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ZMLUVA O KLINICKOM SKUSANI LIEKU PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CKJIX839B12302
(d'alej len ,,Protokol®)

AGREEMENT ON THE CONDUCT OF A CLINICAL
TRIAL ACCORDING TO
THE CLINICAL TRIAL PROTOCOL CKJX839B12302
(hereinafter referred to as the “Protocol™)

Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava, Slovenska
republika

1CO: 36 723 304

DIC: 2022302425

ICDPH:  SK 2022302425

zapisany: v Obchodnom registri Okresného sudu Bratislava

I, oddiel: Sro, vloZka ¢&. 44016/B

Statutarny zéstupca: Meno
Mgr. Hana Mrézova, vedica oddelenia pre
klinické ska3anie, na zaklade plnomocenstva
PharmDr. Katarina Nosjean, na zdklade
plnomocenstva

(d’alej len ,,Novartis*“)

a

Nirodny dstav srdcovych a cievnych chordb, a.s.
sidlo: Pod Krdsnou hérkou 1, 833 48 Bratislava 37

1CO: 35971126

DIC: 202 210 5107

ICDPH: SK 202 210 5107

zapisany: Obchodny register Okresného  sudu
Bratislava I, oddiel: Sa, vlozka é&islo:
3774/B

Statutarny zastupea: Ing. Mongi Msolly, MBA, generdlny
riaditel, predseda predstavenstva

Doc. MUDr. Juraj Mad’arig,

PhD., MPH,

podpredseda predstavenstva

Cislo tigtu:

IBAN:

SWIFT:

(dalej len , In§titacia®)

a

Skusajici lekar: MUDr. Ivana So63ova, PhD., FESC
bytom:

datum nar.:

(d’alej len ,,Skiuajici® alebo ,,Hlavny skiajici®)
(Institticia a SkdSajici tieZ spoloéne ako druha zmluvna

strana)

uzatvarajiu v zmysle ust. § 269 ods. 2 zdkona ¢. 513/1991 Zb.
Obchodny zdkonnik v zneni neskorSich predpisov (dalej len

Novartis Slovakia s.r.o.
Registered Seat: ZiZkova 22B, 811 02 Bratislava, Slovak

Republic

Company ID: 36 723 304

Tax ID: 2022302425

VAT ID: SK 2022302425

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

Represented by:
Mgr. Hana Mrazova, Head of the

Department for Clinical Trials, on a basis
of a power of attorney

PharmDr. Katarina Nosjean, on a basis of
a power of attorney

(hereinafter referred to as “Novartis™)
and

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

37
Company ID: 35971126
Tax 1D: 2022105107
VAT ID: SK 202 210 5107

Registration: Commercial Register of District Court
Bratislava I, Section: Sa, Insertion No.
3774/B
Statutory Representative: Ing. Mongi Msolly, MBA -
director, Chairman of the directorate

Doc. MUDr. Juraj Mad'ari¢, PhD.,

MPH, Vice Chairman of the

directorate

Account number: -
IBAN:
BIC/SWIFT:

(hereinafter as the “Institution”)
and

Investigator: MUDr. Ivana So6Sov4, PhD. FESC
Address: o
Date of Birth:

the

(hereinafter as or the

Investigator”)

“Investigator” “Principal

(Institution and Investigator also together as the other Party)

conclude pursuant to Section 269 para. 2 of Act No. 513/1991
Coll,, The Commercial Code, as amended (hereinafter
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,»ObZ™), tito Zmluvu o klinickom sku¥ani lieku (dalej len

referred to as the “CC”) this medicine Clinical Trial

»Zmluva*): Agreement (hereinafter referred to as the “Agreement”):
1. Preambula 1. Preamble

[all. Zmluvné strany uzatvdraji zmluvny vzfah na | 1.1. The Parties are entering into a contractual relationship
zaklade tejto Zmluvy vychadzajuc z existencie building upon the existence of the following below
niZfie uvedenych skutodnosti . mentioned matters.

1.2 Klinické skusanie bude vykonané na zaklade | 1.2. The clinical trial is to be conducted under and in
avsulade sprislusnym povolenim Riadiaceho accordance with relevant permission issued by the
organu vydanym k vykondvaniu tohto klinického Governing Body with relation to the conduct of this
skiSania. Riadiaci orgén predstavuje $tatnu clinical trial. The Governing Body is a state institution
indtiticiu alebo organ, ktory je zodpovedny za or body responsible for permitting and monitoring the
povolovanie a sledovanie priebehu klinického course of the clinical trial and for monitoring data on
skilania a za sledovanie udajov o neziaducich adverse events and adverse reactions to products or
udalostiach a neziaducich tginkov produktov alebo medicines, which are observed in the Participants (as
liekov, zaznamenanych u Utastnikov (ako su defined below). In the Slovak Republic, the
definovani nizsie). V Slovenskej republike je Governing Body is the State Institute for Drug
Riadiacim orgdnom Statny tstav pre kontrolu lie¢iv Control (hereinafter referred to as “SIDC” and/or
(dalej len ,SUKL“ a/alebo ~Riadiaci organ®). “Governing Body™). The permission is part of the
Povolenie je siiéastou dokumentacie k Protokolu. Profocol documentation.

1.3. Klinické skuiganie bude taktiez vykonané na zaklade | 1.3.  The clinical trial shall also be conducted based on and
a v sulade s prislusnym kladnym stanoviskom in accordance with the relevant positive statement of
Etickej komisie. Etickd komisia oznatuje komisiu, the Ethics Committee. Ethics Committee means a
ktora je miestne prisluina pre pracovisko (centrumy), locally competent committee for the location of the
v ktorom sa bude vykondvat klinické skuganie site (centre} in which the clinical trial is to be
(dalej len ,Etickd komisia®). Jej tulohou je z conducted (hereinafter referred to as the “Ethics
etického hladiska zhodnotif ciele klinického committee”). Its role is to evaluate, from ethical point
skiiSania a s nimi spojené rizika pre Ugastnika eite of view, the targets of the clinical trial and associated
pred zaciatkom klinického skuZania. Kladné risks for the Participant prior to the commencement of
stanovisko  Etickej komisie je suastou the clinical trial. A positive statement by the Ethics
dokumentacie k Protokolu. Committee is part of the Protocol documentation.

1.4. Novartis je splnomocnenym zstupcom zadavatela | 1.4. Novartis is the authorised representative of the
klinického skiSania v Slovenskej republike podla § sponsor of the clinical trial in the Slovak Republic
29 ods. 10 zakona &. 362/2011 Z.z. o liekoch a pursuant to Section 29 para. 10 of Act No. 362/2011
zdravotnickych poméckach a o zmene a doplneni Coll. on Medicinal Products and Medical Devices and
nicktorych zakonov v zneni neskordich predpisov, on Amendments to Certain Laws, as amended
(dalej len ,Zakon o liekoch®), uzatvérajici tito (hereinafter referred to as the “Medicinal Products
Zmluvu vo vlastnom mene ana vlastny ucet, a ma Act”), concluding this Agreement in its own name
zéujem realizovat’ Kklinické skaanie vyvinutého and on its own behalf, and is interested in the conduct
produktu alebo lieku v Indtiticii podPa podmienok of the clinical trial of the developed product or
definovanych  vtejto Zmluve. Zadavatelom medicine at the Institution in accordance with the
klinického skugania je spolo¢nost’ Novartis Pharma conditions defined in this Agreement. The sponsor of
AG, zaloZend a existujiica podl'a préava Svajéiarska, this clinical trial is Novartis Pharma AG, a company
so sidlom na Lichtstrasse 35, 4056 Bazilej, established and operating under the laws of
gvajéiarsko. (d’alej len ,, Zad4vatel™), Switzerland, with its registered seat at Lichtstrasse 35,

4056 Basel, Switzerland. (hereinafter as the
“Sponsor”).
1.5. Indtiticia  je poskytovatelom zdravotnej | 1.5.

starostlivosti a disponuje vietkymi technickymi
prostriedkami, ktoré Novartis potrebuje  pre
vykondvanie klinického skuSania, aje schopné
zabezpetit' realizaciu klinického sk(igania podla
podmienok  definovanych v tejto  Zmluve
a vieobecne zéviznych pravnych predpisoch.
Intiticia prehlasuje a rugi, Ze jej zariadenia, ktoré sa
maji pouzit na vykon klinického skugania, riadne
splfiaja podmienky stanovené platnymi pravnymi
predpismi a ostatnymi zasadami/instrukciami
Specifikovanymi v bode 3.8. tejto Zmluvy, a Ze boli
schvilené Riadiacim orgénom.

The Institution is a healthcare provider and possesses
all technical devices needed by Novartis for the
performance of the clinical trial and is able to ensure
conduct of the clinical trial in accordance with the
conditions defined in this Agreement and in the
generally binding legal regulations. The Institution
represents and warrants that its facilities to be used for
the clinical trial properly meet all the conditions
stipulated by applicable laws and other guidelines
specified in para. 3.8. hereof and that they were
approved by the Governing Body.
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1.6.

Skusajuci oznafuje zdravotnickeho pracovnika
(lekdra) s potrebnou kvalifikaciou, ktory je
zamestnancom alebo inym zmluvnym pracovnikom
Institacie a je odbome zodpovedny za vykonavanie
klinického skt3ania v danom mieste skiifania a za
dodrziavanie prav abezpetnosti Utastnikov a
pokial klinicke skiSanie v jednom mieste vykoniva
tim os6b, je Skufajici vedlcim, ktory nesie
zodpovednost’ za cely tim, a v takomto pripade sa
oznacuje aj ako Hlavny Skugajici.
Skusajucim/Hlavnym sku3ajicim pre toto klinické
skiianie je MUDr. Ivana So6%¥ova, PhD., FESC..

Investigator means a healthcare professional
(physician) with relevant qualification, who is an
employee or another contractual staff of the
Institution and carries professional responsibility for
the conduct of the clinical trial at the relevant trial site
and for the rights and safety of the Participants and if
the clinical trial is conducted by a team of persons at
a single place, the Investigator is the supervisor
carrying responsibility for the entire team and in such
case he/she is called Principal Investigator. The
Investigator/Principal Investigator for this clinical
trial is MUDr. Ivana So63ov4, PhD., FESC..

1.7.

Ucastnik oznacuje ucastnika klinického skiiSania,
osobu (pacienta alebo zdravého dobrovolnika),
ktora sa na zdklade informovaného suhlasu
zicastiiuje klinického skuSania a ktorej sa mé
podévat’ alebo podédva skuSany produkt alebo liek
(dalej len , Uastnik®).

Participant means clinical trial participant, a person
(patient or healthy volunteer) who is taking part in the
clinical trial and to whom the investigational product
or medicine is to be administered based on the
informed consent form (hereinafter referred to as the
“Participant™).

1.8.

Organizicia na klinicky vyskum (CRO) oznacuje
kaZdu organizaciu, s ktorou Novartis uzavrie zmluvu
o vykonani niektorych alebo vSetkych prav a/alebo
povinnosti, ktoré ma ako zadavatel’ alebo zastupca
zadavatela v Slovenskej republike v stvislosti s
klinickym skuSanim produktu alebo lieku (d'alej len
»CRO®),

Clinical research organization (CRO) is each
organization with which Novartis concludes
agreement on exercising some or all rights and/or
performing some or all obligations that it has as a
sponsor or representative of the sponsor in the Slovak
Republic in connection with the clinical trial of the
product or medicine (hereinafter referred to as
“CRO™).

1.9.

Zmluvné strany vyhlasuji, Ze pred uzavretim tejto
Zmluvy dokladne zvézili rizikd a obtiaZe, tieto
porovnali s o€akdvanym prinosom pre Utastnikov
a pre verejny zaujem a dosShi k zédveru, Ze otakavany
prinos tohto klinického skuSania ospravedliiuje
pripadné predvidatené rizikd a obtiaZze. Zmluvné
strany vyhlasuji, Ze si nie st vedomé Ziadnych
prekdZok, ktoré by branili tomu, aby sa dohodli na
predmete, (i¢ele a vietkych ostatnych ustanoveniach
tejto Zmluvy.

The Parties declare that before entering into this
Agreement, they had considered the risks and
difficulties, compared them with the expected benefit
for the Participants and for 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-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 biomedicinskym
vyskumom mna &loveku na zaklade zdravotnej
indikdcie podl'a § 26 aZ 34 zdkona €. 576/2004 Z.z.
o zdravotnej starostlivosti, sluZbich suvisiacich s
poskytovanim zdravotnej starostlivosti a o zmene a
doplneni niektorych zakonov v zneni neskor$ich
predpisov (d’alej len ,Zakon o zdravotnej
starostlivosti®) a klinickym sktianim liekov podla
§ 29 az 44 Zakona o liekoch.

This clinical trial of a medicine is a biomedical
research In humans based on a medical indication
according to Sections 26 to 34 of Act No. 576/2004
Coll. on Healthcare, Services Related to Healthcare
and on Amendments to Certain Laws, as amended
(hereinafter referred to as the “Healthcare Act”) and
a clinical trial of medicines in accordance with
Sections 29 to 44 of the Medicinal Products Act.

2.2

Predmetom tejto Zmluvy je zavizok InStitacie
umoZnit’ na svojich pracoviskach klinické skaSanie
lieku a s vyuzitim vietkych technickych
prostriedkov vykonat’ klinické skuSanie podla tejto
Zmluvy a Protokolu, ktoré v prospech Novartisu
vykonad InStiticia prostrednictvom zamestnancov
alebo inych zmluvnych pracovnikov Institicie
(Skiadajici, spoluskiisajici) v silade s terminmi a
podmienkami Protokolu klinického skaSania podla
Prilohy & 1 tejto Zmluvy. V spojeni s tym Institicia
vytvori podmienky, poskytne v prospech Novartisu
potrebné sluzby, zabezpedi spravne uchovavanie
skifanych produktov alebo lieckov a bezpeénu
manipuldciu s nimi najmd podla poZiadaviek

to

The subject-matter of this Agreement is the
undertaking by the Institution to enable conduct of the
clinical trial of the medicine at its sites, and using all
technical facilities, to conduct the clinical trial in
accordance with this Agreement and the Protocol by
the Institution through the employees or other
contractual staff of the Institution (Investigator, sub-
investigators) to the benefit of Novartis and in
accordance with the terms and conditions of the
Protocol of the clinical trial pursuant to Annex No. 1
hereto. In this connection, the Institution shall create
conditions as needed, provide necessary services to
Novartis and ensure correct storage of investigational
products or medicines and their safe handling namely
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Zakona o liekoch a vnttornych predpisov Institicie,
plynuly pristup Sku3ajuceho k nim, zabezpedi
aumoZni abude niest zodpovednost za to, aby
Skisajuici dodrzal vietky zavizky a povinnosti tak,
ako je uvedené v tejto Zmluve, Prilohe & 1 a vyvinie
primerané usilie na dodrfanie ¢asového planu
uvedeného v Prilohe &, 1; kazdé omeskanie bez
odkladu ohlasi Novartisu a viemozne sa bude
usilovat’ Gasovii stratu vyrovnat', Indtiticia sa tiez
zavazuje, e pocas klinického skifania bude
v zariadeniach Ingtittcie k dispozicii  konzultagné
miesto, kde Skusajici  a ostatni kompetentni
pracovnici  Indtiticie budi  méef poskytnat’
nevyhnutné informacie vietkym Uastnikom.

pursuant to the requirements of the Medicinal
Products Act and internal regulations of the
Institution, provide continuous access to them by the
Investigator and ensure and enable, and take
responsibility for that the Investi gator performs all of
his undertakings and obligations in the manner set out
in this Agreement, Annex No. 1 and use appropriate
efforts in order to observe the schedule listed in
Annex No. [; promptly notifying Novartis of any
delay and use all efforts in order to make up for the
lost time. The Institution also undertakes to ensure a
consultation place, available in those facilities
throughout the duration of the clinical trial, where the
Investigator or the representatives of Novartis may
provide all Participants with necessary information.

2.3.

Zmluvné strany si nie st vedome Ziadnej prekazky,
ktora by brénila alebo by mohla branit nasledujiicim
vyhldseniam:

- Skifajici je ako lekar plne kvalifikovany bez
akéhokol'vek obmedzenia prijimat’  vietky
lekérske rozhodnutia tykajice sa Ugastnikov,
ktoré sa v stivislosti s klinickym skidganim
urobia alebo ktoré bude potrebné urobit’, a
poskytovat vietku zdravotn( starostlivost’
stvisiacu s klinickym skiSanim, k vykonu
ktorej sa Ingtiticia a Skuasajici touto Zmluvou
zavazuju,

- vietky osoby, ktoré sa buda podiel'at na
vykondvani klinického skiania, st pre plnenie
svojich tloh odborne vzdelané a disponuji
prisluSnymi vedomostami a sklisenostami.

24.

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

- the Investigator is a physician who is fully
and without limits qualified to make al] medical
decisions pertaining to the Participants that wil]
be or will have to be made in connection with the
clinical trial, and provide all health care
associated with the clinical trial which the
Institution and Investigator undertake to conduct
by means of this Agreement,

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

Institicia a Skugajici sa zoznamili SO spravnym
pouZivanim a vlastnostami hodnotendho produktu
alebo lieku, ako 8 so vietkymi informéciami
obsiahnutymi v prislusnych  dokumentoch a
Protokole, a budi postupovat’ vidy a len v silade s
nimi.

24,

The Institution and Investigator have made
themselves familiar with correct use and properties of
the product or medicine under evaluation, as well as
with all information contained in relevant documents
and the Protocol, and shall at all times proceed strictly
in accordance with them,

2.5.

Indtiticia a Skudajici prehlasuji, Ze Skusajuci je
zdravotnickym pracovnikom a poskytuje zdravotni
starostlivost’ na zaklade pracovnoprdvneho alebo
in¢ho zmluvného vztahu s Indtiticiou a Skisajuci
bude vykondvat ilohy podla tejto Zmluvy v mene
av ramci Indtiticie anie ako samostatny
poskytovatel' zdravotnej starostlivosti v zmysle
platnych pravnych predpisov. Inititiicia v plnom
rozsahu  zodpovedd za plnenie  povinnosti
Skusajuceho vyplyvajicich z tejto Zmluvy aje
povinna zabezpedit riadne plnenie tychto povinnosti
zo strany Skigajiuceho.

2.5,

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

3. Zikladné podmienky realizacie klinického skii§ania

3.1.
311

3.1.2.

L

3. Basic Requirements for the Conduct of the Clinical

Trial

Klinické skuianie sa moze zacat az po:
pisomnom kladnom stanovisku vydanom Etickou
komisiou a schvaleni Riadiacim  organom
opravnenym povolovat a kontrolovat vykondvanie
klinického skiiSania,

pisomnom  sihlase prislusného orginu alebo
organizicie (spolo&nosti), ktory(4) vlastni alebo je
zodpovedny(a) za prevadzky priestorov, v ktorych
sa ma uskuto¢nit klinické ski$anie, a to ) v pripade ak

3.1
3.1.1.

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 Goveming Body authorised to permit and
inspect the conduct of the clinical trial,

the written approval of relevant authority or
organisation (company) that owns or is responsible
for the administration of the facility in which the
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tieto priestory nie s vlastnené alebo za ich
previdzku nezodpoveda Institicia,

tom %o bol formuldr informovaného stihlasu (€lanok
3.12.) schvaleny prisluSnym organom.

Tieto dokumenty si pre zagatie klinického skuSania
nevyhnume.

clinical trial is to be performed has been obtained, if
such authority or organisation is not the Institution,
the informed consent form (atticle 3.12.) has been
approved by the relevant auhthority.

These documents are inevitable for the clinical
trial to commence.

Klinické skuganie sa vykonava len na pracovisku (v
centre) alebo na pracoviskach (v centrach), ktoré su
uvedené v Prilohe & 1 tejto Zmluvy. Indtiticia
a Skigajuci zabezpedi a pisomne potvrdi, Ze kazdé
pracovisko (centrum) mé nevyhnume zariadenia a
personél na vykonanie klinického skusania a Ze tieto
podmienky sa nezmenia po celi dobu jeho

vykondvania.

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 (centre) 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 clinical trial.

3.3,

Novartis a CRO (ak existuje) si opravneni vykonat
inspekciu kazdého navrhnutého pracoviska (centra)
pred zatiatkom i v priebehu klinického skuSania s
ciefom presved&it sa, Ze pracovisko (centrum) je
vhodné a ma vietky potrebné zariadenia a personal
na vykonanie klinického sktSania.

3.3,

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

34.

K zmene miesta pracoviska (centra), v ktorom sa
vykonava klinické ski3anie, a k ukonéeniu Gc¢asti
Skugajiiceho na vykonavani klinického skuSania,
k zmene &i doplneniu Skagajiceho, moze prist len
na zdklade pisomnej dohody Novartisu a Institicie;
na nového skigajuceho sa v takom pripade pouZiji
vetky ustanovenia tejto Zmluvy o Skuisajicom.
Indtitiicia sa zavdzuje v lehote 5 pracovnych dni
pisomne informovat Novartis o skuto€nosti, Ze
Skugajici uz dalej nebude vykondvat tulohy
Skigajiceho alebo Ze tieto ulohy uz Skudajuci d'alej
vykonéavat nemdze. Indtitiicia sa zavizuje poskytnuat
Novartisu potrebni  sicinnost pri  hladani
anahradzani Sku3ajiceho novym  skuSajicim
vyhovujiicim Novartisu. Nabor novych Utastnikov
musi byt pozastaveny do Casu kym dojde
k nahradeniu  Skugajuceho novym skiSajicim.
Indtiticia berie na vedomie, ¥e Novartis bude
poskytovat’ platby za Utastnikov, ktori boli nabrani
do Kklinického skusania v&ase vykonédvania
klinického skufania SkuSajicim  aviak do
vymenovania  nového  skuaSajuceho nebude
poskytovat platby za pripadnych  novych
Ukastnikov. Novartis mé pravo vybrat’ pre klinické
sktidanie alebo zamietnuf akéhokol'vek nového
sktgajiiceho, ktorého navrhne  InStiticia.
Povinnostou nového skiigajiiceho bude zaviazat sa
k plneniu podmienok stanovenych touto Zmluvou;
Institicia sa zavizuje zabezpeCit takyto zavizok
a sthlas nového skisajiceho. Potas doby vyberu
nového Skiajuceho sa Zmluvné strany, v zdujme
riadneho pokradovania v navitevach Utastnikov
podra Protokolu, dohodnti na ustanoveni doc¢asného
skugajiceho. Pokial sa Novartis a Ingtiticia
nedohodnii na novom skigajicom v lehote 30 dni od
ukondenia Glasti pdvodného Skisajuceho na
klinickom skugani, Novartis je opravneny od tejto
Zmluvy odstipit s okamZitou platnostou.

3.4.

The change of the site (centre) in which the clinical
trial is
participation of the Investigator in the conduct of the
clinical trial, or the replacement or adding of an

performed, or discontinuation of the

Investigator is possible only upon a written agreement

between Novartis and the Institution; all provisions
regarding the Investigator under this Agreement shall
be applied to the new investigator in such case. The
Institution shall inform Novartis in writing within five
(5) business days about the fact that the Investigator
will not conduct the clinical trial anymore or that the
Investigator is unable to continue to perform its duties
as Investigator. The Instition shall provide reasonable
assistance in finding a replacement acceptable to
Novartis. Enrolment of new Participants shall be put
on hold until the new investigator has been appointed.
The Institution acknowledges that Novartis will
continue to make payments for Participants already

enrolled by the prior Investigator but shall not make

payments for new Participants. Novartis is entitled to
select or refuse 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. During the selection process of
the new investigator, Novartis shall agree immediately

with the Institution to appoint an ad interim
investigator in order to continue to perform the
Participants’ visits according to Protocol. If Novartis
and the Institution do not agree on the new
investigator within 30 days after the original
Investigator ceases to participate in the clinical trial,

Novartis will be entitled to withdraw from this

Agreement with immediate effect.
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3.5, Skusajici méze podla svojho uvazenia uréit dalsic | 3.5. The Investigator may, at his/her own discretion,
osoby spomedzi zamesmancoy Indtiticie ako appoint further persons among employees of the
spoluskasajiicich,  ktori budy asistovat’  pri Institution as sub-investigators who wili provide their
vykonavani klinického sktania. Skuzajici alebo assistance in the course of the clinical trial. The
Intiticia st povinni do 7 dni od uréenia kazdej Investigator or the Institution are obliged to report to
takejto osoby oznamif identifikadné tdaje tejto Novartis identification details of such person within 7
osoby Novartisu; uvedené rovnako plati pri days from appointment of such person; the same
akejkol'vek zmene takychto 0s6b. Novartis ma pravo applies to any replacement of such persons. Novartis
vyslovit' nesthlas s Gidasfou konkrétnej osoby has the right to express its disapproval of the
v klinickom skugani, a to do 7 dni od dorugenia participation of a particular person in the clinical trial
oznamenia tdajov o takejto osobe alebo 0 zmene within 7 days from the delivery of the report with the
takejto osoby, a zarovesn ma povinnost oznimit details of such person or the report announcing
tento svoj nesthlas Skusajicemu alebo Inititicii. replacement of such person, and at the same time hag
Indtitdcia a Skigajuci su povinni zabezpedit, e obligation to notify the Investigator or the Institution
osoba, voci ktorej bol takyto nestihlas vysloveny, sa of such disapproval. The Institution and Investigator
klinického skiania neziastni. Institicia ani are obliged to ensure that the person against whom
Skasajici neposkytni spoluskiizajicim Zladny such disapproval has been expressed may not
Medicinsky produkt a/alebo Material (ako st participate in the clinical trial. The Institution and
definované nizsie), pokial’ nebudi mat siihlas (resp. Investigator shall not provide the sub-investigators
kym neuplynie doba na vyslovenie nestihlasu) od with any Medicinal Product and/or Material (as
Novartisu na menovanie spoluskiigajicich do ich specified below), without the consent by Novartis
funkcie. Vietci spoluskiiSajuci budi adekvatne (event. after the period for expressing disagreement
kvalifikovani, adekvitnym sposobom predkoleni, expired) with assigning the sub-investigators to their
v€as menovani apriebezne bude vedeny ich positions. All sub-investigators will be adequately
aktudlny zoznam. Skugajiici zodpovedd za vedenie qualified will undergo adequate requalification and
timu  spoluskdsajicich, na ktorych sa buda vo will be appointed in time, with a current list of them
vietkych ohl'adoch vztahovat rovnaké podmienky to be maintained on ga continuous basis. The
ako na SkiSajliccho na zéklade tejto Zmluvy. Investigator is responsible for the supervision of the
Indtitucia a Skagajici zodpovedaji  za sluzby team of sub-investigators who will be in all respects
poskytované pracovnikmi Inititicie a zavizujii sa, subject to the same conditions as the Investigator
Ze poskytovanie vietkych sluzieb bude zverované pursuant to this Agreement. The Institution and
kompetentnym osobam. Skisajiici a Indtitticia budg Investigator are responsible for services provided by
ukladat’ vietky prislugné pokyny k plneniu dloh the employees of the Institution and undertake that
vyplyvajucich z tejto Zmluvy osobim podielajicim only competent persons will be entrusted with the
sa na vykondvani klinického skisania v stlade provision of all services. The Investigator and the
s pokynmi  Novartisu. SkiSajici  je povimny Institution will issue all Instructions relevant for the
zaznamendvat a dohliadat na plnenie tloh, ktoré performance of tasks resulting from this Agreement to
boli spoluskiisajiicim zvereng. Skusajici je povinny persons participating in the conduct of the clinical
poskytnat’ Novartisu svoj aktuilny podpisany trial in accordance with the instructions given by
Zivotopis ako aj aktudlny podpisany Zivotopis Novartis. The Investigator shall document and
kla€ovych glenov skdajiiceho timu ako aj pripadné oversee the duties delegated to the sub-investigators.
d'al3ie prislugné dokumenty osvedgujiice jeho/jej/ich The Investigator shall provide Novartis with an up-to-
kvalifikéciu a odborné skusenosti. Na spracivanie date signed CV of him/her and of all key
osobnych tdajov zamestnancoy Institicie v zmysle investigational staff members as well as all other
tohto bodu sa aplikuje ¢l. 12 tejto Zmluvy primerane. relevant  documents establishing  his/her/their

qualification and professional experience. The
processing of personal data of employees of the
Institution under this para. shall be govemned by the
Art. 12 hereof accordingly.

3.6. Ak Skisajaci alebo Indtiticia pouZije na vykonanie | 3.6. If the Investigator or Institution make use of an
niektorej analyzy & vySetrenia, ktoré je potrebné pre external laboratory for the conduct of any analysis or
ucgely klinického ski3ania, externé laboratérium, assessment necessary for the purposes of the clinical
presvedéi sa, & je dostatocne materidlne trial, they shall ascertain that such laboratory has
apersondlne vybavené na to, aby kompetentnym a sufficient materials and staff available for the
profesiondlnym spésobom vykonédvalo &innost v performance of activities in a competent and
stilade s poziadavkami spravnej laboratérnej praxe: professional manner and in accordance with the
Institiicia alebo Skiajuci méze pouZit’ externé requirements of the good laboratory practice; the
laboratérium na vykon len tych analyz a vysetreni, Institution or the Investigator are entitled to make use
ktoré podla tejto Zmluvy alebo Protokolu alebo of an external laboratory for the conduct of only such
oznamenia Novartisu nemajii b t konané

analyses and examinations, which shall not be
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v centralnych laboratériach pre Klinické skiiganie
alebo inych laboratéridch urenych Novartisom.
Okrem vyu¥ivania zmluvnych laboratérii podfa
predchédzajucej vety alebo podl'a iného pisomného
vyjadrenia Novartisu, SkiiSajici alebo Inititicia
nezrudi alebo neodstipi od Ziadnej sucasti prace,
ktord ma na zaklade Zmluvy vykonat anenecha
plnit nijaké povinnosti podla Zmluvy inej osobe. Aj
vpripade suhlasu Novartisu so subdodavkou,
Indtitticia a Skugajici zodpovedaji akoby innosti
vykonali sami. Vykondvanie laboratérnych
vysetreni ku  klinickému skaganiu  bude
zabezpetené, v pripadoch uréenych Novartisom
priamo zo strany Novartisu Tresp. Zadavatela
osobitnymi zmluvami s prisludnymi laborat6riami a
Novartis oznami tieto laboratéria InStiticii.

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. Performance of laboratory examinations
related to the clinical trial shall be ensured, in cases
determined by Novartis, directly by Novartis, event.
by the Sponsor, via scparate contracts with the
relevant laboratories, whereby Novartis shall notify
Institution of those laboratories.

3.7. Pred zadiatkom klinického skuSania poskytne | 3.7. Prior to the commencement of the clinical trial,
Novartis Skigajicemu a Institicii, priamo alebo Novartis shall provide to the Investigator and the
prostrednictvom CRO  (ak existuje), Protokol, Institution, directly or through a CRO (if any), the
CRF/eCRF a dalsie savisiace dokumenty, ako aj Protocol, CRF/eCRF and other related documents as
vietky dodlezité farmakologické, toxikologické a well as any and all important pharmacological,
klinické informacie, ktoré si potrebné pre spravne toxicological and clinical information which is
naplanovanie a vykonanie klinického sktsania needed for correct planning and conduct of the
(dalej len ,Suvisiaca dokumentdcia®). Stvisiacu clinical trial (hereinafter referred to as the “Related
dokpmentéciu bude podla potreby aktuilne Documentation™). It will update such Related
dopliiat/aktualizovat’ i v priebehu klinického Documentation as necessary even in the course of the
skugania. Povinnost  Novartisu  poskytovat clinical trial. The obligation of Novartis to provide
dokumenty, informacie, ktoré st sticastou documents, information which are part of Related
Stivisiacej dokumentécie sa nevyZaduje v pripadoch, Documentation is not needed, if such documents,
ak st tieto dokumenty, informécie I'ahko dostupne v information are easily available in published
publikovanych materidloch, alebo ak sa da materials, or if it can be reasonably assumed that the
opravnene predpokladat’, Ze SkSajici ma vzhladom Investigator has, as a result of his/her professional
na svoje profesiondlne vzdelanic dostatotné education, sufficient knowledge of the relevant issue.
vedomosti o tejto problematike.

3.8. In¥titicia a Skugajuci vykonaja klinické skudanie v | 3.8. The Institution and Investigator will conduct the

silade s platnymi pravnymi predpismi, a to najmé
Zakonom o zdravotnej starostlivosti, Zakonom o
liekoch, vykonavajicimi predpismi Ministerstva
zdravotnictva  Slovenskej republiky najmd o
poziadavkach na klinické skuSanie a spravnu klinicki
prax a na pracovisko (centrum), na ktorom sa
vykonava klinické skiidanie, Nariadenim Eurdpskeho
parlamentu a Rady (EU) 2016/679 z 27. aprila 2016
o ochrane fyzickych oséb pri spraciivani osobnych
tidajov a o voPnom pohybe takychto udajov, ktorym
sa zruduje smernica 95/46/ES (vieobecne nariadenie
oochrane tdajov) (dalej len ,Nariadenie®) a
zakonom &. 18/2018 Z. z. o ochrane osobnych
dajov a o zmene a doplneni niektorych zakonov
v zneni neskordich predpisov (d'alej len ,Zakon
o ochrane osobnych tdajov®), inymi prisludnymi
nariadeniami, smernicami a etickymi predpismi, a v
zhode s podmienkami a zdsadami stanovenymi:

a) v povoleni vydanom na vykonanie
klinického skugania Riadiacim orgénom a
pripadnymi _d'aldimi__in3titiciami ako

clinical trial in accordance with applicable laws, in
particular with the Healthcare Act, the 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 (centre), where
the clinical trial is to be conducted, 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”), other 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 Goveming Body or any other
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vyplyva z prislusnych ustanoven; tejto
Zmluvy;

institutions, as prescribed by the relevant
provisions of this Agreement,

b) v Protokole a vietkych jeho dodatkoch
vydanych  Novartisom a  o0zndmenych b) the Protocol and a]i annexes thereto issued by
Indtitacii, ktoré sa takto stévaji sudasfou Novartis and communicated to the Institution,
podmienok tejto  Zmluvy. Zmenu, which thus become part of the conditions of
poruSenie postupu & odchylku  od this Agreement. Any amendment, breach of
Protokolu méze vykonat len v pripade, Ze any procedure or deviation from the Protocol is
Je numé vyludif okamzite nebezpedenstvo allowed only in case it is necessary to exclude
hroziace Uéastnfkovi, pri¢om je povinnost an imminent danger for the Participant; in such
wto  skutoCnost  okamzite 0znamir situation they have to notify Novartis of this
Novartisu akoukolvek formou, pisomne matter immediately in any form, but within 2
v3ak najneskér do 2 dnj od okamziku, kedy days from the occurrence of the matter in
tito skutocnost nastala, a v pripade ak to writing, and if prescribed by a legal regulation,
stanovuje pravny predpis, Zmluva alebo Agreement or Protocol, to notify the Ethics
Protokol, oznamit tite skuto¢nost’  aj Committee or Governing Body as well;
Etickej komisii & Riadiacemu organu;

c) v indtrukcii Novartisy nazvanej ,.Prirugka c) an instruction issued by Novartis entitled
pre skiifajiiceho® (Investigator’s Brochure) »Investigator’s Brochure”, which contains all
obsahujucej vietky v sicasnej dobe zname currently known information on the Medicinal
informicie o Medicinskom produkte Product used in the clinical trial and on it
pouZitom v klinickom skifani a jeho propetrties. Novartis provided the Investigator
vlastnostiach. Prirugky Novartis odovzdal with the Brochure and shal]periodical]y update
Skusajicemu  a bude Ju  aktualizovat the Brochure as required by the status of the
v periodicite vyZadujuce;j stavom clinical tria] or set out in the legal regulations,
klinického  skugania alebo  stanovej The Brochure will be appended to the clinical
pravnymi  predpismi. Prirucka  bude trial documents;
pripojens  k dokumentacii klinického
skiiganja;

d) vieobecnymi podmienkami  Novartisy d)  general terms and conditions of Novartis
(pokial' ich Novartis vydal a poskytol (provided that Novartis has issued them and
In3titicii) o vykondvani klinickych skiani, submitted them to the Institution) on the
s vynimkou tych podmienok, ktoré sg conduct of clinjcal trials, except for the
modifikované touto Zmluvou; conditions modified by this Agreement;

e) Spravnou klinickou praxou (GCP ICH) a e) good clinical practice (GCP ICH) and
podmienkami vychadzajicimi z Helsinskej conditions based op the Declaration of
deklardcie. Spravna klinicka prax (Gcp Helsinki. Good clinjca Practice (GCP ICH)
ICH) oznaguje medzinirodng smemice a means international directives and principles
zasady tykajtice sa spravnej klinickej praxe, pertaining to good clinjcal practice, which have
ktoré konkrétne urCil Novartis pre ucely been specifically determined by Novartis for
klinického skagania. v pripade, Ze nebolj the purposes of the clinical trial. If they have
konkrétne stanovené, platia tie zésady GCP not been set out specifically, the principles of
ICH, ktoré bolj prijaté v krajine alebo v GCP ICH adopted in the country or countries
krajinach, kde sa klinické skuganie where the clinical trial js conducted shall apply.
vykondva. Helsinsk4 deklaracia oznacuje The Declaration of Helsinki means the latest
najnoviiu  verziy Helsinskej deklaracie version of the Declaration of Helsinki issued
svetove] lekarskej asocidcie v &ase by the World Medical Association valid at the
vykondvania klinického skiifania, vratane time when the clinical trial js conducted,
v3etkych zmien uskuto&nenych v priebehu including all amendments thereto made in the
klinického skiiSania; course of the clinical trial;

D Konsolidovanou  smernicoy 0  sprivnej f) Consolidated guideline on good clinical practice
klinickej praxi Medzindrodne; konferencie o of  the International Conference  on
zosuladeni technickych poziadaviek na Harmonisation of Technical Requirements for
registréciu farmaceutik na humanne pouzitie Registration of Pharmaceuticals for Human Use
a ostatnymi vSeobecne Zaviznymi pravnymi and other generally binding regulations and
predpismi a plamymi poZiadavkami spravnej applicable requirements for good clinical
klinickej praxe, practice,

2) Pisomnymi pokynmi Novartisu. g)  written instructions given by Novartis.
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Skuagajuci a Indtiticia berd na vedomie, Ze Novartis
ajeho pridruZen¢ osoby (tak ako su definované
v &lanku 13.6.) musia dodrZiavat ustanovenia (1)
zakona Spojeného krafovstva o uplatkarstve z roku
2010 (the Bribery Act 2010 of the United Kingdom
(Bribery Act)); (i1) zékona Spojenych Statov
americkych o uplatkéarskych praktikach v zahraniéi z
roku 1977 (the Foreign Corrupt Practices Act 1977
of the United States of America (FCPA)) 2 (iii)

akychkolvek dalsich protikorupénych pravnych
predpisov  (d’alej spolotne len “Prislusné
protikorupéné pravne predpisy”). Zhrnutie

klGgovych principov Prislugnych protikorupénych
pravnych predpisov je uvedené v prilohe & 3.
Skiajici a Institicia nemdZu priamo  alebo
nepriamo  povolit  ani nabadat  svojich
zamestnancoyv, zastupcov, poradcov alebo inych
splnomocnencov, aby sa zapojili do akejkol'vek
Ginnosti, ktora je  zakdzand Prislugnymi
protikorup&nymi pravnymi predpismi, vratane
aplatkarstva,  ilegalnych provizii, ilegalneho
vyplacania vynosov alebo inych korup¢nych
obchodnych praktik.

Indtiticia SkaSajuci sa zavézuju, ¥e Skusajici,
zamestnanci Ingtiticie ako aj iné osoby zidastiujuce
sa na klinickom skifani 1) budd dodrziavat
prislusné pravne predpisy, 2) buda dodrziavat
véetky povinnosti podFa tejto Zmluvy, 3) sa
oboznamia s Protokolom, ktory budi dodrZiavat.

The Investigator and the Institution acknowledge that |
Novartis and its Affiliates (as defined in art. 13.6.)
need to adhere to the provisions of (1) the Bribery Act
2010 of the United Kingdom (Bribery Act); (ii) the
Foreign Corrupt Practices Act 1977 of the United
States of America (FCPA) and (iii) any other
applicable anti-corruption  legislation (jointly
hereinafter referred to as the “Applicable Anti-
Corruption Legislation”). A summary of the key
principles of the Applicable Anti-Corruption
Legislation is set out in Annex 5. The Institution and
the Investigator shall not permit or induce employees,
agents, consultants or other representatives, whether
directly or indirectly, to engage in any activity that is
prohibited by the Applicable Anti-Corruption
Legislation including bribery, kickbacks, payoffs or
other corrupt business practices.

The Institution and the Investigator shall ensure that
the Investigator and the Institution’s employees and
other persons involved in the Trial will 1) adhere to
all applicable laws, 2) comply with all obligations set
forth in this Agreement, 3) fully understand and
adhere to the Protocol.

3.9,

Dokumenty uvedené v Elanku 3.7. tejto Zmluvy su
déverné a informacie o ich obsahu mdzu byt
poskytnuté len pracovnikom miesta vykondvania
klinického skiania poverenym Ci menovanym
podFa &l. 3. tejto Zmluvy a orgdnom a indtitaciam
uvedenym v tejto Zmluve. Povinné zverejnenie
Zmluvy sa nepovazuje za poskytnutie dévernych
informécii. Intiticia a Skagajuci potvrdzujd, Ze im
boli poskytnuté dokumenty uvedené v ¢lanku 3.7.
tejto Zmluvy s dostatoénym predstihom
umoziujicim dokladné zoznamenie sa s tymito
dokumentmi.

39,

Documents listed in para. 3.7. hereof are confidential
and information on their content may only be
provided to the staff at the clinical trial site which has
been delegated or appointed in accordance with Art.
3. hereof and to bodies and institutions listed in this
Agreement. Obligatory disclosure of the Agreement
shall be not considered as providing confidential
information. The Institution and Investigator
acknowledge that they have received the documents
listed in para. 3.7. hereof well in advance and thus
were allowed to become fully familiar with such
documents.

3.10.

Zodpovednost za styk a rokovanie s Etickou
komision a Riadiacim organom preberd v ramci
tohto klinického skiSania Novartis, pokial' nie je
vitejto Zmluve alebo zmluvnymi  stranami
dohodnuté v konkrétnom pripade inak. Uchovavanie
dokumentécie a podavanie sprav sa riadi touto
Zmluvou, jej prilohami, dalgimi dokumentmi, na
ktoré Zmluva odkazuje a vSeobecne zhviznymi
predpismi.

3.10.

Unless agreed otherwise in this Agreement or by the
Parties for a specific occasion, Novartis accepis
responsibility for the liaison and negotiations with the
Ethics Committee and Governing Body during this
clinical trial. Maintenance of documentation and
reporting are governed by this Agreement, annexes
hereto and other documents to which this Agreement
refers and generally binding regulations.

Do Klinického skagania budit zaradeni Ugastnici v
poétoch urenych v Prilohe & 1 tejto Zmluvy.
Akakolvek zmena v potte Utastmikov musi byt

vopred pisomne schvalend Novartisor.

V pripade multicentrického klinického skusania je
Novartis na zaklade svojho slobodného uvézenia
opravneny od Indtiticie a Skiisajiiceho pozadovat,
aby ukongili nabor Utastnikov, ato pred

Participants will be enrolled in the clinical trial in the
numbers set out in Annex No. 1 hereto. Any change
in the number of Participants requires prior written
approval by Novartis.

In a multicentre clinical trial, Novartis reserves the
right, at its sole discretion, to require Institution and
Investigator to cease enrolment of Participants prior to
enrolment of the targeted number of Participants.
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Utastnikov
a Skii3ajici sa

3.12.

mozné uskutonit

riadnom pouceni.
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povinnosti,
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spolupracovar

Inform ovany sithlas

podpisané
Utastnikoch 4

k pravnym tikonom
ich pougeni

neplnoletych

klinického

dosiahnutim touto Z

efte  pred vykona
stvisiaceho g klinickym
Utastnikmi

pisomnym informovanym

klinického skisania ]
overeni totoZnosti (g

vedomie, e
sthlasy Skiisajicim,

pri
poZiadaviek Utastnikoy.
musi U€astnik riadn
nim akéhokolvek

)

Pred zaradenim kazdého
skii$ania je

mluvou
klinického
po takejto
Zavazujii ukongit nabor Ugas
na akikolvek kom penzaciu s
Zaradenie Ufastnikoy do klin

skii¥ania,

ym stvisiacu,
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stithlasom apo
Zaradenie Ucastnikov

pouZitie

Vv suvislosti
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(pri
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ovych a cievnych choréb, a.s.

predpokladaného poctu
Instaticia
poZiadavke Novartigy
tnikov, a to bez naroky

ického skugania je
s ich predchédzajiicim

€ mozZné uskutoénit’ iha po
astnika a jeho spdsobilosti na

prislunych
] infonnovanym
sthlasom majd a je ich zodpovednost’ou, aby
Inétiticia a Skuidajiici

informovat Novartis ak Utastnik odvold

5voj suhlas
Svojich

osobitnych

€ podpisat
vySetrenia
ski¥anim, Dokumenty

neplnoletych
nespésobilych

Uéastm’koch

potencidlneho t¢astnika do
povinny

ich
do

skutodnost musg byt vyznagens Vv informovanom

sthlase avy zdrojovej dokumentacii. VyZiadanie
a udelenie informovaného sthlasu od
Uéasmikov/Uéasmfkmi musi byt v shlade
s Protokolom, etickymi principmi, Spravnou
klinickou praxoy a vietkymi prislu§nymi pravoymi
predpismi.  Novartis SPracuje  a  odovzds

formulgry
nezbavuje

tieto

dokumentsceij o klinickom skiisani vedenej
Skdfajicim.  Jedno vyhotovenie podpisaného
formularu informovaného stuhlasu  muysi byt
Skiajtcim poskymuté  Usastnikoyi (pri

-3008

Institution and Investigator undertake to cease such
enrolment upon Tequest of Novartis and further
undertake not to seek any compensation thereof.

Enrolment of Participants in the clinical trial is only

rior written informed consent and

given by the Participants in
accordance with the Protocol, ethica] principles, good
clinical practice and all applicable laws. Novartis
shall process and submit to the Investigator a draf
form of written informed consent with enrolment to
the clinical trial for the Participant and & written

Investigator
and the Institution undertake to yge those forms
provided by Novartis without any differences not
approved by Novartis. The Institution ang the
Investigator acknowledge that the use of the Informed
Consent Form does hot release the Institution and the
Investigator from their legal, Contractual or other
relevant obligations relating to informed consent, and
that it remains their responsibility to ensure that those
obligations are complied with, The Institution and the
Investigator shal] timely inform Novartis when 2
Participant withdraws consent or Opposes the use of

Before entering a prospective participant into the
clinical trial, the Investigator shall  exercige
Independent medjca] Judgement as to the qualification
of each Prospective participant with the requirements
of the Protocol, The Investigator sha consult with
Novartis of a]] instances in which, in the Investigator's

judgement, there is any question as 10 any prospective
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Novartis akékol'vek pochybnosti Skugajuceho
ohFadom  vhodnosti zaradenia  potencidlneho
acastnika do klinického skuSania.

participant’s suitability for participation in the clinical
trial.

3.14.  Po zaradeni Ugastnika do klinického skiigania sl
Skogajici  a Inititicia  povinni informovat’
poskytovatela zdravotnej starostlivosti, s ktorym ma
Utastnik uzatvoreni dohodu o poskytovani

zdravotnej starostlivosti, Ze Utastnik je zaradeny do

klinického skiSania.

315. Pokial Skusajici zisti v priebehu klinického
skagania, ze Utastnik zaradeny do Klinického

skugania nevyhovuje kritériam, bude o tom

Skugajici alebo Indtitacia okamZite informovat

pisomne, formou doporugeného listu dorugeného do

vlastnych rik zastupcovi Novartisu uvedeného Vv

zahlavi tejto Zmluvy, a po dohode s nim Ugastnika

7 klinického ska3ania vyradi.

After enrolment of the Participant in clinical trial, 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.

315. 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 inform 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 will not require that the Institution or
I[nvestigator or amy member of their staff acts or
participates in actions which are in conflict with the
laws of the Slovak Republic or medical ethics.

3.16. Novartis nebude vyzadovat od Inititicie alebo
Skugajiiceho, ani od Ziadneho &lena ich personélu,

aby konal alebo sa podiel’al na ginnosti, ktora je v

rozpore so zakonmi Slovenskej republiky alebo v

rozpore s lekarskou etikou.
3.17. V stvislosti s klinickym  skdSanim  sa pred
zadiatkom klinického skisania ako aj pogas jeho
realizicie uskuto&iuji investigatorské mitingy, na

ktorych sa oboznamuji déleZité farmakologické,
toxikologické a Kklinické informécie, ktoré st
potrebné pre spravne naplanovanie a vykonanie
klinického skuaSania, a z(i¢astnené osoby sa
pripravujil a 8kolia o danom klinickom ska3ani,
délezitych priebeznych okolnostiach a informéaciach

a postupoch v danom Klinickom skusani (dalej len
Investigatorské mitingy*). Vzhladom k tomu, Ze
Investigatorské mitingy su sudasfou klinického
skiigania, Skagajuci (resp. dohodnuty  Clen
skgajiceho timu) sa bude  zacastiioval
Investigatorskych mitingov ~ podla pokynov
Novartisu, Utast na Investigatorskom mitingu bude
realizovana vzdy na zaklade pokynov (napr. miesto,

gas, sposob, atd’.) alen so sthlasom Novartisu.

Uéast na Investigatorskom mitingu sa dalej
spravuje podmienkami organizatora
Investigatorského mitingu. Naklady sfvisiace

s Gtastou Skusajuceho (resp. dohodnutého Elena
skagajuceho timu) na Investigatorskom mitingu
nahradi  Novartis yrozsahu aza podmienok
stanovenych v Prilohe &. 2 tejto Zmluvy. Skusajuci

(resp. dohodnuty dlen skugajuceho timu) sa
zidastiiuje Investigitorského mitingu bezodplaine,

tj. za Ugast ma Investigatorskom mitingu
neprislicha Skugajucemu (dohodnutému ¢lenovi
skgajiiceho timu) siadna odmena. Odmefiovanie
Indtithcie v savislosti s ugastou Skugajiceho (resp.
dohodnutého  €len skigajiceho  timu) na
Investigatorskom mitingu je riegené a celé zahrnuté
v odmenovani za odbomné &innosti poskytnuté pri
realizacii Klinického skiSania podfa podmienok
tejto Zmluvy. Vietky ustanovenia tejto Zmluvy,
sch  tykajucich  sa najma__ zaviizku

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 the
particular clinical trial, important continuous
circumstances and information and procedures used
in the particular clinical trial (hereinafter referred to
as the “Investigator Meetings”). 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 [nvestigator (event. the
approved member of the Investigator's team) attends
the Investigator Meeting without receiving any
payment, 1.e. the Investigator (approved member of
the Investigator’s team) 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

sursuant to the conditions of this Agreement. All
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mi¢anlivosti, vlastnickych prav,  publikécii,
vysledkov &innostj a ich pouzitia a ochrany, prav
duSevného a priemyselného vlastnictva, ochrany
osobnych udajov, sa rovnako vzfahuju na priavne
vztahy suvisiace s Géasfou na Investiggtorskom
mitingu. V pripade, %e Investigétorsky miting sa
uskutocnil egte pred podpisom tejto  Zmluvy
§ icastou Skusajiceho (resp. dohodnutého ¢lena
skiSobného timu),  zmluvné strany  zhodne
kon3tatuju, ze ustanovenia tejto Zmluvy sa vzt'ahuji
aj na pravne vztahy stivisiace s tidastoy na takomto
Investigatorskom mitingu.

3.18.  IndtitGcia a Skusajuici vyhlasujii a Novartisu sa

Zavazuju, Ze podas trvania klinického skiigania
vykonédvaného podra Protokolu a tejto Zmluvy
zabezpetia  mo¥nost odslepenia  Ukastnikoy
kedykol'vek, to Znamend 24 hodin denne, 7 dnf
v tyZdni, tak ako to vyZaduje Protokol. Za tymto
ucelom poskytnii Uastnikom telefonicky kontakt na
Skii¥ajiceho a na prisluny personal Institacie, ktory
sa bude podielat na vykonvani klinického skugania
podla tejto Zmluvy, pricom na tychto telefénnych
Cislach bude 24 hodm denne a7 dnf v tyzdni
zastihnuterna aspofi jedna z uvedenych o0sdb.

4. Medicinske produkty a Materisl na klinické skusanie
4.1. Medicinsky produkt (dalej len »Medicinsky
produkt®) ozatuje vietky produkty alebo lieky
vrdtane placeba, ktoré sa podavaji Utastnikoyi v
priebehu klinického skidania, a tiez prostriedky na
Specidlne spésoby podéavania tychto produktoy alebo
liekov, potrebné na vykonanie klinického skii3ania,
ktoré bezplatne doddva alebo zabezpetuje Novartis,

4.2, Material na klinické skisanie (d’alej len »Material“)
oznacuje vietok ostatny material, zariadenia a
pomécky potrebné na vykonanie klinického
sktsania, ktorg bezplatne dodéva alebo zabezpeduje
Novartis.

Novartis zabezpeti, aby bol vietok Medicinsky
produkt, vyrobeny aleho pripraveny v stlade so
zasadami Spravnej vyrobnej praxe. Medicinsky
produkt bude zabaleny a oznaceny spdsoborm, ktory
zodpoveda charaktery klinického skugania a platnym
predpisom a bude dodany v mnozstve a v Case, ktoré
Si nevyhnutne potrebné na to, aby umo#nilj
Indtiticii alebo Skizajiicemu vykonat' klinicke
skuSanie v siilade so Zmluvou a Protokolom.
Ak Inititicia m4 zriadent  lekareq v aredli
pracoviska (centra) alebo pa pracovisku mg
Vytvorené podmienky uvedené v Protokole pre
uchovévanie Medicinskeho produktu, vykona
skladovanie Medicinskych produktov (skusany
produkt alebo liek) v tejto lekamni resp. na tomto
vhodnom pracovisky. Ak Intiticia nema takto
zriadenti lekdrefi alebo vhodné pracovisko alebo
vnich  uchovivanie Medicinskych produktov
skuSaného produkty alebo lieku) nie je mozné,

4.3.
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3.18.

4.2.

4.3.

4.4.

4. Medicinal Products anq Material for the Clinical Trial
4.1. A medicinal product (hereinafter referreq to as the

provisions of this A greement, including namely those
related to the obligation of confidentiality, ownership
i publications, results of the activities and theijr
use and protection, intellectual and industrial property

The Institution and the Investigator represent and
undertake that they shall ensure the possibility of the
unblinding of Participants in the course of the clinical
trial under the Protoco] 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 Participants with telephone contacts to the
Investigator and to the relevant staff of the Institution
participating in the clinjca] 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.

“Medicinal Product”) means g products or
medicines including placebo, which are administered
to the Participant in the course of the clinical trial, as
well as  instruments for special methods of
administration of the same products or medicines,
which are needed for the conduct of the clinical tria]
and which are supplied or ensured by Novartis free of
charge.

Material for the clinjcal trial (hereinafter referreq to
asthe “Material”) mean any other materials, facilities
and aids necessary for the conduct of the clinical trial,
which are supplied or ensured by Novartis free of
charge.

Novartis shall ensure that all Medicinal Products are
manufactured or Prepared in accordance with the
principles of good manufacturing  practice, The
Medicinal Product shal] be packed and labelled ina
manner which corresponds with the nature of the
clinical trial and applicable laws and sha] be supplied
in amounts and at the time as inevitable to allow the
Institution or Investigator to condyct the clinical tria]
in accordance with the Agreement and Protocol.

If the Institution has its pharmacy at the site (centre)

at such
appropriate site. If the Institution does not have such
pharmacy or appropriate site or if the Medicinal

€nsure a special
Medicinal Products
13/60
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Novartis zabezpeti osobitni lekared, v ktorej sa
majii Medicinske produkty (skagany produkt alebo
skigany liek) uchovévat. IngtitGcla zabezpedi
plynuly prisun Medicinskeho produktu
Skagajucemu tak, aby mohol vykonat klinické
skiiganie v sulade so Zmluvou, Institicia a Skasajici
zabezpetia, aby bol vietok Medicinsky produkt
spravne a bezpelne uchovavany, prijimany,
skladovany, vydévany, pouZivany, podéavany a aby
sa s nim bezpeéne manipulovalo. Institicia

a Skugajici sa zavdzujl s Medicinskym produktom
saobchadzat  vsalade s pokynmi vyrobeu,
Zadévatela aNovartisu apouZzit ho vyhradne
sposobom  predpisanym v Protokole a v siilade
s GCP ainymi prisluinymi predpismi. Novartis sa
zavizuje, Ze zabezpei bezplatne zaSkolenie
pracovnika nemocnitne] lekarne Ingtitdcie za
Gtelom zabezpeenia uchovania Medicinskeho
produktu  (skusaného produktu/liecku) v sulade
s Protokolom a Skusajici zabezpeti bezpecnil
manipulaciu s Medicinskym produktom a jeho
spravne uchovavanie.

(investigational product or medicine) will be kept.
The Institution shall ensure seamless supplies of the
Medicinal Product to the Investigator so that the
Investigator may conduct the clinical trial in
accordance with the Agreement. The Institution and
[nvestigator shall ensure that all Medicinal Products
are correctly and safely maintained, received, stored,
dispensed, used, administeredand safely handled. The
Institution and Investigator undertake to handle the
Medicinal Product in accordance with the instructions
of the manufacturer, the Sponsor and Novartis and to
use it solely in the manner prescribed in the Protocol
and in accordance with GCP and other applicable
regulations. Novartis undertakes to carry out the
training of the hospital pharmacy staff of the
Institution free of charge, in order to ensure the
preservation of Medicinal Product (Investigational
product / medicing) in accordance with the Protocol,
and Investigator ensures safe handling of the
Medicinal Product and its proper storage.

4.5.

Instithcia a Skiisajici budd viest’ presné a aktualne
zaznamy o vietkych Medicinskych produktoch,
ktory dostali, a tieZ presnu  evidenciu, najmé
sktganych produktov alebo liekov, ktoré pouZili
alebo vydali, s uvedenim datumu, druhu a mnozZstva
vydanych, pouzitych, prip. vratenych skiiSanych
produktov alebo liekov, a uvedenim osdb ktoré ich
vydali alebo Utastnikov, ktorym boli tieto skigané
produkty alebo lieky vydané alebo podané, aby bolo
mozné kedykoPvek spdtne dohladat pouZitie
kazdého balenia, ana poZiadanie Novartisu alebo
opravnenych 3tatnych alebo zahraniénych organov
tito evidenciu spristupnit. V pripade, ak sa to pri
Klinickom skasani vyZaduje, moZu byt udaje
tykajtice sa Utastnikov zaznamenan€ v kodovanej
forme.

45.

The Institution and the Investigator shall keep exact
and up-to-date records on all Medicinal Products that
they received, as well as exact records, in particular
on investigational products or medicines which they
used or dispensed, indicating the date, type and
amount of dispensed, used or returned investigational
products or medicines as well as persons who
dispensed them or Participants to whom these
investigational 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 of Novartis or
competent national or foreign authorities. If required
during the clinical trial, the data regarding
Participants can be recorded in encoded form.

4.6.

Novartis moze poskytmnit —Indtiticii Material
potrebny k vykonaniu klinického skasania alebo
shvisiaci s vykondvanim klinického skiSania na
ziklade svojho rozhodnutia za i&elom vi&asne)
ariadnej realizacie klinického ~skudania. Aj
vtakomto pripade  vlastnikom poskytnutého
Materialu vZdy ostdva Novartis, resp. Zadavatel
alebo ich pridruZené osoby, podla toho, v koho
vlastnictve sa Material nachadza. Material mbze byt
pouzivany vylucne Ingtiticiou, Skudajicim a/alebo
schvalenym skii§ajticim timom.

4.7.

A

4.6.

Novartis may provide the Institution with Material
necessary for the conduct of the clinical trial or
associated with the conduct of the clinical trial at its
discretion in order to ensure early and proper conduct
of the clinical trial. Even then Novartis, event. the
Sponsor or their affiliated persons, whoever disposes
of the Material, shall at all times remain the owner of
Material so provided. Material shall be used
exclusively by the Institution, the Investigator and/or
the designated trial staff

V pripade poskytnutia Materialu podfa bodu 4.6,
Institicia je opravnend Material uzivat' riadne
vsalade sucelom, na ktory obvykle sluzi, pre
potreby pracoviska (centra) vykonévajiceho
Kklinické skaganie podla tejto Zmluvy, zabezpelit
riadnu starostlivost podl'a navodu na pouzivanie a
predpisov  vyrobcov, chranit pred akymkol'vek
poskodenim, stratou, odcudzenim alebo znifenim.
[nititicia zodpoveda za poskodenie Materialu

sposobené  porusenim pravnych  povinnosti
Ingtithcie, najma vzniknuté neodbornym

4.7.

In case the Material is provided pursuant to para. 4.6,
the Institution is entitled to use the Material in a
proper manner and in accordance with the purpose
which it usually serves for, for the needs of the site
(centre) performing the clinical trial according to this
Agreement, t0 ensure proper care according to the
instructions for use and regulations of the
manufacturers and to protect it from any damage, loss,
theft or destruction. The Institution is responsible for
damage of the Material caused by violation of the
Jegal obligations of the Institution, mainly caused by |
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ako veci, ktora vlastnicky patri Novartisu.
Poskytnutie Materidlu podla tejto Zmluvy zo strany
Novartisu nie je podnecovanim pre odporti¢anie,
predpisovanie, kipu, dodavanic, predaj alebo
podavanie liekov a poskytnutie Materidlu nie je
podmieneng predpisanim €i uzivanim akéhokol'vek
lieku &i akymkol'vek inym plnenim alebo konanim
7o strany Ingtiticie alebo Skusajuceho.

submission and training. The Institution is obligedm
ensure to mark the Material as Novartis ownership.
Provision of the Material under this Agreement by
Novartis does mnot 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.

Inititicia a  SkuSajuci nepouzije Medicinske
produkty, Material, Dokumentéciu itidie (ako je
definovana nizdie) a Suvisiacu dokumentaciu na
yiadny iny ucel okrem vykonavania klinického
skigania  vsilade s Protokolom  abez
predchadzajiiceho pisomného  suhlasu Novartisu
neda Medicinske produkty, Material, Dokumentaciu
stadie  a Suvisiacu ~dokumentaciu k dispozicii
iadnej tretej strane okrem tych, ktoré sa nvedené
v Protokole alebo tejto Zmluve.

4.9.

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

Po ukonéeni klinického sktgania vrati Institheia /

Skogajici  vietok zvysny Medicinsky produkt
Novartisu a poda vysvetlenie (ak sa to vyzaduje,
pisomne) ohl'adom mno¥stva a druhu Medicinskeho
produktu, ktory bol mideny alebo chyba. Ak sa tak
nestane, Novartis je opravneny vytétovat’ Indtiticii
naklady na vietok Medicinsky produkt, ktory podla
podpisaného protokolu o jeho odovzdani a prevzati
nebol pouzity v silade s touto Zmluvou alebo nebol
vrateny Novartisu. Tym nebude dotknuta akakol'vek
ina pravna zodpovednost Inititicie za neopravneneé
nakladanie s Medicinskym produktom a spOsobent
gkodu.

4.10.

V pripade poskytnutia Materialu podla bodu 4.6. je
tento poskytnuty maximélne na dobu trvania
klinického skusania. Ak bude mat’ Novartis
oddvodnent pochybnost, Ze Material poskytnuty
podla bodu 4.6. Ci akékol'vek jeho Gast boli pouZité
na iné utely, nez tie, ktoré si uvedené v tejto
Zmluve, je opravneny poZiadat Inititiciu o spravu a
dékazy o pouZiti Materialu. V pripade, Ze Institicia
nepreukéze Novartisu pozadované skuto&nosti do 10
dni po obdrzani takejto vyzvy, ma sa za to, Z¢
Material bol pouZity v rozpore s touto Zmluvou.
Inititdcia je povinna Material poskytnuty podla
bodu 4.6. vratit, ak ho nepouZiva riadne alebo ho
uziva vrozpore s touto Zmluvou alebo v rozpore
s tidelom a podmienkami dohodnutymi v tejto
Zmluve alebo ak oto Novartis poziada alebo
v pripade ukonéenia klinického skisania, to vietko
v lehote 10 dni. In3titGcia sa zavizuje Material vratit
Novartisu v rovnakom stave, kvalite a v rovnakom
Zlozeni ako ho prevzala, s prihliadnutim na obvyklé
opotrebenie. Ak sa tak nestane, Novartis je
opravoeny vyudtovat’ Initithcii  a Intitucia  je
povinna nahradit Novartisu cenu a naklady na
poskytnuty Material podla bodu 4.6 nevrateného
v uvedenej lehote. Tym nebude dotknuta akakolvek
ina pravna zodpovednost [ndtitlicie za neopravnené
nakladanie s Materidlom a spdsobent skodu.
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4.11.

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 Product that have been destroyed or is
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 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 J

handling of the Medicinal Product and for any caused
damage.

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 has 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 10 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 or in the case of completion of
the clinical trial. 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 and
the Istitution shall be obliged to pay to Novartis the
price and costs of Material provided pursuant to para.
4.6, which has not been returned during prescribed
period. This is without prejudice to any other legal
responsibility of the Institution for any unauthorised
handling of the Material and for an caused damage.
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Hlavny skuSajuci stihlasq S tym, 7e v urcitych
pripadoch mgze spolognost  Novartis poverit
vatela  sluzieb poskytovanim

4.12. The Principal Investigator agrees that in certain cases
Novartis may engage external service provider to

Studijnych materidloy Uéasmikovi, ale
podanie skisaného lieky pacientovi a zhodnoteni ion of some patient assessments (e.g. vital
stavu pacienta (napr. kontrolou vitdlnych funkcif, signs, blood draws etc.) by a healthcare provider.
odbery krvi atd.)  poskytovatelom zdravotnej

starostlivosti.

V pripade VyuZitia sluzieh zdravotnej starostlivosti
Mimo  miesty klinického skii$ania, externy
poskytovatel  sluzieh uzatvori  zmluvy pyg
$ Hlavnym skusajicim/Intiticioy alebo o
spolognoston Novartis.

Should off-sjte healthcare services be used, the
agreement with the selected external service provider

can  either pe signed  with Principal
Investigaror/[nstitution or with Novartis.

V pripade, ak externy poskytovater sluZieb uzatvorf
zmluvu  podrla predchadzajiiceho odseku  so
spolocnost'on Novartjs, sluzby pre pacienta budy
vykonavané Z poverenia Hlavného sktifajliceho g
bude potrebné, aby Hlavny skiiSajici/Institicia
dodrziaval platng¢ zakony a spravny klinickd prax, &o
méze namenat, Ze Institicia a/alebo Hlavny
skasajiici, podra okolnosti, tiez uzatvori zmluwvy
vybranym kvaliﬁkovan)'fm externym
poskytovatel'om Sluzieb vo vzeahy k sluzbam
Poskytovanym Intitjcii.

Where the abovementioned agreement with the
selected external service provider s signed with
Novartis, the patient services wil] be performed under
the delegation of the Principal Investigator and it s

personél podpo
sktifanim,

For clarity purposes, N
nor be involved in th

zdielat  prislugng 0sobné daje externym
poskytovatelom sluZieb, a to podla dohad
existujlicich medz; Indtiticioy a takymto externym
poskytovatelom sluzieb tak, aby sa zabezpeéila
implementécia sluZieb,
5. Kontrola Klinického skifania
5.1. Novartis alebo CRO (ak existuje) Poveria dostatoéne
kvalifikovany osobu alebo osob i

the arrangements existing between Institution ang
such  externa] Service provider to ensure the
implementation of the services.

Clinical Tria]
(if any) shall entrust a sufficiently
qualified person o persons  with monitoring
(overseeing) the clinical trig] and close Cooperation
with the Investigator.
5.2 The Institution and Investigator shall cooperate
with Novartis and qualified persons appointed by Novartis
or CRO (if any) while monitoring or overseeing the course
of the clinical tria] in order to verify whether the clinjcal trial
ts conducted in accordance with the Protocol, Agreement,
applicable laws and regulations ang principles of good
clinical practice, as well as in order to verify the accuracy of
information collected in course of the clinical tria]. The
Institution ang Investigator shal] in particular ensure or
17/580

3.1

Indtiticia 2 Skusajici  budg spolupracovat g
Novartisom a g kvaliﬁkovanymi osobami, ktoré
poveril Novartis alebo CRO (ak existuje) pri
vykondvani monitorovania a/alebe dohladu tymito
0sobami nad priebehom klinického skiiSania, a to za
Ucelom  preverenia ¢ je klinicke skiidanije
vykonavang v stlade s Protokolom, Zmluvou,
[ prévnymi Predpismi a zasadam; Spréavnej
j | _za G&elom preverenia
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presnosti  informacii ziskanych v priebehu
klinického  skaSania. Indtithcia a  Ska3ajoci
predovietkym zabezpetia alebo poskytnt kazdej z
tychto vy3sie uvedenych osdb pristup na vietky
pracoviska, na ktorych sa Klinicke skiganie
vykonéva za tigelom ich kontroly ako aj ku vietkym
zhznamom, kioré sa uchovéavaju pre potreby
Klinického ski¥ania, za Gtelom preverovania,
kontroly ~ akopirovania udajov, dokumentov
a informécii tykajicich sa klinického skdZania v
stlade s prislusnymi pravnymi predpismi na tiseku
ochrany osobnych tdajovV miere, Vv ktorej to
Ingtiticii a Skiajicemu pravne predpisy dovoluju,
[nititacia a Skugajici umoZnia Novartisu resp. jeho
poverenym osobam alebo osobam poverenym CRO
(ak existuje) pristup ku vietkym zaznamom
tykajlicim sa Ukastnikov a v potrebnej miere im tieZ
umoZnia  kontrolu  zdznamnov tykajicich ~ sa
klinického  skugania. Institicia a  SkiSajici
zabezpetia, aby Skugajici  a/alebo ¢lenovia
skigajuceho  timu boli Novartisu resp. jeho
poverenym osobam alebo osobam poverenym CRO
(ak existuje), k dispozicii  pocas uvedeného
monitorovania/vykonavania kontroly, a to za
agelom  prediskutovania vyssie uvedenych
zaznamov, udajov 2 informacii a pripadného
odstranenia  akychkolvek pochybnosti s nimi
suvisiacimi.
B Indtitacia umozni  audit dodrZiavania mnajmi
Protokolu, Zmluvy, prislusnych pravnych predpisov
a z4sad Spravnej klinickej praxe na pracovisku a v
priestoroch skladovania Medicinskeho produktu,
Materialu ¢ vz auditormi  Novartisu  alebo
predstavitel'mi Riadiaceho organu ktorejkol'vek
krajiny, kde sa uvazuje o registracil skidaného
produktu alebo kde je registrovany slagany liek, a to
aj po skonteni platnosti tejto Zmluvy. Ingtitacia a
Skugajici vytvoria prisludnému dozormému organu
podmienky na vykonanie auditu a poskytna mu
potrebnt sheinnost. Indtitucia 2 Sknsajici
predovietkym zabezpetia  alebo poskytni
prislunému dozornému  organu  pristup ku
zaznamom, ktoré sa uchovavaju pre potreby
klinického skugania Zza GEelom preverovania,
kontroly a kopirovania idajov, dokumentov
a informécii tykajucich sa klinického skusania
v silade s prislugnymi pravnymi predpismi na nseku
ochrany osobnych adajov. V miere, V ktore] to
In&titacii a Skasajucemu pravne predpisy dovolujd,
Ingtiticia  a Skudajaci umoznia  prisluSnému
dozomému organu pristup ku vietlym zdznamom
tykajucim sa Utastnikov a v potrebne]j miere mu tieZ
umornia  kontrolu ~ zdznamov tykajucich ~ sa
klinického skiSania. Indtitdcia zabezpeti, aby
Skugajuei a/alebo ¢lenovia skiigajuceho timu boli
prislu§nému dozornému organu k dispozicii pocas
ingpekcie/auditu, a to za ucelom prediskutovania
vy&ie uvedenych z4znamov, Udajov a informaeii
a pripadného odstréanenia alcychkol'vek pochybnosti
s nimi sivisiacimi.

provide to each of such persons access t0 all sites where the
clinical trial is conducted in order to inspect them, as well as
access to all records maintained for the needs of the clinical
trial in order to verify, inspect and copy the data, documents
and information relating to the clinical trial in accordance
with the relevant legislation in the Data Privacy Department.
To the extent allowed to the Institution and the Investigator
by legal regulations, the Institution and the Investigator shall
allow Novartis, event. its authorised representatives Of
persons authorised by CRO (if any) access to all records
pertaining to the Participants and to the necessary extent
allow them inspecting records related to the clinical trial. The
[nstitution and the Investigator shall ensure that the
Investigator and/or other relevant clinical trial staff is
available for Novartis and its authorised representatives or
persons authorised by CRO (if any) during the above-
mentioned inspection/audit in order to discuss such records,
data and information and to resolve any questions relating to
such records, data and information.

53. The Institution shall allow auditing the observance
of namely the Protocol, Agreement, applicable laws and
principles of good clinical practice at the site and in the
premises where the Medicinal Product, Material is kept,
either by the auditors of Novartis or representatives of the
Governing Body of any country where regisiration of the
investigational product is contemplated or where the
investigational product is registered, and that even after
expiry of this Agreement. The Institution and the Investigator
shall” create conditions for the competent supervising
authority to enable it the performance of audit and shall
provide it with relevant assistance. The Institution and
Investigator shall in particular ensure or provide to competent
supervising authority access t0 records maintained for the
needs of the clinical trial in order to verify, inspect and copy
the data, documents and information relating to the clinical
trial in accordance with the relevant legislation in the Data
Privacy Department. To the extent allowed to the Institution
and the Investigator by legal regulations, the Institution and
the Investigator shall allow competent supervising authority
access to all records pertaining to the Participants and to the
necessary extent allow them inspecting records related to the
clinical trial. The Institution shall ensure that the Investigator
and/or other relevant clinical trial staff is available for
competent supervising authority during the above-mentioned
inspection/audit in order to discuss such records, data and
information and to resolve any questions relating to such
records, data and information.
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Institicia g Sktsajici budn Novartis okamite,
najneskdr viak do 24 hodin, informovat v pripade,
Ze kompetentny dozorny orgén planuje, pripadne uz
neplanovane zacne, vykonavanie indpekeie/audity a
poskytni Novartisy képie akychkolvek pisomnost{
vypracovanych dozomym orgénom, ktoré gy
vysledkom takejto in§pekcie/auditu, a to ihned po
ich obdrZani. Institicia a Skdajuci vyving vietku
snahu, aby ziskalj pre Novartis povolenje zudastnit’
sa takejto inSpekcie/audity 5 v pripade, Ze to nebude
mozné si povinn{ zabezpedit' vasneé anepretrzité
informovanie Novartisu o priebehu danej
indpekcie/audity.
Indtitiicia 4 Skusajici sa zavdzuji  uskyto&nir
akékol'vek primerané kroky vyZadované Zo strany
Novartisu a/alebo prislusného dozorného organu za

5.4.  The Institution and Investigator shall inform Novartis
immediately, but not later than within 24 hours, if any
competent supervising authority  plans an
inspection/audit or starts any unplanned inspection

and shall provide Novartis with copies of any

The Institution and Investigator undertake to take any
appropriate  steps required by Novartis and/or
competent Supervising authority in order to remove
any deficiencies discovered during the audit or

ight to inspect and approve any documents intended
for the competent Supervising authority, which have
been prepared in résponse to an inspection/audit by
such Supervising authority, before the Institution or
Investigator submit such document to the supervising
authority.
6. Documentat
6.1.  Unless agreed otherwise, al] records (namely but pot
exclusively CRFs, Participants® identiﬁcations,
medical notes, laboratory tests etc.) required from the
Investigator or the Institution by N

urcené kompetentnémuy dozornému organu
Vypracované v reakcii na in3pekciv/audit zo strany
takéhoto dozorného organu, a to predtym ako talaito
pisomnost Intiticia alebo  Skuzajici tomuto
dozomému organu predlosf.

6. Dokumenticia a siinnost’
Pokial’ sa nedohodlo inak, vietky zdznamy (najma
avsak nie vyluéne CRF zdznamy, zaznamy tykajiice
sa identifikacie Uastnika, zdravotné zdznamy,
laboratéme testy atd’.) pri ktorych Novartis alebo
CRO vyZaduje, aby im bolj predlozené Skii3ajiicim
alebo Indtitiicion, budy mat’ formu, ktorg stanovi
Novartis. Skiigajtici a Indtiticia budi dbar nato, ahy
zaznamy bolj vyplnené kompletne a v silade s
Protokolom. Kazdé hleisenie/zéznam/sprévu musi{
Skisajuci schvilif 4 podpisat’. Toto schvilenie sa
neméze bezdévodne zdrziavat.  Institicia a
SkiiSajici rugia za 0, Ze vietky CRF zdznamy
predloZené Novartisy budi  pravdive, Uplné a
spravne, a Ze budy presne vyjadrovat vysledky
klinického skuzania. Indtitucia a/alebo SkiSajiici na i h records or thejr co
poZiadanie predlozia tieto zaznamy alebo jch képie
Novartisu alebo Riadiacemu organu. Tieto zaznamy
maji v primerane; miere d6verny charakter.
Skasajici zaistf sprvne, tplné, Citatelné a veasne
Zaznamenavanie Udajov  opatrené prisluinym
datumom a podpisom v Zaznamoch Utastnikoy avo
vietkych poskytovanych spravach (dalgj e
»Dokumenticia Stidies),
6.3. Indtiticia a Skiisajici sa Zavizuji, e budg
Novartisu pravidelne a vgag poskytovat vietky
vysledky klinického sk@Sania a  dalsje udaje
poZadované na zdklade Protokoly (dalej len
»Udaje”), a to prostrednictvom riadne vyplnenych
zéznamov  Uastnikoy v pisomnej  alebo
elektronickej forme CRF zaznamy). Inititicia
a Skusajtici sa Zavizuji, e budy vytvarat CRF
zéznamy do 5 dpj od uskuto¢nenia navitevy
stanovenej Protokolom.
Indtiticia zabezpeg], aby  Skisajici
kompletné lekcdrske

pies to Novartis
or Governing Body. These records are confidential in
nature, as appropriate.

The Investigator shaj] énsure correct, complete,
legible and timely recording of data, accompanied by
the relevant date and signature, in the records of the
Participant and all submitted reports (hereinafter
referred to as the “Trial Documentation™),
6.3. The Institution and Investigator undertake that they

will regularly and timely provide Novartis with af|

the Protocol (hereinafter reffere to as “Data”), via
properly filled case report forms of Participants (in
written or electronjc form — CRr forms). The
Institution and Investig

uchovival
zdznam

The Institution shall ensure that the Investigator
maintains complete medical records on Participants,
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o Ucastnikoch, identifikatné  kédy Utastnikov

a dokumentaciu o klinickom skagani po dobu

najmenej 15 (pitnést) rokov od ukonéenia

klinického skugania alebo po dlhgiu dobu, na ktorej
sa vzajomne dohodne s Novartisom. Po rovnaki
dobu Ingtiticia zabezpeti uchovévanie zdravotne]
dokumentacie Ugastnikov a ostatnych zékladnych
adajov  klinickeho skigania tak, aby sa
dokumentacia v plnom rozsahu zachovala a bola
gitatelna pocas celej doby uloZenia a aby sa mohla
na poZziadanie poskytnit prisluinym organom na
overovanie a hodnotenie. V pripade platobnej
neschopnosti alebo konkurzu Initithcie sa Institdcia
zavizuje bezodkladne informovat  spolotnost

Novartis a postupovat podla pokynov spolognosti

Novartis, aby vietky kopie takychto zAznamov

odoslala uréenému dodavatePovi alebo extermnému

archivaénému zariadeniu na naklady spolognosti

Novartis.

6.5. V pripade, Zz& Vv priebehu  klinického skii¥ania

Novartis ziska doleZité informacie (napriklad

informacie tykajuce sa zavaznych neZiaducich

Gginkov), Kktoré sa opravnene povazuji  za

informacie, ktoré by mohli ovplyvnit rozhodovanie

Etickej komisie pri yydavani stanoviska k etike

klinického skugania (ak by boli tieto informacie

dostupné v Case prijatia rozhodnutia), bezodkladne
ozndmi tieto skutognosti Skiisajicemu priamo alebo
prostrednictvom CRO (ak existuje), ktory predloZi
tieto informacie Etickej komisii.

6.6. V  spoluprici so Skuzajicim, alebo inym
dohodnutym spdsobom, Novartis poskytne udaje o
vietkych zavaznych neriaducich uginkoch Etickej
komisii a Riadiacemu organu, ktory povoluje a
kontroluje vykonavanie Kklinického skugania, alebo
na  poziadanie & zdravotnej ~ poistovni
vykonavajice] verejné  zdravotne poistenie
Utastnika, a spolu so Skugajucim uskutoCni
opatrenia, ktoré je potrebné vykonat' za ngelom
ochrany Ugkastnikov vystavenych riziku.
Oznamovacie  povinnosti Skagajiceho  voti
prislusnej zdravotnej poistovni podla § 44 Zakona o

liekoch tymto nie st nijako dotknuté.

6.7. Inititicia  zabezpeCi, aby Skasajici  oznémil
Novartisu a Etickej komisii vietky dbleZité
informécie uvedené v &lanku 6.5., ktoré zisti v
priebehu klinického skiifania. Sucasne
prostrednictvom Skugajuceho zabezpeti, Ze
Ukastnik bude v nevyhnutnej miere informovany
o vietkych otazkach tykajucich sa klinického

skugania.

6.8. Ingtiticia a Skusajici budd okamZite reagovat na
vietky Ziadosti Novartisu predkladané potas
Klinického  skuania tykajuce  sa postidenia
a prerokovania  postupu klinického  skuSania
a suvisiacich otazok soO zéstupcami Novartisu.
Skigajtci vyhlasuje, Ze sa za tymto cielom stretne
so zastupcami Novartisu a poskytne pourebné
informécie a ziznamy, za €0 v rovnakom rozsahu

zodpoveda aj Institicia.

‘dentification codes of the Participants and documents
related to the clinical trial for a period of at least 15
(fifteen) years from the completion of the clinical
trial, or for such longer period which shall be mutually
agreed with Novartis. For the same period, the
Institution shall ensure maintenance of the medical
records of the Participants and other basic data of the
clinical trial so that the documentation is fully
retained and legible during the entire maintenance
period and can be provided to relevant authorities for
verification and assessment, if so requested. In the
event of the insolvency or bankruptcy of Institution,
Institution undertakes to promptly notify Novartis and
follow Novartis’ instructions to transmit all copies of
such records to a designated vendor or off-site
archiving facility at Novartis’ expense.

6.5. If in the course of the clinical trial Novartis obtains
important information (for example information on
serious adverse reactions) which is reasonably
considered as information that might have influenced
the decision-making of the Ethics Committee when
issuing the statement on the ethics of the clinical trial
(if such information was available at the time of
decision-making), it shall immediately notify the
Investigator of such matters, directly or through CRO
(if any), and the Investigator shall submit such
information to the Ethics Committee.

6.6. Novartis, in cooperation with the Investigator or in

any other agreed manner, shall provide the data on all

serious adverse reactions to the Ethics Committee and
the Governing Body 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 1o

protect the Participants who are exposed to risk. This

is without any prejudice to reporting obligations ofthe

Investigator towards the pertinent health insurance

company under Section 44 of the Medicinal Products

Act.

6.7. The Institution shall ensure that the Investigator
notifies Novartis and the Ethics Committee of all
important information listed in para. 6.5. which
he/she detects in the course of the clinical trial. Atthe
same time, the Institution shall ensure through the
Investigator that the Participant is informed of all

issues related to the clinical trial to the necessary

extent.

The Institution and the Investigator shall immediately

respond to all requests by Novartis that will be

submitted during the clinical trial and will pertain to
the evaluation and negotiation of the clinical trial
progress and associated  questions  with the
representatives of Novartis. The Investigator declares
hat for this purpose he/she will meet with the
representatives of Novartis and provide them with the
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extent is responsible also
The Institution shaj] Cooperate in order to ensure and
provide details, in particular as to whether the
Institution, its personnel and sites meet the conditions
for the conduct of the clinical trial and of good clinical
practice.

6.9.

Institicia Poskytne sicinnost pri zabezpe&ovani 6.9.
a poskytovani podkladoy, najmi & Institicia, jej
persondl a pracovisks spliiaji podmienky pre

realiziciu klinického skisania a Sprévnej Kklinickej

Skusajuci je povinny oznimit zar
do klini

datumu zaradenia
Utastnika do  klinického skidania zdravotnej
poist'ovni vykondvajlice; verejné  zdravotng

Skisajuci poskytne Novartisy
klinického skii¥ania su€innost’
Zaddvatela i

from the Medicinal Products Act.

7. Adverse Events and Adverse Reactions

7.1. The Institution ~ang Investigator undertake to
Immediately notify Novartis, the Governing Body and
the relevant health insurance tompany providing
public health insurance to the Participant of a]] serious
adverse events Pertaining to the Participants, or of
suspected adverse reactions pertaining to the materia],
In particular o the  Medicinal Products
(investigationa] products and medicines), which have
occurred in the course of the clinica] trial, however
not later than within 24 hours after becoming aware
of such events ang reactions, al] in accordance namely
with the instructiong set forth in the Protocol. The
Institution ang Investigator sha subsequently
Supplement the reports with detailed writtey, statement
in  accordance with  al] legal and regulatory
requirements, The Institution and the Investigator wijj
always cooperate with Novartis and will ensure that
any person involved in the conduct of the clinjcal trial
shall cooperate with Novartis in jts reports of al)
serious adverse events and Suspected  adverse
reactions of Medicinal Products (investigational
products or medicines) to Goveming Body, the Ethjcs
Committee, the relevant health insurance company
performing public heath insurance of the Participant,

7. NeZiaduce udalosti a neziaduce u¢ink
Intiticia a Skiigajiici sa zavazujl, Ze budd okamzite
informovat Novartis, Riadiaci organ a prislung
zdravotny poist'oviiy vykonévajticu verejné

zdravotné poistenie Utastni

doplnené Indtiticiou a Sktigajiicim
0 podrobné pisomné Spravy v silade so vietkymi
pravnymj a regulaénymi poZiadavkamj. Institiicia
a Skisajiici budg vidy spolupracovaf g Novartisom
a zabezpegia Spolupricu  aj akejkolvek osoby
Zlastnenej na vykondvani klinického skiiSania
s Novartisom, a to Pri jeho hldseniach vietkych
zavaznych neZiaducich udalosti apodozren{ na
neZiaduce Ucinky Medicinskych produktoy
(sktiZanych produktov alehq lickov) Riadiacemy
organu, Eticke;j komisii, prislugnej zdravotnej
poist’ovni' vykondvajiicei

Po vyskyte Zdvaznych neziaducich udalosti, prip.aj | 7.2,
ostatnych  neziaducich udalosti, ¢; neZiaducich
u¢inkov uskutoenj Skusajici pPo  konzulticii s
Novartisom vietky nevyhnutné Opatrenia na ochrany
Uéastnikov, ktori s Vystaveni riziky.
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~ 8. Finanéné vyrovnanie
7a riadne vykonanie sluZieb a odovzdanie vietkych
podkladov, ktoré Ingtitacia v prospech Novartisu ma
poskytnit podla tejto Zmluvy, uhradi Novartis
dohodnutii odmenu podfa Prilohy ¢. 2 tejto Zmluvy
v 100 % vyske na acet Indtitacie. Z tejto Zmluvy
nevznika Ziadny priamy zavazok Novartisu na
odmenu za plnenie ftejto Zmluvy inej osobe ako
Ingtiticii. Dohodnuta odmena Indtiticie nezahfiia
odmenu pre Skisajiceho a nim urgeny a Novartisom
vopred schvéleny pracovny tim za {ikony nad ramec
poskytovania zdravotne] starostlivosti. Odmena pre
Skusajiiceho, spoluskusajiicich a pripadnych inych
zamestnancov zikastnenych na klinickom skigani
bude upravend Vv osobitnej zmluve —medzi
Novartisom a tymito osobami, ¢o Institucia berie na
vedomie avyslovuje stym stthlas. Naklady
aodmena za vykonanie Kklinického sko3ania za
jedného ukonéeného pacienta budu percentudlne
rozdelené nasledovne - 30% odmeny prindleZi
Institacii  a70% predstavuje odmenu  pre
skiigajiceho a jeho tim.

8. Financial Compensation

8.1. For due performance of services and handover of all
details provided by the Institution for the benefit of
Novartis pursuant to this Agreement, Novartis shall
pay remuneration in accordance with Annex No. 2 of
this Agreement in amount of 100 % to the account of
the Institution. Novartis is not directly obliged under
this Agreement to pay any remuneration for
performance of this Agreement to any person other
than the Institution. Agreed remuneration for the
Institution does not include remuneration for the
Investigator and by him designated and approved 1n
advance by Novartis working team, for acts beyond
the scope of healthcare provision. The remuneration
for the Investigator, co-investigators and eventually
other employees participating in the clinical trial,
shall be governed by @ separate Agreement between
Novartis and those persons, whereby the Institution is

aware of such fact and expresses its consent herefo.

The costs and reward for the clinical trial for each

patient shall be split as follows: (i) 30% of the rewards

shall be paid to the Institution and 70% shall be paid
to the Investigator and his/her team.

82. Unless agreed otherwise, payments according to
Annex No. 2 cover all costs of the Institution
associated with the conduct of the clinical trial and
treatment of the disease which is the focus of the
clinical trial, 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 activities of the Investigator, sub-investigators
and any other employees of the Institution. Payments
listed in Annex No. 2 present the only and exclusive
method of financial compensation of the Parties and
the Institution is not entitled to any further financial
or similar performance, The Institution is solely
responsible for the payment of all taxes and other fees
that it may incur or that may be levied or payable in
connection with ~monetary Of non-monetary
settlement described in this Agreement and Annex
No. 2 or provided under this Agreement, which
include all such potential taxes and fees. The Parties
declare that payment to the Institution 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.

82, Uhrady podla Prilohy ¢.2 obsahuju vietky naklady
Ingtithcie spojen¢ s vykonanim klinického skusania
a s lietbou ochorenia, na ktoré je klinicke skusanie
samerané, vratane nakladov na vySetrenia spojené s
tymto klinickym sko¥anim, ktoré si nad ramec
¢tandardnej zdravotnej starostlivosti a ktoré nie s
hradené  z vergjného zdravotného  poistenia,
avratane  nakladov aodmien za  Cinnost
Skusajiceho, spoluskuajicich a pripadnych inych
pracovnikov Indtitacie, pokial nebude dohodnuté
inak. Uhrady uvedené v Prilohe &. 2 predstavuji
jediny a vyluény spdsob finanéného vyrovnania
medzi zmluvnymi stranami a Ingtitucia nema4 néarok
na akékolvek dalSie finanéné &i obdobné plnenie.
Ingtiticia je vyhradne zodpovedna za platbu
vietkych dani a ostatnych poplatkov, ktoré jej moZu
vzniknat, alebo mozu byt ulozené i splatné v
sivislosti s pefiaznymi alebo  nepeiiaznymi
plneniami uvedenymi v tejto Zmluve a Prilohe & 2
& poskytnutymi na zaklade tejto Zmluvy, ktoré
obsahujii vietky takéto pripadné dane a poplatky.
Zmluvné strany konstatuji, Ze plnenie poskytnuté
podla tejto Zmluvy Indtiticii predstavuje prijem
z vykondvania Kklinického skigania, ktory nie je
predmetom dane z prijmu vyberanej zrézkou, ale je
zdafiovany samotnou Inétitdciou.

Institution acknowledges and agrees that the
Investigator ~enters into a separaie agreement
(hereinafter referred to as «professional Service
Contract™) with Novartis under which he/she will
receive direct payment from Novartis for the service
performed by the Investigator. Institution assures that
the performance of the Professional Service Contract
will not constitute a violation of Investigator’s duties
under the work relationship between Institution and
Investigator and/or the internal policies of Institution.

Ingtitdcia prehlasuje a zaroveti suhlasi stym, Ze
Skigajici uzavrie s Novartisom osobitnii zmluvu
(dalej len SEmluva o poskytovani odbornych
Zinnosti), na zaklade ktorej Skugajucl priamo
obdrz od Novartisu thrady (odmenu) za sluzby
vykonané Skugajicim. Institicia  prehlasuje
a zavizuje sa, Ze plnenie Zmluvy o poskytovani
odbornych  Cinnosti nezakladda  poruSovanie

povinnosti Skigajaceho z pracovnoprévneho vztahu
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medzi Institticiou a Skaz
predpisov Institticie.

V pripade, ak Novartis uzavrie osobitné zmluvy
0 poskytovan{ odbornych  &innosti aj  so
spoluskiiSajiicim a/alebo inymi &lenmi skiiajiiceho
timu, tak Institieia s tymto vyjadruje sthlas a berie
na vedomie, e takyto spoluskisajiici a‘alebo
¢lenovia skuSajiceho timu obdryj od Novartisu
tthrady (odmenu) za sluZby priamo.

ajicim alebo z viitomych

Zmluvné strany vzdjomne prehlasuj a Zavizujn sa,
ze Ghrady v suvislosti s klinickym  ska¥anim (i)
predstavuju redlnu trhovi hodnotu za vykonanje
klinického skugania, (ii) neboli Stanovené Ziadnym
sposobom, ktory zohl'adiiuje objem alebo hodnotu
akychkol'vek odporti¢ani, nahrad alebo obchodoy
medzi  Indtiticioy a/alebo Skusajicim  a
spolo¢nostou Novartis a (iii) nie si ponikané ani
poskytované, tplne alebo Clastotne, so zdmerom
priamo alebo nepriamo, nevyslovne alebo vyslovne
ovplyviiovat’ alebo povzbudzovat’ ich prijemcu, aby
nakupoval, predpisoval, sprostredkival, predaval,
zabezpetoval ndkup alebo predaj produkty
Novartisu alebo nepredstavujii  odmenu za ich
minulé sprévanie.

Uhrada bude realizovana

8.3. 2 x roéne vzdy za uplynulé

obdobie  spiitne, polnic  prvym zaradenym

Utastnikom, podra rozsahu  Novartisom g

Skd3ajiicim odsthlasenych vykonanych &innosti

(potet, druh a im zodpovedajlicu  hodnoty

Jednotlivych tikonoy realizovanych s Jednotlivymi

Uéas‘mikmi), a to nasledovne:

a) vizdy za obdobie do 31.1. bude do 153.
prislusného  kalenddmeho roka Novartisom
Vygenerovany navrh faktiry (IP - voice
Proposal) Vypracovany na ziklade Novartisom
a Skiiajtcim odsthlasenych vykonanych
€innosti do daného obdobia,

b) vidy za obdobie do 31.7. bude do 15.9.
prislusného  kalendérneho roka Novartisom
Vygenerovany nivrh faktiry (IP - Invoice
Proposal) Yypracovany na zaklade Novartisom
a Skusajicim odsihlasenych vykonanych
¢innosti do daného obdobia,

Novartis  zagle vVygenerovany 1P Inititacii
alnstiticia na ziklade takto  vypracovaného
a dorugeného [P vystavi faktiru, ktorg dorugi
Novartisu. Na faktire musi byt uvedeny kéd
klinického  skiigania aprilohou faktiry bude
vystaveny IP. Novartis zaplati Intiticii na zéklade
riadne vystavenej a dorugenej faktiiry prislugnn gase
thrady za Specifikovang obdobie, ato so splatnostou
30 dni od dorugenia faktiry Novartisu.

8.4, Vzmysle  formulamy informovaného  sghlasy

pacienta, je Ugastnikom za vykonané navitevy
v rdmci klinického skiigania poskytovany prispevok
na nahradu cestovnych nakladov a pripadne casu
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Each Party represents and warrants to the others that
the payment of the fees
clinical trial (j) represents the fair market value for the
conduct of the
determined in any manner that takes into account the
volume or value of any referrals, reimbursements or
business
Investigator and Novartis,
provided, in whole or in
directly or indirectly,
influencing or encouraging the recipient to purchase,
prescribe, refer, sell, arrange for the purchase or sale
of a Novartis product

behaviour.

8.3.  Payment will be realized twice a year always for the
previous perjod retrospectively, starting with the first

included Participant, according to the scope of
activities performed and approved by Novartis and the
Investigator (number, type and
of individual interventions in individual Participants)
as follows:

a)

b)

Novartis will send
Institution in pursuance of such drawn up and
delivered IP issues an invoice, which will deliver to
Novartis.
clinical trial and issued
invoice. Novartis shall

professional
investigators and/or other members
team, the Institution takes into consideration and
agrees that these sub-investigators and/or members of
investigator’s team shall receive direct payment from
Novartis for the seryices performed

a case that WNovartis
service

concludes separate
contracts also with syp-
of investigator’s

by them.

related to the conduct of the

clinical trial, (i) has not been

between the Institution  and/or the
and (iii) is not offered or
part, with the intent of,

implicitly or explicitly,

or as a reward for past

corresponding value

always for period unti] January 31 will be unti]
March 15 of the calendar year in question by
Novartis generated an invoice proposal (IP -
Invoice Proposal) drawn upon the basis of
activities performed during the respective
period and approved by Novartis and the
Investigator,

always for period unti] July 31 will be unti]
September 15 of the calendar year in question
by Novartis generated an invoice proposal (Ip
- Invoice Proposal) drawn up on the basis of
activities performed during the respective
period and approved by Novartis and the
Investigator.

generated IP to Institution and

The invoice muyst contain the code of the
IP will form an Annex of the
pay to the Institution on the

basis of a duly issued and delivered invoice a

respective part of the

period, with maturity period of 30 days from the
delive

In the meaning of the Patient Informed Consent Form
Novartis  will

completed visits
contribution for cover their travel costs and, where

8.4.

payment for the specified

of the invoice to the Novartis,

provide to the Participants  for
during the clinical trial the
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[ sraveného v Indtitdcii  Indtitacia  zabezped
vyplacanie tohto prispevku z prostriedkov na 1o
ucelovo poskytnutych Novartisom. Spbsob a rozsah
vyplacania prispevku je uvedeny v Prilohe &. 2 tejto
Zmluvy. Administratfvnymi ginnostami sivisiacimi
s priamym vyplatenim tohto prispevku Ugastnikom
méZe byt priamo povereny Skusajici; Skasajici je
vtakom pripade povinny dodrziavat rtovnaké
povinnosti ako si uloZené Intitacii pre pripad
vyplaty prispevku zo strany Ingtiticie. Indtiticia na
tento ucel tymto Skugajuceho poveruje priamym
zabezpetenim  takychto administrativnych  a
platobnych ¢innosti.

appropriate, the time spent in the Institution. The
Institution shall ensure payment of this contribution
from the resources provided for such purpose by
Novartis. The manner and scope of such payment is
described in Amnex No. 2 of this Agreement.
Administrative activities related to direct payment of
such contribution to the Participants may be directly
delegated to the Investigator; whereby the
Tnvestigator is obliged to, in such case, comply with
the same obligations as the Institution in the event
when the contribution is paid by the Institution. The
Institution hereby authorises the Investigator to
ensure directly such administrative and payment
activities.

spravnost Udajov a informécii, ktoré Inititicia
poskytuje spolotnosti Novartis v stvislosti s

plnenim povinnosti podla bodu 8.5. tejto Zmluvy. V
pripade porugenia  tychto povinnosti  alebo
povinnosti poskytniitt  sa&innost alebo ozndmit
vygku financného ohodnotenia Skisajiceho podfa
bodu 8.5. Intithciou je Institicia povinna
odgkodnit  spolocnost Novartis za akékolvek
naroky, Zaloby a uplatnenia prava vznesené voti
spolognosti Novartis alcbo jej prepojenym osobam,
gkody a iné ujmy, naklady alebo vydavky, vratane

nakladoy na préavne sluZby spdsobené _alebo

|

8.5. [nstiticia berie na vedomie, Ze v stlade s platnymi | 8.5. The Institution takes into account, that in accordance
pravnymi predpismi, najmd, nie viak vylucne podla with applicable laws, mainly, but not limited to the
7akona o lickoch je resp. mdze byt spolocnost Medicinal Products Act, Novartis or a third person is,
Novartis alebo tretia osoba povinna oznamovat or eventually may be obliged to notify the relevant
prislunym organom a zverejiiovat vySku a ucel authorities and to disclose the amount and purpose of
peiiaznych alebo nepefiaznych plneni poskymutych any monetary or in-kind considerations directly or
priamo alebo nepriamo zdravotnickemu indirectly provided to a healthcare professional or a
pracovnikovi alebo poskytovatelovi zdravotne] healthcare provider to the extent and under conditions
starostlivosti v rozsahu a za podmienok stanovenych stipulated by applicable laws. The Institution and the
platnymi pravnymi predpismi. Institicia a Skizajici Investigator are aware of the fact that the amount of
stidasne berti na vedomie, Ze predmetom zverejnenia the financial remuneration of the Investigator for the
bude aj vyska finanéného ohodnotenia Skusajiceho clinical trial shall also be subject to disclosure. The
za Kklinické skuganie. InStitdcia sa zavizuje Institution undertakes to provide Novartis with any
poskytnit ~ Novartis aktkolvek  sadinnost assistance necessary for fulfilment of reporting
nevyhnuine potrebnd na plnenie oznamovacich obligations of Novartis under the Medicinal Products
povinnosti Novartisu podfa Zakona o liekoch. Pre Act. For the purposes of the notification of the amount
tigely oznamovania finanéného  ohodnotenia of financial remuneration of the Investigator for the
Skugajiceho za klinické skudanie Indtiticia clinical trial, the Institution declares that such
prehlasuje, Ze takéto finanéné ohodnotenie financial remuneration of the Investigator for the
Skugajiiceho za klinické skuganie vykondvané na clinical trial conducted under this Agreement shall
zaklade tejto Zmluvy predstavuje sumu 0 eur represent EUR 0; in case that in the respective
v pripade, Ze v danom kalendarnom polroku bude calendar half-year the Investigator will be provided
poskytnuté Skusajucemu finantné ohodnotenie za with a financial remuneration for the clinical trial
Kklinické skuganie podfa tejto Zmluvy ateda under this Agreement and thus the declaration of the
vyhlasenie Injtiticie podla predchadzajiicej vety sa Institution pursuant to the preceding sentence will
stane neaktudlnym, InStitdcia sa zavizuje oznamit become not up-to-date, the Institution undertakes to
Novartisu ~ vydku  finangného ohodnotenia notify to Novartis the amount of the financial
Skugajaceho za klinické sknganie a to bezodkladne, remuneration of the Investigator for the clinical trial
najneskér do 15.1. alebo do 15.7. pristusného immediately, at the latest till January 15 or July 15 of
kalendarmeho roka za obdobie predchadzajuceho the calendar year in question for the time-period of
kalendérneho polroka, v ktorom bolo predmetné preceding calendar half-year, in which the respective
zverejiované peiiazné alebo nepefiazné plnenie disclosed financial or in-kind consideration was
poskytnuté. provided.

8.6. Indtitacia zodpovedd za presnost, Uplnost a | 8.6. The Institution is responsible for accuracy,

completeness and correctness of data and information
which are provided by the Institution to Novartis in
relation to fulfilment of obligations under para. 8.5.0f
this Agreement. In case the Institution breaches of
those obligations or the obligations to provide
assistance or to notify of the amount of the financial
remuneration of the Investigator under para 8.5., the
Institution is obliged to indemnify Novartis for any
claims, actions and exercise of rights raised against
Novartis or its affiliated persons, damage and other
losses, costs or expenses, including expenses for legal
services caused or incurred to Novartis or its affiliated
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vzniknuté spoloénosti Noy.
osobam v stvislosti s Konanim  Institicie
porudujicim pravne predpisy alebo povinnosti
podra tejto Zmluvy.

artis alebo jej prepojenym

9. Zodpovednost’ za $kodu a poistenie
Novartis prehlasuje, e Novartis, resp. Zadavater
alebo ich pridruzen¢ osoby  zabezpesili pred
uzavretim tejto Zmluvy poistenie zodpovednosti
Instinicie, Novartisy a Utastnikoy  za Skody
vzniknuté na zdravi Uastnikoy vratane smrti a
ndkladov spojenych s lietbou komplikaci alebo
pripadnych trvalych nasledkov na zdravi alebo inej
Skody, ktora mose byt Utastnikom spbsobend
v désledku vykonavania klinického sktifanja v
zmysle Zikona o liekoch, vratane vykonavania
ur€itych Einnosti suvisiacich s klinickym skuganim,
ako je napriklad podavanie Medicinskeho produlktu
mimo  pracoviska klinického  skugania. Podla
takéhoto poistenia zodpovednosti za skody bude

mat’ Intiticia ako poisteny pravo, aby v pripade
poistnej udalost; poistitel’ (poistoviia) za neho
nahradil podra poistnych podmienok  gkody

Utastnikovi, za ktorg Indtiticia zodpoveda. Naklady

Novartis, Poistny certifik4t Jje Prilohou ¢,
Zmlu

predpokladu, e narok nevzniko] v dosledky
porusenia povinnost; Indtitucie alebo Skiiajticeho.

Nérok na nahrady Skody podra predchddzajticich
Clinkov nevznikd, pripadne vznikd len v pomemej
vyske, najma ak:
a Uma na zdravi (vratane smrti) pola
spdsobena Zavinenim ¢j spoluzavinenim
Utastnika alebo jeho zékonného Zéstupcu,
toajz nedbanlivosti;

b) Wma na zdrayi (vrdtane smrti) bola
Spbsobens protipravnym konanim,
zanedbanim  aleho Umyselne zlym
Spravanim, nedbanlivym konanim,

nespravnym konanim,

Opomenutim &
porusenim i

pOVINnosti Stanovene In3titicii
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a)

b)

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

9. Res
9.1. Nova

Ifa claim for com
the Institution and Iesponsibility for such damage may

Investioator’s ob]

Claim for damages according to previous paragraphs

does not arise, or arises onlyina proportiona] amount,
in particular if:

breach of the Institution's

ponsibility for Damage and Insurance

Itis represents that, prior to conclusion of this
ement, I

pensation for damage s filed against

due to negligence;

health-related harm (including death) occurred
due fo unlawfy] conduct, negligence or
intentional misconduct, neglectful conduct,
wrong  conduct, omission or breach of

obligation assigned to the Institution o
Investigator b i




9.4.

alebo Skiigajucemu pravnym predpisom,
touto Zmluvou, vratane vietkych jej priloh,
Protokolom  alebo  in¥trukciami é
odpori¢aniami Novartisu;

c) Inititicia alebo Skusajici bez zbytotneho
odkladu, t.j. najneskor do 7 dni po tom, go
bol vogi &o len jednému z nich uplatneny
narok na nahradu skody, neozndmili tito
skutotnost ako aj s fiou suvisiace prisiusné
informécie pisomne Novartisu;

d) Inititicia alebo  SkuSajuci neposkytne
informacie alebo pomoc Novartisu alebo

jeho zastupcom sivisiace s priebehom
rietenia pozadovaného naroku, alebo ak st
poziadani, neprenechaji Novartisu
vykonanie obhajoby a vedenie vietkych
pravnych tkonov, ktoré z tejto skutotnosti

vyplyvaji;

e) Institicia  alebo Skugajoci  uznali
zodpovednost, resp. narok vzneseny trefou
osobou bez toho, Ze Dby obdrzali
predchadzajici pisomny sthlas Novartisu;

) Ingtitacia alebo Skudajuci porusili svoju
povinnost uchovavaf a viest prislusnd
dokumentaciu, pokial chybajica
dokumentdcia mbZe byt dovodom na vznik
alebo priznanie ndroku na nahradu $kody
alebo jeho vysky;

g) Intithcia  alebo  SkaSajuci porusili
informagnt povinnost, ktorti im stanovuje
tito Zmluva alebo platné pravne predpisy;

h) Inititicia alebo Skugajiici porusili svoju
povinnost poskytnut Ugastnikovi riadnu
a bezodkladnd sdravotnti  starostlivost,
v désledku ¢oho Skoda na zdravi Utastnika
vznikla alebo sa zvicsila;

i) skiigany liek alebo produkt (Medicinsky
produkt), ktory sposobil ujmu na zdravi
(vratane smirti) nebol Ski¥ajicim podany
v silade s Protokolom 2 prislusnymi
pravinymi predpismi;

j) nebola preukéazana pri¢inna savislost medzi
pouZitim skuganého lieku alebo produktu
(Medicinskeho produktu) a sposobenou
ujmou na zdravi (vratane smrti);

k) Indtiticia a/alebo Skudajici neuskutotnili
vietky rozumne pozadovatelné ukony za
ngelom zniZenia sum nahrady Skody.

Inttiticia a Skasajici budi pisomne informovat

Novartis o vietkych okolnostiach, o ktorych je

mozné sa domnievat, Ze by mohli viest k vzniku

néroku na nahradu tkody voti Novartisu alebo
7adavateTovi alebo s tym stvisiaceho sudneho
konania a ktorych si si priamo vedomi alebo mali
byt vedomi, a budi Novartis primerane informovat

o vyvoji takéhoto naroku alebo sudneho konania, aj

ked sa Ingtitacia alebo Skugajici rozhodni na

saklade tychto podmienok nérok na nahradu $kod
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Agreement including any annexes hereto,
Protocol or instructions or recommendations
given by Novartis;

c) the Institution or Investigator failed to notify
Novartis in writing of the claim and all
pertinent information relating thereto , without
delay, i.e. within 7 days after a claim for
damages had been filed against even one of
them;

d)  the Institution or Investigator failed to provide
Novartis or its representatives 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
Jegal acts that result from this fact;

e) the Institution or Investigator admitted a
liability or claim filed by a third person without
having obtained previous written consent by
Novartis;

D the Institution or Investigator breached their
obligation to keep and maintain relevant
documentation, in case the lack of
documentation may give rise o or may Jead to
awarding of claim for damage compensation or
the amount thereof;

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

h)  the Institution or Investigator breached their
obligation to provide the Participant with
proper and immediate health care and as a
consequence the Participant suffered health-
related harm or the suffered harm became more
serious;

i) The investigational medicine or product
(Medicinal Product) causing the bodily injury
(including death) was not given by the
Investigator in accordance with the Protocol
and relevant regulations;

1 a causal relationship was not proven between
the use of investigational medicine or product
(Medicinal Product) and the bodily injury
(including death);

k)  The Institution and/or the Investigator did not

take all reasonable steps tO mitigate the amount

of any claim for indemnification.

The Institution and Investigator shall inform Novartis

in writing of all circumstarices which might lead to a

claim for damages against Novartis or the Sponsor or

associated legal proceeding and of which they are
directly aware of should be aware and shall inform

Novartis appropriately on the development of such

claim or legal proceedings, even if the Institution or

Investigator decide not to file a claim for damages

under given conditions. Likewise, Novartis shall

inform the Institution or Investigator to the inevitable
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neuplatit. Rowvnako Novartis  bude pisomne
v nevyhnutnom rozsahu informovar Institiciu alebo
Skafajuceho o vietkych okolnostiach, ako aj o
Vyvoji takéhoto naroky alebo siudneho konania
vzneseného priamo proti Novartisu.
9.5. Novartis, Inititticia a Skudajtiei inak zodpovedajii za
Skodu spésobent realizovanim klinického sktiganja
podla vEeobecnych predpisov. Ustanovenia tohto
¢lanku 9 predstavuju Jjediny avyluény spdsob
odgkodnenia Intiticie (vratane jej zamestnancoy a
spolupracovnikov) a/alebo Skusajticeho zo strany
Novartisu ~ zg vznesené  nédroky. Vyluky
Zodpovednosti za skody upravené v €léanku 9 tejto
Zmluvy sa uplatnia v rozsahy Vv ktorom nie sy
vylucené kogentnymj ustanoveniami  pravneho
poriadku Slovenske; republiky.

extent of all circumstances and brogress of such claim
or legal proceedin gs lodged directly against Novartis,

9.5, Otherwise, Novartis, the Institution and Investigator
are liable for damaged caused by the conduct of the
clinical trial in accordance with general regulations,
The provisions of thi article 9. constitute the
Instituton’s (including it employees  and
collaborators)  and/or Investigator’s ~ sole and
exclusive remedy against Novartis in respect of all
claims. Exemptions from liability for damages
govemed by Article 9 of this Agreement shajj be
applied to the extent in which they are not exempted
by mandatory provisions of legislation of the Slovak
Republic.
9.6.  During the entire period of the clinical trial, the

Institution and the Investigator shal] maintain relevant

and appropriate Insurance coverage of claims or

damages, for which they are responsible according to

legal regulations and this Agreement, which th

Intitacia a Ski3ajici budi mar Pocas celej doby
realizicie klinického skiiSania prislugneé a naleZité
poistenie na poistné krytie nérokov alebo §kod, za
ktoré podra pravnych predpisoy a tejto Zmluvy
zodpovedaji, ktoré podl'a predpisov platnych na
Uzemi SR musia map uzavreté (najméd poistenie
zodpovednosti za skody spbsobenti pri poskytovani
zdravotnej starostlivosti, poistenie profesijnej
zodpovednosti Zamestnancov). Ng Ziadost’
Novartisu In§titt’1cia/Ska§ajﬁci poskytne dékaz tohto
poistenia.

10. Déverné informicie
So vietkymi informéciami a tidajmi, obchodnymi
tajomstvami, dévernymi zaznamami (zdzmamy
ziskané na ziklade profesiondlneho alebo déverného
vztahu, ktoré ga nesmi zvereinj

provision, employee

professional liability insurance), Upon request of
Novartis, the Institution/lnvestigator shall provide
proof of such insurance,
10. Confidentia] Information
10.1. Al information ang data, trade Secrets, privileged
records (records obtained based on a professional or
confidential relation, which must not be published
without the consent of the party which made them
available) and other confidential apg private
information (including, byt not limited to the
Protocol, CRF, information at password-protected
Wwebsites of Novartis, Trial Documentation, Related
Documentation, information on the structure,
composition, ingredients, patterns,  know-how

| (vrétane, okrem iného,
Protokolu, CRF, informéci; Da internetovych
strankach ~ Novartisy chranenych heslom,
Dokumenticie Studie, Stvisiacej dokumenticje,
informacii o Strukture, zloZeni, ingredienciéch,
vzorcoch, know-how, technickych postupoch a
procesoch), ktoré bolj poskytnuté Institacii,
Skuzajiicemu a/alebo Zamestnancom

zhromazdens, Spracované,  vytvoreng alebo
s ktorymi prisia do styku Institicia, Skiajici
alalebo  zamestnanci a spolupracovnici Indtiticie
v slvislost so Zmluvou alebo klinickym skiiganim
(dalej sihrnne len ,.Déverng informﬁcie“), bez
ohladu na to, & s v bapierovej, elektronickej alebo
inej forme, sa bude zaobchadzar ako s dévernymi.
Indtiticia a Skiajiici sy zavizujl, e Déverné
informacie Nezverejnia  trete; strane, ani jch
NEpouZiji pre ing Ucely, pokial' k tomy nedostant

confidential. The Institution apg Investigator
undertake not o disclose  such Confidential
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zdravotnej poistovni Ugastnika. Toto zverejnenie

D6vernych informécii sa viak poskytuje iba v miere

pozadovane] pre tgely klinického skiania a

stanovenej zakonom. Doverné informdcie sa

spristupnia personalu pracoviska (centra) len v

pripade, ak je personal zaviazany rovnakou mierou

zachovéavania dovernosti Dévernych informacii,
pricom Institicia za konanie persondlu zodpoveda.

In¥titdcia  a Skd¥ajuci s povinni alékolvek

Déverné informéacie a nosice Dévernych informaci

vyslovene oznadit ako ddvemé a predmet

obchodného tajomstva a to najma, nie viak vylucne,
pri ich poskytnuti tretim osobam v silade

o Zmluvou alebo prisludnymi pravnymi predpismi;

pokial je Indtiticia povinnou osobou v zmysle

zdkona & 211/2000 Z.z. 0 slobodnom pristupe

k informacidm a o zmene a doplneni niektorych

zakonov, v zneni neskorsich predpisov {(dalej len

~Lakon o slobode informécii), je povinnd tieto
povinnosti dodrziavat aj vo vztahu k informaciam,
ktoré sa maji poskytovat alebo zverejiiovat

v stilade so Zakonom o_slobode informAcii.

102. Pokial' jedna smluvnad strana je zo zakonom
stanovenych dovodov povinna Doverné informécie
komukoPvek spristupnit, oznémi to bez zbytoéneho
odkladu pisomne druhe; zmluvnej strane, ak nebude
moct ziskat' jej predchédzajﬁci pisomny suhlas; to
neplati, pokial k takému spristupneniu ma dbjst zo
strany Novartisu a predmetné Déverné informacie
sa nedotykajli ani nemaju vztah k Indtitaeii resp. jej
pacientom a samestnancom. Novartis poskytne
sthlas k zverejneniu informacii v pripadoch, kde to
vy#aduje zakon alebo Riadiaci organ. Zverejnenie sa
uskutoéni len v pozadovane] miere a v case
poskytnutia tychto informacii musi byt o tejto
skutoénosti Novartis informovan J.

103. Institicia a/alebo Skatajuci bude pri predkladani
udajov a dokumentacie o klinickom skasani
Riadjacemu organu av pripade ak to stanovuje
pravny predpis, Zmluva alebo Protokol aj Etickej
komisii a zdravotne] poistovni, ktora vykonédva
verejné zdravotné poistenie dotknutého Utastnika,
vzdy spolupracovaf ¢ Novartisom, pricom rozsah
predkladanych idajov a dokumenticie o klinickom
ski¥ani je stanoveny maximéalne dokumentaciou
podla § 42 ods.] Zakona o liekoch anesmu byt
predlozené & spristupnené tie Déverné informacie,
ktoré predstavuji alebo priamo &i nepriamo zahfiiaji
informécie na internetovych strankach Novartisu
chranenych  heslom, Dokumentaciu  3tudie,
Stvisiacu dokumentaciu, informacie o truktare,
zlozeni, ingredienciéch, vzorcoch, know-how,
technickych postupoch a procesoch ¢ iné

informécie spadajiice pod ochranu prav dusevného

vlastnictva.

Povinnosti  tykajuce sa ochramny Dovernych

informacii uvedené vyssie neplatia alebo stracaju

platnost v pripade informacii, pri ktorych moze v

miere akceptovane] Novartisom Skugajuci/Indtiticia

notvrdit, Ze:

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

10.2. If either Party is for statutory reasons obliged to make
Confidential Information available to anyone, it shall
notify the other Party in writing without delay in case
it cannot obtain its previous written consent; this does
aplly to such situation, when the disclosure shall be
made by Novartis and the respective Confidential
Information do not concern, nor has any relation to the
Institution, event. its patients and employees.
Novartis shall grant consent to the disclosure of
information in cases required by law or the Governing
Rody. Information shall only be disclosed to the
requested extent and Novartis must be informed of
this matter at the time when such information is being

nrovided.

10.3. When submitting data and documentation on the
clinical trial to the Governing Body and if 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 the
Medicinal Products Act; it is prohibited to submit or
make available such Confidential Information which
presents of directly or indirectly include information
at password—protected websites of Novartis, Trial
Documentation, Related Documentation, information
on the structure, composition, ingredients, paiterns,
know-how, technical procedures and processes or any
other information that fall under the protection of
intellectual property rights.

10.4. Obligations relating to the protection of Confidential
Information above do not apply or lose validity in
relation to information in case of which the
Investigator/Institution can, 10 the degree acceptable

by Novartis, confirm that:
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a) boli uz verejnosti  dostupné alebg sa a) it was publicly available of became

postupne  stal dostupnymi  inym progressively availab.le in angther way and
spOsobom, nez neopravnenym not b}( upautho_nsed d:sclo;ur_e of
zverejnenim informécii, ato najmi, nie infonnah.on, u?cludmg, but not ltml'ted to
viak vyluéne, neopravnenym zverejnenim unapth{)rlsed dlsclosu_re E?y t}1e Investigator,
20 strany Ski3ajiceho, Institicie a/alebo Institution and/or Institution’s employees or
zZamestnacoy Institicie afalebo its collaborators;

spolupracovnikoy Institacie;

b) boli uz SkuiSajicemu/Institicii zname inak b) was already known to the
nez poskytnutim od Novartisy alebo Investigator/Institution in another manner
Ziskanim & vytvorenim v priebehu alebo and not from Novartis or by means of its
v stvislosti s klinickym skuanim, ¢&o receipt or production in the coyrse of or in
moZe preukazat pisomnymi dékazmi; connection with the clinjca] trial, which they

can prove by written evidence;

©) boli  Skusajicemu/ InStitdcii  odhalene c) was disclosed to the Investigator/Institution
tret'ou Stranou, ktord jch dostala od by a third party which received it from
Novartisu priamo alebo nepriamo, a nie Novartis, directly or indirectly, and not in
dévernym spésobom.

confidential manner.

. After expiry of the Agreement, the Institution shai]
destroy or Upon request by Novartis return  ajj
documents, samples and materials containing
Confidential Information or relating to Confidentia]

a material obsahujiici alebo tykajici sa Dévernych
informaci, okrem Jednej  kopie Dévemnych
informacii, ktora 5a musi podra pravnych predpisoy
uchovat v zdznamoch Indtiticie, ktore budii

parties any information relating to the subject matter
of this Agreement, ip particular Concerning the
Institution (business Name, seat) and the Investigator
(name, medical profession, the name and address of

najmi tykajiice sa Institacie (obchodné meno, sidlo)
a Ski3ajiiceho (meno, priezvisko, zdravotnicke
povolanie, nazoy 4 adresa zdravotnickeho
zariadenia, v kiorom Skuajuci vykongya svoje
povolanie) aspolotne tykajtice sa vySky atidelu
petiazného plnenia poskytnutého Ingtitdicii
a Skuajlicemu, vyiky ancely nepetiazného plnenia
poskytnutého Institei; a SkuSajiucemu, v rozsahu
podla Zikona o liekoch, najmy v stvislosti s
vykonanim OZnamovacich  povinnosti voii
Nérodnému centry zdravotnickych informacii. i i ection with the realisation of the

reporting  obligations 1o the National Health
Information Centre.

Na  pripadné Spraclivanie osobnych Udajov
Skii3ajiiceho pedTa tohto bodu sa aplikuje &]. 12 tejto
Zmluvy,

Art. 12 of this Agreement shall apply accordingly for
the potential processing of Investigator's personal data
h.

zmluvného vzfahy Na ziklade tejto Zmluvy, 4,
blatia aj po skonteni platnosti tejto Zmluvy on this Agreement, i
a klinického skisania. Agreement and the clinical trial are over.

Vo vietkych materidloch tykajucich sa Sluzieb,
ktoré su urgene pre externé publikum, hlavny
skiisajiici uverejni, ze si ho Novartis ponecha] pre
profesiondlne sluzh Spojené s vedenim klinického

& 10 Services intended for an
external audience, principal investigator shal] disclose
that Novartis has Ietained principal Investigator for
professional services i relation to the condyet of the
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skisania a tiez zverejni akékol'vek daldie vzfahy,
ktoré méa Novartis s hlavnym skigajucim, a to v
rozsahu, v akom rozumna a eticky zmy&l'ajuca osoba
otakavala ich zverejnenie.

Trial; and any other relationships that Novartis has
with Principal Investigator which a reasonable and
ethical person would expect to be disclosed.

10.9. Vsetky strany sa dohodli, e urobia vietky dalsie
zverejnenia a / alebo oznimenia, ktoré sa moZu
vyzadovat' v stvislosti s uzatvaranim, plnenim alebo
prijimanim odmien podla tejto dohody, a hlavny
skugajici bude v tejto sivislosti dodrZziavat’ vietky
prisludné prévne predpisy vratane tych, ktoré sa
tykaji odbornych schopnosti hlavného skusajiceho,
vzfahy s rozhodovacimi orgénmi alebo organmi (ak
existuju), ako napriklad odmietnutie akychkolvek
hlasovani, diskusii alebo odportiéani tykajicich sa
vy3etrovanych alebo predanych produktov Novartis,

bez ohPadu na to, &i si predmetom sluzieb. Okrem
toho sa uplatiiujl aj zverejnenia prevodov hodnoty v
silade s  narodnymi kodexami  zdruZeni
farmaceutického priemyslu, ktorych je Novartis
stranou.

11. Publikacie
Pojem ,,publikécie“ uvedeny Vv tejto Zmluve sa
zamenitelne pouziva na oznatenie recenzovanych
vedeckych rukopisov (napr. primarmnych  a
sekundarnych  rukopisov predlozenych do
vedeckych alebo lekarskych casopisov), abstraktov
z vedeckych kongresov a zodpovedajicich posterov
prezentacii.
Pri dodrzani zésad a predpisov Novartisu pre
publikovanie udajov as predchédzajﬂcim
pisomnym sihlasom  Novartisu mozu byt
informéacie o klinickom skigani zverejnené Vo
vedeckej literatare.
11.3. Novartis uznava zéujem In3titicie na publikaciach
o klinickom  sku3ani a jeho prezentaciach
v ¢asopisoch, na schodzach alebo inak, a preto tieto
publikacie a prezentacie povoli, ale za predpokladu,
ye Indtiticia poskyine Novartisu navrhované
prezentacie (Ustne alebo pisomné) najmenej 15
(pétnast) pracovnych dni avietky ostané
navrhované publikécie najmenej 45 (8tyridsat'pat)
pracovnych dni pred ich zverejnenim alebo ich
spristupnenim osobe, ktora nie je zamestnacom
Indtitacie aktorda mnemd rovnaki  povinnost
mlzanlivosti ako Institicia, resp. Skugajuci podla
tejto Zmluvy aza predpokladu, Ze Novartis bude
mat pravo poziadat o doplnenie kazdej takejto
navrhovanej prezenticie alebo publikacie na zéklade
dostatoénych dévodov, vratane okrem iného:
a) zaistenia  presnosti prezentdcie

publikacie;

11.2.

alebo

b) saistenia, aby stkromné informacie neboli
nedopatrenim oznimene;

c) umo¥nenia,  aby prava dugevného
vlastnictva boli chraneng;

d) umo¥nenia, aby boli poskytnuté prislusné

dopliujace informacie.
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10.9. All parties agree to make all other disclosures and/or
notifications as may be required in connection with
entering into, performing, or receiving compensation
under this Agreement, and principal investigator shall
follow all Applicable Laws in this respect, including
those relating to principal investigator’s professional
relationships with decision-making authorities or
bodies (if any), such as, for instance, recusal from any
votes, discussions or recommendations regarding
investigational or marketed products of Novartis,
regardless of whether such are subject to the Services.
In addition, disclosures of transfers of value in
accordance with national pharmaceutical industry
association codes, to which Novartis is a party shall
also apply.

11. Publications

" The term “publications” used in this Agreement is

used interchangeably to refer to peer-reviewed

scientific manuscripts (. & primary and secondary

manuscripts, submitted to scientific or medical

journals), scientific  congress ~ abstracts, and
corresponding posters and oral presentations

11.2. While observing the principles and regulations of

Novartis regarding publication of data and with the

previous written consent by Novartis, information

regarding the clinical trial may be published in
scientific literature.

" Novartis acknowledges the interest of the Institution
in the publications on the clinical trial and its
presentations in journals, meetings or otherwise, and
therefore shall permit such publications and
presentations, provided, however, that the Institution
submits to Novartis proposed presentations (oral or
written) at least 15 (fifteen) business days and any
other proposed publications at least 45 (forty-five)
business days prior to being disclosed or submitted to
anyone who is not employed by the Institution and is
not under an obligation of non-disclosure at least
substantially identical to that imposed on the
Investigator by this Agreement and provided that
Novartis shall have the right to request
supplementation of each such proposed presentation
or publication on sufficient grounds, including, but
not limited to:

a) ensuring accuracy of the presentation Or
publication;

b) ensuring that private information is not
accidentally disclosed;

c) allowing for the protection of intellectual
property rights;

d) allowing for  provision of relevant
supplementing information.
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autorské odporicania ICMJE
-org). Vietky osoby musia preto pocas
tvorby publikécie splnit’  vietky Styri  autorské
kritéria ICMJE, aby mohli byt do publikicie
zahrnut{ ako autori, a to nasledovne:
a) podstatne prispeli ku koncepcii alebo
dizajnu diela; alebo k ziskaniu, analyze
alebo interpretdcii udajov k dielu; a

I1.4. Novartis follows the ICMIE authorship guidelines
(www.icmje.org). All Persons must therefore fulfi]]
all four ICMJE authorship criteria during publication
development to be included as authors on the
publication, as follows:

a) substantial contributed to conception or
design of the work; or the acquisition,
analysis, or interpretation of data for the
work; and

b) drafted the work or revising it critically for
Important intellectual content; and

b) Vypracovali  dielo  alebo kriticky
prehodnotili jeho inteiektuélny obsah; a

c) schvélili konegng verziu, ktordi sa ma c) approved the final version to be published;
uverejnit’; a and
d) sthlasia, e prebern pInt zodpovednost’ za d) agreed to take g responsibility for aj]

VvSetky aspekty prace aby bolo zabezpedend,
Ze sa otdzky tykajiice sa presnosti alebo
integrity ktorejkoPvek gasti diela vyriegia,

aspects of the work in ensuring that
questions related o the accuracy or
integrity of any part of the work are
appropriately investj gated and resolved.
11.5. The form of all publications relating to the clinical
trial and relation of affected persons and Novartis to
them according to Act No, 185/2015 Coll,, the
Copyright Act, as amended, (e.g, authorship, co-

Forma vietkych publikicif tykajucich sa klinického
skidania a vzrah dotknutych oséb a Novartisu k nim
podla zikona &, 185/2015 7.2 Autorsky zakon
vzneni neskorsich predpisov (napr, autorstvo,
Spoluautorstvo, spoloéné dielo, stborng dielo,

Autori za hapisanie publikicie neobdrzia Ziadny
odmenu anj priamo od spolo&nosti Novartis, anj
Prostrednictvom odbome; lekarskei agentiry,

11.7. Novartis mdZe poZiadat, aby bola akdkol'vek
publikicia alebg prezentacia az 4 (8tyri) mesiace
pozdriani s cieFom Umoznit priprayy g podanie
patentovej Ziadosti. Doba 4 (Styroch) mesiacov
zacne plynit’ diiom prijatia navrhovanej publikacie
alebo prezentacie, alebo diiom, ked sa vietky
prislugné lidaje  zklinického skidania daju
k dispozicii Novartisy, podla toho, ktory datum
nastane neskorsie.

principal investigators
Participating in the clinical trial ang Novartis agree
otherwise in writing. Publication of partial data sets
shall not be made untj] the full data is released,

Ciastkovych  siboroy Udajov sa bude mdoct’
uskuto&nit’ a po zverejneni iiplnych idajov.
119, Rovnake Povinnosti platia aj pri publikaénej &innostj
Skugajiceho. Skuajici berie ng vedomie, e ¥adna
odbornd  publikicia k objavom ¢ skiisanym
produktom, pripravkom alebg lieckom nesmie byt

I1.9. Same obligations apply also to publication activities
of the Investigator. The Investigator acknowledges
that no professional publication related to discoveries
or investigational products, preparations or medicines
may be jssued by the Investigator before the

submission of Palent application, i case such

Akékolvek publikacia alehg Zverejnenie musia byt
v stilade s prislu§nymj pravnymi predpismi a musia
byt obmedzeng len na publikaciy a zverejnenie
vedeckych zistenj Publikdcia alebo zverejnenie
nesmi  najms predstavovar Propagaciu, resp.
reklamu podra prislusnych pravnyeh predpisov.

findings. Such publications or disclosures must, in
particular, ngt constitute promotion under the
applicable laws,
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11.11. V silade s akymikol'vek autorskymi pravami, ktoré
patria zverejfiujicej osabe, spolognost Novartis a jej
zastupcovia méZu pouZivat, odkazovat a 3irit

dotlacky  vedeckych, lekarskych a  inych
publikovanych glankov, vktorych je uvadzany
nazov Inétitucie a/alebo Skugajuceho.

11.11. Subject to any copyright rights owned by the

applicable publisher, Novartis and its agents may use,
refer to and disseminate reprints of scientific, medical
and other published articles which disclose the name
of the Institution and/or the Investigator.

11.12. Novartis a jeho zastupcovia mdzu uviest | 11.12.Novartis and its agenis may list participating
‘zﬁéz_istnf:n‘j/ch skngajicich  asnimi stivisiace investigators and their institutional affiliations in the
indtiticie v dasti podakovanie rukopisu alebo acknowledgement section of the manuscript or
abstraktu  predloZeného na uverejnenie  podla abstract submitted for publication according to the
smernic tasopisu alebo kongresu. Na spraclivanie journal or congress guidelines. Art. 12 of this
osobnych udajov za ucelom podra tohto bodu sa Agreement shall apply accordingly for the processing
aplikuje primerane Cl. 12 tejto Zmluvy. of personal data for the purpose under this para.

11.13. Spolo¢nost Novartis a jej zéstupcovia mdzu na 11.13. Novartis and its agents may use the Institution and the
ucely vykonavania klinického skfigania Investigator contact details and clinical trial status in
pouzivat/zverejnit kontaktné udaje  Institicie clinical trial specific newsletiers and on the
a Skusajiceho,  stav klinického ~ skuSania Vv worldwide web for the purpose of conducting this

newsletteroch a na celosvetovom webe. Newslettre
mézu byt distribuované do vietkych zicastnenych
pracovisk (centier) & prisluiné prispevky zverejnene
na celosvetovom webe. Newslettre a prispevky na
celosvetovom webe sluzia na poskytovanie
informécii potencialnym uéastnikom  klinického
skiigania o klinickom skigani, €o im umoziuje
kontaktovat zitastnené pracoviska (centrd). Na
spracivanie osobnych udajov za tigelom podla tohto
bodu sa aplikuje primerane €l. 12 tejto Zmluvy.
Indtitacia a ani Skisajici nie sd opravneni zverejnit
informéaciu o existencii tejto zmluvy alebo o jej
stivise s Novartisom alebo pouzit nazov spolognosti
Novartis alebo jej zastupcov v tlatovych sprévach,
¢lankoch alebo inych komunika¢nych
prostriedkoch,  ato pez  predchadzajuceho
vyslovného pisomného sthlasu Novartisu. Aviak,za
predpokladu, ze Inititacia je povinna plnit svoje
oznamovacie povinnosti, je opravnena oznagit
Zadavatela ako zadavatela klinického sktSania
a zverejnit vySku finanénych prostriedkov, ktoré
boli poskytnuté na Kklinické skiganie, aviak nesmie
uviest Zadnu informéciu, ktora by obsahovala
nazov produktu pouzitého Vv klinickom skidani
alebo jeho terapeutickeho vyuzitia, okrem pripadov
ak si to vyZaduji prislusné pravne predpisy.
Indtiticia, Skusajuci a sktigajhici tim nesmi pouzit
nézov spolognosti Novartis alebo jej zastupcov
alebo akukolvek inl informaciu, ktora by
obsahovala nazov skiianeho lieku (produktu) alebo
klinického skisania na socialnych sietfach.

Vysdie uvedené povinnosti zavizuji Indtiticiv a
Skasajuceho  bez ¢asového alebo miestneho
obmedzenia na trvanie zmluvného vzfahu na
ziklade tejto Zmluvy, tj. platia aj po skon¢eni
platnosti tejto Zmluvy a klinického skiigania.

11.14.

11.15.
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Zrmluva o klinickem skasani

clinical trial. Newsletters may be distributed to all
participating ~sites (centers) and postings to the
worldwide web. Newsletters and postings to the
worldwide web are for the purpose of providing
information to potential participants to the clinical
trial regarding the clinical trial giving them the ability
to contact participating sites (centres). Art. 12 of this
Agreement shall apply accordingly for the processing
of personal data for the purpose under this para.

11.14. Neither the Institution nor the Investigator shall
disclose the existence of this Agreement or its
association with Novartis, or use the name of Novartis
or its agents in any press release, article or other
method of communication, without the express prior
written approval of Novartis. Provided, however, that
in order for the Institution to satisfy its reporting
obligations, it may identify the Sponsor as the Trial
sponsor and disclose the amount of funding received
for the Trial, but it shall not include in any such report
any information that identifies any product by name
or the therapeutic area(s) involved in the Trial, except
as otherwise required by the Applicable Laws. The
Institution, the Investigator and investigational staff
shall not use the name of Novartis or its agents or any
information that identifies the Trial Drug or Trial in
any social media.

11.15. Obligations set out above are binding for the
Institution and Investigator without any restrictions in
terms of time or place and are not limited to the period
of contractual relationship based on this Agreement,
i.e. they shall survive after this Agreement and the

clinical trial are over.

-3008



12

12

12.3.

12.8.

12. Osobné tidaje
A, Pre Ulely tejto Zmluvy sa Zaddvatel aj Instinicia
PovaZuju za prevadzkovateloy osobnych tdajov
v zmysle Nariadenia. Kazda zZ0  strin  bude
Samostatne zodpovedna zg dodrziavanie svojich
povinnosti  ako prevadzkovatela v zmysle
Nariadenia a prislusnych pravnych  predpisov.
Institicia sa povazuje za prevadzkovatela ohl'adom
spraclivania osobnych idajov vyluéne v stivislostj s
oskytovanim zdravotne; starostlivosti.

2. ZadavateF bude povazovany za previdzkovatela
ohladom  spractivania udajov  tykajicich sa
vykondvania Kklinického skii$ania, ktorymi si

0sobné udaje Utastnikov a Udaje Skusajuceho a
skiSajuceho timy (d'alej len »Osobné tdaje®).
Indtitiicia a Skasajici beri na vedomie, Ze pri
vykonévani klinického skiSania podra tejto Zmluvy
vystupujii v pozicii sprostredkovatel'a v Zmysle ¢l. 4
bodu 8 Nariadenia, nakolko tieto
Spracivaji v mene Zadavatera,
Zadavatela je v zmysle ¢l. 27 Nariadenja Novartis,
ktory Zadavatera zastupuje, pokial ide o povinnosti
Zaddvatela v Zmysle Nariadenia.

Spractivanie Osobnych idajov bude vykondvang
vsilade so Zmluvoy, Protokolom, formularom
informovanéhe stihlasu, pisomnymi pokynmi
Novartisu a v stlade s prislusnymi pravnymi
predpismi na (iseky ochrany osobnych tdajov,
Osobné tdaje poskytované Inititticioy a Skiidajiicim

addvatela, ato
O prenos Osobnych Udajov do tretej krajiny alebo
medzin4rodnej organizicii, ak osobitns pravne
predpisy neuréuju inak.

Institicia a SkuSajiici s povinni zabe

zpetit, aby ga

vietky osoby,  ktorg poverili vykondvanim
Spractlivania Osobnych tdajov, zaviazali, ze
zachovaju dévernost vietkych ziskanych
informécii,

co

Indtiticia 5 Skisajici sy povinni  zachovgvar
dbvernost Osobnych lidajov. Osobne ldaje nesmy
byt poskytnuté alebo prevedene akejkol'vek tretei
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12.1.

12.2. The Sponsor shal] be

- The Institution and the Investigator shaj] be obliged

12.6.

- The Institution and the Investigator shal] be obliged to

12, Personal Data
For the purposes of this Agreement, both the
Institution and the Sponsor shall be considered as
Data Controllers as defined by the Regulation. Each
of the Parties shail be individually and separately
responsible complying with the obligations that apply
to it as a controller under the Regulation and relevant
legislation. The Institution shall be considered Data
Controller solely with respect to the provision of
health care,

considered as Data Controller
with respect to the processing of data regarding the
conduct of the clinjca] trial, which include personal
data of Participants and personal data of the
Investigator and the investigational staff (hereinafter
referred to as the “Personal data”). The Institution

Tepresents the Spon
obligations under th

gator shall process the Personal data of the
$ under this Agreement for the purpose of
- 2 hereofin compliance with the principles
relating to Processing of personal
Regulation during the term of this Agreement, unless
specific legislation does speci

not to engage another Processor without prior specific
or gencral written authorization of Novartis or the
Sponsor to the processing of the Persona] data under
this Agreement, unless this Agreement specifies

The Institution and the Inve
brocess the personal

country or an

Organization, unless
required by the specific leg

islation otherwise,

ensure, that all persons authorized to process the
bersonal data by the Institution or the Investigator,
have committed themselves to confidentiality of aj|
obtained information,
The Institution and the Invest;
ensure th




osobe bez predoslého pisomného suhlasu Novartisu to any third party without prior written consent of |

alebo Zadavatela, ak tato Zmluva alebo pristusné Novartis unless this Agreement or relevant legislation
pravne predpisy neustanovuju inak. provides otherwise.

12.9. In§titﬁc?ia a SkﬁEajﬁci st povinni prijat’ so zretelom 12.9. The Institution and the Investigator shall be obliged to
na najnoviie poznatky, ndklady na vykonanie implement, taking into account the state of the aT-t the
t{avk)'(chto opatren{ a na povahu, rozsah a kontext a costs of implementation and the nature, scope cor;text
Gigely spracuvania, ako aj na rizikd s rdznou and purposed of processing as well as the’ risk of
pravdepodobnostou a zavainostou pre prava a varying likelihood and severity for the rights and
s]oboc_iy fyzickych osbb, primerané technické a freedoms of natural persons, appropriate technical and
organizalné opatrenia s cielom zaistif Uroven organizational measures to ensure a level of security
bezpetnosti  spracivania Osobnych  udajov appropriate to the risk.

primeranii tomuto riziku.
12.10. Ingtiticiaa Skusajici buda zabezpetovat procesy na 12.10. The Institution and the Investigator shall maintain

zistovanie areakciu na porusenie spracuvania procedures to detect and respond to a Personal data
Osobnych tdajov ako to vyplyva z prislusnych breach as defined under relevant legislation, including
pravnych predpisov, yratane poruenia zabezpetenia breach of security leading to the accidental or
smerujiice  k nahodnému  alebo nezakonnému unlawful destruction, loss, alteration, unathorised
znideniu, strate, ~ zmene, neautorizovanému disclosure of, or access to, Personal data being
prezradeniu alebo pristupu k Osobnym udajom. processed. The Institution and the Investigator shall
Inititieia a Skasajuci budd informovat Novartis notify Novartis of any Personal data breach without
o akomkolvek poruseni spracivania Osobnych undue delay, but no later than 24 hours of discovery
\idajov bez zbytotného odkladu, ale nie neskor ako of such breach. The Institution, the Investigator and
do 24 hodin od zistenia takéhoto porugenia. Novartis shall reasonably cooperate to remediate such
Indtiticia, Skudajiici aNovartis buda primerane breach before reporting such breach to the relevant
spolupracovat pri naprave takéhoto poruenia pred authority.

tym, ako budd informovat  prislusny orgén
o takomto porudeni.
12.11. Ingtiticia a Skigajuci si povinni v to najvicie]
miere poméhat Novartisu a Zadavatelovi vhodnymi
technickymi a organizatnymi opatreniami pri plneni
povinnosti Novartisu, resp. Zadéavatela reagovat na
iadosti o vykon prav dotknutych osdb v zmysle
Nariadenia.

12.11. The Institution and the Investigator shall be obliged to
assist Novartis or the Sponsor by appropriate
technical and organizational measures, insofar as this
is possible, for the fulfilment of Novartis’ or the
Sponsor’s obligation to respond to requests for
exercising the data subject’s rights laid down in the
Regulation.

The Institution and the Investigator shall be obliged, ,
delete or return all the Personal data to Novartis, after
the provision of the activities under this Agreement
is over, in accordance with applicable law.

12.12. Indtiticia a Skusajuci st povinn{ po ukonéeni
&nnosti podfa tejto Zmluvy vietky Osobné tdaje
vymazat alebo yratit Novartisu a vymazaf
existujoce kopie v silade s platnymi pravnymi

predpismi.

12.13. IndtitGeia a Skigajici s povinni poskytmnit
Novartisu alebo Zadavatelovi vietky informécie
potrebné pre preukizanie splnenia povinnosti
Novartisu, resp. Zadavatela v zmysle Nariadenia a
umoznif audity, ako aj kontroly vykondvané
Novartisom, Zadévatelom alebo inym auditorom,
ktorého poveril Novartis alebo Zadavatel 2

orispievat’ k nim.

12.14. Indtiticia a SkuSajici su povinni bez zbyto&ného
odkladu informovat Novartis, ak sa podla ich
nazoru pokynom Novartisu alebo Zadavatel'a
porusuje Nariadenie, alebo iné pravne predpisy

Jleajtice sa ochrany osobnych ndajov.

12.15. Indtiticia a SkuSajici si povinni v priebehu
realizéicie ¢innosti podla tejto Zmluvy a aj po
skonteni platnosti tejto Zmluvy dodrZiavat a dbat
na prislusné pravne predpisy na ochranu osobnych
Gdajov  ainformécii © osobnych ~ pomeroch

Ukastnikov zaradenych do klinického skugania.

12.16. Pred zadiatkom a pocas trvania klinického skaania

Inititicia a jej zamestnanci resp. ini zmluvni

12.13. The Institution and the Investigator shall be obliged to
make available to Novartis or the Sponsor all
information necessary to demonstrate compliance
with the obligation laid down in the Regulation and to
allow for and contribute 1o audits, including
inspections, conducted by Novartis, the Sponsor of by
another auditor mandated by Novartis or the Sponsor.

12.14. The Institution and the Investigator shall be obliged to
immediately inform Novartis if, in their opinion, an
instruction from Novartis or the Sponsor infringes the
Regulation or other Jegal act regarding the data
protection.

12.15. The Institution and 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.
12.16. Prior to the commencement and in the course of the
clinical trial, the Institution and its em nloyees ot other
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pracovnici - poskytnt informécie tykajtice sa
Institicie a osobné tdaje, ktoré sa tykaju
Skisajiiceho, spoluskﬂ§ajﬁcich, zamestnancov alebg
daldich pracovnikoy. Takéto informAacie tykajice sa
Indtiticie a osobne Udaje zahtfiujit mena a
priezviskd,  kontaktné informéciei_ pracovné
skdsenosti, odborny kvalifikdciu, publikacie,
sthrny, dosiahnuté vzdelanie, informacie o vykone
povolania,  vybavenj pracoviska, kapacite
pracovnikov a d’alsie, ktors stvisia s vykondvanim
Klinického skti¥ania na pracovisku. Intiticia siihlas
§ pouZitim a spracovanim informécii tykajticich sa
Institicie. Indtiticia a Skusajici budn informovat
tieto osoby o Spraciivani ich osobnych widajov a jch

osoby za Gigelom Osobitnej zmluvy o poskytovani
odbornych  &innost uvedenej vbode §2. tejto

Zmluvy  uzayretoy medzi  Novartisom a touto
dotknutou osobou,

ur€ité informacie prisludnym {iradom Vv réznych
Jurisdikcidch zg icelom zosiladenia s lokélnymi
zakonmi  alebg farmaceutickymi pravidlami,
Indtitticia a Skusajuci davaju  tymto sthlas na
zverejnenie konkrétnych inform4cij, ktorymi mézu
byt aj osobné udaje za 1icelom siladu s predpismj
regulujicimi klinicke skiilania, a to najmi, ale nie
vyluéne nzvy Indtiticie, mena a priezviska
Skusajuiceho, kontaktnych informacii na centrum
klinického skd3ania, nazvu klinického skiiania,
zadavatela, kopie tejto Zmluvy, a nakladov
a poplatkoy Vv siivislosti $ Cinnostou  Centra
vzmysle {ejto Zmluvy. Novartis na ziklade
pisomného PoZiadania poskytne zoznam takychto
zverejneni, ktoré sa budi tykar Intiticie a/alepg
Skudajiiceho. Na Spractivanje osobnych
18aju podla tohto body sa pouzij

zmysle Zmluvy
¢innosti  (ak bude
-2, tejto Zmlu
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contractual staff shall provide information relating to
the Institution and personal data regarding the
Investigator, sub—investigators, employees or other

contact information, work experience, professional
qualification, publications, summaries, achieved
education, information on job performance, site

site.  The Institution agrees with the use and
processing of information relating to the Institution.
The Institution and the Investigator shall inform these

information that may constitute personal data in order
to comply with laws regulating clinjcal trials,
including but not limited to the Institution’s name,
Investigator’s first fame and last name, clinjca] trial
Site contact mfonnation, name of the clinica] trial,
Sponsor, copy of the Agreement, and costs and feeg

relating to Trial Site’s activitieg performed under the
Agreement. Noy,.

This Article of the Agreement shal] apply accordingly
to the activitieg carried out under the Professional
Service Contract (if any) under the para. 8.2 hereof.

ial, all reports
related to the Clinical Trial, site—training records and

outcomes of all aydits performed by, or on behalf of,
the Sponsor into internal electronic databases of the
Sponsor andj/or third parties authorized by the
Sponsor in compliance with good clinical practice
rules or inspections, As part of such daty




uchovavané, spracované a pouZité Zadavatel'om,
jeho prepojenymi osobami a poverenymi fretimi
stranami osobné tdaje Hlavného sktigajiceho, ako
st meno, priezvisko a adresa, finan&né zaujmy podra
potvrdenia o finan&nych zaujmoch, a dalej tieZ
osobné udaje inych zamestnancov Indtittcie, Elenov
gtudijného timu a ich zaangaZovanie v Klinickom
skuigani a vystupy auditov vykonanych Zadavatelom
podla pravidiel spravnej klinickej praxe alebo

in¥pekeii (dalej len ,Udaje) a pravnych predpisov
vztahujicich sa k ochrane osobnych udajov.
Zadévatel bude poskytovat tieto Udaje externym
verejnym databazam, ako je napr. clinicaltrials.gov
a v nevyhnutnom rozsahu na zaklade prisludnych
grévnych predpisov tieZ organom verejnej moci.
Udaje budit spracovavané pre plnenie pravnych
povinnosti 7adavatel'a a pre manazment Kklinickych
skigok. Udaje bud spracovavane po dobu neur&itt,
naidlhdie viak do naplnenia uéelu,
Inititacia a Skiajicti sa zavizuji zabezpeti
vykonavania Klinického  skuSania nebudt
zaangaZované yiadne fyzické osoby, pokial' by
pravny zéklad na spracivanie ich Udajov v zmysle
bodu 12.19. tejto Zmluvy nevyplyval z plnenia
povinnosti Novartisu a/alebo Zadavatela ohfadom
Klinického skusania, z pravaych predpisov, alebo
z pracovnopravneho vzfahu Ingtitacie s dotknutymi
osobami alebo zo sthlasu podla nasledovnej vety.
V pripade, ak by takyto pravny zéklad okrem
sihlasu nebol dany, zabezpedi Institacia pre
Novartis a Zadavatefa alebo ich prepojené 0soby
sithlas so spractivanim osobnych udajov tychto asob.
Tento s@hlas musi byt zabezpeceny tak, aby
umoziioval spractvat tieto Udaje v zmysle bodu
12.19. tejto Zmluvy.
Institicia a Skodajaci sa zavizuji bezodkladne 2
pisomne informovat Novartis 0 akomkolvek
poruseni ustanoveni o bezpeénosti osobnych udajov,
v kazdom pripade viak najneskor do piatich (5) dni
od datumu takéhoto porudenia.
Zmluvné strany sa zavizuju komat v stlade s
prislugnymi pravnymi predpismi na nseku ochrany
osobnych udajov, najma s Nariadenim Eurépskeho
parlamentu a Rady (E0) 2016/679 2 27. aprila 2016
o ochrane fyzickych osob pri spracovani osobnych
tidajov a volnom pohybe tychto udajov a o zrudeni
smernice 95/46/ES (vieobecné nariadenie o ochrane
osobnych udajov), dalej so zakonom &. 18/2018 Z.z.
o ochrane osobnych idajov a o zmene a doplneni
niektorych zékonov Vv platnom zneni a v stlade s
prisluﬁnymi pokynmi Statneho ustavu pre kontrolu
lietiv, najmi pokynom MP 131/2018, ak sa uplatni.
13. Vlastnictvo materialov, idajovay ysledkov
Pokial nie je pisomne dohodnuté inak, vietok
Material,  Suavisiaca dokumentécia, ~ vratan®
dokumentov,  udajov, informacii, pristrojov
a zariadeni, pomocok, skaganych produktov a liekov
(Medicinsky produkt), ktoré dodal Novartis, €i uz
v pisomnej, istnej, clektronickej alebo inej podobe,
za ugelom klinickeho skvgania sa_azostanl

12.20.

12.21.

12.22.
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t, ze do [12.20.

12.21.

12.22.

employees of the Institution, clinical trial team
members and their involvement in the Clinical Trial
and outcomes of audits performed by the Sponsor in
compliance with good clinical practice rules or
inspections (hereinafter referred to as “Data”) and
personal data protection laws may be stored,
processed and used by the Sponsor, its affiliates and
authorized third parties in compliance with good
clinical practice rules and applicable personal data
protection laws. The Sponsor shall provide Data to
external public databases, such as clinicaltrials.gov, as
well as, to the extent necessary under applicable law,
to government authorities. Data shall be processed for
the purposes of compliance with the Sponsor’s legal
obligations and for the management of clinical trials.
Data shall be processed for an indefinite period of
time, however, no longer than until the purpose, for
which they are processed, 1S fulfilled.

The Institution and the Investigator agree not to enroll
any natural persons in the Clinical Trial if the legal
basis for processing of their Data according to art.
12.19. hereof does not arise out of the fulfillment of
the Novartis’ or Sponsor’s obligations regarding the
Clinical Trial, any laws Or employment relationship
between the Institution and the data subjects or out of
a consent according to the following sentence. In
cases where there is no such legal basis except for the
consent, the Institution shall ensure for the Novartis
and the Sponsor or their affiliates consent with the
processing of personal data of such persons. This
consent shall be granted in a way which allows 1o
process Data in accordance with art. 12.19. hereof.

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

The Contracting parties agree to adhere to applicable
ersonal data protection laws, especially Regulation
(EU) 2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of natural
persons with regard to the processing of personal data
and on the free movement of such data, and repealing
Directive  95/46/EC (General Data Protection
Regulation), the Act. No. 18/2018 Coll. on Protection
of Personal Data and on Amendments to Certain
Laws, as amended and relevant guidelines of the State
Institute for Drugs Control, in particular guideline MP
131/2018, if applicable.
13. Ownership of Materials, Data and Results
13.1. Unless agreed otherwise in writing, any Material, the
Related Documentation, including documents, data,
information,  devices and facilities, aids,
{nvestigational products and medicines (Medicinal
Product) supplied by Novartis in written, verbal,
electronic or other form for the performance of the
clinical trial are and shall remain the propert of
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majetkom Novartisu, resp. Zadévatela aleho ich
pridruZenyich ossh podla tohto, v koho viastnictve
$4 nachddzaji.

Novartis, event. of the Sponsor Or their affiliated
person, depending on whe is the owner of them.

132. ¥ pripade, e pri klinickom skaganj bude pouziyar 132, In the case that the Institution, _the Investigator or
Institucia, Skisajici aleb i Intitici employees of the Institution use in the course of t_he

i i i Clinical tria] devices of the Institution that require
servicing, calibration Or any other specia] care, the

operational condition and to provide relevant
documentation (laboratory certificates, reference
values, reference values, audit 'eports on yused
instruments  ang equipment, evidence of their
calibration, Certification and periodic inspections,
including other legal documentation related to the
Proper and safe use of the mstruments and €quipment,
etc.) thereof to Novartis upon the request of Novartis.
uZivanim pristrojov a zariaden{ a iné). Indtiticia The Institution Tepresents and warrants that pertinent
prehlasuje 5 Tuci, 7 predmetng pristrojoveé devices of the Institution shayy meet all the conditions
vybavenie Indtiticie bude riadne spiy i stipulated by applicable law ang other regulations

i i ismi specified jn Para. 3.8. hereof and that they were
approved by the Governing Body.

Novartisu na VyZiadanie poskytniir
zodpovedajicy dokumentéciy (laboratérne

pouzité pristroje a Zariadenia, doklady o ijch
kalibracii, certifikdcii a Pravidelnych kontrolach,
Vratane inych dokladov v zmysle pravnych
predpisov, ktorg stvisia g riadnym a bezpetnym

13.3. Unless agreed otherwise writing, the Trig]
Documentation, all records, incfuding electronic,
which have beep produced in Connection with the
clinical tria], d various types of

r

ictva sy a zostanuy vyhradnym vlastnictvom
Novartisy alebo  Zadavaters. Novartis  alepo
ZadavateT ich mbZe pouyir a/alebo

; Ingtitticia anj Skuigajiici nebudy
prava akéhokol'vek druhu.

ech zo 8vojich
prav podrla tejto Zmluvy, a bude pésobit na to, aby
si rovnako pocinali aj Skuajici, spo]uskﬁéajuci, jej
zamestnanci a spolupracovnici. Okrem ingho to
zahriia uskutoénenie vetkych potrebnych krokgy
pre  prevedenie Vlastnictya vietkych udajov,
informécif, dokumentov, vynalezov a objavov, resp.
vietkych majetkovych prav  pri predmetoch
dulevného v]asmfctva, na  Novartig alebo
Zaddvatela alehg nimi urgené 0s0by a pomoc
Novartisu  alehg Zadavatel'oyi PIi  spractvani
a podavani Ziadost] Opatenty ¢&j jpg préiva
priemyselného alebo dusevného vlastnictva,
Institicia ma vylyeny odpovednost’ 23 vietky
cemu, so]uskl’léa'ﬁcim,

ems
forming intellectua] Property, to Novartis or the
Sponsor or tgo any persons appointed by them, and
assistance to Novartis ang the  Sponsor with

Co-workers of the Institution ip dccordance with
applicable laws, for ajj inventions or
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zamestnancom a/alebo spolupracovnikom Indtitacie
v stilade s prislusnymi z&konmi, za vietky vynalezy
¢i patenty &i iné prava priemyselného alebo
dugevného vlastnictva prevedene na Novartis alebo
7adavatela alebo nimi uréené osoby v sivislosti
s predmetom tejto Zmluvy. Pre thrady podfa ¢l 8
a Prilohy &. 2 tejto Zmluvy v prospech Inititcie sa
usudzuje, Ze zahifia {hrady aj takychto nakladov a
nlatieb Indtiticiou.

Vysledok Kklinického skaSania ako aj vietky
materialy, dokumenty, ndaje a informacie, 3j
tiastkové, ziskané pri jeho dosiahnuti, moze
Novartis a Zadavatel pouzit pri svojej Cinnosti,
najmé pri vyskume a vyvoji, vyrobe, registracii,
predajl, vypracovani vedeckych $tadii a odbomych
prac, marketingu; pri dodrzani platnych pravnych
predpisov.

13.5.

Za pridruzen¢ osoby sa najmd na \igely bodu 4.6.,
bodu 9.1. abodu 13.1. tejto Zmluvy pokladajui (1)
ovladané osoby Vv zmysle § 66a ods. 1 ObZ, (ii)
ovladajiice osoby v zmysle § 66a ods. 2 ObZ, (iii)
osoba ovladana tou istou ovladajiicou osobou a (iv)
osoba, ktord je ¢lenom tej istej skupiny (tj. pre
Novartise ~ ¢lenom skupiny Novartis ~ a pri
Zadavatelovi Elenom skupiny, do ktorej patri @
Zadavatel).

14. Doba blatnosti Zmluy

14.1. Zmluva sa uzaivara na dobu trvania klinického
skigania a jej platnost kon¢i najneskor ditom zaniku

povolenia na vykonavanie Klinického skudania
v Slovenskej republike. Predpokladany termin

skonéenia klinického skiigania je 09.08.2027.
Novartis je opravneny jednostranne prediii’t’ trvanie
Klinického skasania a posunutie predpokladaného
datumu ukonéenia Kklinického skusania v sulade s
povolenim na vykonévanie klinického skaSania
v Slovenslkej republike. Novartis je povinny dorutit
uvedené oznamenie O prediieni trvania klinického
sligania v pisomnej forme Ingtitacii a Skasajucemu,
a to podla moznosti najneskér 30 dni pred
pdvodnym planovanym terminom  skongenia
klinického skidania.
Platnost tejto Zmluvy sa automaticky skon¢i i€
splnenim po dosiahnuti ciefov klinického skiigania
a odovzdani vietkych produktov, protokolov, CRF
ZAZNAMOY, Dokumenticie sthdie,  Suvisiace]
dokumentécie a Materidlu spolotnosti Novartis.
Zmluva mdZe byt ukonéena aj dohodou zmluvnych
stran.
Ktorakolvek zmluvnd strand je opravnena odstupit
od tejto Zmluvy pisomnym odstapenim, ktoré
nadobuda uginnost dorugenim druhej zmluvnej
strane na adresu uvedent v zahlavi tejto Zmluvy, a
to v nasledujicich pripadoch:
a) ak niektora zmluvna strana poruii niektore
z ustanoveni tejto Zmluvy a neodstrani
savadny stav_ani v_lehote 30-tich dni od
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other

transferred to Novartis or the Sponsor OF to any
persons appointed by them in relation to the subject
matter of this Agreement. For the payments according
to Art. 8 and Annex no. 2 hereof to the Institution it i
deemed that the payments also include
such costs and payments by the Institution.

13.5. Result of the clinical
documents, data and
obtained in the process leading to the achievement of
such result, may be used by Novartis or the Sponsor
in the course of its activities, in particular in research
and development, manufacturing,
elaboration of scientific studies and professional
works and marketing, while observing all applicable
legal reg

13.6. Afflitiates shall be name
para. 9.1, and para.
considered (i) controlled persons pursuant to Section
66a para. 1 of CC, (ii) controlling persons pursuant to
Section 66a para. 2 of CC, (iii) a person controlled by
the same controlling person and (iv) person being a
member of the same
Novartis, then member of Novartis Group and, if it
concerns the Sponsor, d member of the same group,

of which the Sponsor is a member).
14. Agreement validity Period

14.1. The Agreement is
clinical trial and its validity shall terminate at the
latest at the date of the expiry of the authorisation for
the conducting of the clinical trial in the Slovak
Republic. The
09.08.2027. Novartis is entitled to extend the period
of the clinical trial unilaterally,
expected date on which the clinical trial 1s finished in
accordance with permission 0 conduct the clinical
trial in the Slovak
deliver the mentioned decision on the extension ofthe
clinical trial in written form to the Institution and the
Investigator, if possible, within
originally planned deadline of the clinical trial.

14.2. Vali

CRF records, Trial Documentation, Related
Documentation, and Material to Novartis. The
Agreement can also be terminated by agreement of
the Parties.

14.3.

a)

dity of this Agreement shall expire automatically
by its fulfilment after achievement of the targets of the
clinical trial and handover of all products, protocols,

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

industrial or intellectual property rights

coverage of

trial and all materials,
information, also partial,

registration, sale,

ulations.
ly for purposes of para. 4.6.,
13.1. of this Agreement

group (ie. if it concerns

concluded for the period of the

clinical trial 18 expected to finish on

and to postpone the

Republic. Novartis is obliged o

30 days before the

heading of this

if either Party breaches any of the provisions of
this Agreement and £ails to remedy the defect
within a period of 30 days from the delivery of
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doruéenia vyzvy k n4

strane poskodene;j;

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

c) ak je niektors strana v platobnej
neschopnosti alebo jde do likvidacie
inych pricin ako Je transformacia alebo
zlu€ovanie, nema uréeného nastupcu, ktory
by prevzal Jjej aktiva (majetok) a Zavizky a
N€uzavrie dohodu alebo jns vysporiadanije
50 8vojimij veritel'mi;

d) ak  niektors zmluvnd  strapg strati

Opravnenie, ktoré Jje pre riadne a vdasné

Plnenie povinnosti vyplyvajuicich z tejto

Zmluvy nevyhnutng;

e) ak potrebng Opravnenie, Povolenie, sihlag TaWn or its validity delayed
Tidbigy i : ; y

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

prave, patri toto pravo arequest 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 1o
insufficient property;

c) if either Party becomes insolvent or is to be
dissolved for other reasons than transformatiop
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 jts creditors;

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

, alebo Vyprsi doba, na ktera bolo
vydané bez toho, aby bolo prisluine
prediZeng,

Novartis je Opravneny odstipit od tejto Zmluvy
pisomnym odstipenim, ktors nadobtda G¢innost
doruéenim Institicii 2 SkiSajlicemy g adresu
uvedent v zihlayy tejto Zmluvy, a to v pripade ak s
vlehote 90 dni o4 inicianizaénej ndvitevy centra
(pracoviska) (Site Initiation Visit) nepodarilo nabrat’
do klinického sktizania Ziadneho Ucastnika,

V pripade, e 7 hore uvedenych dovodoy odstipi od
Zmluvy Novartis

¢ Investigator withdraws from the
above mentioned reasons, the

SVOje  pravo na PreruSenie alebo ukonéenje
klinického skisania, Novartis 24 normélnych
okolnosti prerys; alebo ukongj klinické skt¥anic v
nasledujicich pripadoch:

a) ak vyskyt zavaznych neZiaducich uginkoy
alebo podozreni na pe Pri podavani
skianych produktov alebg liekov pogas
klinického skUSania  alebg ohrozenie
bezpesnosti Utastnikoy poukazuje pa
potrebu  prerugenis alebo  ukongenia
klinického skii3anja;

k si Novartis Zel4 prerugir alebo ukongiy

linickg skiiganie komer¢nych dévodov,

a) if the Occurrence of serious adverse reactions
Or suspected Serious  adverse reactions
associated with the administration of

Suspend or end the clinical trial;
b) if Novartis wishes to suspend or end the
clinical trig] for Commercia] reasons, for

b)

a
k
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z dbévodov ofektivnosti, zdovodov
koncernovej politiky vykonévania
klinickych skugani, z dovodov majucich
pdvod mimo Gizemia Slovenskej republiky
alebo aj bez uvedenia dovodov;

ak je Novartis opravnene presved&eny, Ze
Klinické sktfanie nemdze byt uspesne
dokondené, vratane dovodu (ale aj bez
neho), Ze by sa klinického skisania
neziicastil dostatoény pocet Utastnikov
alebo sa v stanovenom Case nenasdiel
dostatoény podet pracovisk.

Ak pride k pred€asnému ukondeniu tejto Zmluvy,
najma z dévodov uvedenych v ustanoveni ¢lanku
143. tejto Zmluvy, je strana, ktora spdsobila
ukondenie tejto  Zmluvy alebo dala priginu
k ukonéeniu tejto Zmluvy druhou stranou, povinna
nahradit druhej strane vietky naklady, ktora tato
skutotne v stvislost s plnenim  tejto Zmluvy
vynalozila, a to v tom pomete, v akom nedoglo k
splneniu  jej predmetu  a ggelu, tj. pomer
dokondenych hodnotent Utastnikov vzhladom k
objemu materialu, ktory bol na Utastnikoy celkovo
noskytiuty.

V pripade ukondenia klinického skaania podla
ustanovenia &lanku 14.4. tejto Zmuvy, uhradi
Novartis Indtitacii odmenu primeranym spdsobom
za sluzby poskytnuté a7 do datumu ukoné&enia
Klinického sktgania podla podmienok uvedenych
v tejio Zmluve. Ingtiticia nemé narok na nahradu
invch ndkladov ¢i uslého zisku.

Institacia a Skasajict suhlasia s tym, Ze po obdrzani
oznamenia o odstipeni od tejto Zmiuvy alebo
ukonteni klinickeho skagania bezodkladne ukoncia
vykonavanie Kklinického skusania v rozsahu, ktory je
z hladiska vietkych Utastnikov lekérsky pripustny.
Bez ohladu na vysgie uvedené st viak Institheia
a Skusajuci v pripade, ak dajde k ukonteniu
Zmluvy/klinického skiigania inym sposobom ako je
uvedené v bode 14.2. tejto Zmluvy, povinni vykonat
akékolvek — a vietky ukony nevyhnuiné na
zabezpedenie bezpetnosti aochrany zdravia
Utastnikov 2 riadneho ukon&enia klinického
skigania. Skugajici ma povinnosti uvedené v tomto
bode aj v pripade, ak prestanc yykonavat funkciu
skiigajoceho a sacasne nedo6jde k ukonteniu tejto
Zmluvy; v takom pripade je Skugajici povinny
poskytnit nevyhnutni suginnost a pomoc daldiemu
skagajucemu uréeného v stlade s touto Zmluvou,
Institicii a Novartisu za Gitelom zabezpedenia
Kkontinuity vykondvania klinického skugania.

V pripade predgasného ukonéenia  Kklinického
skugania 2 akéhokolvek doévodu st Indtiticia a
Skigajiici povinni poskytnit Novartisu nevyhnutne
pozadovani saginnost za ucelom zabezpetenia
riadneho presunutia klinického skusania k trete]
osobe ako aj v zaujme zabezpetenia bezpednosti
a ochrany zdravia Utastnikov.

Ukongenie Zmluvy nebude mat vplyv na pravo
niektorej zo zmluvnych stran

c)

145.

14.6.

14.7.

14.8.
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reasons of efficacy, for reasons of corporate
policy of conducting clinical trials, for reasons
originating outside the Slovak Republic or
even without giving reasons;

c) in case Novartis is reasonably convinced that
the clinical tria]l cannot be finished
successfully, including due (o the fact (but
also without it) that the clinical trial would not
have enough Participants or a sufficient

number of sites could not be found in due time.

14.5. In case of early termination of this Agreement for
reasons especially listed in the provision of para. 14.3.
hereof, the Party which brought about termination of
this Agreement or provided a reason for this
Agreement to be terminated by the other Party, is
obliged to reimburse all costs incurred by the other
Party in relation io the performance of this Agreement
in proportion in which the subject-matter and purpose
of this Agreement were not fulfilled, ie. in the
proportion of completed evaluation of Participants 10
the volume of materials provided for Participants in
the aggregate.
In case the clinical trial is terminated pursuant to para.
14.4. hereof, Novartis shall pay the Institution
remuneration 1n appropriate manner for services
provided until the day on which the clinical trial was
terminated according to the provisions of this
Agreement. The Institution is mnot entitled to
reimbursement of other costs or lost profit.
The Institution and Investigator agree that following
receipt of the notice of withdrawal from this
Agreement 0OF termination of the clinical trial, they
shall promptly end the performance of the clinical
trial to the extent that is medically feasible from the
perspective of all Participants. Regardless the above
mentioned, the Institution and the Investigator shall,
in case the Agreement 1s terminated by a manner other
than stated in para. 14.2. of this Agreement execute
any and all acts necessary for ensuring of safety and
health protection of the Participants and of proper
finishing of the clinical trial. The Investigator shall
observe the obligations under this para. also in such
case that he/she stops to perform the function of the
investigator and, at the same time, this Agreement
does not terminate; in such case the Investigator is
obliged to provide necessary assistance  and
cooperation 10 the next Investigator appointed in
accordance with this Agreement, to the Institution and
to Novartis for the purpose of ensuring continuity of
the clinical trial. In the event of early termination for
any reason, the Institution and the Investigator shall
provide all such assistance as Novartis shall
reasonably require in order to ensurc an efficient
handover of the conduct of the clinical trial to a third
party and with due regard for the safety and welfare
of the Participants.

Termination of the Agreement shall
orejudice to the right of either Pa

14.6.

14.7.

be without
to take legal
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pisomne Zvy3nej zmluvne] strane. Za pisomneé
dorutovanie podla tejto Zmluvy sa rozumie
doru¢ovanie osobne, postou, kuriérom, faxom,
mailom. V pripade zmeny & zrudenia Zmluvy sa
nfm povazuje dorutovanie osobne, postou alebo
kuriérom, pricom pisomnost odoslana postou alebo
kuriérom sa povaZuje Zza dorutenti v defi, kedy
adresat potvrdil jej prijatie. Za defi dorugenia
pisomnosti sa povazuje aj def, v ktory adresat
odoprie doru¢ovan pisommnost prevziat, alebo Vv
ktory marne uplynie  odbernd lehota pre
vyzdvihnutie si zasielky na poste, alebo v ktory je na
dorucovanej zéasielke preukézatelne vyznatena
poznémka, je ,adresat sa odstahoval®, ,,adresat je
neznamy“  alebo ind poznamka podobného
vyznamu, at1o aj v pripade, Ze zvy3nd zmluvna
strana pisomnost Neprevezme alebo sa 0nej
nedozvie.

Ingtiticia nie je opravnena poverit vykonanim iej
povinnosti podla tejto  zmluvy ini osobu bez
predchédzajﬁceho pisomného sthlasu Novartisu.
Takyto sthlas Novartisu nezbavuje Ingtiticiu
povinnosti podfa tejto Zmluvy.

15.5.

V pripade, ak je so sthlasom Novartisu poverend
vykonanim povinnosti podla tejto Zmluvy ind
osoba,  Skugajuci nesie  zodpovednost  zd
pracovnikov tejto poverenej osoby ako keby boli
sigastou skigajiceho timu.

InStitacia a Skasajici vyhlasujt, e Skugajici, ani
Indtitheia, ani ziadna jej zamestnand osoba, ani
spolupracovnik, ktori sa zacastiujd vo vykonéavani
Klinického skisania, neboli vylageni podfa § 306
pism. a) alebo b) Federalneho zikona Spojenych
¥atov americkych o kontrole potravin, liekov a
kozmetickych pripravkov, alebo  postihnuti
obdobnym opatrenim (napr. zakazom ginnosti alebo
vylagenim 70 stavovského organu) podla prava
Slovenskej republiky a Ingtitacia/Skosajaci Vv
budtcnosti nezamestna ani nevyuZzie sluzieb ziadnej
takejto vylicene] osoby v suvislosti s ginnostami,
ktoré sa majl vykonat pre spolognost Novartis
alebo v jej mene. Ak sa Ingtitacia kedykol'vek po
podpise tejto Zmluvy dozvie, Z& Skugajici alebo
Ingtitacia &1 nejaka osoba, ktorll Institacia/Skudajic
zamestnava alebo ktorej sluzby vyuzila, je vylagena,
alebo je VO vylu€ovacom konani,
In¥titicia/Skigajicl tymto potvrdzuji, e 1o
okamzite oznémia Novartisu a budi postupovat
podla jeho polynov ohladne klinického skiisania.
Skasajuci zérovenn  prehlasuje, 7e  nema
zrueniy/pozastavend licenciu/povolenie na
vykonanie sdravotnickeho povolania, resp. 7¢ mu
tato/toto nezaniklo.

15.6.

Indtiticia a Skigajuci prehlasuji 2 zavizuji sa, Ze Z0
strany prislusnych $tatnych organov sa U nich
v minulosti ani v giicasnosti
neuskutoénilo/neuskutoéﬁuje vysetrovanie afalebo
niteny vykon rozhodnutia  ktoré by suviseli
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13.5.

15.6.

writing to other Party. A written service under this
Agreement shall mean a personal service, service by
mail, courier, fax, mail. In case of a change or
termination of the Agreement it shall mean a personal
service, service by mail or courier, and a document
sent by post or courier shall be deemed delivered on
day of its acceptance by the addressee. The date of
service of a document shall be considered the day of
denial of a served document, of the day of expiration
of a retrieval period of 2 served document at post
office, or the day of marking of a clearly mark on a
served document “addressee has moved”, “addressee
is unknown” or other mark with similar meaning,
even if the other Party does not take over the
document or does not know about it.

The Institution shall not retain any subcontractor 1o
perform any of its obligations under this Agreement
without the prior written consent of Novartis. Any
such consent shall not relieve the Institution of its
obligations hereunder.

Whenever a subconiractor is appointed and approved
by Novartis, the Investigator shall be responsible for
the oversight of the subcontractor’s personnel as part
of the trial staff.

The Institution and the Investigator represent, that
neither the Investigator or Institution, nor any of their
employees or co-workers participating in the conduct
of the clinical trial have been debarred in accordance
pursuant to Section 306 letter a) or b) of the Federal
Food, Drug and Cosmetic Act of the United States of
America or affected by a similar measure (.2 2 ban
on action or exclusion from a bar association) under
the laws of the Slovak Republic, and in the future the
Institution/Investigator shall not employ oOr use
services of 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/Investigator become aware that the
Investigator, Institution or any other person employed
by the Institution or person whose services were used
by the Institution is debasred or is in debarment
proceedings, the Institution/Investigator hereby
confirm that they shall immediately notify Novartis of
this matter and proceed with relation to the clinical
trial as directed by Novartis. Investigator also certifies
that he/she does mot have a revoked or suspended
medical license/certification  OF that  this
license/certification does not cease to exist.

The Institution and the Investigator certify and
warrant that they are not the subject of any past or
pending governmental or regulatory investigation,
inquiry, warning, of enforcement action (hereinafter
collectively referred to as «Competent Authorit




S vykondvanj klinickych skugani alebo im zo strany
ehto  organoy nebolo/nie Je  udelené
UPOzomenie/varovanie, ktoré by stiviselp
s vykondvani klinickych skngani (dalej spologne Jen
»wLasah prisluiného organu*), o ktorych by
Novartis nemal vedomost. Institicia a SkiZajuci sa
Zavizuji  bezodkladne informovar Novartis
0 skutoénosti, ze im bol ohldseny vykon Zasahu
prislusného organu v stvislosti s dodrziavanim
etickych, vedeckych, regulaénych

receives notice of or becomes the subject of any
Competent Authority Action régarding  their
compliance with ethical, scientific, or regulatory
Standards for the conduct of clinical trial, if the
Competent Authority Action relates to events or
activities that occurred prior to or during the period in
which the clinjca] trial under this Agreement was
conducted.

ato v pripadoch ak sa tento Zasah prisluiného
orgénu tyka skutoénostf a ¢innosti, ktorg nastali pred
alebo pocas doby vykonavania klinického skigania
podra tejto Zmiy

tejto

ieZ prehlasuju a Zavazuji sa, Ye

vykonom ich ginnosti  podra tejto Zmluvy

Neporuiuji Zadny zZmluvu, ktorg pripadne majy
Uzatvorenti s inou trefoy osobou.

As the case may be, the Institution and the
Investigator shal] ensure that the Investigator ang all
sub-investigators involved in the clinical trial provide
Novartis or jts designee with the appropriate financia)
disclosures required by the U.S. Food and Drug
Administration under 21 CFR Part 54, on such forms

ktoré podra 23 CFR, &asti 54 VyZaduje Urad pre
kontrolu potravin a4 liegiy Spojenych  tatoy

rok po ukon&eni

Zmluvy, sg Intiticia a Skusajiici Zavizuji

Poskytmit’ siginnose Novartisu/Zadavatel’ovi alebo

nim uréenym 0sobdm v ziskani akma[izovanych

$Sie uvedenych formuliroy.

I58. Vo vietkych materialoch tykajuicich sa Cinnosti
podrla tejto Zmluvy, ktors S0 uréend externémuy
publiku sa Skudajiici Zaviizuje
zverejnir’/uviest’/spomenm’:

a)  Ze spoloénost Novartis vyuziva Skiifajiceho
na vykon odbornych &innosti stvisiacich
§ vykonavanim klinického skiigania a
b)  akékolvek iné vztahy medz Novartisom
a Skiisajticim, ktorych
zverejnenie/uvedenie/spomcnutie by rozumns
amorilna osoba povaZovala za hodne

Zverejnenia/uvedenia/s pomenutia.

16. Zaverecné ustanovenia

16.1.  Zmluyne strany sa Zavizujl, Ze budg vZdy
postupovat’ tak, aby vietky zaleZitosti, ktoré budy
aspori jednou zg zmluvnych stran PovaZované za

potrebné, riejli bez  zbytoéného odkladu a

i €o_najkratiej mone; dobe a

relating to Services under this
Agreement intended for ap external audijence,
Principal Investigator shall disclose:

a)  that Novartis has retained Investigator for
professiona] services in relation to the conduct
of the Trial and

b) any other relationships that Novartis has with
Investigator which a reasonable and ethicy]
person would expect to be disclosed,

16. Final Provisions
16.1. The Parties undertake that they shall at g times
Proceed in a way enabling them tg resolve all matters
that are considered Necessary by at least one of the
Parties without undue delay and prolongations, ie. in
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zéroven

nakladov.

16.2. Prava a povinnosti zmluvnych stran, ktoré nie s
upravené touto Zmluvou, ako aj pravny vzt'ah
zaloZeny touto Zmluvou sa riadi platnym pravom
Slovenskej republiky. Zmluvné strany sa v silade
s ustanovenim § 262 ods. 1 a 2 ObZ vyslovne
dohodli, 7e ich zavazkovy vztah upraveny touto
Zmluvou sa bude riadit ObZ. Pre pripadné shdne
spory sa bude uplatiiovat prislusnost slovenskych
sudov.

s vynaloZenim najnizéich moZnych the shortest possible period and with incurring 1

nossible costs.

162. Rights and obligations of the Parties that are not
regulated by this Agreement as well as the legal
relation established by this Agreement shall be
governed by the laws of the Slovak Republic. The
Parties, in accordance with the provision of Section
262 para. 1 and 2 of the CC, expressly agreed that
their contractual relationship regulated by this
Agreement should be governed by the CC. In case of

any legal disputes the jurisdiction of the Slovak courts

is applicable.

" 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. No waiver of any matter, provision or condition of
this Agreement, either based on actions 0r 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.

owest

V pripade, Ze by ktorékolvek Z ustanoveni tejto
Zmluvy bolo £i sa dodatoéne stalo neplatnym alebo
netginnym,  budd ostatné  j€j ustanovenia
posudzované ako oddelitené a plamost &i udinnost
tejto Zmluvy ako celku zostane zachovand. Pre tento
pripad sa ucéastnici Zmluvy zavazuji na zaklade
vzajomne]j dohody nahradit neplatné alebo neudinné
ustanovenia takym ustanovenim, ktoré bude
najlepsie zodpovedat Gcelu tejto Zmluvy a voli
zmluvnych stran pri jej uzavreti.
16.4. Ziadne zricknutie sa nejake] nalezitosti, ustanovenia
alebo podmienky tejto Zmluvy, &i uz konanim alebo
inak, v jednom alebo vo viacerych pripadoch, sa
nebude povazovat' za daldie alebo trvalé zrieknutie
sa nejakej takejto nélezitosti, ustanovenia alebo
podmienky alebo nejakej  inej naleZzitosti,
ustanovenia alebo podmienky tejto Zmluvy, alebo sa
takto vysvetlovat.
16.5. Tato Zmluvu je moZno menit a dopliiovaf’ len na
zaklade jej p{somneho dodatku, ktory bude za taky
oznadeny, prislusne odislovany, s datumom 2
podpisom vietkych smluvnych  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 shail 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 is entitled to unilaterally amend the Protocol,
even if the Protocol forms annex to this Agreement. If
amendment to the Protocol is issued, Novartis shall be
obliged to inform the Institution and the Investigator
of its existence and content. The Parties undertake o
proceed in accordance with such amendment to the
Protocol from the moment when the existence of such
amendment was reported to the relevant Party.

16.7. Incase, thatthere 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 sponsor undertake to submit 0 the
Institution and the Investigator draft amendment to
this Agreement which subject matter would be
relevant change 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 is necessary. The
Institution and the Investigator noting the purposes of
this Agreement, which is proper com nletion of the
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16.6. Novartis je opravneny zmenit  jednostranne
Protokol, aj ked bude prilohou tejto Zmluvy. Ak je
vydany dodatok Protokolu, je Novartis povinny
existenciu a obsah dodatku oznamit Indtiticii a
Skusajhicemu. Zmluvné strany Sa zavizujl
postupovat podla dodatku Protokolu od okamZziku
jeho oznamenia prislusnej strane.

16.7. V pripade, ak by doglo k takej zmene Protokolu,
ktora by mala za nasledok zmenu rozsahu sluzieb,
resp. vykonov vykonévanf/ch
In&tithciou/Skusajicim podla  tejto Zmluvy,
Novartis sa zavizuje predloZit’ Ingtiticii  a
Skigajicemu  navrh dodatku k tejto  Zmluve,
predmetom Kktorého bude prisludnd zmena
Protokolu. V pripade, Ze zmena Protokolu bude
smamenat zvysenie rozsahu Ginnosti, ktoré maji
vplyv na thradu podta Prilohy €. 2, tak spolu so
zmenou Protokolu je potrebna pisomna akceptacia
predloZeného dodatku tejto Zmluvy aj zo strany
Ingtiticie a Skusajiceho. Ingtitacia a Skusajici
bertic na vedomie ulel tejto Zmluvy, Ktorym je
riadne ukon&ené klinické skiganie (dosiahnuté ciele

klinického skusania, odovzdané vietk produk
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clinical tria] (achieved objectives of the clinical trial,
handed over a]j products, protocols, CRF records and
Novartis Material), are obliged to accept in writing an
amendment to the Agreement withoyt delay after the
agreement on the remuneration arrangements  ip
accordance with Annex No. 2 of this Agreement. In

Sume vycislenej Intitticiou v prisluine; faktire, a to
podla platného cennika Institiicie alebo vo vyske,
ktori za tieto vykony uhrddzaji  zdravotne
poistovne, resp. ak takéto vykony nie sii zo strany
zdravotnych poistovni uhradzané, v primerane;
v¥3ke s prihliadnutim na  povahu  vykony
a vynaloZené néklady; pre Sposob vyplaty uvedenej
odmeny sa pouZije obdobne Priloha ¢ 2 tejto

nadobiida platnese dfiom jej podpisania
vietkymi zmluvnymi Stranami 3 (ginnosy diiom
Nasledujiicim po dpj J&j zverejnenia v centralnom regjsgr
zmliv  na WWw.crz.gov.sk, nakolko ide O povinne
Zverejiiovand zmluyy v zmysle § 5a ods. Zékona o slobode
informécii. Novartig Zarovel udel'uje $voj sthlas go
zverejnenim  tejto Zmluvy podla predchédzajﬁcej vety.,

Indtiticia sa
zavdzuje vydat Novartisy Pisomné potvrdenie o zZvereneni
Zmluvy bez zbyto¢ného odkladu po jej zverejneni. Indtitticis
Je povinna zabezpetir nespristupnenie tych ustanoveni tejto
Zmluvy, ktoré obsahuji informaciu, ktora Sa podla platmych
pravnych predpisov nespristupfiuje,

9. This Agreement is €xecuted in four copies, one for the

Institution, ope for the Investigator ang two for
Novartis.

possible amendments, the Slovak version shall
prevail.

TOZporu medzj ustanovenjamj tejto
zmluvy a Protokolu, ktorg sa tykaji vedenia klinického
skiiSanja, maji ustanovenia Protokoly prednost’.

16.12.  Priloham] tejto Zmluvy sy-
Priloha ¢. 1: Popis klinického skiania

Priloha &, 2 Platby

Priloha ¢. 3. Poistny certifikst HDI

Priloha &. 4: Informacia pre dotknuti osoby

Priloha ¢. 5: Prislusné protikorupiné prévne predpis

16.12. Annexes of this Agreement are the following:
Annex No. |- Description of the clinical trig]
Annex No. 2: Payments

Annex No, 3: HDI insurance certificate

Annex No. 4: Information for the data subject
Annex No. 5:  Ap plicable Anti-Corruption Legislation
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16.13. Skugajuci zarovei prehlasuje, Ze vietky osobné
tidaje v rozsahu osobnych tdajov v zmysle tejto Zmluvy
poskytol dobrovolne ana gely plnenia tejto Zmluvy
a Zmluvy o poskytovani odbornych &innosti (ak bude
existovat) uvedenej v bode 8.2. tejto Zmluvy v stilade
s Nariadenim a Zakonom 0 ochrane osobnych udajov.
Skusajlici zirovefi prehlasuje, Ze sa oboznamil so
svojimi pravami ako dotknutej osoby V zmysle
Nariadenia. Toto obozndmenie tvori sucast prilohy &. 4
tejto Zmluvy.

16.14. Zmluvné strany vyhlasuju, Ze si Zmluvu pretitali, je]
obsahu porozumeli, Ze ju uzavreli slobodne a vaZne,
urtite a zrozumitelne, ana potvrdenie toho, 7e obsah
tejto Zmluvy zodpoveda ich skutoénej a slobodnej voli,
ju vlastnorucne podpisali.

16.13. The Investigator also declares that all the personal
data under this Agreement, was provided voluntarily
for the purposes of the fulfilment of this Agreement
and the Professional Service Contract (if any)
mentioned in para. 8.2. hereof in accordance with the

Regulation and Personal Data Protection Act. The

Investigator also declares that it is acknowledged by

its rights of a data subject in accordance with the

Regulation. This information is incorporated in the

Annex No. 4 hereto.

16.14. The Parties declare that they have read this
Agreement, understood its content and that they have
entered into the Agreement freely and seriously,
definitely and clearly, and in witness of the fact that
the content of this Agreement corresponds with their
true and free will, they attach their authentic

signatures.

72 Novartis/For Novartis: ...
Mgr. Hana Mrézova, na zaklade plnomocenstva/based on power of attorney N ovartis Sk)\'ﬂkia s.rlo.
Zizkova 228
811 02 Bratislava

7a Novartis/For Novartis....... Déatum/Dater ...
PharmDr. Katarina Nosjean, na zaklade pln"bmocenstvafbased on power of attorney

7a Ingtitaciw/For the Institution: ... DAM/DALE: ..o

Narodny tstav srdcovych a cievnych chorﬁb,as
Ing. Mongi Msolly, MBA, generalny riaditel/director

7a Ingtiticiw/For the Institution: ..... s DAUmM/DAE: oo

Nérodny tstav srdcovych a cievnyc.ﬁ.chér(”)l:g; as. :
Doc. MUDr. Juraj Mad'ari¢, PhD., MPH, Podpredseda predstavenstva / Vice-chairman of the Directorate

Za Skﬁéajﬁcehp/For TAVESHEALOT .......occerrecssssiesssssmmeesssss Datum/Date: ...
MUDr. Ivana So6%ova, PhD., FESC
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INCLISIRAN
Referenéné ¢is)o-
KJIX839

Kéd klinického skaZania:
CKIX839B12302
Nazov/Popis klinick

SkiiSajiici:
Sp oluskiisajici:
Centrum:

MUDr, Ivana

Ambulantné oddelenje
Pod krasnou hérkouy ]
833 48 Bratislava
Telefén:

Fax:
Mobil:

étatutémy zastupcea:

Ing. Mongi Msolly. MBA
Telefon: +

Cislo centra: 3008
Planovany poget Zaradenych
Monitor klinického sktisania:

Novartis Slovakia s.r.g.

Tel
Fax:

15.12.2021 - 09.08.2027
15.12.202]
30.11.2023/04.01 2024

09.08.2027

Zmiuva o klinickom skdsanf —
Novartis / Nérodny tstay srdc
Protokol E:,:CKJX83QB1 2302

MUDr. Jana Kovatkovs

Casovy rozvrh klinického ski¥ania;
Zatiatok zarad’ovania pacientoy:
Ukongenie zarad’ovania pacientov/random izdcie:

Ukonéenie klinického skiiSania najneskor:

Nézov sktiganého

produktu/lieky:

erdomizované, dvojito zaslepenéd multicentrické klinicks
skuSanie kontrolované Placebom pg zhodnotenie 1,

So650v4, PhD. FESC

Nérodny tstay srdcovych g cievnych chordb, as,

acientoy: 10

Zizkova 22B. g1 1 02 Bratislava

verzia 25.11.2021

ovych a cievnych choréb, a.s.

INCLISIRAN
Reference number:
KIX839
Clinical tria] code:
CKJIX839R 12302

PREVENT

08.07.2021

Ambulantng oddelenje
Pod krasnou hérkou 1
833 48 Bratislava
Phone:
Fax:
Mobile:

Telefén:
Centre number: 3008

Clinical tria] monitor:

Address:

Tel:
Fax:
Clinical tria] schedule:

15.12.2021

09.08.2027

-3008

Title/Description of the clinica] trial:
A randomized, doyple blind, placepo
multicenter trial, assessing the impa
major adverse cardigy
established cardiovascylay disease (

ascular events

Date of fina] version of the Protocol:

MUDr, Ivana So
The Co Investigator- MUDr. Jana Ko

Nérodny tistay srdcovy

Statutory representative:

Ing. Mongi Msolly. MBA
Planned number of enrolled
Nad’a Liptaj Kastikovs

Novartis Slovakia s.r.g.
Zizkova 22R. 811 02 Bratislaya

15.12.2021 — 09.08.2027
Commencement of patient enrolment:

End of patient enro]ment/randomization:
30.11.2023/04.01 2024
End of the clinical trial at the latest on:

Name of the investio

gational product/medicine:

-controlled,
ct of inclisiran on

in participants wig,
VICTORION.2

050v4, PhD. FESC

ch a cievnych chordb, a.s,
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7 NOVGEHSIFOE NOVATHS. . s LSS o i —
Megr. Hana Mrdzova, na zaklade plnomocenstva/based on power of attorney Novartis Sjovakia s{r.0.

Zizkova 22B
811 02 Bratislava
-08-

7a Novartis/For Novartisi ... Datum/Date:
PharmDr. Katarina Nosjean, na zaklade plnoﬁlocenstvafbased on power of attorney

7Za Ingtiticiu/For the Institution: ... Datum/Date:

Narodny Ustav srdcovych a cievnych chordb, as
Ing. Mongi Msolly, MBA, generdlny riaditel/director

7a Indtitaciu/For the Institution: Datum/Date:

Narodny tstav srdcovych a cievnych chorﬁp,/z.l-.-é'.ﬂ
Doc. MUDr. Juraj Madari¢, PhD., MPH, /Podpredseda predstavenstva / Vice-chairman of the Directorate

Za Skugajiceho/For Investigator : Détum/Date:

MUDr. Ivana Soo3ova, PhD., FESC
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5a vyplati nasle

Platbaf) 3

eur (slovom:

Platba a) 159 eur —

Uhrada pre Instity
podstipia optimalizaéni f4y

Platba b) 27 eur — po
SOP2TC

dovne:

Platba c) 102 eur— Po kazqg
M39, M51, Me63

Platba d) 81 eur — Po kazg
M45, M57, M69

14

Uhrada pre Institiciu najviac: 1 488 eur
(slovom: jedentisic§tyristoose
kompleme 4 vyhodnotitelne Spracovaného  Ukastika
v klinickom skugani

mdes

Po navsteve &, SCR

Platba b) 96 eur— pg naviteve ¢ D1 (Baseline)

Platbae) 105 eur Po naviteve &, Eog

0 eur— Po naviteve . FU T

1 sedemdesiatosem eur). Spolu najviac 2
UnschV /1 Utastnik.

Uhrada pre Institiciy:

Platba a) 150 eur — Po ka3,

V platbe z3 navstevu SOPSCR st
Vysetrenie kryn

hodnoty 2 3jvo
a vediiceho laboratéria,

Zmluva o klinickom skUsanj -

Novartis / N&
Protokol &.:c

rodny Ustav srdg
KJX839812302

ciu navyse zg

kazdej naviteve

5 Uéastnikov,
u statinovy:

1020 eur - Celkovo

Uhrada pre Institiciu najviac: 204 eur
(slovom: dvestostyri eur)
Spracovaného Utastnika
sa vyplati nasledoyne:

za  kazdého vyhodnotiteIne
V Klinickom skigan{

dej naviteve ¢. sOp SCR

verzia 25.11.2029
ovych a cievnych chordb, a s,

880 eur - Celkovo

iatosem eur) za kardého

€] naviteve & M9, M2], M33,

ktori

€. SOPITC,

zahrnuté niklady ng
ych vzoriek (dal

certifikaty, referen¢ng
topis  Odbornych garantoy

ej naviteve ¢, M3, M13, M27,

-3008

Payment for the Institution:

Payment for the Instituti

Il payments shal] be
Payments

(in words: one thousand four hundre
for each completely and in 3 manner

processed Particj

shall be paid as follows:

Paymenta) EUR 159 — Following visit No. SCR

Payment b)

Payment ¢)

Payment d)

Payment e)

Payment f)

Additiona] p
who will atte

Payment for the Institution: 1020 EUR - I total

Paymenta) EUR 150 _
SOP SCR

In payment for visjt SOPSCR are inc

ayment for the Jp

EUR 96 - Following visit No. D1 (Baseline)

EUR 102 — Following each of the visit No. M3,
M15, M27, M39, M51, M63

EUR 8] - Following e

M21, M33, M4s, M57, M69
EUR 105 -F ollowing visit No. EoS

EUR 30_-F ollowing visit No. FU TC

Payment b) EUR 27 - FoHowing

SOPITC, SOP2TC

Samples examinationg
local Iaboratory‘ The
before the start of the
Novartis laboratory

values and curriculum

made as follows:

for visits documented in the medical
documentation of the Part;
in accordance with the Prg
starting with the fi

EUR 14 880 ~In toia]

on maximum of: EUR 1 488

pant in the clinical triz]

stitution for 5 Participants
nd Statin optimization phase:

Following cach of the visits No.

luded expenses for blood

d and eighty eight Euro)
allowing for evaluation,

ach of the visijts No. M9,

each of the visits No.

(further Examination) in
Institution g required
Examination provide to
certificates, reference
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Novartis poskytne lnét_itl'lcii nahradu nakladov vo vyske 60 Novartis provides Institution with the additional payment of
eur. (slf)vom: testdesiat eur) za administrativne ikony | EUR 60 (in words: sixty Euro) for the administrative tasks
spojené so spracovanim a zahlasenim endpointu v associated with processing and reporting the endpoint in

lglinickom skasani / 1 Ugastnik. a clinical trial / 1 Participant.

Uhrada pre Ingtiticiu za vietky administrativne dkony je | Payment for the Institution for all administrative tasks is
najviac 600 eur (slovom: gest'sto Euro) za 10 Ukastnikov. maximum EUR 600 (in word: six hundred Euro) for 10
_ Participant.

Uhrada pre InStiticiu navyse za 10 Ukastnikov, ktori | Additional payment for the Institution for 10 participants
budi zaradeni do genetickej podstidie: who will be included into the Genetic substudy:

Uhrada pre Ingtitaciu: 120 eur - Celkovo Payment for the Institution: EUR 120 - In total

Uhrada pre Indtitaciu najviac: 12 eur Payment for the Institution maximum of: EUR 12
(slovom: dvapésf eur) za kazdého vyhodnotitelne (in words: twelve Euro) for each Participant in the clinical
spracovaného Ukastnika v klinickom skiSani trial processed in a manner allowing for evaluation

sa vyplati nasledovne: shall be paid as follows:

Platbaa) 12 eur-Po kazdej naviteve &. D1 paymenta) EUR 12 - After the visits No. D1

Uhrada pre Instituciu navyse za 10 Utastnikov, ktori
budi zaradeni do biomarkerovej podstadie:

Additional payment for the Institution for 10 participants
who will be included into the Biomarker substudy:

Uhrada pre Institdciu: 198 eur - Celkovo pPayment for the Institution: EUR 198 - In total
Uhrada pre Injtitdciu najviac: 19,80 eur

(slovom: devitnast eur osen}desia’{ centov) za kazdeho
vyhodnotitelne spracovaného Ugastnika v klinickom skusani
sa vyplati nasledovne:

Payment for the Institution maximum of: EUR 19,80

(in words: nineteen Euro eighty cents) for each Participant in
the clinical trial processed in a manner allowing for
ovaluation shall be paid as follows:

Platbaa) 6,60 eur - Po kazdej naviteve &. D1, M3, M15 Payment a) EUR 6,60 - After the visits No. D1, M3, M15

Platby podla tejto Prilohy zahtfia vietky lekarske vysetrenia
jednotlivého Ukastnika podfa Protokolu. Vietky pripadné
neplanované navstevy v ramci celého Klinického skagania s
uz zahrnuté v platbach v zmysle tejto Prilohy, aza takéto
{ikony nebudi poskytnute siadne d’al§ie platby.

Payments under this Annex shall include all medical
examination for each individual Participant under the
Protocol. Any potential unplanned visits during all Clinical
Trial are already included in the payments under this Annex,
and no additional payment shall be provided for such action.

Uhrada pre Institdciu navySe za 10 Uiastnikov, ktori
nesplnia kritéria pre randomiziaciu — tzv. screening
failures:

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

Uhrada pre Intitaciu: 3 630,- eur - Celkovo Payment for the Institution: EUR 3 630 - In total

Payment for the Institution maximum of: EUR 363 (in
words: three hundred and sixty three Euros) for each
Participant in the clinical trial processed in a manner allowing
for evaluation

Unrada pre InStitaciu najviac: 363,- eur (slovom
tristodestdesiatiri  eur) Za kazdého vyhodnotitelne
spracovaného Ugastnika v klinickom skisani

sa vyplati nasledovne:
shall be paid as follows:
Paymenta) EUR 150 For each Participant not meeting the
criteria for continuing the clinical trial during
visit No. SOP SCR
Payment b) EUR 27 - For each Participant not meeting the
criteria for continuing the clinical trial during
visit No. SOP1TC, SOP2TC
Paymentb) EUR 159 For each Participant not meeting the
criteria for continuing the clinical trial during
visit No. SCR (screening failure)

Platba a) 150,- eur — Za kazdého Utastnika, ktory nesplni
kritéria pre pokraovanie v klinickom skusani
pri naviteve €. SOP SCR

Platbab) 27 eur — Za kazdého Ukastnika, kiory nesplni
kritéria pre pokralovanie v klinickom skiifani
pri navsteve C. SOP1TC, SOP2TC

Platbac)  159,- eur—Zakazdého Ugtastnika, ktory nesplni

kritérid pre pokragovanie Vv Klinickom skiSani

pri navsteve & SCR (screening failure)
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viac ako plénovanych 10
skiSania a 19 subjektov
ia, ktor{ nesplnia kritéria Pre randomiziciy platia
i v d’al3i subjekt skuiSania.

meet the random;j
for each additional trial subject.
If the Participant is determined to be unfit for the clinical tria]
or if the Protoco] js breached during his/her participation,
Novartis shall pot be obliged to make payment for such

Uhradu za takéhoto Ugastnika a3 na
50% z pévodnej sumy podra tejto prilohy.

V' pripade, 7e Utastnik dobrovolne odstipi alebo je zo
klinického skii$ania Vyradeny (a) Novartisom alebo (b)
Skiisajticim pre akukol'vek pri€inu int ako nesplnenie
poZiadaviek Sposobilosti pre klinické skiaganie alebo
porusenie Protokolu, Novartis zaplati Proporcionalnu gasy
thrady za Ugastnila aZ do dia vyradenia splatnii po prijat{
vietkych formuldroy s nélezmi a inegj poZadovanej
dokumentscie.

Prevysujiice opravnené thrady
podla vyssie uvedenych podmienok, Intiticia musi vratit
Novartisy Prevysujicu sumu nad opravnené thrady.

payments to Novartis.
Novartis undertakes 1o

Novartis sa Zavizuje uhradir Indtiticii jednorazovy Startovaci
boplatok stivisiaci g procesom klinického skiania v sume
1 500,- Eur s Dpy (slovom: Jedentisicparsto eur) (dalej len
Startovaci Poplatol) uhradeny pri prvej platbe.

Pri  realizcij klinického skiSania  Novartis poskytuje
Utastnikom za vykonané navstevy vramei Klinického
skii¥ania Prispevok na nahrady cestovnych nakladoy
a pripadne ¢asy straveného v Ingtirici; spdsobom a v rozsahy
schvalenom regulacnymij a kontrolnymi organmi
a Protokolom,

Indtiticia sa Zavazuje poskytnir administrativny ¢innost’
stvisiacu s vyplatenim a Spracovanim cestovnych vydaykoy
apripadne Casu stravenghe v Institieii pre Ugastnikoy

authorities and the Protocol,
The Institution undertakes tq arry out administrative
activities associated with the Payment and processing of

Protocol-specified visj ini ial, as a lump sum of
EUR 40 /1 visit (for each ongite visit from SOPp SCR visit
including Unscheduled Site Visits related to clinical trial) / 1
Participant for each of such vis. The Institution shall pay
on behalf of Novartis the respective Sums to each included
Participant for each Visit completed pu

Novartis s Zavazuje  poskytnae Institdcii  finangns
prostriedky potrebné pre riadne vypldcanie cestovnych
nahrad a pripadne &Zasy straveného v Institicii Ugastnikom
ato tak, e Novartjs vyplati Ingtiticii uvedenti &iastky 7z
kazdu Utastnikom riadne absolvovan navstevy predpisani
Protokolom, T4t Ciastka bude Vyplatend na adet Indtitge;
zaklade Ziadosti spdsobom i y
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vyplacan
found.. Zmluvy a tejto prilohy.

Utastnikom zaradenym do klinického sk
Ugastnikom.
cestovnych nékladov apripadne Casu sird

Ugastnikom, ato najmd nahliadnutim

straveného v Intitacii (J¢astnikom a jedn
Utastnikov.

ustanoveni.

.

Prilohy &. 2.

Skugajiceho.

V savislosti s klinickym skadanim sa

skuania, a zafastnené osoby sa pripravuj

Vzhladom k tomu, Ze Investigatorské m
Klinického skiania, Sku¥ajuci  (resp-
skagobného timu) sa bude za&astiiovat
mitingov podla pokynoy Novartisu.
V pripade 0&asti na Investigatorskom m

(autobusom, vlakom) — z miesta

cestovného listka — zdokladovat

Zmluva o klinickom skigani — verzia 25.11

ie platby podl'a bodu Error! Reference source not

Indtiticia zaznamenava vyplatenie prispevku na nahradu
cestovnych nakladov a pripadne casu straveného v Indtiticii

o vyplateni prispevku na pahradu cestovnych ndkladov
a pripadne  Casu straveného v Indtitacii  podpisanom

Initithcia umoZni Novartisu kontrolu plnenia povinnosti
Inititicie zabezpedovat vyplacanie prispevku na nahradu

vyplatenych platieb na cestovné naklady a pripadne casu

V pripade, Ze sa preukéZe, Ze nedoslo k vyplateniu tohto
prispevku Ingtitacion Ugastnikom, napriek tomu, Z& Novartis
Inétitaeii danu platbu poskytol, [nititacia je povinnd vratit
Novartisu neopravnene poskytnutd giastleu, ktord nebola
pouzitd na vyplacanie cestovnych néhrad a pripadne casu
straveného v In3titacii U¢astnikom podla vy3sie uvedenych

Cinnost Inititicie podla vy$sie uvedenych ustanoveni je
zahrnutd v &innosti vykondvania klinického ~ skiisania
a (hrada za tito Einnost je zahrnutéa v Ghrade podla ¢lanku 8
Zmluvy a za ti ktora spracovant vykonant névstevu podla

Pokial v sulade sbodom Error! Reference source not
found.. Zmluvy bude vykonom administrativnych ¢innosti
spojenych s vyplatou prispevku na nahradu cestovnych
nakladov a pripadne ¢asu straveného v In3titicii Utastnikov
povereny Skusajuc, Skagajici je povinny dodrziavat
povinnosti Ingtithcie ustanovené v tomto bode; v takom
pripade Ingtiticia zodpovedda za plnenie povinnosti

Klinického skiigania ako aj potas jeho realizacie uskutodiiuju
Investigatorské mitingy, na ktorych sa oboznamuji ddleziie
farmakologické, toxikologické a klinické informécie, ktoré s
potrebné pre spravne naplanovanie a vykonanie klinického

Kklinickom skisani, dblezitych priebeznych okolnostiach
a informaciach a postupoch v danom klinickom skuSani.

ftingu realizovanom
na zaklade pokynov alen S0 sihlasom Novartisu, Novartis
preplati naklady stvisiace s ucastou Skusajaceho (resp.
dohednutého ¢lena skagobného timu) v rozsahu podla vopred
dohodnutych podmienok (vratane emailovou komunikaciou).
Pravidla niektorych vydavkov s uréené nasledovne:

a) cesta hromadnym  dopravnym prostriedkom

Investigatorského mitingu 2 spat — preplacanie

{#ania v Potvrdeni

veného v Indtiticii
do vytdtovanie

otlivych Potvrdeni

pred zaliatkom

4 a gkolia o danom
ftingy st sicastou
dohodnuty €len
Investigatorskych

bydliska do micsta

cestovny listok,

2021

Novartis / Narodny ustav srdcovych a cievnych chordb, a.s. -3008

Protokol & -CKJIX839B12302

under conditions as set out for the payments according to
para. Error! Reference source not found.. of the Agreement

and this Annex.

The Institution shall record payments of contributions for

reimbursement of travel

time spent in the Institution to Particpants included in the
clinical trial in a certificate of payment of contribution for
reimbursement of travel costs and, where appropriate, the
time spent in the Institution 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 and, where appropriate, the
time spent in the [nstitution to Participants, in particular by

viewing the settlements of

travel costs and, where appropriate, the time spent in the
Institution 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 Novart

which was not used for payment of travel reimbursements
and, where appropriate, the time spent in the Institution to
Participants pursuant to the above mentioned provisions.

The activity of the Institution pursuant to the provisions above

is included in the clinical
this activity is included in

of the Agreement for the particular processed visit which has
been completed in accordance with Annex No. 2.

[n case the Investigator is, in accordance with para Error!
Reference source not found.. of this Agreement, responsible
for administrative activites rclated to payment of the
reimbursement of travel expenses and, where appropriate, the

time spent in the Inst

Investigator 1s obliged to comply with obligations of the
Institution set forth in this paragraph; the Institution is

responsible for fulfilment
such case.

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, toxicol

needed for correct planning and conduct of the clinical frial,
and participants are preparing for and get trained with regard
to the particular clinical ftrial, 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
as instructed b Novartis.

as agreed in advance (i

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 — srovide proof of the travel ticket,

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)

costs and, where appropriate, the

payments provided for coverage of

is any wrongfully provided amount

trial conduct and the payment for
the payment pursuant to Article 8

itution to the Participants, the

of the Investigator's obligations in

ogical and clinical information

attend such Investigator Meetings

ncluding e-mail communication).
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0sobného vozidla,
kiiometrov,

VynaloZené

Vyhradzuje pravo odmietnut

Bankové spojenie/Bank:

Novartis / Narodny ustay srd
Protokol E:.:CKJX83981‘2302

- zdokladovat Potvrdenie o tihrade.

3] preukdzateln
Novartis Vyplati Specifikovang g

ak uz Novartis poskytol platby na prefinancovanie, Institicia

Cislo uctu/Account number:

Zmluva o Klinickom skiganj — Verzia 25.11.2021

b) cesta vlastnym dopravaym prostriedkom (osobnym
autom)  — 7 miesta bydliska do miesta
Investigdtorského mitingu a spae - preplacanie

€ mimo lzemie Slovenske;j

republike) — zdokladovar technicky  preukaz

podpisané prehlasenie 0 poéte

¢) cesta taxikom — preplacanie nikladoy ng taxik
vV ramei mesta (mesto Investigatorského mitingu) —
Z miesta letiska, vlakovej alebo autobusovej stanjce

nvestigatorského mitingu a spae

(resp. dohodnutym ¢lenom
e uhradené.

v najneskér do 14 dni od ukongenia Investigatorského
mitingu, V dohodnutych Pripadoch mdze Novartis poskytnit’

le 50 spravne podloZens

prisludnymi dokladmi, Tesp. neboli vynalozene alebo sy
Vrozpore s internymi predpismj Novartisu, Novartis i

ich prefinancovanie a v pripade,

Platba v prospech iéty/ Pavment to the account:
Narodny tistay srdcovych a cievnych choréb, as.

covych a cievnych choréb, a.s. 3003

by own vehicle (personal ¢
o the venue of th
Meeting and bac

If it is proved that spe
Costs are not appropriately

led, agreed angd provab]

provable or valid documents, to Novartis.

ar) — from the
e Investigator
reimbursement of fue]

yments for such costs.
Y incurred
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7.a Novartis/For Novartis: - Datum/Date:

Mgr. Hana Mréazova, na zaklade p]nomocenstvafbased on power of attorney

Movartis Slovakia s.1.0.
Zizkova 22B
811 02 Bratislava

3-

7Z.a Novartis/For Novartis:. ... Datum/Date:

PharmDr. Katarina Nosjean, na zékjade plnompcenstvafbased on power of attorney

Za Intithcin/For the Institution: Datum/Date:
Narodny ustav srdcovych a cievnych chordb, a.s.
Ing. Mongi Msolly, MBA, generalny riaditel/director

7 Ingtitaciu/For the Institution: ... DAtum/Date: ...

Narodny Gstav srdcovych a cievnych chgr‘c’)b, a.s.
Doc. MUDr. Juraj Madaric, PhD.. MPH, Podpredseda predstavenstva/ Vice-chairman of the Directorate

7a Skusajuceho/For Investigator Datum/Date: ...

MUDr. Ivana So63ova, PhD., FESC
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Annex No. 4
Information for the data subject
In accordance with the art. 13 of GDPR Regulation

V zmys]

Prevadzkovatep: Novartis Pharnza AG, 5o sidlom
Lichtstrasse 35, Bazilej 4056, Svajéiarsko (dalej len
,,Prevédzkuvatel’“)

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

Zastupca Prevédz}mvatel’a: Novartis Slovakia,
S.r.o., so sidlom ZiZkova 22B, 811 02 Bratis]ava, Slovenska
republika, ICO: 36 723 304 (dalej len »Lastupca*)

Dotknut4 osohg

Titul, meno Priezvisko: MUD,. Ivana Soé§0vé, PhD.,
FESC

Pozicia; Hlavny sktigajici

(dalej len »Dotknuts 0s0ha*)

Data subject
Title, first name, last name: Mup;. Ivana So6sovs, PhD,,

Position: Principal Investigator
(hereinafter referred to ag “Data sub ject”)

~controlled, multicepter
trial, assessing the impact of inclisiran op major adverse

cardiovascylar events in participants jy, establishred
cardiovascular diseqse (VICTORION.2 PRE VENT)

(VICTORION.? prr VENT)

Této informacia je Vam poskytnutd pa zabezpeéenie
tfransparentnost; Vv slvislosti  go zbieranim, PouZitim
a spristupfiovanim Vasich osobnych Udajov
Prevédzkovate[‘om pre tgely V stivislosti § vykondvanim
klinického skiSania, ktore g, uskuto&ivje na VaSom
pracovisku,

priezvjsko, kontaktng
informécie, pracovné skﬂsenosti, odborna kvaliﬁkzicia,
publikacie, sthrny, dosiahnuté vzdelanie, informécie
0 vykone povolania budi spracgy

a)  conduct of the clinica] trial, processing and evaluation

vykondvanie Klinického skiisania, Spraciivanie of the results of

a vyhodnocovanje vysledkoy klinického skuifania;
b)  kontrolu » overenie vedeckej integrity klinického
skiiSania Statnymj a riadiacimj inﬁtin’zciami,

PrevadzkovatePor alebo Zastupcom, CRO (ak person and thejr Tepresentatives:
istuj itoruj cami; ¢)  registration of the results of the clinjcal trial, including
registration of the investigationa] Product in varigys
countries;

d) archiving for the period prescribed by legal regulations;
e) meeting  legal requirements o requirements of

aostamych  zamestnancoy na pouZitie future clinical trials;
v budticich klinickych skusaniach; f)  transfer of such data to Countries outside the Slovak

Republic, evaluation of activities  of sjtes and
investigators during the clinical trial,
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f) prenosu tychto udajov * do krajin mimo uzemia
Slovenskej — republiky, vyhodnocovania &innosti
pracovisk a skiigajtcich pri klinickom skigani,

g) planovat a/alebo vykonavat dalsie aktivity stvisiace
s klinickymi skiganiami  a pripadne V4s omnich
informovat,

h) zdielat informacie s inymi subjektmi  ohl'adom
planovania a vykondvaniu klinickych skiSani.

g) to plan and/or- conduct further activities related to
clinical trials and optionally inform you thereof,

h) toshare information with other subjects in order to plan
and conduct clinical trials.

Your personal data shall be processed on the basis of
Controller’s legitimate interest, which is the Controller’s
interest on the proper conduct the clinical trial of which the
Controller is/or will be a sponsor. Your personal data shall
also be processed on the basis of the Controller’s compliance
with legal duties which are prescribed in the relevant
legislation on clinical trials.

Vage osobné udaje budu spractivané na zé4klade opravneného
zaujmu Prevadzkovatela, ktorym je zéujem Prevadzkovatela
na riadnom priebehu klinickych skusani, ktorych je/bude
zadavatefom alebo na ktorych bude spolupracovat. Vase
osobné tdaje budu takisto spractivané na plnenie zakonnych
povinnosti prevadzkovatela, ~ ktoré — mu vyplyvaju
z osobitnych pravnych predpisov tykajucich sa klinickych
skusani.

If you have entered or shall enter into a professional service
contract/contract for the provision of support activities or
other similar contract in connection to this Clinical trial, you
acknowledge that the Sponsor and the Representative process
or shall process your personal data also for the purpose of the
performance of such contract, whereas such processing is
necessary for the performance of such contract.

V pripade, ak ste uzavreli/uzavriete so Zastupcom zmluvu 0
poskytovani odbornf/ch/poclpom)"ch innosti alebo ind
obdobni zmluvu v siivislosti s tymto Klinickym skaganim,
beriete na vedomie z€ 7adavatel a Zastupca spractivaji/budd
spractivat Vage osobné tdaje aj za utelom plnenia tejto
zmluvy, pricom takéto spracivanie je pre plnenie takejto
zmluvy nevyhnutné

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

personal data.

Vage osobné udaje moézu byt poskytnuté aj dalim
subjektom, medzi ktoré patria spolotnosti patriace do
nadnarodnej skupiny Novartis, organizécie na klinicky
vyskum spolupracujuce so skupinou Novartis, nasi partneri
alebo dodavatelia, nasi poskytovatelia IT systémov,
akykolvek subjekt, ktory by v budticnosti nadobudol pravo
sivisiace s klinickym skuganim  od Prevadzkovatela,
prislusnd eticka komjsia anarodné alebo medzinarodné
prisluéné trady. VSetky tieto osoby su viak povinné
zachovavat dovernost 2 bezpetnost Vagich osobnych
udajov.

Your personal data may be transferred to Switzerland (which,
according to the Decision of the Committee No..
200/5189/ES provides adequate protection of personal data),
to the member states of European Economic Area or to the
third countries, e.g. USA, which may not quarantee such level
of protection of personal data as is quaranteed by the
Regulation. The Controller shall make sure 0 protect the
confidentiality and security of your personal data on the same
level as of the Regulation.

Vage Osobné udaje moZu byt prenesené do Svajtiarska (ktoré
zabezpeduje v zmysle rozhodnutia Komisie &. 200/518/ES
primerand ochranu osobnych Gdajov), do krajin FEurépskeho
hospodarskeho priestoru, alebo do tretich krajin, ako su napr.
Spojené Staty americké, ktoré nemusia zaruovat tak tirovedl
ochrany Osobnych Gdajov, aké je poskytované v zmysle
Nariadenia GDPR. prevadzkovatel viak zabezpetuje, aby
bola zachovana dévernost a bezpetnost Vagich osobnych

udajov na rovnakej trovni ako garantuje Nariadenie GDPR.

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

V rameci poskytovania tidajov v ramei skupiny Novartis
Prevadzkovatel  prijal 7avizné podnikové pravidld, tJ.
systém principoy, pravidiel a nastrojov, poskytovan';fch
v rameci préava Europskej unie, aby bol zabezpedeny
dostatoény level zabezpedenia prenosu osobnych tdajov
mimo Eurdpsky hospodarsky priestor & Syajéiarsko. O tychto
pravidlach  sa mézete viacej docitat na stranke:
www.novartis.com,’pri\facya]mm.

Personal data shall be processed by the Controller during the
term of this Contract, unless specific legislation does not
provide a longer term. Please note that the Controller 1s
required 10 retain clinical trial documentation for a minimum
of 25 years.

Osobné tdaje budi Prevadzkovatelf'om spracivané po dobu
trvania tejto Zmluvy, ak osobitné pravne predpisy neurduji
dlhdiu lehot berte na vedomie, ye Zadavatel je

u. Prosim
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0sobné udaje,
udajom vratane uréenia tiéeloy Spracuvania, kategéri

alebo budy 0sobné
dobu uchovévania o

0sobné tidaj
alebo Spractvali, ak

- Pravo na obmedze
ak ste napadjj Spré
obdobia umoZiiuj

4 namietate protj

te boli riadne poudeny a infonnovany:

a prav

Udajov, ide

Vymazanie

., alebo gk

prévi

otvrdenie o tom, ¢ sa Spraciivajn Vage

na vyhotovenie takéhoto botvrdenia. Mate

€ potrebné pre Ucely, na ktoré sa ziskavalj

nie spractivania osobnych ldajov,
VoSt 0sobnych idajov, a to polas
liceho overjp Spravnost osobnych
adajov, Spraciivanje 0sobnych udajov je protizikonné
Vymazaniu osobnych

sktiSania

ysle Nariadenia nasledujice

o ziskat pristup k takymto

ntifikaciy 0s8b, ktorym bolj

Udaje poskytnuté, predpokladany
sobnych Udajov, existencie prava
lidajov alebo ich Vymazanie alebg

existencie

automatizovanghg rozhodovania vratane profilovanis

Osobng Udaje budg

Ze byt

Poplatok Zodpovedajici
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purposes of the processing,
the categories of bersonal  data concerned,
identification of the persons to whom the personal data
have been or wi be disclosed, the envisaged period
for which the bersonal data wi]] pe Stored, the
existence of the right to Tequest rectification or erasure
of personal data or restriction of processing of

luding profiling. Persona data shal] pe
provided in 4 Mmachine-readab]e format,
confirmation  shy] be provided free of charge,
however, for each additiona] COpy requested, a
Teasonable fee can pe charged taking into account the
administratiye costs  of providing  of such
confirmation. Yoy have alsg right to transmit those

to have Incomplete pers
of providing a supp]ememary Statement,

the right to €rasure of persong] data if such data are no
longer necessary in relation to the purposes for which
they were collected or otherwise brocessed, the
been unlawfully Processed, the
Personal data haye 0 be erased under specific
legislation. The Personal data do not haye to be erased
if its existence 1s necessary to for exercising the right
of freedom of €Xpression and information, for

Compliance with 5 legal obligation under Specific
legislation, for perfo

Statistica] Purposes, and for establishment, EXercise or
defense of legal claims,

the right to restriction of Processing of persgnaj data,
ifthe accuracy of the Personal data s contested by you,
for a period enabling youy to verify the accuracy of the
Personal data, the Processing in unlawfu] and you
Oppose the erasure of the persona] data and requests
the restriction oftheir use instead, the personal data are
no longer needed for the Purposes of the processing,
but they are required by you for the esrablishment,
eXercise or defense of legal claims,

the right to lodge a complaint against the processing of
the personal data with g Supervisory authority, which
in_Slovak republic is the Office for personal daty
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protection, with its seat at Hranicna 12, 820 07

Bratislava.

- pravo podaf sfaznost proti spractvaniu osobmych
adajov dozorneému organu, ktorym je v Slovenskej
republike Urad na ochranu osobnych adajov
Slovenskej republiky, so sidlom Hrani¢na 12, 820 07
Bratislava.

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

Reriete na vedomie, Ze mate moZnost kedykofvek
kontaktovat Oddelenie ochrany osobnych udajov na adrese
_privacv.slovakia@ﬂovar[is.com v pripade, Ze budete mat
akeékolvek otazky tykajice sa sbierania, spracovania alebo
_ouZitia osobnych udajov ako ‘e uvedené vydiie.

Svojim podpisom potvrdzujem prevzatie tejto Informécie pre dotknuti osobu. / T hereby confirm by my signature that 1 have
receipt this Information for the data subject.

Podpis Dotknutej osoby / Signature of the data subject
MUDr. Ivana $oo%ova, PhD., FESC
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Appendix No. 5—App licable Anti-Corry ption Legislation
The Institution (the Center), the Principal Investigator, the
investigational staff and any other person contributing to the
Clinical Tria] (the Trial Parties) shal] at all times in the conduct
of the Clinica] Tria| comply with the Criminal Code, Act No.:
54/2019 Coll. on the protection of the whistle-blowers and on
the amending and Supplementing certain acts, and any other
applicable anti-bribery and anti-corruption legislation, which in
the United Kingdom is the Bribery Act 2010 and in the United
States of America the Foreign Corrupt Practices Act 1977
(together the Applicable Anti-Corruptiop Legislation).

0ZnamovatePoy protispo]oéenskej ¢innosti
a0zmene a doplnenj niektorych zakonov, a vietlymi
ostatnymi Zaviznymi predpismi 0 boji proti Uplatkdrstvy
a korupcii, ktorymi gy v Spojenom krélovstye Zékon
o Uplatkarstye zroku 2010 Ly Spojenych Statoch
americkych Zakon o zahraniénych korupén}'fch praktikach
zroku 1977 (spolu dalej ako »Prislugng protikorupéné

following Is intended as 3 Ssummary of the key prin ciples which
the Trial Parties are obliged to follow.
(A) 1 i

(B) The Trial Partieg must not make, give, or offer any
bayment, gift or other benefit or advantage to any
Dberson for the purposes of:

i) securing any Improper advantage; or

(ii) ind ipi

benefit & Vyhodu za licelom:
(1) zabezpetenia akejkolvek neopravnenej

vyhody; alebo
(if) nabadania prijemcu ale

ies or responsibilities (or for the purposes
of rewarding such conduct)

This restriction applies at all times and in all contextg.
For the avoidance of any doubt, jt applies both 1o
dealings with "public officials" and to dealings with
employees and agents of commercia] enterprises.

S8 uvddza, e ga aplikuje na rokovanie g
»vereinymij Cinitelmi*, ako aj na rokovanie S0
Zamestnancamj a zéstupcami stikromnych
spoloénosti.

© Rokovaniam g Vereinymi &initelPm; 5a viak musj
venovat' osobitng POzorost’ Skusajice Strany
nesmi poskytovar, davat

(©) Nevertheless, particular care must be exercjsed with
dealings with

verejného  giniterq (alebo
podnecovania takéhoto €initela aby wvyuzi] 5v0j
vblyv na ing 0s0bu, subjekt alebg Stdtny organ
alebo aby ovplyvni] akékolvek konanie alebo
rozhodovanje takejto ingj 0soby, subjekty alebo
Stitneho organuy).

(D) Pojem »Vereiny &injtel zahifia kazdy osoby

konajticy viene ktoréhg i

(D) The term "Public Official" includes any Person acting
on behalf of any government department, agency or
instrumentality Or any  state-owned or controlled
enterprise. By way of example, this includes health
care professionals employed by a state. or local
municipality-rup hospital Or  clinic, ang
Tepresentatives of public intemnationa] organizations.

pracovnikoy ‘amestnanych v starom alebo

samospravoy vlastnenej lemocnici alebo klinjke

a Zastupcoy verejnych medzin&rodnych
organizicii,

(E) Skusajiice Strany nesm poskytovat, d4var alebo

pontikat’ akékoPyek plath alebo iné benef;

(E) The Trial Parties must ot make, give or offer any
Rayment, gift or other benefit or advantace to an

—_
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(F)

(€

alebo vyhody Ziadnej osobe, ak vedia, alebo sa
domnievaj, ze vietky alebo ¢ast tychto pedazi,
daru, benefitu alebo vyhody budd pouZité, ¢i uz
priamo alebo nepriamo, na ucely porusenia bodov

(B) alebo (C) uvedenych vyssie.

Inititcia bude viest a udrziaval zapisy, zaznamy

a Géty, ktoré budt v primeranej miere presne

a spravodlivo odrazat transakcie a dispozicie

s majetkom Institicie;

Indtithcia navrhne abude udrziaval systém

ynitomych ugtovnych kontrol, ktoré budd

poskytovat primerané zaruky, Ze —

() transakcie sa vykondvajl v sulade so
vieobecnym alebo konkrétnym
povolenim vedenia;

(ii) transakcie  sd zaznamendavané podia

potreby

(1) aby bolo mo¥né  zostavit
hitovnu zévierku v sulade so
vieobecne uznavanymi
a&tovnymi zhsadami  alebo
akymikol'vek inymi kritériami,
ktoré sa na tiefo vykazy
vztahujl, a

(1 pa dodr#iavanie Gétovania

aktiv;

(i) pristup k aktivam je povoleny iba v stilade
so  vieobecnym alebo  osobitnym
povolenim vedenia; a

@iv) saznamenané  ugtovanie aktiv  bude
porovnavané S existujucimi aktivami
v primeranych intervaloch a podniknli sa
prislusné kroky s ohTadom na akékolvek

rozdiely.

Zmluva o klinickom ckusani — verzia 25.1 1.2021

person whilst knowing or suspecting that all or a
portion of such money, gift, benefit or advantage will
be used, whether directly or indirectly, in breach of (B)
or (C) above.

() The Institution shall make and keep books, records,
and accounts, which, in reasonable detail, accurately
and fairly reflect the transactions and dispositions of
the assets of the Institution,;

(G) The Institution shall devise and maintain a system of
internal accounting controls sufficient to provide
reasonable assurances that —

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

(i) fransactions are recorded as necessary
48} to permit preparation of financial

statements 1o conformity with
generally accepted  accounting
principles or any other criteria
applicable to such statements, and

(ID) to maintain accountability for
assets;
(iii) access to assets IS permitted only in
accordance  with management’s
general or specific authorization; and
(iv) the recorded accountability for assets is
compared with the existing assets at
reasonable intervals and appropriate action is
talken with respect to any differences.
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