. Zmluvné strany sa zavézuju
postupovat’ podl'a zmeneného Protokolu od
okamziku jeho oznadmenia prisluSnej strane.

16.6.

Novartis is entitled to unilaterally amend the
Protocol, even if the Protocol forms annex to
this Agreement. If amendment to the Protocol
is issued, Novartis is required the change,
modification or supplementation of the
Protocol notify in writing to Institution by
written submitting of the amended Protocol.
The Parties undertake to proceed in
accordance with such amendment to the
Protocol from the moment when the existence
of such amendment to the Protocol was
reported to the relevant Party.

16.7.

V pripade, ak by doslo ktakej zmene
Protokolu, ktora by mala za nasledok zmenu
rozsahu sluzieb, resp. vykonov
vykonavanych Institiciou/Skusajucim podla
tejto Zmluvy, Novartis sa zavizuje predlozit

16.7.

In case, that there came to such change to the
Protocol, which effect would be the change of
the scope of services, respectively
performance provided by Institution /
Investigator under this Agreement, Novartis or
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Institdcii a SkuSajicemu navrh dodatku
k tejto Zmluve, predmetom ktorého bude
prislusnd zmena Protokolu. V pripade, ze
zmena Protokolu bude znamenat' zvySenie
rozsahu ¢innosti, ktoré maji vplyv na thradu
podla Prilohy ¢.2, tak spolu so zmenou
Protokolu je potrebna pisomnd akcepticia
predlozeného dodatku tejto Zmluvy aj zo
strany InStiticie a SkuSajuceho. Institicia a
Skusajuci, bertc na vedomie ucel tejto
Zmluvy, ktorym je riadne ukoncené klinické

skasanie  (dosiahnuté ciele  klinického
skuSania, odovzdané vsetky produkty,
protokoly, =~ CRF  zaznamy  a Material

spolocnosti Novartis), si povinni pisomne
akceptovat dodatok k Zmluve bez
zbytoéného odkladu po dohode stran
o uprave uhrady podla Prilohy ¢.2 tejto
Zmluvy. V pripade nepredlozenia dodatku
bude Novartis povinny vyplatit odmenu za
vykony vykonané na zdklade zmeny
Protokolu nad pdvodny rozsah v sume
vy¢islenej Instituciou v prislusnej faktire, a
to podl'a platného cennika Institicie alebo vo
vyske, ktora za tieto vykony uhradzaju
zdravotné poistovne, resp. ak takéto vykony
nie st zo strany zdravotnych poistovni
uhradzané, Vv primeranej vyske
s prihliadnutim na povahu vykonu
a vynalozené naklady; pre spdsob vyplaty
uvedenej odmeny sa pouzije obdobne Priloha
¢. 2 tejto Zmluvy.

sponsor undertake to submit to the Institution
and the Investigator a draft amendment to this
Agreement and the subject matter of the
amendment will be relevant amendment of the
Protocol. In case that the change of the
Protocol will mean increase in the scope of
activities, which will have an effect on the
payment in accordance with Annex No.2,
together with the amendment of the Protocol,
also a written acceptation of submitted
amendment of this Agreement from the
Institution and the Investigator side is
necessary. The Institution and the Investigator,
noting the purposes of this Agreement, which
is proper completion of the clinical trial
(achieved objectives of the clinical trial,
handed over all products, protocols, CRF
records and Novartis Material), are obliged to
accept in writing an amendment to the
Agreement without delay after the agreement
on the remuneration arrangements in
accordance with Annex No. 2 of this
Agreement. In case of failure to supplement
the amendment Novartis and / or sponsor will
be obliged to pay the remuneration for
conducted procedures provided pursuant to
amendments to the Protocol beyond the
original scope in the amount determined by
health care facilities in the appropriate invoice,
according to the wvalid price list of the
Institution or in the amount, that for those
services are paying health insurance
companies, event. if such services are not
reimbursed by the health insurance companies,
in a reasonable amount with regard to nature
of the services and incurred costs; Annex No.
2 to this Agreement shall apply analogously to
the manner of the payment of the above
remuneration.

16.8.  Tato Zmluva nadobuda platnost’ a i€innost’ |16.8.  This Agreement shall be valid and shall enter
diiom jej podpisania vSetkymi zmluvnymi into force upon signature by all parties.
stranami.

16.9. Tato Zmluva je vyhotovend v Styroch 16.9. This Agreement is executed in four copies,
vyhotoveniach, dvakrat pre Instituciu two for the Institution, and two for Novartis.

a dvakrat pre Novartis.

16.10. Skusajuci zaroven prehlasuje, Ze vSetky |16.10. The Investigator also declares that all the
osobné udaje vrozsahu osobnych udajov personal data, as listed in the heading of this
v zmysle zahlavia tejto Zmluvy poskytol Agreement, was provided voluntarily for the
dobrovolne ana ucely plnenia tejto Zmluvy purposes of the fulfilment of this Agreement in
v sulade s Nariadenim a Zakonom o ochrane accordance with the Regulation and Personal
osobnych  udajov.  SkusSajuci  zaroven Data Protection Act. The Investigator also
prehlasuje, Ze sa oboznamil so svojimi declares, that it is acknowledged by its rights
pravami ako dotknutej osoby v zmysle of a data subject in accordance with the
Nariadenia. Toto oboznamenie tvori prilohu Regulation. This information is attached as
¢. 5 tejto Zmluvy. Annex No. 5 hereto.

16.11. Tato Zmluva je vyhotovena v slovensko- (16.11. This Agreement is executed in Slovak-English

anglickej verzii. V pripade rozporu medzi
slovenskou a anglickou jazykovou verziou

version. In case of any discrepancies between
these two versions of the Agreement, it’s
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zmluvy, jej priloh alebo pripadnych Annexes or possible amendments, the Slovak
dodatkov, mé prednost’ slovenska verzia. version shall prevail.

16.12.  Zmluvné strany vyhlasuju, Ze si Zmluvu [16.12. The Parties declare that they have read this
precitali, jej obsahu porozumeli, ze ju Agreement, understood its content and that
uzavreli slobodne a vazne, urcite they have entered into the Agreement freely
a zrozumitelne, ana potvrdenie toho, ze and seriously, definitely and clearly, and in
obsah tejto Zmluvy zodpoveda ich skutocne;j witness of the fact that the content of this
a slobodnej voli, ju vlastnoru¢ne podpisali. Agreement corresponds with their true and

free will, they attach their authentic signatures.

Za Novartis/For Novartis: Datum/Date:

Mateja Cotar, konatel/managing director

Za Novartis/For Novartis: ... Datum/Date: ...

Mgr. Hana Mrazova, vedica oddelenia pre klinické
Skusanie/ Head of the Department for Clinical Trials

Za Novartis/For Novartis:...................... Datum/Date: ...,

Ing. Lucia Fuéek Sersetiova, projektovy manazér klinického
skusania/Clinical study manager

Za Institaciu/For the Institution: Datum/Date:

Doc. MUDr. Richard Imrich, PhD., DrSc., Generalny riaditel'/General Director

Za Institaciu/For the Institution: Datum/Date:

Ing. Veronika Judi¢dkova, MBA, Ekonomicky riaditel’/Financial Director

Za Institaciu/For the Institution: Datum/Date:

MUDr. Mgr. Daniela Knaze Dolezalova, Medicinsky riaditel/Medical Director

Za Skusajuceho/For Investigator: ... ... Datum/Date: ...
Doc. MUDr. Jozef Luka¢, CSc

Priloha ¢.1: Popis klinického skusania (1 strana) | Annex No. 1:  Description of the clinical trial (1
page)

Priloha ¢.2: Platby (2 strany) Annex No. 2:  Payments (2 pages)

Priloha ¢.3: Poistny certifikat ~ HDI (aj | Annex No. 3: HDI insurance certificate (also in
v slovenskom jazyku) Slovak language)

Priloha ¢.4: Formuldr zverejnenia  osobnych | Annex No.4: Investigator’s Personal Data
udajov Skusajuceho Disclosure Form

Priloha €. 5: Informécia pre dotknutt osobu Annex No. 5:  Information for the data subject
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Priloha ¢.1

Annex No. 1

Nazov skusaného produktu/licku:
Sekukinumab

Name of the investigational product/medication:
Sekukinumab

Referencéné Cislo: AIN457

Reference number: AIN457

Kod klinického sktusania: CAIN457Q12301

Clinical study code: CAIN457Q12301

Nazov/Popis klinického skusania:

Dvojro¢né, randomizované, dvojito zaslepené,
placebom kontrolované klinické skusanie fazy II1
prebiechajice v paralelnych skupinach zamerané na
zhodnotenie bezpec¢nosti, ucinnosti a znasanlivosti
subkutanne podavaného sekukinumabu v davke 300
mg, v porovnani s placebom, v kombindcii so
Standardnou lieCbou u pacientov s aktivnou lupusovou
nefritidou.

Title/Description of the clinical study:

A two-year, phase III randomized, double-blind,
parallel-group, placebo controlled trial to evaluate the
safety, efficacy, and tolerability of 300 mg s.c.
secukinumab versus placebo, in combination with
SoC therapy, in patients with active lupus nephritis

Détum finalnej verzie protokolu: 11.10.2019

Date of final version of the Protocol: 11.10.2019

Skusajuci: Doc. MUDr. Jozef Lukac, CSc
Spoluskusajuci: MUDr. Ol'ga Lukacova
MUDr. Alena Tuchynova

The Investigator: Doc. MUDr. Jozef Lukac, CSc
The Co-Investigators: MUDr. Ol'ga Lukacova
MUDr. Alena Tuchynova

Centrum:

Narodny Ustav Reumatickych Chorob
Nabrezie Ivana Krasku 4, 921 01 Piestany
Telefon: +421 33 7969317

Fax:  +421 33 7625154

Mobil: +421 905 380 369

Centre:

Narodny Ustav Reumatickych Chorob
Nabrezie Ivana Krasku 4, 921 01 Piestany
Phone: +421 33 7969317

Fax:  +42133 7625154

Mobile: +421 905 380 369

Riaditel Instittcie:

Generalny riaditel: MUDr. Richard Imrich,
PhD.,DrSc.

Medicinsky riaditel: MUDr. Mgr. Daniela Knaze
Dolezalova

Ekonomicky riaditel: Ing. Veronika Judicédkova,
MBA

Telefon: +421 33 7969102

Fax: +421 33 7625154

Director of the Institution:

Generalny riaditel: MUDr. Richard Imrich, PhD.,
DrSc.

Medicinsky riaditel': MUDr. Mgr. Daniela Knaze
Dolezalova

Ekonomicky riaditel: Ing. Veronika Judi¢dkova,
MBA

Phone: +421 33 7969102

Fax: +421 33 7625154

Cislo centra: 3600

Centre number: 3600

Planovany podet zaradenych Ugastnikov: 4

Planned number of enrolled Participants: 4

Monitor klinického skuSania:
Zuzana Hamidova

Clinical trial monitor:
Zuzana Hamidova

Adresa:

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

Fax: 02/5556 5886

Address:

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

Fax: 02/5556 5886

Casovy rozvrh klinického skugania:
31.03.2020 - 09.08.2026

Clinical study schedule:
31.03.2020 - 09.08.2026

Zatiatok zaradovania Ugastnikov:
31.03.2020

Commencement of Participants enrolment:
31.03.2020

Ukond&enie zarad’ovania Ugastnikov /randomizécie:
20.09.2023

End of patient enrolment Participants/randomization:
20.09.2023

Zagiatok kompetitivneho zarad’ovania Ugastnikov Commencement  of  competitive  Participants
31.03.2020 enrolment:
31.03.2020
Ukoncenie klinického skiiSania najneskor: End of the clinical study at the latest on:
09.08.2026 09.08.2026
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Za Novartis/For Novartis: Datum/Date:

Mateja Cotar, konatel/managing director

Za Novartis/For Novartis:..................... Datum/Date: ...,

Mgr. Hana Mrazova, vedica oddelenia pre klinické
Skusanie/ Head of the Department for Clinical Trials

Za Novartis/For Novartis: Datum/Date:

Ing. Lucia Fuéek Sersefiova, projektovy manazér klinického
skasania/Clinical study manager

Za Institaciu/For the Institution: Datum/Date:

Doc. MUDr. Richard Imrich, PhD., DrSc., Generalny riaditel’/General Director

Za Institaciu/For the Institution: Datum/Date:

Ing. Veronika Judicakova, MBA, Ekonomicky riaditel’/Financial Director

Za Institaciu/For the Institution: Datum/Date:

MUDr. Mgr. Daniela Kilaze Dolezalova, Medicinsky riaditel/Medical Director

Datum/Date:

Za Skusajuceho/For Investigator:
Doc. MUDr. Jozef Luka¢, CSc
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Priloha ¢.2

Annex No. 2

VSetky uhrady sa vykonaju nasledovne:

All payments shall be made as follows:

Platby za navstevy zdokumentované v zdravotnej
dokumentécii Ucastnika (vSetky vySetrenia vykonané
v sulade s Protokolom) sa budi uskutoéiovat
polroéne, poéniic prvym zaradenym Ucastnikom, a to
v zavislosti na vykonani planovanych navstev
a odovzdanych kompletnych zdznamov =z tychto
navstev.

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

Novartis sa zavizuje, ze uhradi nédklady a odmenu za
vykonanie klinického skuSania spolu vo vyske
13 500,- EUR za jedného riadne ukonceného
Utastnika; odmena sa vyplati sposobom ako je
uvedené nizSie. Tato suma zahffia vSetky naklady
acinnosti  InStiticie a  SkuSajiceho  spojené
s vykonanim klinického skusania. Odmena zahfa aj
odmenu pre Skusajuceho, spoluskisajuceho a uréeny
pracovny tim za ukony nad ramec poskytovania
zdravotnej starostlivosti.

Novartis undertake that it will pay the costs and
remuneration for providing of the clinical trial total in
amount of EUR 13 500 for one duly completed
Participant; the remuneration shall be paid in the
manner as specified below. This amount includes all
costs and activities of the Institution and the
Investigator related to the execution of the clinical
trial. The remuneration also includes remuneration for
the Investigator, co-investigator and the designated
working team for activities beyond the scope of
healthcare provision.

Planovany pocet Subjektov hodnotenia: 4

Uhrada pre Institiciu: 54 000,- EUR - Celkovo
Uhrada pre Intiticiu najviac: 13 500- EUR
(slovom: trinasttiticpét’sto eur) za kazdého kompletne

a vyhodnotitelne spracovany Subjekt hodnotenia
v klinickom skusani

sa vyplati nasledovne:

Platba a) 900,- eur — Po navsteve €. 1

Platba b) 250,- eur — Po kazdej névsteve €. 20, 160
Platba c) 700,- eur — Po navsteve ¢. 100

Platba d) 150,- eur — Po navsteve €. 110

Platba e) 120,- eur — Po navsteve ¢. 120

Platba f) 330,- eur — Po kazdej navsteve ¢. 130,

140, 150, 180, 220, 240, 250, 270, 280, 290, 310, 320,
330, 340, 350, 370, 380, 390, 400, 410, 420 a 1999

Platba g) 110,- eur — Po navsteve ¢. 170 a 190

Platba h) 500,- eur — Po kazdej navsteve ¢. 200,
230, 260, 300, 360, 430

Platba 1) 400,- eur — Po navsteve ¢. 210
Platba j) 250,- eur — Po navsteve ¢. Unscheduled
Visit

A planned number of the Study Subjects: 4

Payment for the Institution: EUR 54 000 - In total
Payment for the Institution maximum of: EUR
13 500 (in words: thirteen thousand five hundred
Euros) for each completely and in a manner allowing
for evaluation, processed Study Subject in the clinical
trial

shall be paid as follows:

Payment a) EUR 900 — Following visit No. 1

Payment b) EUR 250 — Following visit No. 20, 160

Payment ¢) EUR 700 — Following visit No. 100
Payment d) EUR 150 — Following visit No. 110
Payment e¢) EUR 120 — Following visit No. 120

Payment f) EUR 330 — Following each of the visits
No. 130, 140, 150, 180, 220, 240, 250, 270, 280, 290,
310, 320, 330, 340, 350, 370, 380, 390, 400, 410, 420
and 1999

Payment g) EUR 110 — Following visit No. 170 and
190

Payment h) EUR 500 — Following each of the visits
No. 200, 230, 260, 300, 360, 430

Payment i) EUR 400 — Following visit No. 210

Payment j) EUR 250 — Following visit No.
Unscheduled Visit
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Odmena navy$e za 1 Utastnika, ktory nesplni
kritéria pre randomizaciu — tzv. screening failures:

Odmena 1 150,- Eur Celkovo

Odmena najviac 1 150, Eur (slovom:
jedentisicstopat'desiat Eur) za kazdého
vyhodnotitelne spracovaného Ugastnika
v klinickom skusani

sa vyplati nasledovne:

Platbaa) 900,- Eur Za kazdého Ucastnika, ktory
nesplni  kritéria ~ pre  pokracovanie
v klinickom skus$ani pri navsteve €. 1.

Platbab) 250,- Eur Za kazdého Ucastnika, ktory

nesplni  kritérida  pre  pokracovanie

v klinickom skusani pri navsteve ¢. 20

Additional remuneration for 1 Participant who will

not meet the randomization criteria — so-called

screening failures:

Remuneration EUR 1 150 - In total

Maximum remuneration: EUR 1 150 (in
words: one thousand one hundred
and fifty Euros) for each
Participant in the clinical trial
processed in a manner allowing for
evaluation

shall be paid as follows:

Payment a) EUR 900 - For each Participant not

meeting the criteria for continuing

the clinical trial during visit No. 1

EUR 250 - For each Participant not

meeting the criteria for continuing

the clinical trial during visit No.

Payment b)

Novartis poskytne mimo tejto odmeny nahradu
nakladov za zabezpeCenie RTG vySetrenia vo vyske
50,- EUR (slovom: pitdesiat eur) za jedno RTG
vySetrenie (riadne vyhotoveny snimok aj sjeho
popisom) za jedného Ugastnika na naviteve &. VI,
spolu najviac 4 (Styri) RTG vySetrenia na vsetkych
Ucastnikov. Uhrada za RTG vySetrenia je najviac
200,- EUR (slovom: dvesto eur).

In addition to such remuneration, Novartis shall
provide with reimbursement of costs for ensuring a
XR examination in the amount of EUR 50,- (in words:
fifty euro) per one XR examination (duly made X-ray
picture also with its description) for one Participant
during the visit no. V1, in total up to 4 (four) XR
examinations for all Participants. Maximum payment
for XR examinations amounts up to EUR 200,- (in
words: two hundred euro).

Novartis poskytne mimo tejto odmeny nahradu
nakladov za zabezpecCenie farmakogenetického
podskusania — 30,-—EUR (slovom: tridsat’ eur) za
kazdé jedno VysSetrenie preukazatelne absolvované
Ugastnikom.

Celkovy pocet Vysetreni ujedného Ugastnika
predstavuje 1 (na navsteve ¢. 100), priCom celkova
odmena za vietky Vysetrenia jedného Utastnika
predstavuje najviac 30,- EUR (slovom: tridsat’ eur) .
Predpokladany pocet Ugastnikov je 4.

In addition to such remuneration, Novartis shall
provide with reimbursement of costs for ensuring for
pharmacogenetic substudy— EUR 30 (in words: thirty
euro) for each single Test demonstrably undergone by
the Participant.

The total number of Tests of one Participant amounts
to 1 (on visit no. 100), whereby the total compensation
for all Tests of one Participant amounts up to EUR 30
(in words: thirty euro). The scheduled number of
Participants is 4.

Novartis poskytne mimo tejto odmeny nahradu
nakladov ~ za  zabezpeCenie = biomarkerového
podskusania — 30,-—EUR (slovom: tridsat’ eur) za
kazdé jedno Vysetrenie preukdzatelne absolvované
Ugastnikom.

Celkovy pocet Vysetreni ujedného Ugastnika
predstavuje 7 (na navsteve ¢. 100, 160, 200, 230, 300,
360, 430), pricom celkovd odmena za vSetky
Vysetrenia jedného Utastnika predstavuje najviac
210,- EUR (slovom: dvestodesat’ eur) . Predpokladany
pocet Ugastnikov je 4.

In addition to such remuneration, Novartis shall
provide with reimbursement of costs for ensuring for
Biomarker substudy— EUR 30 (in words: thirty euro)
for each single Test demonstrably undergone by the
Participant.

The total number of Tests of one Participant amounts
to 7 (on visit no. 100, 160, 200, 230, 300, 360, 430),
whereby the total compensation for all Tests of one
Participant amounts up to EUR 210 (in words: two
hundred and ten euro). The scheduled number of
Participants is 4.

Novartis poskytne mimo tejto odmeny nahradu
nékladov ak je Ugastnik sledovany telefonicky vo
vyske 20,--EUR (slovom: dvadsat’ eur) od navstevy ¢.
110 po navstevu ¢. 1999, pricom celkova odmena za
telefonicky kontakt predstavuje najviac 680,- EUR.

In addition to such remuneration, Novartis shall
provide with reimbursement of costs if the Participant
is followed up via phone calls in the amount EUR 20
(in words: twenty euro) from visit No. 110 to visit No.
1999, whereby the total compensation for phone
contact amounts up to EUR 680.

Novartis poskytne mimo tejto odmeny nahradu
nadkladov za zabezpecCenie biopsie oblicky vo vyske

In addition to such remuneration, Novartis shall
provide with reimbursement of costs for ensuring a
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500,- EUR (slovom: pétsto eur) za jeden odber za
jedného Ugastnika, spolu najviac 4 odbery na
vietkych  Utastnikov. Predpokladany  pocet
Ucastnikov je 4.

kidney biopsy in the amount of EUR 500,- (in words:
five hundred euro) per one sampling for one
Participant, in total up to 4 (four) samplings for all
Participants. The scheduled number of Participants is
4.

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

Platba InStithcii — InStitdcii sa vyplati 30 %
zodmeny (tj. zkazdej jednotlivej  Ciastky
horeuvedenej odmeny) a tito odmena bude vyplatena
priamo na ucet Institicie uvedeny v zahlavi Zmluvy.

Platba pre Studijny tim (t.j. pre Skuasajuceho a
spoluskusSajiceho zucastiiujicich sa vykonavania
klinického skidSania) - Studijnému timu (t].
Skusajucemu a spoluskusajiicim zucastiujicim sa
vykonavania klinického skusania) sa vyplati 70 %
z odmeny.

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

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

The payment to the Institution — 30 % from the
remuneration (i.e. each part of the abovespecified
remuneration) shall be paid to the Institution and this
remuneration shall be paid directly to the bank
account of the Institution specified in the heading of
the Agreement.

The payment to the study team (i.e. to the
Investigator and co-investigators participating in
the conducting of the clinical trial) - 70 % from the
remuneration (i.e. each part of the abovespecified
remuneration) shall be paid to the study team.

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

Pri odsuhlasenom zaradeni viac ako planovanych 4
randomizovanych Ugastnikov a 1 Ucastnika, ktory
nesplni kritéria pre randomizaciu platia vysSie
uvedené podmienky pre kazdého d’alsieho Uastnika.

After approved inclusion of more than 4 planned
randomized Participants and 1 Participant who will
not meet the randomization criteria the conditions the
conditions above apply for each additional Participant.

V pripade, Ze pacient/U¢astnik bude uznany
nesposobily pre klinickd $tadiu alebo pri jeho ucasti
bude poruseny Protokol, Novartis nie je povinny
zaplatit odmenu za takéhoto pacienta/Ucastnika resp.
je opravneny  kratit odmenu za takéhoto
pacienta/U¢astnika a7 na 50 % zpovodnej sumy
podra tejto prilohy.

V pripade, Zze Ugastnik dobrovol'ne odstupi alebo je zo
$tadie vyradeny (a) Novartisom alebo (b) Skusajicim
pre akukol'vek pri¢inu inti ako nesplnenie poziadaviek
sposobilosti pre klinické skiSanie alebo porusenie
Protokolu, Novartis zaplati proporcionalnu cast’
odmeny za Uastnika az do diia vyradenia, splatnii po
prijati  vSetkych  formuldrov  snalezmi  a ingj
pozadovanej dokumentacie.

Ak po skonceni klinickej skisania Novartis poskytol v
ramci tejto Zmluvy sumy prevySujuce opravnené
uhrady podla vysSie uvedenych podmienok, Institticia
a Skusajuci musia vratit Novartisu prevysSujicu sumu
nad opravnené thrady.

If the patient/Participant is determined to be unfit for
the clinical trial or if the Protocol is breached during
his/her participation, Novartis shall not be obliged to
pay remuneration for such patient/Participant or shall
be obliged to reduce the remuneration for such
patient/Participant by up to 50% of the original
amount pursuant to this Annex.

If the Participant voluntarily withdraws from the trial
or is excluded from the trial (a) by Novartis or (b) by
the Investigator for whatever reason other than failure
to meet requirements for inclusion in the clinical trial
or breach of the Protocol, Novartis shall pay a
proportional part of the remuneration for such
Participant until the date of exclusion, which shall be
payable following receipt of all forms with findings
and other required documentation.

If after the completion of the clinical trial, Novartis,
within the framework of this Agreement, provided
amounts in excess of legitimate payments according to
the conditions above, the Institution and the
Investigator must return the amount in excess of the
legitimate payments to Novartis.

Pri realizacii klinického skuSania Novartis poskytuje
Ucastnikom za vykonané navstevy v ramci klinického
sktsania prispevok na ndhradu cestovnych nakladov

spdsobom avrozsahu schvalenom regulaénymi
a kontrolnymi organmi a Protokolom.

Institicia sa zavdzuje poskytnat administrativau
¢innost’ suvisiacu s vyplatenim a spracovanim

cestovnych vydavkov pre Udastnikov zaradenych do

During the conduct of the Clinical Trial, Novartis
shall provide the Participants with a contribution for
reimbursement of travel costs, and that in a manner
and amount approved by regulatory and supervisory
authorities and by the Protocol.

The Institution undertakes to carry out administrative
activities associated with the payment and processing
of travel costs for the Participants enrolled in the
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klinického skusania ato tak, ze bude zabezpeCovat
vyplatu  prispevku Ugastnikom na nahradu ich
cestovnych nékladov za uc¢elom wcasti na Protokolom
$pecifikovanych navstevach vramci  klinického
skusania, a to v pausalnej vyske 25,- eur / 1 navsteva
(od navstevy €. 1 po navstevu €. 1999 a neplanovanu
navitevu)/ 1 Utastnik. Institicia vyplati v mene
Novartisu kazdému zaradenému Ugastnikovi uvedent
sumu za kazdi uskuto¢nent navStevu v stulade
s Protokolom, ato priebezne pocas jednotlivych
navstev, minimalne spitne za uplynuly polrok,
najneskdr vSak do 30 dni od ukoncéenia ucasti
Ucastnika v klinickom skasani. Utastnicke
kompenzacie pri biopsii oblicky s platené vo vyske
50,- EUR.

Novartis sa zavdzuje poskytnut’ Institicii financné
prostriedky potrebné pre riadne vyplacanie cestovnych
nahrad Utastnikom ato tak, Ze Novartis vyplati
Institcii uvedent &iastku za kazdu Ugastnikom riadne
absolvovani navstevu predpisanii Protokolom. Tato
Ciastka bude vyplatena na ucet InStiticie na zéklade
ziadosti sposobom a za podmienok stanovenych pre
vyplacanie platby podla bodu 8.3 Zmluvy a tejto
prilohy.

Institicia zaznamenava vyplatenie prispevku na
néhradu cestovnych nakladov Ugastnikom zaradenym
do klinického skuSania v Potvrdeni o vyplateni
prispevku  na  nahradu cestovnych nakladov
podpisanom Ucastnikom.

Institicia umozni Novartisu  kontrolu
povinnosti  InStitucie = zabezpeCovat  vyplacanie
prispevku  na nahradu cestovnych ndkladov
Ugastnikom, a to najma nahliadnutim do vyuétovanie
vyplatenych platieb na cestovné naklady Ugastnikom
a jednotlivych Potvrdeni Uéastnikov.

V pripade, Ze sa preukaze, Ze nedoslo k vyplateniu
tohto prispevku Institaciou Uéastnikom, napriek tomu,
ze Novartis Institicii danu platbu poskytol, Institiicia
je povinna vratit Novartisu neopravnene poskytnuta
Ciastku, ktora nebola pouzitd na vyplacanie
cestovnych nahrad Ucastnikom podla  vyssie
uvedenych ustanoveni.

Cinnost Intitacie podla vyssie uvedenych ustanoveni
je zahrnutd v ¢innosti vykonavania klinického
sktSania a ihrada za tato ¢innost’ je zahrnutd v thrade
podla Clanku 8 Zmluvy a za ti ktorti spracovanu
vykonanil navstevu podl'a Prilohy ¢.2.

plnenia

Clinical Trial, namely it shall pay the contribution for
reimbursement of travel costs incurred to the
Participants in order to participate in visits specified in
the Protocol within the Clinical Trial, and that in
the flat amount of EUR 25,- / 1 visit (starting with
visit no. 1 to visit no. 1999 and unscheduled visit)/ 1
Participant. The Institution shall pay on behalf of
Novartis the respective sum to each included
Participant for each visit completed pursuant to the
Protocol, continuously during individual visits, at least
retrospectively for the previous half year, however, at
the latest within 30 days after termination of the
patient’s participation in the The Participant
compensation for kindney biopsy is paid in the
amount EUR 50.

Novartis undertakes to provide the Institution with
funds necessary for due payment of travel
reimbursements to Participants, namely Novartis shall
pay the respective amount for each duly completed
Participant visit prescribed in the Protocol to the
Institution. This amount shall be paid to the account of
the Institution based on a request in a manner and
under conditions as set out for the payments according
to para. 8.3 of the Agreement and this Annex.

The Institution shall record payments of contributions
for reimbursement of travel costs to Particpants
included in the clinical trial in a certificate of payment
of contribution for reimbursement of travel costs
which is signed by the Participant.

The Institution shall allow Novartis to inspect whether
the Institution meets its obligation to pay the
contribution for reimbursement of travel costs to
Participants, in particular by viewing the settlements
of payments provided for coverage of travel costs to
Participants and individual Participant Certificates.

If it is found out that the Institution has not paid such
contributions to the Participants, although Novartis
had made such payment to the Institution, the
Institution shall be obliged to return to Novartis any
wrongfully provided amount which was not used for
payment of travel reimbursements to Participants
pursuant to the above mentioned provisions.

The activity of the Institution pursuant to the
provisions above is included in the clinical trial
conduct and the payment for this activity is included
in the payment pursuant to Article 8 of the Agreement
for the particular processed visit which has been
completed in accordance with Annex No. 2.

Platby pre InStitGciu zahinajuo vSetky lekarske

vySetrenia podl'a Protokolu.

Payments for the Institution include all medical
screenings under the Protocol.

Institiicia ma narok na nadhradu realne a preukazatel'ne
vynalozenych néakladov v suavislosti s podavanim
Cyklofosfamidu, a to v stlade s protokolom, ak tieto
naklady boli vopred pisomne schvalené firmou
Novartis. Dané lieky zabezpeci Institicia po schvaleni
Novartisom, pricom schvalené naklady preplati
Novartis Institicii na zaklade samostatnej faktury,
ktoru vystavi Institicia v lehotach podl'a Zmluvy (¢l
8.4); faktura za dané lieky bude vystavena zvlast od

The Institution shall have the right for compensation
of the real and proved costs related to the serving of:
Cyklofosfamid, in compliance with the protocol, if
such costs will have been approved by Novartis prior.
Such costs shall be paid upon the separate invoice
issued according to the Clause 8.4., the invoice shall
be issued separately from any other Contract’s
invoices. The costs for such drugs will be approved in
the amount equals to the prices of the healthcare
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ostatnych platieb podla Zmluvy. Naklady za vyssie
spomenuté liecky budi schvalované maximalne v
sume, ktorGt by za dané lieky preplatila verejna
zdravotna poistovna.

Ak Institacia nepredlozi faktiru za naklady
vynalozené v suvislosti s podavanim vysSie
spomenutych liekov najneskdér do 30 dni odo dia
poslednej navstevy posledného pacienta v centre
3600, pravny narok na vystavenie faktury Instituciou
a na jej peniazné plnenie resp. zaplatenie nakladov zo
strany firmy Novartis zanika.

Pripadna praca skuSajuceho ¢i Institucie pri podani
vysSie uvedenych liekov a liecby ¢i ukonov s tym
suvisiacich je uz zapocitana v thrade Institucie podla
Prilohy ¢€.2 tj. za takéto pripadné ukony nebude
hradena ziadna zvlast odmena ¢i uhrada. Vsetky
pripadné nepldnované navstevy ¢i vizity vramci
celého klinického sktisania su uz zapocitané v uhrade
Institdcie podla Prilohy ¢.2, tj. za takéto pripadné
ukony nebude hradend ziadna zvlast odmena Ci
uhrada.

insurance company.

If the Institution does not submit the invoice in
relation to the above stated drugs within 30 days as of
the last visit of the last patient in the center 3600, the
legal right of the Institution for such costs
reimbursement shall expire.

Costs related to work of the Investigator or Institution
performed during the above stated drug administration
is already included in the price of the Institution
contained in Annex No.2 i.e. such work shall not be
reimbursed separately. Costs related to work of the
Investigator or Institution for unplanned visits during
this clinical trial is already included in the price of the
Institution contained in Annex No.2 i.e. such work
shall not be reimbursed separately.

Vsetky pripadné neplanované navstevy ¢&i vizity
a telefonické vizity vramci celého klinického
sktiSania st uz zapocitané v thrade Institicie podla
Prilohy ¢.2, tj. za takéto pripadné tkony nebude
hradend ziadna zvla$t odmena ¢&i thrada.

All possible unplanned visits, doctors meeting or
telephone doctor meetings throughout the clinical trial
are included in the payment for the Institution under
Annex No. 2, i.e. for such activities will not be paid
any extra reward or compensation.

V pripade, ak akéakol'vek komunikacia v stvislosti
s klinickym skuSanim bude vykonavana formou
faxovej komunikacie alebo formou telefonickych
hovorov, Novartis sa zavdzuje Institacii nahradit
preukazate'né a ucelne vynalozené naklady spojené
s takouto komunikéciou.

In case any communication in connection with the
clinical trial is conducted via fax or telephone calls,
Novartis shall reimburse to the Institution any
demonstrably and reasonably expended costs relating
to such communication.

V suvislosti s klinickym skusanim sa pred zaciatkom
klinického skasania ako aj pocas jeho realizacie
uskutociiuju Investigatorské mitingy, na ktorych sa
oboznamuju dolezité farmakologické, toxikologické a
klinické informacie, ktoré su potrebné pre spravne
naplanovanie a vykonanie klinického skuSania, a
zucastnené osoby sa pripravuju a Skolia o danom
klinickom skasani, dolezitych priebeznych
okolnostiach a informaciach a postupoch v danom
klinickom  skusSani. Vzhladom  ktomu, Ze
Investigatorské mitingy st sGcastou klinického
sktsania, Sktsajuci (resp. dohodnuty ¢len skuSobného
timu) sa bude zicastiiovat’ Investigdtorskych mitingov
podl'a pokynov Novartisu.

In connection with the clinical trial, Investigator
Meetings take place prior to the commencement of the
clinical trial as well as during its conduct, in order to
share important pharmacological, toxicological and
clinical information needed for correct planning and
conduct of the clinical trial, and participants are
preparing for and get trained with regard to the
particular  clinical trial, important continuous
circumstances and information and procedures used in
the particular clinical trial. As Investigator Meetings
are part of the clinical trial, the Investigator (or
approved member of the investigator’s team) shall
attend such Investigator Meetings as instructed by
Novartis.

V pripade ucasti na Investigdtorskom mitingu
realizovanom na zéklade pokynov a len so sthlasom
Novartisu, Novartis preplati naklady suvisiace
s uCastou Skusajuceho (resp. dohodnutého clena
skaSobného  timu) vrozsahu podla  vopred
dohodnutych  podmienok  (vratane  emailovou
komunikaciou). Pravidla niektorych vydavkov st
urcené nasledovne:

a) cesta hromadnym dopravnym prostriedkom
(autobusom, vlakom) — z miesta bydliska do
miesta Investigatorského mitingu a spat’ —
preplacanie cestovného listka — zdokladovat’
cestovny listok,

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

a) travelling by mass transportation vehicle
(bus, train) — from the place of residence to
the venue of the Investigator Meeting and
back — reimbursement of the travel ticket —
provide proof of the travel ticket,
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b) cesta vlastnym dopravnym prostriedkom
(osobnym autom) — zmiesta bydliska do
miesta Investigatorského mitingu a spét -
preplacanie spotrebovanych pohonnych hmot
podl'a priemernej spotreby vozidla podla
technického preukazu aceny pohonnych
hmot stanovenych Statistickymi
ukazovatemi  cien  pohonnych  hmét
v Slovenskej republike (aj pri ceste mimo
uzemie Slovenskej republike) — zdokladovat
technicky  preukaz  osobného  vozidla,
podpisané prehlasenie o poéte kilometrov,

c) cesta taxikom — preplacanie nakladov na
taxik v rameci mesta (mesto Investigatorského
mitingu) — z miesta letiska, vlakovej alebo
autobusovej stanice na hotel ¢i miesto
Investigatorského mitingu a spat’ -
zdokladovat’ potvrdenie o thrade.

Vydavky, ktoré neboli vopred odsthlasené, sa
nepreplacaju, hoci boli Institaciou, Skusajucim (resp.

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

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

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

dohodnutym  ¢lenom  skuSobného  timu)  aj | Institution, Investigator (or agreed member of the
preukazateI'ne uhradené. investigator’s team).
Novartis  vyplati  Specifikované  dohodnuté a | Nowvartis shall pay for specified, agreed and provable

preukazatel'ne vynalozené vydavky len vtedy, ak tieto
budu riadne zdokladované, pricom Institiicia resp.
Skusajtci predlozi Novartisu vyuctovanie nakladov s
potrebnymi dokladmi v najneskér do 14 dni od
ukoncenia Investigatorského mitingu. V dohodnutych
pripadoch méze Novartis poskytnut’ preddavok na
tieto vydavky.

Vpripade, ze sa preukdze, ze Specifikované
dohodnuté a preukdzatelne vynalozené vydavky nie
su spravne podlozené prislusSnymi dokladmi, resp.
neboli vynalozené alebo su v rozpore s internymi
predpismi Novartisu, Novartis si vyhradzuje pravo
odmietnut’ ich prefinancovanie av pripade, ak uz
Novartis  poskytol platbu na prefinancovanie,
Institicia je povinna vratit Novartisu poskytnuta
Ciastku, ktord nebola vynalozena v sulade s touto
dohodou alebo podlozena preukazatelnymi ¢i
platnymi dokladmi.

incurred costs only if such costs are properly
documented and the Institution or Investigator shall
submit the settlement of costs with required
documents to Novartis within 14 days after the
completion of the Investigator Meeting. In agreed
cases, Novartis may provide advance payments for
such costs.

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

Novartis poskytne Institacii nahradu nakladov za
zabezpecCenie uchovavania Medicinskych produktov,
najmi skuasanych produktov a/alebo skuSanych liekov,
v nemocni¢nej lekarni InStiticie v jednorazovej
pausalnej vyske 170,- Eur.

Novartis shall provide to the Institution the
reimbursement of the costs for ensuring the storage of
the Medical Products, mainly of the investigational
products and/or investigational medicines, at the site
of the Institution, and that as a single payment in the
amount EUR 170.

Okrem uvedeného poskytne Novartis Institucii aj
administrativno-pravny poplatok stvisiaci s procesom
klinického skasania v sume 500,- Eur, na zaklade
faktiry vyhotovenej Institiiciou po nadobudnuti
ucinnosti Zmluvy a to so splatnost'ou 60 dni od jej
dorucenia.

In addition to the mentioned, Novartis shall provide
the Institution also with a fee for administrative and
legal charge associated with the process of clinical
trials in the amount of EUR 500 on the basis of an
invoice issued by the Institution once the Agreement
enters into force, and payable within 60 days of its
delivery.

Institacia vystavené faktary dorucuje na adresu:

Novartis Slovakia, s.r.o0., Zizkova 22B, 811 02
Bratislava

The issued invoices of the Institution will be delivered
on the address of Novartis:

Novartis Slovakia, s.r.o., Galvaniho 15/A, 821 04
Bratislava
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Ako variabilny symbol sa pouzije Ccislo faktary
Institicie na zéklade odsthlasenych podkladov
dorucenych do Institicie Novartisom, pokial’ zmluvné
strany po vzajomnej dohode neurlia iny variabilny
symbol.

As variable symbol will be use the invoice number of
the Institution on the basis of agreed documents
delivered to the Institution by Novartis, unless the
Parties, after a mutual agreement, stipulate other
variable symbol.

Platby budu realizované len v penaznej mene EURO
a vSetky bankové poplatky znasa Novartis.

Payments will be realized only in the EURO currency
and all bank charges shall be borne by Novartis.

Platba v prospech ucétu/Payment to the Account:

Narodny ustav reumatickych chordob Piest'any
¢islo uctu/Account No.: 7000567850/8180
IBAN: SK93 8180 0000 0070 0056 7850

Za Novartis/For Novartis:. ... Datum/Date: ...
Mateja Cotar, konatel/managing director

Za Novartis/For Novartis:. ... Datum/Date: ...,
Mgr. Hana Mrazova, vedica oddelenia pre klinické

Skusanie/ Head of the Department for Clinical Trials

Za Novartis/For Novartis: Datum/Date:

Ing. Lucia Fuéek Sersefiova, projektovy manazér klinického
skusania/Clinical study manager

Za Institaciu/For the Institution: Datum/Date:

Doc. MUDr. Richard Imrich, PhD., DrSc., Generalny riaditel’/General Director

Za Institaciu/For the Institution: Datum/Date:

Ing. Veronika Judicakova, MBA, Ekonomicky riaditel’/Financial Director

Za Institaciu/For the Institution: Datum/Date:

MUDr. Mgr. Daniela Kilaze Dolezalova, Medicinsky riaditel/Medical Director

Za SkuSajuceho/For Investigator: ... Datum/Date:
Doc. MUDir. Jozef Lukac, CSc

Zmluva o klinickom skusani — verzia 21.12.2016
Novartis / Narodny Ustav reumatickych choréb
Protokol €.: CAIN457Q12301

50/55




Priloha ¢.4
Hlavny Skusajuci — formular sihlasu dotknutej osoby so
spraciivanim osobnych idajov
v zmysle ustanovenia ¢lanku 6 ods. 1 pism. a), ¢lanku 7
a nasl. Nariadenia Eurdpskeho parlamentu a rady (EU)
2016/679 z 27.aprila 2016 o ochrane fyzickych 0sob pri
spracivani osobnych udajov a o volnom pohybe takychto
udajov, ktorym sa zruSuje smernica 95/46/ES (vSeobecné
nariadenie o ochrane udajov) (d’alej len ,,Nariadenie*)

Annex No.4
Principal Investigator - the form of the consent of the
data subject with processing of its personal data
according to provision of art. 6 para. 1 letter a), art. 7 seq. of
Regulation of the European parliament and of the council on
the protection of natural persons with regard to the
processing of personal data and on the free movement of
such data, and repealing Directive 95/46EC (General Data
Protection Regulation) (hereinafter referred to as the
“Regulation”)

Novartis Vas chce poziadat o suhlas so zaradenim
niektorych prvkov Vasich osobnych udajov do databazy
snazvom GrantPlan vedenej trefou stranou. Zamerom
databdzy  GrantPlan, ktort  vedie azadavatelom
farmaceutického vyskumu poskytuje spolocnost TTC,
Spojené staty americké (dalej len ,, TTC*), je pomoct
zadavatelom vyskumu v transparentnosti tykajiicej sa
nakladov na klinické skuSanie. Databaza sa pouziva ako
pomoc pre odhad ndkladov na klinické skusanie
Specifickych pre urCiti krajinu a poskytnit informacie
benchmarkingu  scielom dosiahnut  transparentnost’
apoctivost v stanoveni nadkladov na uskutocnenie
klinického skusania.

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

Informécie sa zapisuju do databazy tak, ze nikto okrem
pracovnikov TTC nemoéze vidiet Vase meno alebo spojit’

Vase miesto uskuto¢fiovania  klinického  sk(Sania
s konkrétnym klinickym skaSanim alebo spolo¢nost'ou
zadavatela.

Information is entered into a database so that no one except
the TTC workers can see your name or connect the place of
realization of the clinical trial with the specific clinical trial
or with the company of sponsor.

So zretelom na uvedené tymto udelujete spolocnosti TTC
ako prevadzkovatelovi suhlas so spracovanim Vasich
osobnych tudajov v rozsahu Vasho mena, kontaktnych
informacii miesta uskutoCiovania klinického skusSania,
nazvu klinického skusania, zadavatela, koépie zmluvy
o klinickom skuSani a nakladov a honorarov tykajucich sa
uchovania Vasho miesta uskutocniovania klinického
sktsania sprévcovi tejto databazy od tretej strany. Vase
osobné udaje sa budi spractivat’ za horeuvedenym ucelom
v informacnom systéme - databaze GrantPlan — a to po dobu
piatich rokov. Svoj sthlas udelujete vo vztahu k vSetkym
spracovatel'skym operaciam s osobnymi tdajmi, okrem ich
zverejnenia; a to vratane ich prenosu do tretich krajin, ktoré
nemusia zarufovat’ primeranu uroveil ochrany osobnych
udajov, vratane Spojenych Statov americkych.

Vyssie uvedeni prenosnost osobnych udajov do tretich
krajin tymto beriete na vedomie a podpisanim tohto sthlasu
davate svoj osobitny sthlas na prenos osobnych tidajov do
tychto tretich krajin. Prevadzkovatel’ vSak zabezpecuje, aby
bola zachovana dovernost’ vsetkych ziskanych osobnych
udajov na rovnakej urovni ako garantuje Nariadenie.

Osobné udaje budi do uvedeného informacného systému
GrantPlan poskytnuté spolo¢nost’ou Novartis Slovakia s.r.0.
so sidlom Zizkova 22B, 811 02 Bratislava, ICO: 36 723 304,
zapisana v Obchodnom registri Okresného sudu Bratislava I,

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

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

Personal data will be provided to the mentioned GrantPlan
information system by the company Novartis Slovakia s.r.0.,
with its registered seat at Zizkova 22B, 811 02 Bratislava,
Identification Number: 36 723 304, registered with the
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oddiel: Sro, vlozka ¢. 44016/B. Tymto udel'ujete spoloc¢nosti
Novartis Slovakia s.r.o. sthlas s poskytnutim Vasich
horeuvedenych udajov spoloc¢nosti TTC za ucelom ich
spracivania spoloc¢nostou TTC v rozsahu horeuvedeného
suhlasu.

Ak vykonavate vyskum pre Novartis v inej krajinach nez
Spojené Staty americké, ako su krajiny v Eurdpe, beriete na
vedomie, Ze Spojené $taty americké neposkytuju rovnaku
uroven ochrany, ako sa poskytuje v Europe. Udelenie tohto
suhlasu je dobrovol'né a neziadaji Vas o udelenie stihlasu na
toto zverejnenie preto, aby ste pokracovali v klinickom
skusani. Ale ked’ suhlas date, pomdzete zhromazdit
informacie o primeranych  nakladoch v klinickych
skasaniach. Tento sihlas mozete kedykol'vek odvolat’.

Commercial Registry of District Court Bratislava I, Section:
Sro, Insertion No. 44016/B. Hereby you grant consent to the
company Novartis Slovakia s.r.o. to provide your above
mentioned data to the company TTC for the purpose of their
processing by the company TTC to the extent of the above-
mentioned consent.

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

Ako dotknuta osoba mate v zmysle Nariadenia nasledujuce
prava, o ktorych ste boli riadne pouceny/a a informovany/a

- pravo ziskat’ potvrdenie otom, Ci sa spracuvaju

Vase osobné udaje, apravo =ziskat pristup
k takymto  udajom vratane urCenia ucelov
spracuvania, kategorii  osobnych  udajov,

identifikaciu osdb, ktorym boli alebo budu osobné
udaje poskytnuté, predpokladant dobu uchovavania
osobnych udajov, existencie prava na opravu
osobnych udajov alebo ich vymazanie alebo
obmedzenie spractivania, alebo prava namietat’
proti takémuto spracuvaniu, prava podat’ staznost’
Uradu na ochranu osobnych udajov, existencie
automatizovaného rozhodovania vratane
profilovania ohl'adom osobnych udajov. Osobné
udaje budi poskytnuté v strojovo Citatelnom
formate. Toto potvrdenie bude vydané bezplatne,
avSak za kazdé dalSie kopie, o ktoré poziadate,
Vam moéze byt uCtovany primerany poplatok
zodpovedajuci nakladom na vyhotovenie takéhoto
potvrdenia. Takisto mate pravo preniest’ tieto udaje
inému subjektu, ktory bude VaSe osobné udaje
dalej spracovavat’. Toto pravo sa vSak nevztahuje
na spracuvanie nevyhnutné na splnenie ulohy
realizovanej vo verejnom zaujme anesmie mat
nepriaznivé dosledky na prava a slobody inych,

- prdvo na to, aby boli osobné¢ udaje, ktoré su
spracivané asu nespravne, bez zbyto¢ného
odkladu opravené. Takisto mate pravo na doplnenie
neuplnych osobnych udajov, ato prostrednictvom
poskytnutia doplnkového vyhlasenia,

- pravo na vymazanie osobnych udajov, ak nie su
osobné udaje potrebné pre ucely, na ktoré sa
ziskavali alebo spractvali, ak sa osobné udaje
spracuvali nezdkonne, alebo ak osobné udaje musia
byt vymazané v zmysle osobitnych pravnych
predpisov. Osobné udaje vSak nemusia byt
vymazané, ak je ich zachovanie potrebné na

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

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

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

- the right to erasure of personal data if such data are
no longer necessary in relation to the purposes for
which they were collected or otherwise processed,
the personal data have been unlawfully processed,
the personal data have to be erased under specific
legislation. The personal data do not have to be
erased if its existence is necessary to for exercising
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uplatnenie prava na slobodu prejavu ana
informacie, na splnenie zdkonnej povinnosti podl'a
osobitnych  predpisov, na splnenie Ulohy
realizovane] vo verejnom zaujme, zddvodov
verejného zaujmu v oblasti verejného zdravia, na
ucely archivacie vo verejnom zaujme, alebo na
ucely vedeckého alebo historického vyskumu ¢i na
Statistické ucely, a na preukazovanie, uplatiovanie
alebo obhajovanie pravnych narokov,

- pravo na obmedzenie spractivania osobnych udajov,
ak ste napadli spravnost osobnych udajov, ato
pocas obdobia umoznujiceho overit spravnost
osobnych udajov, spracivanie osobnych udajov je
protizdkonné a namietate proti vymazaniu
osobnych udajov  aziadate namiesto toho
obmedzenie ich pouzitia, ak uz nie su osobné tdaje
potrebné na ucely spractivania, ale ich potrebujete
na preukdzanie, uplatiovanie alebo obhajovanie
pravnych narokov,

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

Ako dotknutd osoba mate tiezZ pravo na zéklade pisomne;j
ziadosti alebo osobne, ak vec neznesie odklad, u
prevadzkovatela kedykol'vek namietat a nepodrobit’ sa
rozhodnutiu prevadzkovatel’a, ktoré by malo pre Vas pravne
ucinky alebo vyznamny dosah, ak sa také rozhodnutie vyda
vyluéne na zaklade ukonov automatizovaného spracivania
Vasich  osobnych  udajov. Mate pravo  ziadat
prevadzkovatela o preskimanie vydaného rozhodnutia
metodou odlisSnou od automatizovanej formy spraciivania.

the right of freedom of expression and information,
for compliance with a legal obligation under
specific legislation, for performance of a task
carried out in the public interest, for reasons of
public interest in the area of public health, for
archiving purposes in the public interest, scientific
or historical research purposes or statistical
purposes, and for establishment, exercise or defense
of legal claims,

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

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

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

o Ano, Tymto sthlasim, Ze spoloénost’ Novartis moze
zverejnit moje osobné udaje v stvislosti
s databazou GrantPlant.

] Nie, nesuhlasim so zverejnenim mojich osobnych
udajov v suvislosti s databazou GrantPlant.

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

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

Meno/Name: Doc. MUDr. Jozef Lukac, CSc
Skusajuci/Investigator
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Priloha ¢. 5
Informicia pre dotknutu osobu

Annex No. 5
Information for the data subject

Skusajuci vyhlasuje, ze berie na vedomie, Ze na ucely
plnenia tejto Zmluvy dochadza k spractivaniu jeho osobnych
udajov Novartisom v rozsahu v zmysle zahlavia Zmluvy,
prip. ¢lanku 12.2. Zmluvy.

Osobné udaje budi Novartisom spractvané po dobu trvania
tejto Zmluvy, ak osobitné pravne predpisy neurcuju dlhsiu
lehotu.

Skusajici ma vzmysle Nariadenia nasledujiice prava,
o ktorych bol riadne pouceny a informovany:

- prévo ziskat' potvrdenie otom, ¢i sa spracuvaju
jeho osobné udaje, a pravo ziskat pristup k takymto
udajom vratane urCenia ucelov spractvania,
kategorii osobnych udajov, identifikdciu o0so0b,
ktorym boli alebo budi osobné tdaje poskytnuté,
predpokladana dobu uchovavania osobnych udajov,
existencie prava na opravu osobnych udajov alebo
ich vymazanie alebo obmedzenie spracivania,
alebo prava namietat’ proti takémuto spracuvaniu,
prava podat’ staznost Uradu na ochranu osobnych
udajov, existencie automatizovaného rozhodovania
vratane profilovania ohl'adom osobnych tudajov.
Osobné¢ udaje budd poskytnuté v strojovo
Citatelnom formate. Toto potvrdenie bude vydané
bezplatne, avSak za kazdé dalSie kopie, o ktoré
Skusajuci poziada, mu modze byt uctovany
primerany poplatok zodpovedajiici nakladom na
vyhotovenie takéhoto potvrdenia. SkuSajuci ma
takisto pravo preniest’ tieto udaje inému subjektu,
ktory bude jeho osobné udaje d’alej spracovavat.
Toto pravo sa vSak nevztahuje na spracuvanie
nevyhnutné na splnenie ulohy realizovanej vo
verejnom zaujme anesmie mat nepriaznivé
désledky na prava a slobody inych,

- pravo na to, aby boli osobné udaje, ktoré su
spracivané asu nespravne, bez zbyto¢ného
odkladu opravené. Takisto ma Skuasajiici pravo na

doplnenie netplnych osobnych 1dajov, ato
prostrednictvom poskytnutia doplnkového
vyhlésenia,

- pravo na vymazanie osobnych udajov, ak nie su
osobné udaje potrebné pre ucely, na ktoré sa
ziskavali alebo spractvali, ak sa osobné udaje
spracuvali nezakonne, alebo ak osobné udaje
Skusajuiceho musia byt vymazané v zmysle
osobitnych pravnych predpisov. Osobné tidaje vSak
nemusia byt vymazané, ak je ich zachovanie
potrebné na uplatnenie prava na slobodu prejavu
ana informécie, na splnenie zdkonnej povinnosti

The Investigator declares, that it takes into account, that for
the purposes of the fulfilment of the Agreement the
processing of the Investigator’s personal data by the
Novartis in the scope in accordance with the heading of the
Agreement or para 12.2. herein takes place.

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

The Investigator has the following rights under the
Regulation, of which he/she has been properly instructed
and informed:

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

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

- the right to erasure of personal data if such data are
no longer necessary in relation to the purposes for
which they were collected or otherwise processed,
the personal data have been unlawfully processed,
the personal data have to be erased under specific
legislation. The personal data do not have to be
erased if its existence is necessary to for exercising
the right of freedom of expression and information,
for compliance with a legal obligation under
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podla osobitnych predpisov, na splnenie ulohy
realizovane] vo verejnom zaujme, zddvodov
verejného zaujmu v oblasti verejného zdravia, na
ucely archivacie vo verejnom zaujme, alebo na
ucely vedeckého alebo historického vyskumu ¢i na
Statistické ucely, a na preukazovanie, uplatiovanie
alebo obhajovanie pravnych narokov,

- pravo na obmedzenie spractiivania osobnych udajov,
ak Skusajuci napadol spravnost osobnych udajov,
a to pocas obdobia umoznujiceho overit’ spravnost’
osobnych udajov, spracivanie osobnych udajov je
protizdkonné a SkuSajuici namieta proti vymazaniu
osobnych udajov a ziada namiesto toho obmedzenie
ich pouzitia, ak uz nie su osobné tdaje potrebné na
ucely spractivania, ale Skusajuci ich potrebuje na
preukazanie, uplatiovanie alebo obhajovanie
pravnych narokov,

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

Skusajuci berie na vedomie, Ze m& moznost kedykol'vek
kontaktovat’ Oddelenie ochrany osobnych udajov na adrese
privacy.slovakia@novartis.com v pripade, Ze bude mat’
akékol'vek otazky tykajice sa zbierania, spracovania alebo
pouzitia osobnych dajov ako je uvedené vysSie.

specific legislation, for performance of a task
carried out in the public interest, for reasons of
public interest in the area of public health, for
archiving purposes in the public interest, scientific
or historical research purposes or statistical
purposes, and for establishment, exercise or defense
of legal claims,

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

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

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

Meno/Name: Doc. MUDr. Jozef Lukac, CSc
Skusajuci/Investigator
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