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ZMLUVA O KLINICKOM SKUSANI LIEKU PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CLOU064A2302
(dalej len ,,Protokol)

Novartis Slovakia s.r.o.

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

ICO: 36 723 304

DIC: 2022302425

ICDPH:  SK 2022302425

zapisany: v Obchodnom registri Okresného sudu Bratislava

I, oddiel: Sro, vlozka ¢. 44016/B

v mene ktorého kond/zastlpeny:
Mgr. Hana Mrazova, vedica oddelenia pre
klinické skuSanie, na zaklade plnomocenstva
PharmDr. Katarina Nosjean, na zaklade
plnomocenstva

(dalej len ,,Novartis®)
a

Nemocnica s poliklinikou Povazska Bystrica

sidlo: Nemocnicnd 986, 017 26 Povazska
Bystrica

zapisany: zriadend zriad'ovacou listinou MZ SR ¢€islo:

1970/1991 A/V-I v zneni Dodatku €. ! ¢ T/2003/01314-1,

Rozhodnutie TSK/2007/04288/zdrav.-2, z 26.9.2007

ICO: 00610 411

DIC: 2020705038

v mene ktorého koné/zastpeny:

MUDr. Igor Steiner, MPH, riaditel
bankové spojenie:  Statna pokladnica
Cislo uctu: 7000510563/8180

IBAN: SK80 8180 0000 0070 0051 0563

(dalej len ,,Institucia“)
a

MUDr. lvana Hrtankova
Drozdia 7, 010 14 Zilina
28.03.1992

Skusajuci lekar:
bydlisko:
datum narodenia:

(dalej len ,,Skdsajaci“ alebo ,,Hlavny skdsajuci®)

(Indtitucia a Skdsajuci tiez spolocne ako druha zmluvna
strana)

uzatvaraju v zmysle ust. § 269 ods. 2 z&kona €. 513/1991 Zbh.
Obchodny zakonnik v zneni neskorSich predpisov (dalej len
,0bZ*), tito Zmluvu o klinickom skudSani lieku (dalej len
»Zmluva®):

Zmluva o klinickom skd$ani - verzia 08.06.2021
Novartis / Nemocnica s poliklinikou Povazska Bystrica
Protokol ¢.: CLOU064A2302

AGREEMENT ON THE CONDUCT OF A CLINICAL
TRIAL ACCORDING TO
THE CLINICAL TRIAL PROTOCOL CLOU064A2302
(hereinafter referred to as the “Protocol”)
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 |, 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

Nemocnica s poliklinikou Povazska Bystrica

Registered Seat: Nemocnicna 986, 017 26 Povazska
Bystrica

Registration:  established by the Articles of Incorporation

of the Ministry of Health ofthe Slovak Republic No:

1970/1991 A/ V-l, as amended bv the Supplement no. ! no.

T/2003/01314-1,

Decision TSK /2007/04288 / Health.-2 of 26.9.2007

Company ID: 00610 411

Tax ID: 2020705038

Represented by: MUDr. Igor Steiner, MPH, Director

Bank Account: Statna pokladnica

Account Number. 7000510563/8180

IBAN: SK80 8180 0000 0070 0051 0563

(hereinafter referred to as the “Institution”)

and

MUDr. lvana Hrtankova
Drozdia 7, 010 14 Zilina
28.03.1992

Investigator:
Adress:
Date of Birth:

(hereinafter as the “Investigator”
Investigator”)

or the *“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
referred to as the “CC”) this medicine Clinical Trial
Agreement (hereinafter referred to as the “Agreement”):
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1.1.

1.2

13.

14.

15.

1.6.

1. Preambula 1. Preamble
Zmluvné strany uzatvarajd zmluvny vztah na 11, The Parties are entering into a contractual relationship
zaklade tejto Zmluvy vychadzajlc z existencie building upon the existence of the following below
nizSie uvedenych skutocnosti. mentioned matters.
Klinické skiSanie bude vykonané na zaklade 12. The clinical trial is to be conducted under and in
avsulade s prislusnym povolenim Riadiaceho accordance with relevant permission issued by the
organu vydanym k vykonavaniu tohto Klinického Governing Body with relation to the conduct of this
skusania.  Riadiaci organ predstavuje Statnu clinical trial. The Governing Body is a state institution
institciu alebo organ, ktory je zodpovedny za or body responsible for permitting and monitoring the
povolovanie a sledovanie priebehu klinického course ofthe clinical trial and for monitoring data on
skaSania a za sledovanie (dajov o neZiaducich adverse events and adverse reactions to products or
udalostiach a neziaducich ucinkov produktov alebo medicines, which are observed in the Participants (as
liekov, zaznamenanych u Ucastnikov (ako s defined below). In the Slovak Republic, the
definovani nizsie). 'V Slovenskej republike je Governing Body is the State Institute for Drug
Riadiacim organom Statny Ustav pre kontrolu lieciv Control (hereinafter referred to as “SIDC” and/or
(dalej len ,SUKL" alalebo ,Riadiaci organ®). “Governing Body”). The permission is part of the
Povolenie je suCastou dokumentacie k Protokolu. Protocol documentation.
Klinické skd3anie bude taktiez vykonané na zklade  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 oznaCuje komisiu, the Ethics Committee. Ethics Committee means a
ktord je miestne prislusné pre pracovisko (centrum), locally competent committee for the location of the
v ktorom sa bude vykonavat klinické skuSanie site (centre) in which the clinical trial is to be
(dalej len ,,Eticka komisia“). Jej ulohou je z conducted (hereinafter referred to as the “Ethics
etického hladiska zhodnotit' ciele Klinického committee™). ltsrole is to evaluate, from ethical point
skiSania a s nimi spojené rizika pre Ugastnika este of view, the targets ofthe clinical trial and associated
pred zaCiatkom Kklinického skdSania. Kladné risks for the Participant prior to the commencement of
stanovisko  Etickej  komisie je  sUCastou the clinical trial. A positive statement by the Ethics
dokumentécie k Protokolu. Committee is part of the Protocol documentation.
Novartis je splnomocnenym zastupcom zadavatela 1.4  Novartis is the authorised representative of the
klinického skdSania 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. 362/201!
zdravotnickych pomockach a o zmene a doplneni Coll, on Medicinal Products and Medical Devices and
niektorych zakonov v zneni neskorSich predpisov, on Amendments to Certain Laws, as amended
(dalej len ,,Zakon o liekoch®), uzatvarajdci tato (hereinafter referred to as the “Medicinal Products
Zmluvu vo vlastnom mene a na vlastny Gcet, a ma Act”), concluding this Agreement in its own name
zaujem realizovat’ klinické skd3anie vyvinutého and on its own behalf, and is interested in the conduct
produktu alebo lieku v Institicii podl'a podmienok of the clinical trial of the developed product or
definovanych vtejto Zmluve. Zadavatelom medicine at the Institution in accordance with the
klinického skdania je spolo€nost’ Novartis Pharma conditions defined in this Agreement. The sponsor of
AG, zaloZena a existujuca podla prava Svajciarska, this clinical trial is Novartis Pharma AG, a company
so sidlom na Lichtstrasse 35, 4056 Bazilej, established and operating under the laws of
Svajciarsko, (dalej len ,,Zadavatel™)- Switzerland, with its registered seat at Lichtstrasse 35,
4056 Basel, Switzerland, (hereinafter as the
“Sponsor”).
InStiticia  je  poskytovatel'om zdravotnej  1.5.  The Institution is a healthcare provider and possesses
starostlivosti a disponuje vSetkymi technickymi all technical devices needed by Novartis for the
prostriedkami, ktoré Novartis potrebuje pre performance of the clinical trial and is able to ensure
vykondvanie Klinického skdSania, aje schopné conduct of the clinical trial in accordance with the
zabezpecCit' realizaciu klinického skudSania podla conditions defined in this Agreement and in the
podmienok  definovanych v tejto  Zmluve generally binding legal regulations. The Institution
avéeobecne zdvaznych pravnych predpisoch. represents and warrants that its facilities to be used for
Intitdcia prehlasuje a ruci, Ze jej zariadenia, ktoré sa the clinical trial properly meet all the conditions
majl pouzit’ na vykon Klinického skuSania, riadne stipulated by applicable laws and other guidelines
spliaju podmienky stanovené platnymi pravnymi specified in para. 3.8. hereof and that they were
predpismi a ostatnymi zasadami/instrukciami approved by the Governing Body.
Specifikovanymi v bode 3.8. tejto Zmluvy, aze boli
schvélené Riadiacim organom.
Skasajici  oznaluje zdravotnickeho pracovnika 1.6.  Investigator means a healthcare professional
(lekdra) s potrebnou kvalifikaciou, ktory je (physician) with relevant qualification, who is an
zamestnancom alebo inym zmluvnym pracovnikom employee or another contractual staff of the
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1.7.

18.

1.9.

2.1.

2.2.

Institicie aje odborne zodpovedny za vykonavanie
klinického skiSania v danom mieste skiSania a za
dodrziavanie prav abezpegnosti Ugastnikov a
pokial klinické skdSanie v jednom mieste vykonava
tim osdb, je SkuaSajici veddcim, ktory nesie
zodpovednost’ za cely tim, a v takomto pripade sa
oznacuje aj ako Hlavny Skusajlci.
Skdsajacim/Hlavnym skdSajicim pre toto klinické
skdSanie je MUDr. Ivana Hrtankova.

Institution and carries professional responsibility for
the conduct ofthe clinical trial at the relevant trial site
and for the rights and safety ofthe 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. lvana Hrtankova.

Ucastnik oznaCuje uCastnika klinického skdsania, 1.7.  Participant means clinical trial participant, a person
osobu (pacienta alebo zdravého dobrovolnika), (patient or healthy volunteer) who is taking part in the
ktorda sa na zaklade informovaného suhlasu clinical trial and to whom the investigational product
zUCastriuje klinického skisania a ktorej sa ma or medicine is to be administered based on the
podavat’ alebo podava skiSany produkt alebo liek informed consent form (hereinafter referred to as the
(dralej len ,,Ugastnik®). “Participant”).
Organizacia na klinicky vyskum (CRO) oznafuje 1.8.  Clinical research organization (CRO) is each
kazdu organizaciu, s ktorou Novartis uzavrie zmluvu organization with which Novartis concludes
0 vykonani niektorych alebo vSetkych prav a/alebo agreement on exercising some or all rights and/or
povinnosti, ktoré ma ako zadavatel’ alebo zastupca performing some or all obligations that it has as a
zadavatela v Slovenskej republike v suvislosti s sponsor or representative ofthe sponsor in the Slovak
klinickym skdSanim produktu alebo lieku (dalej len Republic in connection with the clinical trial of the
,,CRO"). product or medicine (hereinafter referred to as
“CRO").

Zmluvné strany vyhlasujd, Ze pred uzavretim tejto  1.9. The Parties declare that before entering into this
Zmluvy dokladne zvézili rizika aobtiaze, tieto Agreement, they had considered the risks and
porovnali s otakavanym prinosom pre Uastnikov difficulties, compared them with the expected benefit
a pre verejny zaujem a dosli k zaveru, Ze oCakavany for the Participants and for the public interest and
prinos tohto klinického skdSania ospravedifuje arrived at the conclusion that the expected benefit of
pripadné predvidatelné rizikd a obtiaze. Zmluvné this clinical trial justifies any potential expectable
strany vyhlasuji, Ze si nie si vedomé Ziadnych risks and difficulties. The Parties declare that they are
prekazok, ktoré by branili tomu, aby sa dohodli na not aware of any obstacles that would prevent them
predmete, UCele a vSetkych ostatnych ustanoveniach from agreeing on the subject-matter, purpose and all
tejto Zmluvy. other provisions of this Agreement.

2. Predmet Zmluvy 2. Subject-Matter of the Agreement
Toto klinické skuSanie lieku je biomedicinskym 2.1.  This clinical trial of a medicine is a biomedical
vyskumom na cloveku na zaklade zdravotnej research in humans based on a medical indication
indikécie podla § 26 az 34 zakona €. 576/2004 Z.z. according to Sections 26 to 34 of Act No. 576/2004
0 zdravotnej starostlivosti, sluzbach stvisiacich s Coll, on Healthcare, Services Related to Healthcare
poskytovanim zdravotnej starostlivosti a 0 zmene a and on Amendments to Certain Laws, as amended
doplneni niektorych zakonov v zneni neskorsich (hereinafter referred to as the “Healthcare Act”) and
predpisov  (dalej len ,Z&kon o zdravotnej a clinical trial of medicines in accordance with
starostlivosti®) a klinickym skdSanim liekov podla Sections 29 to 44 ofthe Medicinal Products Act.
§ 29 a7 44 Zakona o liekoch.
Predmetom tejto Zmluvy je zévdzok Intiticie 2.2. The subject-matter of this Agreement is the

umoznit’ na svojich pracoviskéch klinické skisanie
lieku asvyuzitim  vSetkych technickych
prostriedkov vykonat™ klinické ski3anie podla tejto
Zmluvy a Protokolu, ktoré v prospech Novartisu
vykona InStiticia prostrednictvom zamestnancov
alebo inych zmluvnych pracovnikov Institdcie
(Skusajuci, spoluskusajuci) v sulade s terminmi a
podmienkami Protokolu klinického skisania podla
Prilohy €. 1 tejto Zmluvy. V spojeni s tym Institdcia
vytvori podmienky, poskytne v prospech Novartisu
potrebné sluzby, zabezpeCi spravne uchovavanie
skiSanych produktov alebo liekov a bezpecnd
manipulaciu s nimi najma podla poziadaviek
Zakona o liekoch a vnuatornych predpisov Institucie,
plynuly pristup SkuSajuceho k nim, zabezpeci
aumozni abude niest zodpovednost' za to, aby

undertaking by the Institution to enable conduct ofthe
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. !
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
pursuant to the requirements of the Medicinal
Products Act and internal regulations of the
Institution, provide continuous access to them by the
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2.3.

2.4.

2.5.

Skuasajuci dodrzal vsetky zavazky a povinnosti tak,
akoje uvedené v tejto Zmluve, Prilohe €. | a vyvinie
primerané Usilie na dodrzanie Casového planu
uvedeného v Prilohe €. 1, kazdé omeSkanie bez
odkladu ohlasi Novartisu a vSemozne sa bude
usilovat’ Casov( stratu vyrovnat. InStit(cia sa tiez
zavazuje, ze poCas klinického sk(Sania bude
v zariadeniach Institlcie k dispozicii konzultatné
miesto, kde Sko3ajuci aostatni kompetentni
pracovnici  Indtiticie budd moct  poskytnat
nevyhnutné informécie vetkym Ugastnikom.

Zmluvné strany si nie si vedomé Ziadnej prekazky,
ktora by branila alebo by mohla branit nasledujicim
vyhlaseniam:
SkuSajuci je ako lekér plne kvalifikovany bez
akéhokolvek obmedzenia prijimat’  vSetky
lekéarske rozhodnutia tykajlice sa Ugastnikov,
ktoré sa v suvislosti s klinickym skdSanim
urobia alebo ktoré bude potrebné urobit, a
poskytovat vSetku zdravotnd  starostlivost
stvisiacu s klinickym  skdSanim, k vykonu
ktorej sa Institicia a SkdSajuci touto Zmluvou
zavazuju,
vSetky osoby, ktoré sa budl podielat’ na
vykonavani klinického skdsania, st pre plnenie
svojich dloh odborne vzdelané a disponuju
prisluSnymi vedomostami a skdsenostami.
InStiticia a SkuSajici sa zozndmili so spravnym
pouzivanim a vlastnostami hodnoteného produktu
alebo lieku, ako a so vSetkymi informaciami
obsiahnutymi v prislusnych  dokumentoch a
Protokole, a budd postupovat vzdy a len v sulade s
nimi.
InStiticia a SkuSajuci prehlasuji, Ze SkuSajlci je
zdravotnickym pracovnikom a poskytuje zdravotni
starostlivost’ na zaklade pracovnopravneho alebo
iného zmluvného vztahu s Institdciou a Skusajuci
bude vykonavat’ dlohy podla tejto Zmluvy v mene
av ramci Indtiticie anie ako samostatny
poskytovatel’ zdravotnej starostlivosti v zmysle
platnych pravnych predpisov. Institlcia v plnom
rozsahu zodpoveda za plnenie  povinnosti
SkuSajaceho vyplyvajucich ztejto Zmluvy aje
povinna zabezpecit riadne plnenie tychto povinnosti
zo strany SkuSajlceho.

3. Zakladné podmienky realizacie klinického skuSania

3.1
3.1.1.

3.1.2.

Klinické skiSanie sa moéZe zacat' az po:

pisomnom kladnom stanovisku vydanom Etickou
komisiou a schvaleni Riadiacim organom
opravnenym povolovat' a kontrolovat’ vykonavanie
klinického skusSania,

pisomnom sthlase prislusného organu alebo
organizacie (spolocnosti), ktory(a) vlastni alebo je
zodpovedny(&) za prevadzku priestorov, v ktorych
sa ma uskutocnit klinické skisanie, a to v pripade ak
tieto priestory nie su vlastnené alebo za ich
prevadzku nezodpoveda Institcia,
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2.3.

2.4.

2.5.

Investigator and ensure and enable, and take
responsibility for that the Investigator performs all of
his undertakings and obligations in the manner set out
in this Agreement, Annex No. | and use appropriate
efforts in order to observe the schedule listed in
Annex No. 1; 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.
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 all medical
decisions pertaining to the Participants that will
be or will have to be made in connection with the
clinical trial, and provide all health care
associated with the clinical trial which the
Institution and Investigator undertake to conduct
by means ofthis Agreement,

all persons involved in the conduct of the
clinical trial are professionally qualified to

perform their tasks, and possess relevant
knowledge and experience.
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.

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. Basic Requirements for the Conduct of the Clinical

3.1.

3.1.1.

3.1.2.

3.1.3.

Trial
The clinical trial may only commence after:
positive written statement has been issued by the
Ethics Committee and after it has been approved by
the Governing Body 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
clinical trial is to be performed has been obtained, if
such authority or organisation is not the Institution,
the informed consent form (article 3.12.) has been
approved by the relevant auhthority.
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3.1.3.

3.2.

3.3.

3.4.

tom ¢o bol formular informovaného suhlasu (¢lanok
3.12.) schvaleny prislusnym organom.

Tieto dokumenty st pre zacatie klinického skdSania
nevyhnutné.

Klinické skiSanie sa vykonava len na pracovisku (v
centre) alebo na pracoviskach (v centrach), ktoré su
uvedené v Prilohe €. ! tejto Zmluvy. Intiticia
a Skusajlci zabezpecCi a pisomne potvrdi, Ze kazdé
pracovisko (centrum) ma nevyhnutné zariadenia a
personal na vykonanie klinického skiSania a Ze tieto
podmienky sa nezmenia po celd dobu jeho
vykonavania.

Novartis a CRO (ak existuje) st opravneni vykonat’
inSpekciu kazdého navrhnutého pracoviska (centra)
pred zacCiatkom i v priebehu klinického skuSania s
ciefom presvedCit’ sa, ze pracovisko (centrum) je
vhodné a méa vSetky potrebné zariadenia a personal
na vykonanie klinického skisania.

K zmene miesta pracoviska (centra), v ktorom sa
vykonava klinické skiSanie, a k ukoncéeniu Ucasti
Skusajiceho na vykonavani klinického skusSania,
k zmene €i doplneniu SkdSajuiceho, mdze prist’ len
na zaklade pisomnej dohody Novartisu a Institlcie;
na nového skusajlceho sa v takom pripade pouziju
vSetky ustanovenia tejto Zmluvy o SkudSajicom.
InStitdcia sa zavazuje v lehote 5 pracovnych dni
pisomne informovat’ Novartis o skutoCnosti, Ze
SkaSajuci uz dalej nebude vykonavat udlohy
Skusajuceho alebo Ze tieto Glohy uz Skdsajlci dalej
vykondvat' nemdze. Institdcia sa zavdzuje poskytnat
Novartisu  potrebn(  sucinnost  pri hl'adani
anahradzani  SkdSajuceho novym  skiSajlucim
vyhovujucim Novartisu. Nabor novych Ugastnikov
musi byt pozastaveny do casu kym dojde
k nahradeniu  SkuSajuceho novym  skiSajdacim.
Institlcia berie na vedomie, Ze Novartis bude
poskytovat' platby za Ugastnikov, ktori boli nabrani
do klinického skuSania v Case vykonavania
klinického skuSania  SkdSajucim  avSak do
vymenovania  nového  skiSajuceho  nebude
poskytovat  platby za pripadnych novych
Ucastnikov. Novartis ma pravo vybrat’ pre klinické
skiSanie alebo zamietnut’ akéhokol'vek nového
skuSajuceho, ktorého  navrhne Institlcia.
Povinnostou nového skisajdceho bude zaviazat' sa
k plneniu podmienok stanovenych touto Zmluvou;
InStitlcia sa zavazuje zabezpeCit' takyto zavazok
asthlas nového skiSajuceho. PoCas doby vyberu
nového SkudSajiceho sa Zmluvné strany, v zaujme
riadneho pokragovania v navstevach Ugastnikov
podla Protokolu, dohodnu na ustanoveni do€asného
skiSajuceho. Pokial' sa Novartis a InStiticia
nedohodni na novom skusajicom v lehote 30 dni od
ukonCenia Ucasti pOvodného SkdSajuceho na
klinickom skaSani, Novartis je opravneny od tejto
Zmluvy odstUpit’ s okamzitou platnostou. V pripade
ak SkuSajuci prestane byt zamestnancom alebo
zmluvnym spolupracovnikom Inétitdcie, Novartis je
opravneny  presunit’  vykonavanie  klinického
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3.2

3.3.

3.4.

These documents are inevitable for the clinical
trial to commence.

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

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 ofthe clinical trial.

The change of the site (centre) in which the clinical
trial is performed, or discontinuation of the
participation of the Investigator in the conduct of the
clinical trial, or the replacement or adding of an
Investigator is possible only upon a written agreement
between Novartis and the Institution; all provisions
regarding the Investigator under this Agreement shall
be applied to the new investigator in such case. 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. If the Investigator
stops to be an employee ofthe Institution or ceases to
be affiliated with the Institution, Novartis shall have
the right to transfer the conduct of the clinical trial
from the Institution to the new instition to which the
Investigator became an employee or started to be
affiliated with and the Institution agrees to fully
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3.5.

3.6.

skdSania z InStiticie do novej institdcie, ktorej sa
stal SkiSajuci zamestnancom alebo s ktorou zacal
zmluvne spolupracovat. Institicia sa zavéazuje
poskytnit’ Novartisu a SkuSajicemu sucinnost’ pri
takomto presune klinického skdSania do novej
institGcie, vratane poskytnutia st¢innosti pri presune
zdravotnej dokumentécie Ugastnikov.

cooperate with Novartis and the Investigator in the
transition of such clinical trial, including assisting
with the transfer ofany Participant’s medical records.

Skusajuci moze podla svojho uvazenia urCit’ daldie 35,  The Investigator may, at his/her own discretion,
osoby spomedzi zamestnancov Institlcie ako appoint further persons among employees of the
spoluskusajucich, ~ ktorf  budd  asistovat’ pri Institution as sub-investigators who will provide their
vykonavani klinického skd3ania. SkuSajdci alebo assistance in the course of the clinical trial. The
Intitlcia sG povinni do 7 dni od urCenia kazdej Investigator or the Institution are obliged to report to
takejto osoby oznamit' identifikacné ddaje 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 oséb. Novartis ma pravo applies to any replacement of such persons. Novartis
vyslovit' nesuthlas s (Castou konkrétnej osoby has the right to express its disapproval of the
v klinickom skuSani, a to do 7 dni od dorucenia participation ofa particular person in the clinical trial
ozndmenia Udajov o takejto osobe alebo o zmene within 7 days from the delivery of the report with the
takejto osoby, a zarovei mé povinnost' oznamit details of such person or the report announcing
tento svoj nesthlas SkuSajicemu alebo Intitdcii. replacement of such person, and at the same time has
InStiticia a SkuSajuci st povinni zabezpeCit, ze obligation to notify the Investigator or the Institution
osoba, voti ktorej bol takyto nesuhlas vysloveny, sa of such disapproval. The Institution and Investigator
klinického skuSania nezlCastni. InstitGcia ani are obliged to ensure that the person against whom
SkuSajaci  neposkytnd  spoluskdSajacim  Ziadny such disapproval has been expressed may not
Medicinsky produkt a/alebo Material (ako su participate in the clinical trial. The Institution and
definované nizsie), pokial nebudi mat’ suhlas (resp. Investigator shall not provide the sub-investigators
mame neuplynie doba na vyslovenie nesthlasu) od with any Medicinal Product and/or Material (as
Novartisu na menovanie spoluskiSajucich do ich specified below), without the consent by Novartis
funkcie. VSetci spoluskdSajaci budd adekvatne (event, after the period for expressing disagreement
kvalifikovani, adekvatnym spAsobom preskoleni, expired) with assigning the sub-investigators to their
vCéas menovani apriebezne bude vedeny ich positions. All sub-investigators will be adequately
aktualny zoznam. SkusSajlci zodpoveda za vedenie qualified will undergo adequate requalification and
timu spoluskdSajdcich, na ktorych sa budd vo will be appointed in time, with a current list of them
vSetkych ohladoch vztahovat' rovnaké podmienky to be maintained on a continuous basis. The
ako na SkuSajuceho na zaklade tejto Zmluvy. Investigator is responsible for the supervision of the
InStiticia a SkudSajuci zodpovedaju za sluzby team of sub-investigators who will be in all respects
poskytované pracovnikmi InStitlcie a zavazuju sa, subject to the same conditions as the Investigator
Ze poskytovanie vSetkych sluzieb bude zverované pursuant to this Agreement. The Institution and
kompetentnym osobam. SkisSajuci a InStittcia budd Investigator are responsible for services provided by
ukladat’ vSetky prislusné pokyny k plneniu Gloh the employees of the Institution and undertake that
vyplyvajucich z tejto Zmluvy osobam podielajicim only competent persons will be entrusted with the
sa na vykonavani klinického skdSania v sulade provision of all services. The Investigator and the
s pokynmi  Novartisu.  Skd3ajdci je povinny Institution will issue all instructions relevant for the
zaznamenavat' a dohliadat’ na plnenie dloh, ktoré performance oftasks resulting from this Agreement to
boli spoluskdsajicim zverené. SkiSajuci je povinny persons participating in the conduct of the clinical
poskytnit” Novartisu svoj aktualny podpisany trial in accordance with the instructions given by
Zivotopis ako aj aktudlny podpisany Zivotopis Novartis. The Investigator shall document and
kla¢ovych Clenov skusajlceho timu ako aj pripadné oversee the duties delegated to the sub-investigators.
dalSie prislusné dokumenty osvedcujlce jeho/jej/ich The Investigator shall provide Novartis with an up-to-
kvalifikaciu a odborné skidsenosti. Na spractvanie date signed CV of him/her and of all key
osobnych Gdajov zamestnancov 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 governed by the
Art. 12 hereof accordingly.
Ak Skusajuci alebo Ingtiticia pouZije na vykonanie  3.6.  If the Investigator or Institution make use of an

niektorej analyzy Ci vySetrenia, ktoré je potrebné pre
Ucely klinického skuSania, externé laboratérium,
presvedCi sa, Ci je dostatone materidlne

external laboratory for the conduct of any analysis or
assessment necessary for the purposes of the clinical
trial, they shall ascertain that such laboratory has
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3.7.

3.8.

a personalne vybavené na to, aby kompetentnym a
profesiondlnym spdsobom vykonavalo Cinnost' v
stlade s poziadavkami spravnej laboratornej praxe;
InStiticia alebo SkiSajuci mdze pouzit externé
laboratérium na vykon len tych analyz a vySetreni,
ktoré podla tejto Zmluvy alebo Protokolu alebo
oznamenia Novartisu nemaji byt vykonané
v centralnych laboratériach pre klinické skiSanie
alebo inych laboratoriach ur€enych Novartisom.
Okrem vyuzivania zmluvnych laboratorii podla
predchadzajlcej vety alebo podla iného pisomného
vyjadrenia Novartisu, SkiSajuci alebo Institicia
nezruSi alebo neodstipi od Ziadnej sucCasti prace,
ktorG ma na zaklade Zmluvy vykonat' a nenecha
plnit' nijaké povinnosti podla Zmluvy inej osobe. Aj
v pripade suhlasu Novartisu so subdodavkou,
Intitlcia a SkdSajuci zodpovedaju akoby Cinnosti
vykonali  sami.  Vykonavanie laboratérnych
vySetreni  ku  klinickému  skd3aniu  bude
zabezpecené, v pripadoch ur€enych Novartisom
priamo zo strany Novartisu resp. Zadavatela
osobitnymi zmluvami s prisluSnymi laboratoriami a
Novartis 0znami tieto laboratdria Institdcii.

sufficient materials and staff available for the
performance of activities in a competent and
professional manner and in accordance with the
requirements of the good laboratory practice; the
Institution or the Investigator are entitled to make use
of an external laboratory for the conduct of only such
analyses and examinations, which shall not be
conducted, under this Agreement or the Protocol, in
central laboratories for the clinical trial or in other
laboratories determined by Novartis. In addition to the
use of contractual laboratories pursuant to previous
sentence or any other written statement by Novartis,
the Investigator or Institution will not cancel or
withdraw from any part of work they have to make
based on the Agreement and shall not assign any
obligations pursuant to the Agreement to another
person. Even if Novartis agrees with a sub-delivery,
the Institution and Investigator shall retain their
responsibility as ifthey 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 separate contracts with the
relevant laboratories, whereby Novartis shall notify
Institution of those laboratories.

Pred zaCiatkom Kklinického skdSania poskytne 3.7. Prior to the commencement of the clinical trial,
Novartis SkiSajucemu a Institcii, 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 adalSie stvisiace dokumenty, ako aj Protocol, CRF/eCRF and other related documents as
vSetky dolezité farmakologické, toxikologické a well as any and all important pharmacological,
klinické informéacie, ktoré si potrebné pre spravne toxicological and clinical information which is
naplanovanie a vykonanie klinického skuSania needed for correct planning and conduct of the
(dalej len ,,Stvisiaca dokumentécia“). Slvisiacu clinical trial (hereinafter referred to as the “Related
dokumentaciu bude podla potreby aktualne Documentation™). It will update such Related
dopinat/aktualizovat i v priebehu Klinického Documentation as necessary even in the course ofthe
skG3ania.  Povinnost  Novartisu  poskytovat clinical trial. The obligation of Novartis to provide
dokumenty, informécie, ktoré si  sucastou documents, information which are part of Related
Suvisiacej dokumentécie sa nevyZaduje v pripadoch, Documentation is not needed, if such documents,
ak su tieto dokumenty, informécie 'ahko dostupné 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 Skisajuci ma vzhl'adom Investigator has, as a result of his/her professional
na svoje profesionalne vzdelanie dostatocné education, sufficient knowledge ofthe relevant issue.
vedomosti o tejto problematike.

Institucia a SkaSajuci vykonaju Klinické skiSanie v 3.8.  The Institution and Investigator will conduct the

stlade s platnymi pravnymi predpismi, a to najma
Zékonom o zdravotnej starostlivosti, Zakonom o
liekoch, vykonavajicimi predpismi  Ministerstva
zdravotnictva  Slovenskej republiky najmda o
pozZiadavkach na klinické skusanie a spravnu klinickd
prax a na pracovisko (centrum), na ktorom sa
vykondva klinické skuSanie, Nariadenim Eurdpskeho
parlamentu a Rady (EU) 2016/679 z 27. aprila 2016
0 ochrane fyzickych os6b pri spractvani osobnych
Udajov a o vol'nom pohybe takychto Gdajov, ktorym
sa zruSuje smernica 95/46/ES (vSeobecné nariadenie
0 ochrane Udajov) (dalej len ,Nariadenie®) a
zakonom ¢. 18/2018 Z. z. o ochrane osobnych
Udajov a o0 zmene a doplneni niektorych zakonov
v zneni neskorSich predpisov (dalej len ,,Zakon
0 ochrane osobnych Udajov*), inymi prislusnymi

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 ofpersonal 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
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nariadeniami, smernicami a etickymi predpismi, a v
zhode s podmienkami a zasadami stanovenymi:

a)

b)

c)

d)

e)

f)

v povoleni vydanom na vykonanie
klinického skiSania Riadiacim organom a
pripadnymi  dalSimi inStiticiami  ako
vyplyva z prisluSnych ustanoveni tejto
Zmluvy;

v Protokole a vSetkych jeho dodatkoch
vydanych Novartisom a oznamenych
Indtitdcii, ktoré sa takto stavaju sucastou
podmienok  tejto  Zmluvy.  Zmenu,
porusenie postupu ¢i  odchylku od
Protokolu moze vykonat' len v pripade, Ze
je nutné vylucit’ okamzité nebezpecenstvo
hroziace Ugastnikovi, priom je povinnost’
tuto  skutoCnost okamzite  ozndmit
Novartisu akoukol'vek formou, pisomne
vSak najneskdr do 2 dni od okamziku, kedy
tato skutoCnost’ nastala, av pripade ak to
stanovuje pravny predpis, Zmluva alebo
Protokol, ozndmit' tdto skutoCnost’ aj
Etickej komisii €i Riadiacemu organu;

v inStrukcii Novartisu nazvanej ,,Prirucka
pre skuSajuceho” (Investigator’s Brochure)
obsahujucej vSetky v sucasnej dobe zname
informacie o Medicinskom  produkte
pouzitom v klinickom skuSani a jeho
vlastnostiach. Prirucku Novartis odovzdal
SkdSajucemu  abude ju aktualizovat
v periodicite vyZadujucej stavom
klinického  skuSania alebo  stanovej
pravnymi  predpismi.  Prirucka bude
pripojena  k dokumentacii  klinického
skdsania;

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

Spravnou klinickou praxou (GCP ICH) a
podmienkami vychéadzajlcimi z Helsinskej
deklaracie. Spravna klinickd prax (GCP
ICH) oznaCuje medzinarodné smernice a
zésady tykajlce sa spravnej klinickej praxe,
ktoré konkrétne urCil Novartis pre Ucely
klinického skdSania. V pripade, Ze neboli
konkrétne stanovené, platia tie zasady GCP
ICH, ktoré boli prijaté v krajine alebo v
krajinach, kde sa klinické skuSanie
vykonava. Helsinska deklaracia oznacuje
najnovsiu verziu Helsinskej deklarécie
svetovej lekarskej asocidcie v Case
vykonavania klinického skuSania, vratane
vSetkych zmien uskutocnenych v priebehu
klinického skuSania;

Konsolidovanou smernicou 0 spravnej
klinickej praxi Medzinarodnej konferencie o
zosuladeni technickych poziadaviek na
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Protection Act”), other orders, directives and ethical

regulations and in line with the conditions and
principles set out in:

a)

b)

c)

d)

€)

the permit issued for the conduct ofthe clinical
trial by the Governing Body or any other
institutions, as prescribed by the relevant
provisions ofthis Agreement,

the Protocol and all annexes thereto issued by
Novartis and communicated to the Institution,
which thus become part of the conditions of
this Agreement. Any amendment, breach of
any procedure or deviation from the Protocol is
allowed only in case it is necessary to exclude
an imminent danger for the Participant; in such
situation they have to notify Novartis of this
matter immediately in any form, but within 2
days from the occurrence of the matter in
writing, and ifprescribed by a legal regulation,
Agreement or Protocol, to notify the Ethics
Committee or Governing Body as well;

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

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

good clinical practice (GCP ICH) and
conditions based on the Declaration of
Helsinki. Good clinical practice (GCP ICH)
means international directives and principles
pertaining to good clinical practice, which have
been specifically determined by Novartis for
the purposes of the clinical trial. 1f they have
not been set out specifically, the principles of
GCP ICH adopted in the country or countries
where the clinical trial is conducted shall apply.
The Declaration of Helsinki means the latest
version of the Declaration of Helsinki issued
by the World Medical Association valid at the
time when the clinical trial is conducted,
including all amendments thereto made in the
course ofthe clinical trial;

Consolidated guideline on good clinical practice
of the International  Conference on
Harmonisation of Technical Requirements for
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3.9.

3.10.

3.11.

registraciu farmaceutik na humanne pouZitie
a ostatnymi vSeobecne zavaznymi pravnymi
predpismi a platnymi poziadavkami spravnej
Klinickej praxe,

)] pisomnymi pokynmi Novartisu.

Skudsajuci a Institacia berd na vedomie, Ze Novartis
ajeho pridruzené osoby (tak ako su definované
v €lanku 13.6.) musia dodrZiavat’ ustanovenia (i)
zékona Spojeného kralovstva o Uplatkéarstve z roku
2010 (the Bribery Act 2010 of the United Kingdom
(Bribery Act)); (ii) zakona Spojenych Statov
americkych o uplatkarskych praktikach v zahranici z
roku 1977 (the Foreign Corrupt Practices Act 1977
of the United States of America (FCPA)) a (iii)
akychkolvek dalSich protikorupénych pravnych
predpisov  (dalej spolone len  “Prislusné
protikoruptné pravne predpisy”)- Zhrnutie
kl'GCovych principov PrisluSnych protikorupcnych
pravnych predpisov je uvedené v prilohe €. 5.
SkaSajuci a InStiticia nemdzu priamo alebo
nepriamo  povolit  ani  nabadat  svojich
zamestnancov, zastupcov, poradcov alebo inych
splnomocnencov, aby sa zapojili do akejkol'vek

Cinnosti,  ktord& je  zakdzana  PrisluSnymi
protikorupénymi  pravnymi predpismi, vratane
Uplatkarstva, ilegalnych  provizii, ilegalneho

vyplacania vynosov alebo
obchodnych praktik.

inych  korupcnych

InStiticia SkuSajuci sa zavézuju, Zze SkudSajuci,
zamestnanci Institlcie ako aj iné osoby zUcastiujlce
sa na klinickom skdSani 1) budd dodrziavat
prislusné pravne predpisy, 2) budd dodrziavat
vietky povinnosti podla tejto Zmluvy, 3) sa
oboznémia s Protokolom, ktory budu dodrziavat'.
Dokumenty uvedené v ¢lanku 3.7. tejto Zmluvy su
doverné a informéacie o ich obsahu moézu byt
poskytnuté len pracovnikom miesta vykonavania
klinického sklSania poverenym ¢ menovanym
podla €l. 3. tejto Zmluvy a organom a institGciam
uvedenym v tejto Zmluve. Povinné zverejnenie
Zmluvy sa nepovazuje za poskytnutie ddvernych
informécii. InstitGcia a Skusajuci potvrdzujd, Ze im
boli poskytnuté dokumenty uvedené v €lanku 3.7.
tejto Zmluvy s dostatoCnym predstihom
umoznujicim doékladné zoznamenie sa stymito
dokumentmi.

Zodpovednost’ za styk a rokovanie s Etickou
komisiou a Riadiacim organom prebera v ramci
tohto klinického skiSania Novartis, pokial’ nie je
vitejto Zmluve alebo zmluvnymi stranami
dohodnuté v konkrétnom pripade inak. Uchovavanie
dokumentéacie a podavanie sprav sa riadi touto
Zmluvou, jej prilohami, dalSimi dokumentmi, na
ktoré Zmluva odkazuje a vSeobecne zavaznymi
predpismi.

Do klinického skd3ania bud( zaradeni Ugastnici v

poCtoch urenych v Prilohe €. | tejto Zmluvy.
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3.9.

3.10.

3.11.

Registration of Pharmaceuticals for Human Use
and other generally binding regulations and
applicable requirements for good clinical
practice,

g)  written instructions given by Novartis.

The Investigator and the Institution acknowledge that
Novartis and its Affiliates (as defined in art. 13.6.)
need to adhere to the provisions of (i) 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.

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.

Unless agreed otherwise in this Agreement or by the
Parties for a specific occasion, Novartis accepts
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.

Participants will be enrolled in the clinical trial in the
numbers set out in Annex No. | hereto. Any change
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3.12.

3.13.

Akékolvek zmena v potte Ugastnikov musi byt

vopred pisomne schvalena Novartisom.

V pripade multicentrického klinického skusania je
Novartis na zaklade svojho slobodného uvazenia
opravneny od Institdcie a SkuSajlceho pozadovat),
aby ukongili nadbor Ucastnikov, ato pred
dosiahnutim touto Zmluvou predpokladaného poctu
UcCastnikov  klinického  skdSania.  Instdticia
a SkuSajuci sa po takejto poziadavke Novartisu
zavizuji ukongit' nabor Ugastnikov, a to bez naroku
na akdkol'vek kompenzaciu s tym suvisiacu.
Zaradenie Ugastnikov do klinického skugania je
mozné uskuto€nit’” iba sich predchadzajlucim
pisomnym informovanym sthlasom apo ich
riadnom poudeni. Zaradenie UCastnikov do
klinického skdSania je mozné uskutoCnit iba po
overeni totoznosti UCastnika ajeho spdsobilosti na
pravne Ukony, ato najma kontrolou obcianskeho
preukazu Ucastnika a Gdajov v lom uvedenych; tato
skutoc¢nost” musi byt vyznacena v informovanom
stihlase av zdrojovej dokumentacii. VyZiadanie
a udelenie informovaného sthlasu od
Utastnikov/Ugastnikmi ~ musi byt v stlade
s Protokolom,  etickymi  principmi,  spravnou
klinickou praxou a vSetkymi prisluSnymi pravnymi
predpismi.  Novartis  spracuje a odovzda
SkuSajucemu formular pisomného informovaného
suhlasu Ugastnika so zaradenim do klinického
skugania a pisomného poudenia pre Ugastnika, ktoré
budd sGCastou jedného dokumentu. SkusSajdci
a Indtitdcia sa zavédzuju pouzivat tieto formulare
poskytnuté Novartisom bez akychkol'vek odchyliek
neschvalenych Novartisom. Institicia a SkaSajdci
berG na vedomie, Ze pouzitie formuléaru
informovaného sthlasu  SkuSajicim, nezbavuje
Skusajuceho a Institiciu zodpovednosti za plnenie
ich zakonnych, zmluvnych ainych prisluSnych
povinnosti, ktoré v suvislosti s informovanym
sthlasom maju aje ich zodpovednostou, aby tieto
boli splnené. Institdcia a SkaSajaci budd vEas
informovat' Novartis ak Ugastnik odvola svoj sthlas
alebo ak bude nesthlasit’ s pouzitim svojich
osobnych ddajov. Zmluvné strany sa zavézuju
spolupracovat  pri zohladneni  osobitnych
poZiadaviek Ugastnikov.

Informovany sthlas musi Ugastnik riadne podpisat’
eSte pred vykonanim akéhokolvek vySetrenia
stvisiaceho s klinickym  skdSanim. Dokumenty
podpisané Ucastnikmi (pri neplnoletych
Ugastnikoch a  Ugastnikoch  nespdsobilych
k pravnym dkonom, ich zakonnymi zastupcami) o
ich pouceni a sothlase musia byt ulozené v
dokumentacii o klinickom  skdSani  vedenej
Skasajucim.  Jedno vyhotovenie  podpisaného
formularu informovaného sthlasu  musi byt
Skuasajucim poskytnuté Ugastnikovi (pri
neplnoletych ~ UGastnikoch a  Ugastnikoch
nespdsobilych k prdvnym Ukonom ich zékonnym
zastupcom).
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3.12.

3.13.

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

Enrolment of Participants in the clinical trial is only
possible with their prior written informed consent and
after they had been properly instructed. Enrolment of
Participants in the clinical trial is only possible after
the identity of the Participant and his/her legal
capacity have been verified, in particular by means of
checking the identity card of such Participant and data
included therein; this fact must be indicated in the
Informed Consent Form and source documentation.
The informed consent must be obtained from the
Participants and given by the Participants in
accordance with the Protocol, ethical principles, good
clinical practice and all applicable laws. Novartis
shall process and submit to the Investigator a draft
form of written informed consent with enrolment to
the clinical trial for the Participant and a written
instruction form for the Participant; both forms will
be included in a single document. The Investigator
and the Institution undertake to use those forms
provided by Novartis without any differences not
approved by Novartis. The Institution and the
Investigator acknowledge that the use ofthe Informed
Consent Form does not 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 shall timely inform Novartis when a
Participant withdraws consent or opposes the use of
his/her personal data. The Parties agree to collaborate
in the context of Participants’ individual requests.

The informed consent must be duly signed by the
Participant prior to performance of any assessment in
connection with the clinical trial. Documents signed
by the Participants (or by their legal representatives in
case of minor subjects and subjects without legal
capacity) regarding their instruction and consent must
be kept in the clinical trial documentation maintained
by the Investigator. The Investigator shall provide to
the Participant (to his/her legal representatives in case
of minor subjects and subjects without legal capacity)
one copy of signed informed consent form.
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3.14.

3.15.

3.16.

3.17.

Pred zaradenim kazdého potencialneho G€astnika do
klinického skdSania je  SkuSajaci  povinny
z medicinskeho hladiska nezavisle vyhodnotit
vhodnost’ jeho/jej zaradenia do klinického skiSania
z hl'adiska podmienok stanovenych v Protokole.
SkuSajuci sa zavazuje informovat Novartis
o0 akychkol'vek  pochybnostiach Skusajuceho
ohladom vhodnosti zaradenia potencidlneho
GCastnika do klinického skdSania a nasledne
reSpektovat’ rozhodnutie Novartisu ohl'adom jeho/jej
zaradenia alebo nezaradenia do klinického skusania.

Po zaradeni Ugastnika do klinického skusania s
SkdSajuci a Institcia  povinni  informovat
poskytovatel'a zdravotnej starostlivosti, s ktorym ma
UGastnik  uzatvoreni dohodu o poskytovani
zdravotnej starostlivosti, ze Ugastnik je zaradeny do
klinického ski3ania.

Pokial  SkiSajuci  zisti v priebehu  klinického
ski3ania, ze Ucastnik zaradeny do Kklinického
skuSania nevyhovuje kritériam, bude o tom
Skuasajici alebo InStiticia okamzite informovat
pisomne, formou doporuceného listu doruc¢eného do
vlastnych rik zastupcovi Novartisu uvedeného v
zéhlavi tejto Zmluvy, a po dohode s nim Uastnika
z klinického skisania vyradi.

Novartis nebude vyzadovat' od Institicie alebo
Skusajiceho, ani od ziadneho c¢lena ich personalu,
aby konal alebo sa podielal na Cinnosti, ktora je v
rozpore so zakonmi Slovenskej republiky alebo v
rozpore s lekarskou etikou.

V suvislosti s klinickym  skdSanim  sa  pred
zaCiatkom klinického skiSania ako aj po€as jeho
realizacie uskutoCnuju investigatorské mitingy, na
ktorych sa oboznamuju ddlezité farmakologicke,
toxikologické a klinické informacie, ktoré sU
potrebné pre spravne naplanovanie a vykonanie
klinického sk(Sania, a zUCastnené osoby sa
pripravuji a Skolia o danom klinickom skdsani,
dolezitych priebeznych okolnostiach a informaciach
a postupoch v danom klinickom skdSani (dalej len
»Investigatorské mitingy*). Vzhl'adom k tomu, ze
Investigatorské mitingy s0 sGcastou klinického

skiSania, SkuSajuci  (resp.  dohodnuty  €len
skiSajuceho  timu) sa bude  zUCasthovat
Investigatorskych ~ mitingov  podla  pokynov

Novartisu. Ugast’ na Investigatorskom mitingu bude
realizovana vzdy na zéklade pokynov (napr. miesto,
Cas, spOsob, atd.) alen so suhlasom Novartisu.
UCast na Investigatorskom mitingu sa dalej
spravuje podmienkami organizatora
Investigatorského mitingu. Naklady suvisiace
sucastou SkuSajuceho (resp. dohodnutého clena
skiSajuceho timu) na Investigatorskom mitingu
nahradi Novartis vrozsahu aza podmienok
stanovenych v Prilohe €. 2 tejto Zmluvy. SkiSajuci
(resp. dohodnuty ¢len skuSajluceho timu) sa
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3.14.

3.15.

3.16.

3.17.

Before entering a prospective participant into the
clinical trial, the Investigator shall exercise
independent medical judgement as to the qualification
of each prospective participant with the requirements
ofthe Protocol. The Investigator shall advise Novartis
of all instances in which, in the Investigator's
judgement, there is any question as to any prospective
participant’s suitability for participation in the clinical
trial, and abide by Novartis's decision as to whether or
not to enroll that prospective participant.

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.

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.

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

In connection with the clinical trial, investigator
meetings take place prior to the commencement ofthe
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 ofthe Investigator’s team) shall
attend such Investigator Meetings as instructed by
Novartis. Participation at the Investigator Meeting
will always be in accordance with the instructions
(e.g. venue, time, method, etc.) and only with the
consent of Novartis. Participation at the Investigator
Meeting is further governed by the conditions of the
organizer of the Investigator Meeting. Costs
associated with the participation of the Investigator
(or approved member of the Investigator’s team) in
the Investigator Meeting shall be reimbursed by
Novartis in the scope and under conditions stipulated
in Annex No. 2 hereto. The Investigator (event, the
approved member of the Investigator's team) attends
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3.18.

zUCastAuje Investigatorského mitingu bezodplatne,
tj. za aCast na Investigatorskom mitingu
neprislicha SkaSajucemu (dohodnutému clenovi
skusajuceho timu) Ziadna odmena. Odmenovanie
Institdcie v sUvislosti s Ucastou Skusajiceho (resp.
dohodnutého  ¢len  skiSajuceho  timu) na
Investigatorskom mitingu je rieSené a celé zahrnuté
v odmeriovani za odborné €innosti poskytnuté pri
realizacii klinického skuSania podla podmienok
tejto Zmluvy. VSetky ustanovenia tejto Zmluvy,
vratane tych tykajucich sa najmd zavézku
mlicanlivosti,  vlastnickych  prav,  publikacii,
vysledkov €innosti aich pouzitia a ochrany, prav
dusevného a priemyselného vlastnictva, ochrany
osobnych Udajov, sa rovnako vztahuji na pravne
vztahy sOvisiace sUCastou na Investigatorskom
mitingu. V pripade, Ze Investigatorsky miting sa
uskutoCnil eSte pred podpisom tejto Zmluvy
sucastou SkuSajuceho (resp. dohodnutého Clena
skuSobného timu), zmluvné strany zhodne
konstatuju, Ze ustanovenia tejto Zmluvy sa vztahuju
aj na pravne vztahy slvisiace s U¢astou na takomto
Investigatorskom mitingu.

InStiticia a SkuSajici vyhlasuju aNovartisu sa
zavézuji, Ze pocas trvania Klinického skdSania
vykonavaného podla Protokolu atejto Zmluvy
zabezpeia moznost  odslepenia  Ugastnikov
kedykol'vek, to znamend 24 hodin denne, 7 dni
v tyzdni, tak ako to vyZzaduje Protokol. Za tymto
Gcelom poskytnt Ucastnikom telefonicky kontakt na
Skusajuceho a na prislusny personal Institucie, ktory
sa bude podielat’ na vykonavani klinického skuSania
podla tejto Zmluvy, pricom na tychto telefonnych
Cislach bude 24 hodin denne a7 dni v tyzdni
zastihnutel'na aspon jedna z uvedenych os6b.

4. Medicinske produkty a Material na klinické skdsanie

4.1.

4.2.

4.3.

Medicinsky produkt (dalej len ,,Medicinsky
produkt®) oznaCuje v3etky produkty alebo lieky
vratane placeba, ktoré sa podavaji Ugastnikovi v
priebehu klinického sklSania, a tiez prostriedky na
Specialne sposoby podavania tychto produktov alebo
liekov, potrebné na vykonanie klinického skudSania,
ktoré bezplatne dodava alebo zabezpecuje Novartis.

Material na klinické skisanie (dalej len ,,Material®)
oznaCuje vSetok ostatny material, zariadenia a
pomocky potrebné na vykonanie klinického
skusSania, ktoré bezplatne dodava alebo zabezpecuje
Novartis.

Novartis zabezpeCi, aby bol vSetok Medicinsky
produkt, vyrobeny alebo pripraveny v sllade so
zasadami spravnej vyrobnej praxe. Medicinsky
produkt bude zabaleny a oznaCeny spéscbom, ktory
zodpoveda charakteru klinického skdSania a platnym
predpisom a bude dodany v mnoZstve a v Case, ktoré
si nevyhnutne potrebné na to, aby umoznili
Intitdcii alebo SkuSajicemu vykonat' klinické
skdSanie v stlade so Zmluvou a Protokolom.
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3.18.

the Investigator Meeting without receiving any
payment, i.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
pursuant to the conditions of this Agreement. All
provisions of this Agreement, including namely those
related to the obligation of confidentiality, ownership
rights, publications, results of the activities and then-
use and protection, intellectual and industrial property
rights, personal data protection pertain equally to
legal relations associated with the participation at the
Investigator Meeting. In case the Investigator Meeting
took place before this Agreement was signed and the
Investigator (or agreed member of the Investigator’s
team) attended the meeting, the Parties jointly state
that the provisions ofthis Agreement also apply to the
legal relations associated with the participation in
such Investigator Meeting.

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

4. Medicinal Products and Material for the Clinical Trial

4.1.

4.2.

4.3.

A medicinal product (hereinafter referred to as the
“Medicinal Product”) means all 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 trial
and which are supplied or ensured by Novartis free of
charge.

Material for the clinical trial (hereinafter referred to
as the “Material’”’) mean any other materials, facilities
and aids necessary for the conduct ofthe 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 shall be packed and labelled in a
manner which corresponds with the nature of the
clinical trial and applicable laws and shall be supplied
in amounts and at the time as inevitable to allow the
Institution or Investigator to conduct the clinical trial
in accordance with the Agreement and Protocol.
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4.4,

4.5,

4.6.

Ak InStitGcia md& zriadent lekéarenn v aredli
pracoviska (centra) alebo na pracovisku ma
vytvorené podmienky uvedené v Protokole pre
uchovavanie Medicinskeho produktu, vykona
skladovanie Medicinskych produktov (skdsany
produkt alebo liek) v tejto lekarni resp. na tomto
vhodnom pracovisku. Ak InStiticia nema takto
zriadend lekarenn alebo vhodné pracovisko alebo
vnich uchovavanie Medicinskych produktov
(skuSaného produktu alebo lieku) nie je mozné,
Novartis zabezpeCi osobitnd lekéren, v ktorej sa
maju Medicinske produkty (skuSany produkt alebo
skaSany liek) uchovavat. Institicia zabezpeci
plynuly prisun Medicinskeho produktu
SkdSajucemu tak, aby mohol vykonat Kklinické
skusanie v stlade so Zmluvou. Institdcia a Skisajuci
zabezpecia, aby bol vSetok Medicinsky produkt
sprdvne a bezpeCne uchovavany, prijimany,
skladovany, vydavany, pouzivany, podavany a aby
sa s nim bezpeCne manipulovalo. Institicia
a Skusajuci sa zavazuju s Medicinskym produktom
zaobchadzat  vsulade s pokynmi  vyrobcu,
Zadavatela aNovartisu apouzit ho vyhradne
sposobom predpisanym v Protokole av sulade
s GCP ainymi prislusSnymi predpismi. Novartis sa
zavazuje, Ze zabezpeCi bezplatne zaSkolenie
pracovnika nemocnicnej lekarne Institdcie za
UCelom zabezpeCenia uchovania Medicinskeho
produktu (skuSaného produktu/lieku) v sulade
s Protokolom a Sk(3ajuci zabezpeCi bezpecni
manipulaciu s Medicinskym produktom ajeho
spravne uchovavanie.

4.4,

If the Institution has its pharmacy at the site (centre)
or conditions for maintenance of the investigational
product per Protocol at its site have been created, it
shall maintain the Medicinal Products (investigational
product or medicine) in such pharmacy or at such
appropriate site. If the Institution does not have such
pharmacy or appropriate site or if the Medicinal
Products (investigational product or medicine) cannot
be maintained there, Novartis shall ensure a special
pharmacy  where the Medicinal  Products
(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
Investigator 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
ofthe 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 / medicine) in accordance with the Protocol,
and Investigator ensures safe handling of the
Medicinal Product and its proper storage.

Intitucia a SkdSajlci budd viest' presné a aktualne  4.5.  The Institution and the Investigator shall keep exact
zéznamy o vSetkych Medicinskych produktoch, and up-to-date records on all Medicinal Products that
ktory dostali, a tiez presnd evidenciu, najma they received, as well as exact records, in particular
skdSanych produktov alebo liekov, ktoré pouZili on investigational products or medicines which they
alebo vydali, s uvedenim datumu, druhu a mnozstva used or dispensed, indicating the date, type and
vydanych, pouzitych, prip. vratenych skdSanych amount of dispensed, used or returned investigational
produktov alebo liekov, a s uvedenim os6b ktoré ich products or medicines as well as persons who
vydali alebo Ucastnikov, ktorym boli tieto skusané dispensed them or Participants to whom these
produkty alebo lieky vydané alebo podané, aby bolo investigational products or medicines have been
mozné kedykolvek spatne dohladat pouzitie dispensed or administered, so that the use of each
kazdého balenia, ana poziadanie Novartisu alebo package can be traced back any time, and make such
opravnenych Statnych alebo zahrani¢nych organov records available upon request of Novartis or
tlto evidenciu spristupnit. V pripade, ak sa to pri competent national or foreign authorities. If required
klinickom skdSani vyZzaduje, mbdzu byt udaje during the clinical ftrial, the data regarding
tykajlice sa Ucastnikov zaznamenané v kodovanej Participants can be recorded in encoded form.

forme.

Novartis moéze poskytnit Indtitdcii Material  4.6.  Novartis may provide the Institution with Material

potrebny k vykonaniu klinického skudSania alebo
stvisiaci s vykonavanim klinického skGSania na
zaklade svojho rozhodnutia za Gcelom vcasnej
ariadnej realizacie klinického skdSania. Aj
vtakomto pripade vlastnikom  poskytnutého
Materidlu vzdy ostdva Novartis, resp. Zadavatel
alebo ich pridruzené osoby, podla toho, v koho
vlastnictve sa Material nachadza. Material moze byt
pouzivany vylucne Intitdciou, SkdSajucim a/alebo
schvalenym skudsajicim timom.

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
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4.7.

4.8.

V pripade poskytnutia Materialu podla bodu 4.6.,  4.7. In case the Material is provided pursuant to para. 4.6.,
Indtiticia je opravnena Materil uzivat riadne the Institution is entitled to use the Material in a
v stlade sucelom, na ktory obvykle sluzi, pre proper manner and in accordance with the purpose
potreby  pracoviska (centra) vykonavajlceho which it usually serves for, for the needs of the site
klinicke skuSanie podla tejto Zmluvy, zabezpecit (centre) performing the clinical trial according to this
riadnu starostlivost’ podl'a ndvodu na pouzivanie a Agreement, to ensure proper care according to the
predpisov vyrobcov, chranit’ pred akymkolvek instructions  for use and regulations of the
poskodenim, stratou, odcudzenim alebo zniCenim. manufacturers and to protect it from any damage, loss,
InStiticia zodpovedd za poSkodenie Materidlu theft or destruction. The Institution is responsible for
sposobené  porusenim  pravnych  povinnosti damage of the Material caused by violation of the
Indtiticie,  najmd  vzniknuté  neodbornym legal obligations of the Institution, mainly caused by
a nesetrnym zaobchadzanim s vypozianym improper and careless handling of borrowed Material
Materialom alebo v rozpore snavodom na or handling contrary to the instructions for use or
pouZivanie alebo predpismi vyrobcov, ako aj za prescribed by the manufacturer, as well as for the loss,
stratu, zniCenie ¢&i odcudzenie zapoZi€aného destruction or theft of borrowed Material. The
Materidlu. InStiticia nezodpovedd len za vady Institution is not responsible only for defects and
aposkodenia vzniknuté prirodzenym  starnutim damages due to natural aging and common wear and
aopotrebovanim  Materidlu  alebo  vlastnou tear of the Material or inherent internal defect in the
vnatornou chybou Materidlu. Zmluvné strany sa Material. Novartis shall be not responsible to (i)
dohodli, Zze Novartis (i) nie je povinny poistit insure the Material against any damages caused to or
Material proti akejkol'vek Skode spOsobenej na by the Material, and (ii) do the maintenance of the
Materiéli a/alebo Materidlom a (ii) nie je povinny Material during the term of the clinical trial. During
uskutociovat’ Udrzbu Materialu poc€as klinického the term of the clinical trial, Institution and/or
skd3ania. Institdcia a/alebo SkudSajaci su povinni Investigator shall be responsible for immediately
bezodkladne informovat' Novartis 0 akychkol'vek notifying Novartis of any malfunctioning Material.
poruchach Materialu, ktoré vznikn( poCas doby Novartis carries no responsibility for any damages
klinického ski3ania. Novartis nenesie zodpovednost that might be incurred to the Institution in connection
za akékolvek Skody, ktoré by mohli vzniknat with the use of the Material, its operational defect or
InStitGcii v suvislosti s uzivanim Materidlu, sjeho wrong data obtained by the Material. Unless
prevadzkovou poruchou ¢i  chybnymi Gdajmi otherwise expressly agreed by the contractual parties,
dosiahnutymi Materidlom. Pokial nie je zmluvnymi Novartis shall provide Material under this Agreement
stranami vyslovne dohodnuté inak, poskytnutie free of charge.

Materidlu Novartisom podla tejto Zmluvy je

bezodplatné.

Odovzdanie Materidlu Institdcii podla bodu 4.6. 4.8. Handover of the Material to the Institution in

potvrdi Novartis a InStiticia vo forme podpisaného
Protokolu o odovzdani a prevzati veci, ktory bude
obsahovat aspon druh a mnozstvo Materialu, datum
apodpisy  odovzdavajuceho  a preberajlceho;
Novartis a InStiticia sa dohodli, Ze na podpis
Protokolu o odovzdani a prevzati veci podla tejto
vety sU opravneni v ich mene g ich veddci
zamestnanci, ktori budd povereni vykonavanim tloh
stvisiacich s klinickym skdSanim, priCom za
InStiticiu moze podpisovat aj SkdSajuci a za
Novartis aj uréeny monitor. V pripade, Ze Protokol o
odovzdani a prevzati veci bude obsahovat s
ohladom na podmienky upravené v tejto Zmluve aj
dodatocné podmienky alebo prehlasenia tykajlce sa
poskytnutia konkrétneho Materidlu, Novartis aj
Intitlcia sthlasia, Ze takéto podmienky sa budd
povazovat za platne dohodnuté aj v pripade, Ze
Protokol o odovzdani a prevzati veci podpiSe v ich
mene niektorda z osO6b opravnenych v zmysle
predchadzajlcej vety. Dokumentacia odovzdavana
spolu s Materialom bude predstavovat navod na
pouZitie v slovenskom alebo ¢&eskom jazyku,
pripadne iné predpisy vyrobcu na jeho uZivanie,
adrzbu aservis, ktorymi je Institdcia povinna sa
riadit, av pripade zdravotechniky aj vyhlasenie

accordance with para. 4.6. shall be confirmed by
Novartis and the Institution in the form of a signed
Handover and Takeover Protocol which shall indicate
at least the type and amount of the Material and
contain date and signatures of the transferor and the
recipient; Novartis and the Institution hereby agree
that, on their behalf, also their managers in charge of
performing the duties related to the clinical trial are
entitled to sign the Handover and Takeover Protocol,
whereby for the Institution, also the Investigator is
entitled to sign and for Novartis, also the desifnated
monitor is entitled to sign. In case the Handover and
Takeover Protocol includes, with regard to conditions
stipulated in this Agreement, also any additional
conditions or representations related to provision of a
certain Material, Novartis and the Institution agree,
that such conditions shall be considered as validly
agreed even where the Handover and Takeover
Protocol is signed on their behalf by any of the
authorised persons according to the preceding
sentence. The documentation submitted together with
the Material will constitute instructions for use in the
Slovak or Czech language or other instructions ofthe
manufacturer for its use, maintenance and service,
which the Institution is obliged to follow, and in the
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4.9.

4.10.

4.11.

0 zhode alebo certifikat s registracnym Cislom
SUKL. V pripade zdravotechniky, ktorej uZivanie
nie je bezné na zaklade ndvodu na uzivanie, Novartis

bezodplatne vykona zaSkolenie  pracovnikov
InstitGcie, o com bude spisany Protokol o zaSkoleni,
ktory bude obsahovat asponn  Specifikaciu

odovzdaného Materidlu a identifikaciu zaSkolenych
osdb, datum apodpisy za Novartis, InstitGciu
a zaSkolenych os6b. Institiciaje povinna zabezpeCit
potrebnd  sGcinnost’ k odovzdaniu a zaSkoleniu.
Indtitdciaje povinna zabezpecit oznacenie Materialu
ako veci, ktora vlastnicky patri Novartisu.
Poskytnutie Materialu podla tejto Zmluvy zo strany
Novartisu nie je podnecovanim pre odporucanie,
predpisovanie, kapu, dodavanie, predaj alebo
podavanie liekov a poskytnutie Materidlu nie je
podmienené predpisanim €i uzivanim akéhokol'vek
lieku ¢i akymkol'vek inym plnenim alebo konanim
zo strany Institacie alebo SkisSajuceho.

InStiticia a SkuaSajici nepouzije Medicinske
produkty, Material, Dokumentéciu Stdie (ako je
definovana nizsie) a Sdvisiacu dokumentdciu na
Ziadny iny 0C€el okrem vykonavania klinického
skiSania  vsulade s  Protokolom  abez
predchadzajlceho pisomného sthlasu Novartisu
neda Medicinske produkty, Material, Dokumentaciu
Stidie  a Savisiacu  dokumentéciu  k dispozicii
Ziadnej tretej strane okrem tych, ktoré si uvedené
v Protokole alebo tejto Zmluve.

Po ukonceni Klinického skuSania vréti Institlcia /
Skusajuci  vSetok zvySny Medicinsky produkt
Novartisu a poda vysvetlenie (ak sa to vyZzaduje,
pisomne) ohl'adom mnoZstva a druhu Medicinskeho
produktu, ktory bol zni¢eny alebo chyba. Ak sa tak
nestane, Novartis je opravneny vyuctovat’ Institdcii
naklady na vSetok Medicinsky produkt, ktory podl'a
podpisaného protokolu o jeho odovzdani a prevzati
nebol pouzity v sulade s touto Zmluvou alebo nebol
vrateny Novartisu. Tym nebude dotknuta akékol'vek
ina pravna zodpovednost’ Institdcie za neopravnené
nakladanie s Medicinskym produktom a spdsobenu
Skodu.

V pripade poskytnutia Materialu podla bodu 4.6. je
tento poskytnuty maximalne na dobu trvania
klinického skuSania. Ak bude mat Novartis
oddvodnend pochybnost, Ze Materidl poskytnuty
podla bodu 4.6. €i akakol'vek jeho Cast’ boli pouzité
na iné UCely, nez tie, ktoré si uvedené v tejto
Zmluve, je opravneny poziadat Instit(ciu o spravu a
dokazy o pouziti Materialu. V pripade, Ze InStiticia
nepreukédZe Novartisu poZadované skutocnosti do 10
dni po obdrzani takejto vyzvy, ma sa za to, ze
Material bol pouzity v rozpore s touto Zmluvou.
InStiticia je povinnd Material poskytnuty podla
bodu 4.6. vrétit, ak ho nepouziva riadne alebo ho
uziva v rozpore s touto Zmluvou alebo v rozpore
s Gcelom apodmienkami  dohodnutymi v tejto
Zmluve alebo ak oto Novartis poZiada alebo
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4.9.

4.10.

411

case of sanitary also declaration of conformity or
certificate with registration number of SIDC. For
sanitary technology whose use is not common on the
basis of the instructions for use, Novartis will carry
out training of the staff of the Institution free of
charge, what will be drawn up the Protocol on the
Training, which will include at least the specification
of the submitted Material and the identification of
trained persons, dates and signatures for Novartis,
Institution and trained persons. The Institution is
obliged to provide necessary cooperation in the
submission and training. The Institution is obliged to
ensure to mark the Material as Novartis ownership.
Provision of the Material under this Agreement by
Novartis does not represent any motivation to
recommend, prescribe, purchase, supply, sale or
administrate the medicinal products and the provision
of the Material is not conditioned by prescription or
use ofany medicinal product or another consideration
or conduct by the Institution or the Investigator.

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.

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. 1fthis 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
handling ofthe 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
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4.12.

5.1.

5.2.

v pripade ukoncenia klinického skiSania, to vSetko
v lehote 10 dni. InstitGcia sa zavazuje Material vratit
Novartisu v rovnakom stave, kvalite a v rovnakom
zlozZeni ako ho prevzala, s prihliadnutim na obvyklé
opotrebenie. Ak sa tak nestane, Novartis je
opravneny vyuctovat' InStitdcii  a InStitGcia je
povinnd nahradit Novartisu cenu a naklady na
poskytnuty Material podla bodu 4.6 nevrateného
v uvedenej lehote. Tym nebude dotknuta akakol'vek
ina pravna zodpovednost’ Institlicie za neopravnené
nakladanie s Materidlom a spdsobenu Skodu.
SkdSajuci  berie na vedomie, Ze v niektorych
pripadoch bude potrebné uzavriet' trojstrannd
zmluvu medzi nim, Novartisom a nezavislym
dodavatelom za Ucelom poskytovania priamych
sluzieb Ucastnikovi (ako je napr. podavanie alebo
dorugenie Medicinskeho produktu Ugastnikovi
domov).

Pre vylucenie akychkol'vek pochybnosti, Novartis
nebude mat’ pristup, aani sanebude podielat’ na
zdielani osobnych (dajov Ugastnikov medzi
Institlciou a tymto nezavislym dodavatelom.
5. Kontrola klinického skusania

Novartis alebo CRO (ak existuje) poveria dostatocne
kvalifikovani osobu alebo osoby monitorovanim
(vykonavanim dohladu) nad klinickym skdSanim a
Uzkou spolupréacou so Skusajtcim.

InStiticia a SkdSajuci budd spolupracovat s
Novartisom a s kvalifikovanymi osobami, ktoré
poveril Novartis alebo CRO (ak existuje) pri
vykonavani monitorovania a/alebo dohl'adu tymito
osobami nad priebehom klinického skiSania, a to za
GCelom preverenia Ci je klinické skiSanie
vykonavané v stlade s Protokolom, Zmluvou,
platnymi pravnymi predpismi a zasadami Spravnej
klinickej praxe ako aj za UCelom preverenia
presnosti  informacii  ziskanych v priebehu
klinického skdSania. InStiticia a  Sk(Sajlci
predovietkym zabezpecCia alebo poskytni kazdej z
tychto vysSie uvedenych osdb pristup na vsetky
pracoviskd, na ktorych sa Kklinické skiSanie
vykonava za G€elom ich kontroly ako aj ku vetkym
zaznamom, ktoré sa uchovavaju pre potreby
klinického skuSania, za UCelom preverovania,
kontroly  akopirovania Udajov, dokumentov
a informacii tykajucich sa klinického skdSania. V
miere, v ktorej to IntitGcii a SkuSajicemu pravne
predpisy dovolujd, Institicia a SkaSajdci umoznia
Novartisu resp. jeho poverenym osobam alebo
osobam poverenym CRO (ak existuje) pristup ku
véetkym zéznamom tykajucim sa UCastnikov a v
potrebnej miere im tiez umoznia kontrolu zdznamov
tykajucich sa klinického sk(Sania. InStiticia a
SkuSajuci  zabezpe€ia, aby SkuSajici al/alebo
¢lenovia skiSajuceho timu boli Novartisu resp. jeho
poverenym osobam alebo osobadm poverenym CRO

(ak existuje), k dispozicii poCas uvedeného
monitorovania/vykondvania kontroly, a to za
Uc¢elom  prediskutovania ~ vySSie  uvedenych
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4.12.

5.1

5.2.

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. Ifthis 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 any caused damage.

The Investigator acknowledges that in some cases it
will be necessary to enter into a tripartite agreement
between him/her, Novartis and an independent vendor
in order to provide direct services to the Participants
(such as the administration or delivery of the
Medicinal Product at Participants’s home).

For clarity purposes, Novartis will neither get access,
nor be involved in the sharing of Participants
personal data between the Institution and such
independent vendor.
5. Inspection of the Clinical Trial

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

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 trial in order to verify whether
the clinical trial is conducted in accordance with the
Protocol, Agreement, applicable laws and regulations
and principles of good clinical practice, as well as in
order to verify the accuracy of information collected
in course of the clinical trial. The Institution and
Investigator shall in particular ensure or provide to
each of such persons access to all sites where the
clinical trial is conducted in order to inspect them, as
well as access to all records maintained for the needs
ofthe clinical trial in order to verify, inspect and copy
the data, documents and information relating to the
clinical trial. 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 or 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 Institution 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.
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5.3.

54.

5.5.

zaznamov, Udajov a informacii a pripadného

odstranenia  akychkol'vek pochybnosti s nimi

sGvisiacimi.

Indtiticia umozni audit dodrziavania najma 5.3.  Tlie Institution shall allow auditing the observance of
Protokolu, Zmluvy, prislusnych pravnych predpisov namely the Protocol, Agreement, applicable laws and
a zésad Spravnej klinickej praxe na pracovisku a v principles of good clinical practice at the site and in
priestoroch skladovania Medicinskeho produktu, the premises where the Medicinal Product, Material is
Materialu & uZ auditormi Novartisu alebo kept, either by the auditors of Novartis or
predstavitelmi Riadiaceho organu ktorejkol'vek representatives ofthe Governing Body ofany country
krajiny, kde sa uvaZuje o registracii skiSaného where registration of the investigational product is
produktu alebo kde je registrovany skdsany liek, ato contemplated or where the investigational product is
aj po skon&eni platnosti tejto Zmluvy. Instit(cia a registered, and that even after expiry of this
Skusajdci vytvoria prislusnému dozornému organu Agreement. The Institution and the Investigator shall
podmienky na vykonanie auditu aposkytni mu create conditions for the competent supervising
potrebnt  suCinnost.  Indtiticia a Skd3ajuci authority to enable it the performance of audit and
predovietkym  zabezpe€ia  alebo  poskytnl shall provide it with relevant assistance. The
prislusnému  dozornému organu  pristup  ku Institution and Investigator shall in particular ensure
zaznamom, Kktoré sa uchovavaji pre potreby or provide to competent supervising authority access
klinického skuSania za U€elom preverovania, to records maintained for the needs ofthe clinical trial
kontroly  akopirovania Udajov, dokumentov in order to verify, inspect and copy the data,
a informacii tykajucich sa klinického skdsania. V documents and information relating to the clinical
miere, v ktorej to Indtiticii a SkuSajicemu pravne trial. To the extent allowed to the Institution and the
predpisy dovolujd, InstitGcia a SkdSajuci umoznia Investigator by legal regulations, the Institution and
prislusnému dozornému orgénu pristup ku vSetkym the Investigator shall allow competent supervising
zaznamom tykajlcim sa UCastnikov a v potrebnej authority access to all records pertaining to the
miere mu tieZ umoznia  kontrolu zdznamov Participants and to the necessary extent allow them
tykajacich  sa klinického skiSania. Institdcia inspecting records related to the clinical trial. The
zabezpeCi, aby SkuSajlci alalebo  Clenovia Institution shall ensure that the Investigator and/or
skuSajuceho timu boli prislusnému dozornému other relevant clinical trial staff is available for
organu k dispozicii pocas inSpekcie/auditu, a to za competent supervising authority during the above-
Ucelom  prediskutovania vySSie  uvedenych mentioned inspection/audit in order to discuss such
zaznamov, Udajov a informéacii a pripadného records, data and information and to resolve any
odstranenia  akychkolvek pochybnosti s nimi questions relating to such records, data and
sGvisiacimi. information.

Indtiticia a SkUSajuci budd Novartis okamZite, 5.4. The Institution and Investigator shall inform Novartis
najneskor vsak do 24 hodin, informovat’ v pripade, immediately, but not later than within 24 hours, ifany
Ze kompetentny dozorny organ planuje, pripadne uz competent  supervising  authority  plans  an
neplanovane zacne, vykonavanie indpekcie/auditu a inspection/audit or starts any unplanned inspection
poskytni Novartisu kdpie akychkol'vek pisomnosti and shall provide Novartis with copies of any
vypracovanych dozornym organom, ktoré sU documents elaborated by the supervising authority,
vysledkom takejto inSpekcie/auditu, a to ihned po which result from such inspection/audit, immediately
ich obdrzani. Intitdcia a SkG3ajuci vyvini vetku after they have obtained such documents. Institution
snahu, aby ziskali pre Novartis povolenie zGcastnit and the Investigator shall use their best efforts to
sa takejto inSpekcie/auditu a v pripade, Ze to nebude obtain approval for Novartis or its agents to be present
mozné sU povinni zabezpeCit' vCasné a nepretrzité at the inspection/audit or otherwise keep Novartis
informovanie ~ Novartisu o priebehu  danej timely and constantly informed of the progress.
indpekcie/auditu.

Institicia a SkUSajuci sa zavézujl uskutoCnit  5.5. The Institution and Investigator undertake to take any

akékol'vek primerané kroky vyZadované zo strany
Novartisu a/alebo prislusného dozorného orgénu za
Ucelom odstranenia nedostatkov zistenych pocas
auditu alebo inSpekcie. Novartis bude mat’ zaroveri
pravo preskimat a odsuhlasit akékol'vek pisomnosti
ur€ené  kompetentnému  dozornému  organu
vypracované v reakcii na indpekciu/audit zo strany
takéhoto dozorného orgénu, ato predtym ako takito
pisomnost’ Institlcia alebo SkudSajuci tomuto
dozornému orgéanu predlozi.

appropriate steps required by Novartis and/or
competent supervising authority in order to remove
any deficiencies discovered during the audit or
inspection. At the same time, Novartis shall have the
right to inspect and approve any documents intended
for the competent supervising authority, which have
been prepared in response to an inspection/audit by
such supervising authority, before the Institution or
Investigator submit such document to the supervising
authority.
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6.1.

6.2.

6.3.

6.4.

6.5.

6. Dokumentécia a sucinnost’

6. Documentation and Collaboration

Pokial’ sa nedohodlo inak, vSetky zaznamy (najma  6.1.  Unless agreed otherwise, all records (namely but not
avsak nie vylucne CRF zaznamy, zaznamy tykajlce exclusively CRFs, Participants’ identifications,
sa identifikacie UCastnika, zdravotné zaznamy, medical notes, laboratory tests etc.) required from the
laboratorne testy atd.) pri ktorych Novartis alebo Investigator or the Institution by Novartis or CRO
CRO vyZaduje, aby im boli predlozené Skisajicim shall have the form prescribed by Novartis. The
alebo Indtitdciou, budd mat' formu, ktord stanovi Investigator and the Institution shall ensure that the
Novartis. Skisajdci a InstitGcia budd dbat’ na to, aby records are filled out completely and in accordance
zaznamy boli vyplnené kompletne a v sulade s with the Protocol. Each report must be approved and
Protokolom. Kazdé hlasenie/zaznam/spravu musi signed by the Investigator. Such approval should not
Skusajuci schvalit” a podpisat’. Toto schvalenie sa be unreasonably withheld. The Institution and the
nemdze bezdévodne zdrziavat. Institicia a Investigator warrant that all CRF records submitted to
Skudsajici rucia za to, Zze vSetky CRF zaznamy Novartis shall be truthful, complete and correct and
predlozené Novartisu budd pravdivé, Uplné a that they exactly reflect the results ofthe clinical trial.
spravne, a Ze budd presne vyjadrovat vysledky Upon request, the Institution and/or the Investigator
klinického skdsania. Institucia a/alebo Skusajlci na shall submit such records or their copies to Novartis
poziadanie predloZia tieto zaznamy alebo ich kopie or Governing Body. These records are confidential in
Novartisu alebo Riadiacemu orgénu. Tieto zaznamy nature, as appropriate.

majl v primeranej miere doverny charakter.

Skusajuci zaisti spravne, Uplné, Citatelné a v€asné 6.2. The Investigator shall ensure correct, complete,
zaznamenavanie Udajov  opatrené prislusSnym legible and timely recording of data, accompanied by
datumom a podpisom v zaznamoch Ugastnikov a vo the relevant date and signature, in the records of the
vSetkych poskytovanych spravach (dalej len Participant and all submitted reports (hereinafter
,»,Dokumentécia Studie®). referred to as the “Trial Documentation”).

Indtiticia a SkdSajuci sa zavdzuju, ze budd  6.3. The Institution and Investigator undertake that they
Novartisu pravidelne a v€as poskytovat' vsetky will regularly and timely provide Novartis with all
vysledky Kklinického ski(3ania a dalSie Udaje results of the clinical trial and other data required by
pozadované na zaklade Protokolu (dalej len the Protocol (hereinafter reffere to as “Data”), via
,,Udaje™), a to prostrednictvom riadne vyplnenych properly filled case report forms of Participants (in
zaznamov  UCastnikov (v pisomnej  alebo written or electronic form - CRF forms). The
elektronickej forme - CRF zadznamy). Inétitlcia Institution and Investigator undertake to produce the
a SkuSajuci sa zavazuju, Ze budd vytvarat CRF CRF forms within 5 days after the visit set out in the
zaznamy do 5 dni od uskutoCnenia navstevy Protocol.

stanovenej Protokolom.

InStitlcia zabezpe€i, aby SkGSajici uchovaval 6.4. The Institution shall ensure that the Investigator
kompletné lekarske zaznamy maintains complete medical records on Participants,
o Ucastnikoch, identifikacné  kody  Ugastnikov identification codes ofthe Participants and documents
a dokumentaciu o klinickom skd3ani po dobu related to the clinical trial for a period of at least 15
najmenej 15 (patnast) rokov od ukoncenia (fifteen) years from the completion of the clinical
klinického skd3ania alebo po dlhSiu dobu, na ktorej trial, or for such longer period which shall be mutually
sa vzajomne dohodne s Novartisom. Po rovnaku agreed with Novartis. For the same period, the
dobu Institicia zabezpeci uchovéavanie zdravotnej Institution shall ensure maintenance of the medical
dokumentacie Ugastnikov a ostatnych zakladnych records of the Participants and other basic data of the
Gdajov  Kklinického skiSania tak, aby sa clinical trial so that the documentation is fully
dokumentécia v plnom rozsahu zachovala a bola retained and legible during the entire maintenance
CitateI'nd pocas celej doby uloZenia a aby sa mohla period and can be provided to relevant authorities for
na poziadanie poskytndt prisluSnym organom na verification and assessment, if so requested.
overovanie a hodnotenie.

V pripade, Ze v priebehu klinického skusania 6.5. Ifin the course of the clinical trial Novartis obtains

Novartis ziska doblezité informéacie (napriklad
informacie tykajice sa zavaznych neziaducich
GCinkov), ktoré sa opravnene povazuju za
informécie, ktoré by mohli ovplyvnit' rozhodovanie
Etickej komisie pri vydavani stanoviska k etike
klinického skudSania (ak by boli tieto informécie
dostupné v Case prijatia rozhodnutia), bezodkladne
oznami tieto skutocnosti Skusajicemu priamo alebo
prostrednictvom CRO (ak existuje), ktory predlozi
tieto informécie Etickej komisii.

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 ofthe 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.
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6.6.

6.7.

6.8.

6.9.

6.10.

6.11.

7.1.

V  spolupraci so SkuaSajacim, alebo inym
dohodnutym spbsobom, Novartis poskytne Udaje 0
vSetkych zavaznych nezZiaducich G€inkoch Etickej
komisii a Riadiacemu organu, ktory povoluje a
kontroluje vykonavanie klinického skisSania, alebo

na  poZiadanie a  zdravotnej poistovni
vykonavajlcej  verejné  zdravotné  poistenie
UCastnika, a spolu so Ska3ajacim uskutodni
opatrenia, ktoré je potrebné vykonat za ucelom
ochrany Ugastnikov  vystavenych riziku.
Oznamovacie  povinnosti  SkuSajuceho  vogi

prislusnej zdravotnej poistovni podla § 44 Zakona o
liekoch tymto nie st nijako dotknuté.

InStiticia zabezpeCi, aby SkdSajuci oznamil
Novartisu a Etickej komisii v3etky ddlezité
informécie uvedené v €lanku 6.5., ktoré zisti v
priebehu klinického skiSania. Sucasne
prostrednictvom  SkiSajuceho  zabezpeCi, Ze
Ucastnik bude v nevyhnutnej miere informovany
o vietkych otazkach tykajucich sa Kklinického
skdania.

Intitdcia a SkuSajuci budi okamzite reagovat’ na
vSetky Ziadosti Novartisu predkladané pocas
klinického  skuSania tykajice  sa  posUdenia
a prerokovania  postupu  klinického  skudSania
a slvisiacich otazok so zastupcami Novartisu.
Skusajuci vyhlasuje, Ze sa za tymto cielom stretne
so zastupcami Novartisu a poskytne potrebné
informacie a zaznamy, za ¢o v rovnakom rozsahu
zodpoveda aj Institlcia.

InStiticia poskytne sGCinnost pri zabezpeCovani
a poskytovani podkladov, najma ¢i InstitGcia, jej
personal a pracoviska spifiaji podmienky pre
realizaciu klinického skudania a Spravnej klinickej
praxe.

Skusajuci je povinny oznamit' zaradenie UCastnika
do klinického skiSania s uvedenim ¢isla rozhodnutia
0 povoleni klinického skdSania a datumu zaradenia
Ucastnika do klinického skdania zdravotnej
poistovni  vykonavajlicej  verejné  zdravotné
poistenie  UGastnika bezodkladne po zaradeni
Ucastnika do Klinického skd3ania; prislusnost
Ucastnika k zdravotnej poistovni je rozhodujica v
Case zaradenia UCastnika do klinického skdsania.

SkuSajuci  poskytne Novartisu i Zadavatelovi
klinického skdSania sucinnost’ pri plneni povinnosti
zadavatela klinického skiSania vyplyvajucich zo
Zé&kona o liekoch.

7. Neziaduce udalosti a neziaduce Gc¢inky
Institlcia a SkiSajuci sa zavéazuju, Ze budi okamZite
informovat’ Novartis, Riadiaci organ a prislusnu
zdravotni  poistoviiu  vykonavajicu  verejné
zdravotné poistenie Ugastnika o vietkych zavaznych
neziaducich udalostiach, ktoré sa tykaji Ugastnika,
alebo o podozreniach na neziaduce Gginky, ktoré sa
tykaju materidlu, najma Medicinskych produktov
(skasanych produktov a liekov), ktoré sa vyskytli v
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6.6.

6.7.

6.8.

6.9.

6.10.

6.11.

7.1.

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

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 ofthe clinical trial. At the
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
that for this purpose he/she will meet with the
representatives of Novartis and provide them with the
necessary information and records, as for the same
extent is responsible also the Institution.

The Institution shall 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 ofthe clinical trial and ofgood clinical
practice.

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

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

7. Adverse Events and Adverse Reactions

The Institution and Investigator undertake to
immediately notify Novartis, the Governing Body and
the relevant health insurance company providing
public health insurance to the Participant ofall serious
adverse events pertaining to the Participants, or of
suspected adverse reactions pertaining to the material,
in  particular to the Medicinal  Products
(investigational products and medicines), which have
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7.2.

8.1.

8.2.

priebehu klinického skudSania, najneskor vsak do 24
hodin od ich zistenia, to vSetko najma v stlade
s pokynmi uvedenymi v Protokole. Hlasenia budd
nasledne doplnené Institiciou  a SkdSajicim
0 podrobné pisomné spravy v stlade so vSetkymi
pravnymi a regulaénymi poziadavkami. Institlcia
a Skusajuci budd vzdy spolupracovat’ s Novartisom
a zabezpeCia spolupracu aj akejkolvek osoby
zUCastnenej na vykonavani klinického skdSania
s Novartisom, ato pri jeho hlaseniach vSetkych
zavaznych neziaducich udalosti a podozreni na
neziaduce  Ucinky  Medicinskych  produktov
(skuSanych produktov alebo liekov) Riadiacemu
organu, Etickej komisii, prislusnej zdravotnej
poistovni  vykonavajlcej  verejné  zdravotné
poistenie Uastnika, pripadne prislusnym organom
Clenskych Statov, na ktorych Gzemi sa vykonava
multicentrické klinické skiSanie, a v pripade ak to
stanovuju pravne predpisy alebo oto poziada
Novartis, poskytnl (a/alebo zabezpecia poskytnutie)
prislusSnym organom aj pozadované informécie.

occurred in the course of the clinical trial, however
not later than within 24 hours after becoming aware
ofsuch events and reactions, all in accordance namely
with the instructions set forth in the Protocol. The
Institution and Investigator shall subsequently
supplement the reports with detailed written statement
in accordance with all legal and regulatory
requirements. The Institution and the Investigator will
always cooperate with Novartis and will ensure that
any person involved in the conduct ofthe clinical trial
shall cooperate with Novartis in its reports of all
serious adverse events and suspected adverse
reactions of Medicinal Products (investigational
products or medicines) to Governing Body, the Ethics
Committee, the relevant health insurance company
performing public health insurance ofthe Participant,
or the competent authorities of the Member States on
whose territory the multicentre clinical trial is
performed, and in case it is stipulated by the
legislation or required by Novartis, will provide the
relevant authorities with requested information, as
well.

Po vyskyte zavaznych neZiaducich udalosti, prip. 8  7.2.  Following the occurrence of serious adverse events,
ostatnych neziaducich udalosti, ¢i neziaducich event, also other adverse events, or adverse reactions,
ucinkov uskutocni SkuSajuci po konzultécii s the Investigator, after having consulted Novartis, shall
Novartisom vSetky nevyhnutné opatrenia na ochranu take all measures necessary in order to protect the
Ugastnikov, ktori st vystaveni riziku. Participants exposed to risk.
8. Finan€né vyrovnanie 8. Financial Compensation
Za riadne vykonanie sluZieb a odovzdanie vSetkych ~ 8.1.  For due performance of services and handover of all
podkladov, ktoré InstitGcia v prospech Novartisu ma details provided by the Institution for the benefit of
poskytnit’ podla tejto Zmluvy, uhradi Novartis Novartis pursuant to this Agreement, Novartis shall
dohodnutd odmenu podla Prilohy €. 2 tejto Zmluvy pay remuneration in accordance with Annex No. 2 of
v 100 % vySke na Gcet Intitdcie. Z tejto Zmluvy this Agreement in amount of 100 % to the account of
nevznika Ziadny priamy zavdzok Novartisu na the Institution. Novartis is not directly obliged under
odmenu za plnenie tejto Zmluvy inej osobe ako this Agreement to pay any remuneration for
Institdcii. performance of this Agreement to any person other
than the Institution.
Uhrady podla Prilohy ¢. 2 obsahujd v3etky naklady — 8.2.  Unless agreed otherwise, payments according to

InStitlcie spojené s vykonanim klinického skuSania
a s liebou ochorenia, na ktoré je klinické skuSanie
zamerang, vratane ndkladov na vySetrenia spojené s
tymto klinickym skdSanim, ktoré si nad ramec
Standardnej zdravotnej starostlivosti a ktoré nie s
hradené  z verejného  zdravotného  poistenia,
avratane nadkladov aodmien za  Cinnost
SkusSajuceho, spoluskusajucich a pripadnych inych
pracovnikov InstitGcie, pokial' nebude dohodnuté
inak. Uhrady uvedené v Prilohe & 2 predstavujl
jediny a vyluény spdsob finantného vyrovnania
medzi zmluvnymi stranami a IntitGcia nema narok
na akékol'vek dalSie financné ¢i obdobné pinenie.
InStiticia je wvyhradne zodpovedna za platbu
vSetkych dani a ostatnych poplatkov, ktoré jej mézu
vznikndt, alebo mézu byt ulozené Ci splatné v
stvislosti s pefiaznymi  alebo  nepenaznymi
plneniami uvedenymi v tejto Zmluve a Prilohe €. 2
i poskytnutymi na zaklade tejto Zmluvy, ktoré
obsahuji vsetky takéto pripadné dane a poplatky.
Zmluvné strany konStatujd, Zze plnenie poskytnuté
podla tejto Zmluvy Intitcii predstavuje prijem

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 ofthe 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 or 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
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8.3.

z vykonavania klinického skudSania, ktory nie je
predmetom dane z prijmu vyberanej zrazkou, ale je
zdaovany samotnou InstitGciou.

InStitdcia prehlasuje a zarovefi sthlasi stym, Ze
SkudSajuci uzavrie s Novartisom osobitnd zmluvu
(dalej len ,,Zmluva o poskytovani odbornych
¢innosti“), na zaklade ktorej SklSajuci priamo
obdrzi od Novartisu Ghrady (odmenu) za sluzby
vykonané  SkudSajicim.  IntitGcia  prehlasuje
a zavézuje sa, ze plnenie Zmluvy o poskytovani
odbornych  €innosti  nezakladd  poruSovanie
povinnosti Skusajiceho z pracovnopravneho vztahu
medzi InStitlciou a SkuSajicim alebo z vnatornych
predpisov Instit(cie.

V pripade, ak Novartis uzavrie osobitné zmluvy
o0 poskytovani  odbornych ~ €innosti  aj  so
spoluskusajucim a/alebo inymi €lenmi skdSajiceho
timu, tak IntitGcia s tymto vyjadruje suhlas a berie
na vedomie, Ze takyto spolusk(Sajdci a/alebo
Clenovia skuSajiceho timu obdrzi od Novartisu
Uhrady (odmenu) za sluzby priamo.

Zmluvné strany vzajomne prehlasuju a zavazuju sa,
Ze Uhrady v stvislosti s klinickym skdSanim (i)
predstavuju redlnu trhovd hodnotu za vykonanie
klinického sku3ania, (ii) neboli stanovené Ziadnym
sposobom, ktory zohladfiuje objem alebo hodnotu
akychkol'vek odporicani, nahrad alebo obchodov
medzi  InStitciou  a/alebo  SkdSajicim a
spolocnostou Novartis a (iii) nie si pontkané ani
poskytované, Uplne alebo Ciastone, so zamerom
priamo alebo nepriamo, nevyslovne alebo vyslovne
ovplyviovat alebo povzbudzovat' ich prijemcu, aby
nakupoval, predpisoval, sprostredkival, predaval,
zabezpeCoval nékup alebo predaj produktu

Novartisu alebo nepredstavuji odmenu za ich

minulé spravanie.

Uhrada bude realizovana 2 x roéne vzdy za uplynulé

obdobie spatne, po€nic prvym  zaradenym

Ugastnikom, podla rozsahu Novartisom a

Skudsajucim odsuhlasenych vykonanych €innosti

(poCet, drun a im zodpovedajucu hodnotu

jednotlivych Ukonov realizovanych sjednotlivymi

Ucastnikmi), a to nasledovne:

a) vidy za obdobie do 31.1. bude do 15.3.
prislusného kalendarneho roka Novartisom
vygenerovany navrh faktary (IP - Invoice
Proposal) vypracovany na zaklade Novartisom
a SkuSajucim  odsuhlasenych  vykonanych
¢innosti do daného obdobia,

b) vidy za obdobie do 31.7. bude do 1509.
prislusného kalendarneho roka Novartisom
vygenerovany navrh faktary (IP - Invoice
Proposal) vypracovany na zaklade Novartisom
a SkuSajucim  odsuhlasenych  vykonanych
¢innosti do daného obdobia.
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8.3.

clinical trial which is not subject to withholding
income tax, but is taxed by the Institution itself.

Institution acknowledges and agrees that the
Investigator enters into a separate 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 ofthe 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.

In a case that Novartis concludes separate
professional service contracts also with sub-
investigators and/or other members of investigator’s
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 services performed by them.

Each Party represents and warrants to the others that
the payment of the fees related to the conduct of the
clinical trial (i) represents the fair market value for the
conduct of the clinical trial, (ii) has not been
determined in any manner that takes into account the
volume or value of any referrals, reimbursements or
business between the Institution and/or the
Investigator and Novartis, and (iii) is not offered or
provided, in whole or in part, with the intent of,
directly or indirectly, implicitly or explicitly,
influencing or encouraging the recipient to purchase,
prescribe, refer, sell, arrange for the purchase or sale
of a Novartis product or as a reward for past
behaviour.

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

a) always for period until January 31 will be until
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,

b) always for period until July 31 will be until
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.
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8.4.

8.5.

Novartis  zaSle  vygenerovany IP  Institdcii
a Indtiticia na zaklade takto vypracovaného
a doruceného IP vystavi faktlru, ktord doruci
Novartisu. Na faktire musi byt uvedeny kod
klinického skuSania aprilohou faktiry bude
vystaveny IP. Novartis zaplati Institdcii na zaklade
riadne vystavenej a dorucenej faktary prislusna Cast’
Uhrady za Specifikované obdobie, a to so splatnostou
30 dni od dorucenia faktiry Novartisu.

Novartis will send generated IP to Institution and
Institution in pursuance of such drawn up and
delivered IP issues an invoice, which will deliver to
Novartis. The invoice must contain the code of the
clinical trial and issued IP will form an Annex of the
invoice. Novartis shall pay to the Institution on the
basis of a duly issued and delivered invoice a
respective part of the payment for the specified
period, with maturity period of 30 days from the
delivery of the invoice to the Novartis.

Vzmysle formularu informovaného  sthlasu  8.4. Inthe meaning ofthe Patient Informed Consent Form
pacienta, je UCastnikom za vykonané navstevy Novartis will provide to the Participants for
v ramci klinického skdSania poskytovany prispevok completed visits during the clinical trial the
na nahradu cestovnych nékladov a pripadne Casu contribution for cover their travel costs and, where
strdveného v Indtitlcii.  InStitlcia zabezpeCi appropriate, the time spent in the Institution. The
vyplacanie tohto prispevku z prostriedkov na to Institution shall ensure payment of this contribution
Ucelovo poskytnutych Novartisom. Spdsob a rozsah from the resources provided for such purpose by
vyplacania prispevku je uvedeny v Prilohe €. 2 tejto Novartis. The manner and scope of such payment is
Zmluvy. Administrativnymi ¢innostami stvisiacimi described in Annex No. 2 of this Agreement.
s priamym vyplatenim tohto prispevku Ugastnikom Administrative activities related to direct payment of
moZe byt priamo povereny Skusajdci; Skusajuci je such contribution to the Participants may be directly
v takom pripade povinny dodrziavat rovnaké delegated to the Investigator; whereby the
povinnosti ako su uloZzené InStiticii pre pripad Investigator is obliged to, in such case, comply with
vyplaty prispevku zo strany Instit(cie. InstitGcia na the same obligations as the Institution in the event
tento UCel tymto SkuSajliceho poveruje priamym when the contribution is paid by the Institution. The
zabezpeCenim  takychto  administrativnych a Institution hereby authorises the Investigator to
platobnych €innosti. ensure directly such administrative and payment
activities.
InstitGcia berie na vedomie, Ze v stlade s platnymi ~ 8.5. The Institution takes into account, that in accordance

pravnymi predpismi, najma, nie vSak vylu¢ne podla
Zakona o liekoch je resp. mdze byt spolocnost
Novartis alebo tretia osoba povinnd oznamovat
prisluSnym organom a zverejiovat vySku a Ucel
pefaznych alebo nepefiaznych plneni poskytnutych
priamo alebo nepriamo zdravotnickemu
pracovnikovi alebo poskytovatelovi zdravotnej
starostlivosti v rozsahu a za podmienok stanovenych
platnymi pravnymi predpismi. Institdcia a Skusajuci
stcasne berd na vedomie, Ze predmetom zverejnenia
bude aj vyska finanéného ohodnotenia Skusajuceho
za Kklinické skdSanie. InStiticia sa zavazuje
poskytnit:  Novartis  akukolvek  sG€innost
nevyhnutne potrebni na plnenie oznamovacich
povinnosti Novartisu podla Zakona o liekoch. Pre

with applicable laws, mainly, but not limited to the
Medicinal Products Act, Novartis or a third person is,
or eventually may be obliged to notify the relevant
authorities and to disclose the amount and purpose of
any monetary or in-kind considerations directly or
indirectly provided to a healthcare professional or a
healthcare provider to the extent and under conditions
stipulated by applicable laws. The Institution and the
Investigator are aware of the fact that the amount of
the financial remuneration of the Investigator for the
clinical trial shall also be subject to disclosure. The
Institution undertakes to provide Novartis with any
assistance necessary for fulfilment of reporting
obligations of Novartis under the Medicinal Products
Act. For the purposes ofthe notification ofthe amount

UCely oznamovania financného  ohodnotenia of financial remuneration of the Investigator for the
SkiSajuceho za klinické skdSanie  Intiticia clinical trial, the Institution declares that such
prehlasuje, Ze takéto financné ohodnotenie financial remuneration of the Investigator for the

SkudSajiceho za klinické skuSanie vykonavané na
zaklade tejto Zmluvy predstavuje sumu 0 eur;
v pripade, Ze v danom kalendarnom polroku bude
poskytnuté SkudSajucemu financné ohodnotenie za
klinické skiSanie podla tejto Zmluvy ateda
vyhlasenie Institlcie podla predchadzajlcej vety sa
stane neaktualnym, Indtiticia sa zavézuje oznamit
Novartisu ~ vySku  finanéného  ohodnotenia
Sku3ajuceho za klinické skusanie a to bezodkladne,
najneskdr do 15.1. alebo do 15.7. prislusného
kalendarneho roka za obdobie predchadzajlceho
kalendarneho polroka, v ktorom bolo predmetné

clinical trial conducted under this Agreement shall
represent EUR 0; in case that in the respective
calendar half-year the Investigator will be provided
with a financial remuneration for the clinical trial
under this Agreement and thus the declaration of the
Institution pursuant to the preceding sentence will
become not up-to-date, the Institution undertakes to
notify to Novartis the amount of the financial
remuneration of the Investigator for the clinical trial
immediately, at the latest till January 15 or July 15 of
the calendar year in question for the time-period of
preceding calendar half-year, in which the respective
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8.6.

9.1.

9.2.

zverejiiované pefazné alebo nepefiazné plnenie
poskytnuté.

InStiticia zodpoveda za presnost, Uplnost a
spravnost’ Gdajov a informacii, ktoré Institdcia
poskytuje spolocnosti Novartis v savislosti s
plnenim povinnosti podl'a bodu 8.5. tejto Zmluvy. V
pripade poruSenia tychto povinnosti alebo
povinnosti poskytnut’ sdcinnost alebo oznamit’
vySku financného ohodnotenia SkiSajdceho podla
bodu 85.. Indtiticiou je InStitdcia povinna
odSkodnit’ spolocnost Novartis za akékol'vek
naroky, zaloby a uplatnenia prava vznesené voci
spolocnosti Novartis alebo jej prepojenym osobam,
Skody a iné ujmy, naklady alebo vydavky, vratane
nakladov na pravne sluzby spdsobené alebo
vzniknuté spolocnosti Novartis alebo jej prepojenym
osobdm v suvislosti s konanim  InStitdcie
poruSujicim pravne predpisy alebo povinnosti
podla tejto Zmluvy.

9. Zodpovednost’ za Skodu a poistenie

Novartis prehlasuje, Ze Novartis, resp. Zadavatel
alebo ich pridruzené osoby zabezpe€ili pred
uzavretim tejto Zmluvy poistenie zodpovednosti
Indtitcie, Novartisu a Ugastnikov za $kody
vzniknuté na zdravi Ugastnikov vratane smrti a
nékladov spojenych s lieGbou komplikacii alebo
pripadnych trvalych nasledkov na zdravi alebo ingj
Skody, ktora méze byt Ucastnikom spdsobena
v dbsledku vykonavania klinického skdSania v
zmysle Zakona o liekoch, vratane vykonavania
ur€itych Cinnosti stvisiacich s klinickym skdsanim,
ako je napriklad podavanie Medicinskeho produktu
mimo pracoviska klinického skGSania. Podla
takéhoto poistenia zodpovednosti za Skodu bude
mat’ InStiticia ako poisteny pravo, aby v pripade
poistnej udalosti poistitel’ (poistoviia) za neho
nahradil podla poistnych podmienok Skodu
Ugastnikovi, za ktor( Indtiticia zodpoveda. Naklady
spojené s uzavretim a udrZiavanim poistnej zmluvy
po cely Cas realizacie klinického skdSania hradi
Novartis. Poistny certifikat je Prilohou ¢ 3 tejto
Zmluvy.

Pokial' bude voci InStiticii uplatneny narok na
nahradu Skody, ktorl je mozné preukazatelne
priitat Novartisu alebo G€inkom hodnoteného
produktu alebo lieku, poskytne Novartis ndhradu
Skody v takej vyske, vakej Ucastnik Uspesne
uplatnil svoj narok na sude, resp. zabezpe€i plnenie
z prisludnej poistnej zmluvy. Tento narok sa pritom
musi vylucne tykat' ujmy na zdravi (vratane smrti),
ktora Ucastnikovi, ktory sa zG&astnil klinického
skd3ania, vznikla v do6sledku uZzivania skuSaného
produktu ¢i lieku pouzitého v ramci klinického
skdSania (t.j. skuSanie, hodnotenie alebo klinicky
zakrok alebo postup vykonavany v ramci klinického
skiania, ktorému by Ugastnik nebol vystaveny,
keby sa klinického skiSania nezdcastnil), a to za
predpokladu, Ze narok nevznikol v dosledku
poruSenia povinnosti Institdcie alebo Skusajuceho.
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disclosed financial or in-kind consideration was
provided.

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

9. Responsibility for Damage and Insurance

Novartis represents that, prior to conclusion of this
Agreement, Novartis, event, the Sponsor or their
affiliated persons had taken out liability insurance of
the Institution, Novartis and Participants for damage
to the health of Participants including death, and for
costs associated with the treatment of complications
or potential persistent disability or other damage, that
may be caused to the Participants by the conduct of
the clinical trial in terms of the Medicinal Products
Act, including in the event of performance of certain
clinical trial related activities such as Medicinal
Product administration outside of the clinical site.
According to such liability insurance, the Institution
as the insured entity shall, in case of an insured event,
have the right to be relieved from the payment of
damages to the Participant for which the Institution is
responsible and have the insurer (insurance company)
pay instead of it. Costs related to the conclusion and
maintenance of insurance contract during the entire
period of the clinical trial is borne by Novartis. The
insurance certificate forms Annex No. 3 hereto.

Ifa claim for compensation for damage is filed against
the Institution and responsibility for such damage may
be provably assigned to Novartis or to the effect ofthe
investigational product or medicine, Novartis shall
provide compensation for damage in the amount equal
to the amount that the Participant has successfully
claimed in court, or shall ensure insurance payment
from the relevant insurance contract. Such claim must
pertain solely to an unexpected harm (including
death) to the Participant who participated in the
clinical trial suffered exclusively as a consequence of
the use of the investigational product or medicine
used in the clinical trial (i.e. study, evaluation or
clinical intervention or procedure performed as part of
the clinical trial, to which the Participant would not be
exposed, if he/she had not participated in the clinical
trial) and provided that the claim did not originate as
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9.3.

Narok na nahradu Skody podla predchadzajucich
¢lankov nevznika, pripadne vznika len v pomernej
vyske, najma ak:

a)

b)

d)

f)

9)

h)

D

ujma na zdravi (vradtane smrti) bola
sposobena zavinenim i spoluzavinenim
Ucastnika alebo jeho zakonného zastupcu,
¢o gj z nedbanlivosti;

ujma na zdravi (vradtane smrti) bola
spOsobena protipravnym konanim,
zanedbanim  alebo  Umyselne  zlym
spravanim, nedbanlivym konanim,
nespravnym konanim, opomenutim i
poruSenim povinnosti stanovenej Institdcii
alebo SkuSajicemu pravnym predpisom,
touto Zmluvou, vratane vSetkych jej priloh,
Protokolom  alebo  inStrukciami i
odporucaniami Novartisu;

Indtitdcia alebo SkiSajdci bez zbytocného
odkladu, t.j. najneskdr do 7 dni po tom, ¢o
bol voci ¢o len jednému z nich uplatneny
narok na nahradu Skody, neoznamili tto
skutocnost’ ako aj s fiou stvisiace prislusné
informacie pisomne Novartisu;

InStiticia alebo Sku3ajuci neposkytne
informacie alebo pomoc Novartisu alebo
jeho zastupcom sGvisiace s priebehom
rieSenia pozadovaného néroku, alebo ak su
poziadani, neprenechajl Novartisu
vykonanie obhajoby a vedenie vSetkych
pravnych Gkonov, ktoré z tejto skuto€nosti
vyplyvajt;

InStiticia  alebo  SkdSajuci  uznali
zodpovednost’, resp. narok vzneseny tretou
osobou bez toho, Ze by obdrzali
predchadzajici pisomny suhlas Novartisu;
InStiticia alebo SkdSajuci porusili svoju
povinnost uchovavat' a viest' prislusnd
dokumentaciu, pokial chybajica
dokumentacia moze byt dévodom na vznik
alebo priznanie naroku na nahradu Skody
alebo jeho vysky;

InStitGcia  alebo  SkdSajaci  porusili
informa€nd povinnost, ktor( im stanovuje
tato Zmluva alebo platné pravne predpisy;

InStitdcia alebo SkaSajuci porusili svoju
povinnost poskytnat” Ugastnikovi riadnu
a bezodkladnGi  zdravotn(  starostlivost’,
v désledku ¢oho $koda na zdravi Ugastnika
vznikla alebo sa zvacsila;

skuSany liek alebo produkt (Medicinsky
produkt), ktory spdsobil ujmu na zdravi
(vratane smrti) nebol SkuSajucim podany
vsulade s Protokolom  a prislusnymi
pravnymi predpismi;

nebola preukézana pricinna stvislost medzi
pouzitim skdSaného lieku alebo produktu
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9.3.

a

result of a breach of the

Institution’s or

Investigator’s obligation.
Claim for damages according to previous paragraphs

does not arise, or arises only in a proportional amount,
in particular if:

a)

b)

c)

d)

f)

9)

h)

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

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

the Institution or Investigator failed to notify
Novartis in writing 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;

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

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

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

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

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

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;
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9.4.

9.5.

9.6.

10.1.

(Medicinskeho produktu) a spdsobenou
ujmou na zdravi (vratane smrti);

k) InStitdcia a/alebo SkuSajlci neuskutocnili
vSetky rozumne pozadovatelné dkony za
Ucelom znizenia sumy nahrady Skody.

InStiticia a SkiSajdci budd pisomne informovat
Novartis o vSetkych okolnostiach, o ktorych je
mozné sa domnievat, Zze by mohli viest k vzniku
naroku na nahradu Skody vocCi Novartisu alebo
Zadavatelovi alebo s tym slvisiaceho stdneho
konania a ktorych su si priamo vedomi alebo mali
byt vedomi, a budi Novartis primerane informovat’
0 vyvoji takéhoto naroku alebo stidneho konania, aj
ked sa Institicia alebo SkuSajaci rozhodnd na
zéklade tychto podmienok narok na nahradu Skody
neuplatnit. Rovnako Novartis bude pisomne
v nevyhnutnom rozsahu informovat’ Institiciu alebo
SkuSajiceho o vSetkych okolnostiach, ako aj o
vyvoji takéhoto naroku alebo stdneho konania
vzneseného priamo proti Novartisu.

Novartis, Instit(cia a SkiSajuci inak zodpovedaju za
Skodu spdsobent realizovanim klinického skuSania
podla vSeobecnych predpisov. Ustanovenia tohto
Clanku 9 predstavuji jediny avyluény sposob
odSkodnenia Institdcie (vratane jej zamestnancov a
spolupracovnikov) a/alebo Ski3ajuceho zo strany
Novartisu ~ za  vznesené  naroky.  Vyluky
zodpovednosti za Skodu upravené v ¢lanku 9 tejto
Zmluvy sa uplatnia v rozsahu v ktorom nie s
vylicené kogentnymi ustanoveniami pravneho
poriadku Slovenskej republiky.

InStitcia a SkdSajuci budi mat’ pocas celej doby
realizacie klinického skdSania prislusné a nalezité
poistenie na poistné krytie narokov alebo $kod, za
ktoré podla pravnych predpisov atejto Zmluvy
zodpovedaju, ktoré podla predpisov platnych na
Uzemi SR musia mat’ uzavreté (najma poistenie
zodpovednosti za Skodu spdsoben( pri poskytovani
zdravotnej  starostlivosti, poistenie  profesijnej
zodpovednosti ~ zamestnancov). Na  Ziadost’
Novartisu InstitGcia/SkdSajuci poskytne dokaz tohto
poistenia.
10. Dbéverné informécie

So vetkymi informéciami a Gdajmi, obchodnymi
tajomstvami, dovernymi zéznamami (zaznamy
ziskané na zaklade profesionalneho alebo déverného
vztahu, ktoré sanesmu zverejnit’ bez sdhlasu strany,
od ktorej boli ziskané) ainymi ddvernymi alebo
sukromnymi informaciami (vratane, okrem iného,
Protokolu, CRF, informécii na internetovych
strankach ~ Novartisu  chranenych heslom,
Dokumentécie Stadie, Sulvisiacej dokumentécie,
informacii o Struktare, zloZeni, ingredienciach,
vzorcoch, know-how, technickych postupoch a
procesoch), ktoré boli poskytnuté Institdcii,
Skusajucemu a/alebo zamestnancom
a spolupracovnikom Institacie alebo ktoré boli
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9.5.

9.6.

10.1.

j) 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
ofany claim for indemnification.

The Institution and Investigator shall inform Novartis

in writing of all circumstances which might lead to a

claim for damages against Novartis or the Sponsor or

associated legal proceeding and of which they are
directly aware or 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
extent ofall circumstances and progress of such claim
or legal proceedings lodged directly against Novartis.

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 this article 9. constitute the
Instituton’s  (including its  employees and
collaborators) and/or  Investigator’s sole and
exclusive remedy against Novartis in respect of all
claims. Exemptions from liability for damages
governed by Article 9 of this Agreement shall be
applied to the extent in which they are not exempted
by mandatory provisions of legislation of the Slovak
Republic.

During the entire period of the clinical trial, the
Institution and the Investigator shall maintain relevant
and appropriate insurance coverage of claims or
damages, for which they are responsible according to
legal regulations and this Agreement, which they
must take out pursuant to the regulations valid in the
Slovak Republic (in particular liability for damage
caused in health care provision, employee
professional liability insurance). Upon request of
Novartis, the Institution/Investigator shall provide
proof of such insurance.

10. Confidential Information

All information and data, trade secrets, privileged
records (records obtained based on a professional or
confidential relation, which must not be published
without the consent of the party which made them
available) and other confidential and private
information (including, but not limited to the
Protocol, CRF, information at password-protected
websites of Novartis, Trial Documentation, Related
Documentation, information on the structure,
composition, ingredients, patterns, know-how,
technical procedures and processes) which have been
disclosed to or collected, processed, developed or
encountered by the Institution, Investigator and/or
employees and co-workers of the Institution in
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10.2.

10.3.

zhromazdené,  spracované, vytvorené alebo
s ktorymi priSla do styku InstitGcia, SkuSajuci
alalebo zamestnanci a spolupracovnici Institdcie
v stvislosti so Zmluvou alebo klinickym skdsanim
(dalej suhrnne len ,,Déverné informacie®), bez
ohladu na to, ¢i su v papierovej, elektronickej alebo
ingj forme, sa bude zaobchadzat’ ako s dévernymi.
InStiticia a SkuSajlci sa zavazuji, ze Doverné
informécie nezverejnia tretej strane, ani ich
nepouziju pre iné Ucely, pokial’ k tomu nedostani
pisomny suhlas alebo pokyn na spristupnenie
Dovernych informéacii od Novartisu a pokial to
nebude spadat pod povinné zverejiovanie Vv
centralnom registri zmlav v zmysle prisluSnych
pravnych predpisov. Tento suhlas sa dava z dévodov
objasnenia ur€itych skuto€nosti CRO (ak existuje)
alebo osobe, za ktor( SkiSajluci zodpoveda, alebo
zdravotnej poistovni Ugastnika. Toto zverejnenie
Dovernych informacii sa vSak poskytuje iba v miere
pozadovanej pre ucely klinického skiSania a
stanovenej zakonom. DOverné informéacie sa
spristupnia personalu pracoviska (centra) len v
pripade, ak je personal zaviazany rovnakou mierou
zachovavania ddvernosti Dovernych informécii,
priom Institdcia za konanie personalu zodpoveda.
InStitdcia a SkuSajlci  sG  povinni  akékolvek
Doverné informécie a nosice Dovernych informécii
vyslovene oznaCit ako dobverné apredmet
obchodného tajomstva a to najma, nie vsak vylucne,
pri ich poskytnuti tretim osobam v silade
so Zmluvou alebo prislusnymi pravnymi predpismi;
pokial je InstitGcia povinnou oscbou v zmysle
zdkona €. 211/2000 Z.z. o slobodnom pristupe
k informaciam a o zmene adoplneni niektorych
zakonov, v zneni neskorSich predpisov (dalej len
»Zakon o slobode informaécii“), je povinna tieto
povinnosti dodrziavat' aj vo vztahu k informaciam,
ktoré sa maji poskytovat alebo zverejiovat
v stlade so Zadkonom o slobode informécii.

Pokial' jedna zmluvnd strana je zo zdkonom
stanovenych dévodov povinna Doverné informécie
komukol'vek spristupnit’, oznami to bez zbyto€ného
odkladu pisomne druhej zmluvnej strane, ak nebude
moct’ ziskat jej predchadzajici pisomny sthlas; to
neplati, pokial k takému spristupneniu ma dojst’ zo
strany Novartisu a predmetné Doverné informécie
sa nedotykaju ani nemaji vztah k Institdcii resp. jej
pacientom a zamestnancom. Novartis poskytne
stihlas k zverejneniu informécii v pripadoch, kde to
vyZaduje zakon alebo Riadiaci organ. Zverejnenie sa
uskutoCni len v pozadovanej miere a v Case
poskytnutia tychto informacii musi byt o tejto
skutocnosti Novartis informovany.

Indtitdcia a/alebo SkdSajici bude pri predkladani
Gdajov  adokumentacie o klinickom  skudSani
Riadiacemu organu av pripade ak to stanovuje
pravny predpis, Zmluva alebo Protokol aj Etickej
komisii a zdravotnej poistovni, ktora vykonava
verejné zdravotné poistenie dotknutého Ugastnika,
vzdy spolupracovat s Novartisom, pricom rozsah
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connection with the Agreement or clinical trial
(hereinafter collectively referred to as “Confidential
Information™), irrespective of whether in paper,
electronic or any other form, shall be handled as
confidential. The Institution and Investigator
undertake not to disclose such Confidential
Information to a third party or use them for other
purposes, unless they obtained a written consent or
instruction from Novartis to make such Confidential
Information available and if it does not come under
the obligatory publication on the central register of
contracts under the relevant legislation. This consent
is granted in order to clarify certain matters to CRO
(if any) or a person for which the Investigator is
responsible, or to the health insurance company ofthe
Participant. However, such disclosure of Confidential
Information is only allowed to the extent required for
the purposes of the clinical trial and set out by law.
Confidential Information shall be made available to
the personnel at the site (centre), only ifthe personnel
are bound by the same duty of confidentiality, while
the Institution guarantees the actions ofthe personnel.
The Institution and the Investigator shall expressly
indicate any Confidential  Information and
Confidential Information mediums as confidential
and subject to trade secret and that mainly, but not
limited to, by their provision to third persons in
accordance with the Agreement or applicable laws, in
case the Institution is an obligee pursuant to Act No.
211/2000 Coll, on Free Access to Information and on
Amendments to Certain Laws, as amended
(hereinafter referred to as the “Act on Free Access to
Information”), it is obliged to comply with those
obligations also in relation to information, which are
to be provided or disclosed in accordance with the Act
on Free Access to Information.

Ifeither 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
Body. Information shall only be disclosed to the
requested extent and Novartis must be informed of
this matter at the time when such information is being
provided.

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
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10.4.

10.5.

10.6.

predkladanych Gdajov a dokumentécie o klinickom
skiSani je stanoveny maximalne dokumentaciou
podla § 42 ods.] Zakona o liekoch a nesmd byt
predlozené Ci spristupnené tie DOverné informécie,
ktoré predstavuju alebo priamo €i nepriamo zahffaju
informacie na intemetovych strankach Novartisu
chranenych  heslom,  Dokumentaciu  Stadie,
Suvisiacu dokumentéciu, informéacie o Struktare,
zlozeni, ingredienciach, vzorcoch, know-how,
technickych ~ postupoch  aprocesoch € iné
informacie spadajlce pod ochranu prav duSevného
vlastnictva.

Povinnosti  tykajuce sa ochrany Dévernych
informacii uvedené vysSie neplatia alebo stracaji
platnost’ v pripade informacii, pri ktorych moze v
miere akceptovanej Novartisom SkudSajdci/Institdcia
potvrdit, Ze:

a) boli uz verejnosti dostupné alebo sa
postupne  stali  dostupnymi  inym
sposobom, nez neopravnenym

zverejnenim informéacii, ato najma, nie
vSak vylucne, neopravnenym zverejnenim
zo strany SkuSajlceho, Intiticie a/alebo

zamestnacov Institicie a/alebo
spolupracovnikov Inétitucie;
b) boli uz Skasajucemu/Institdcii zndme inak

nez poskytnutim od Novartisu alebo
ziskanim ¢i vytvorenim v priebehu alebo
v stvislosti s klinickym  skd$anim, ¢o
moZze preukazat’ pisomnymi dokazmi;

C) boli ~ SkdSajucemu/Institdcii  odhalené
tretou stranou, ktora ich dostala od
Novartisu priamo alebo nepriamo, a nie
dévernym spdsobom.

Po skon€eni Zmluvy Indtiticia zlikviduje alebo na
Ziadost’ Novartisu vrati vSetky dokumenty, vzorky
a material obsahujuci alebo tykajici sa Dévernych
informaci, okrem jednej kopie Ddvernych
informdcii, ktora sa musi podla pravnych predpisov
uchovat' v zdznamoch Intitdcie, ktoré budd
primerane utajené. Ak o to Novartis poziada, musi
Intitdcia takato likvidaciu bez odkladu pisomne
potvrdit’.

Institdcia a Skusajuci berd na vedomie a suhlasia, Ze
bez ohladu na ostatné ustanovenia tejto Zmluvy je
Novartis opravneny spristupnit’ tretim osobam
informéacie tykajlice sa predmetu tejto Zmluvy,
najma tykajuce sa Institicie (obchodné meno, sidlo)
a Skusajlceho (meno, priezvisko, zdravotnicke
povolanie, nadzov a adresa zdravotnickeho
zariadenia, v ktorom Skua3ajici vykonava svoje
povolanie) a spoloCne tykajice sa vySky a Gcelu
penazného  plnenia  poskytnutého  Institdcii
a Skusajucemu, vysky a Ucelu nepefiazného plnenia
poskytnutého Institacii a SkdSajicemu, v rozsahu
podla Zakona o liekoch, najma v stvislosti s
vykonanim  oznamovacich ~ povinnosti  vodi
Néarodnému centru zdravotnickych informdcii.
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with the scope of submitted data and documentation

on the clinical trial being determined at most by the

documentation according to Section 42 para. | of the

Medicinal Products Act; it is prohibited to submit or

make available such Confidential Information which

presents or directly or indirectly include information
at password-protected websites of Novartis, Trial

Documentation, Related Documentation, information

on the structure, composition, ingredients, patterns,

know-how, technical procedures and processes or any
other information that fall under the protection of
intellectual property rights.

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, to the degree acceptable

by Novartis, confirm that:

a) it was publicly available or became
progressively available in another way and
not by unauthorised disclosure of
information, including, but not limited to
unauthorised disclosure by the Investigator,
Institution and/or Institution’s employees or
its collaborators;

b) was already known to the
Investigator/Institution in another manner
and not from Novartis or by means of its
receipt or production in the course of or in
connection with the clinical trial, which they
can prove by written evidence;

c) was disclosed to the Investigator/Institution
by a third party which received it from
Novartis, directly or indirectly, and not in
confidential manner.

After expiry of the Agreement, the Institution shall

destroy or upon request by Novartis return all

documents, samples and materials containing

Confidential Information or relating to Confidential

Information, except for a single copy of Confidential

Information which must be lawfully maintained in the

Institution’s records that shall be kept in appropriate

confidence. If Novartis requests so, the Institution

must confirm such disposal in writing without delay.

The Institution and Investigator acknowledge and
agree that notwithstanding to other provision of this
Agreement is Novartis authorised to release to third
parties any information relating to the subject matter
of this Agreement, in particular concerning the
Institution (business name, seat) and the Investigator
(name, medical profession, the name and address of
the healthcare facility where the Investigator carries
out his/her profession), and together concerning the
amount and purpose of the monetary transactions
provided to the Institution and to Investigator, the
amount and the purpose of non-monetary benefit
provided to the Institution and to Investigator in the
range according to the Medicinal Products Act,
especially in connection with the realisation of the
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10.7.

10.8.

10.9.

11.1.

11.2.

11.3.

Na pripadné spractvanie osobnych (dajov
Sku3ajuceho podlatohto bodu sa aplikuje ¢l. 12 tejto
Zmluvy.

VysSie uvedené povinnosti stanovené vtomto
clanku zavazuju InStitdciu  a SkaSajuceho bez
Casového alebo miestneho obmedzenia na trvanie
zmluvného vztahu na zaklade tejto Zmluvy, tj.
platia aj po skonCeni platnosti tejto Zmluvy
a klinického sku3ania.

Vo vdetkych materialoch tykajicich sa Sluzieb,
ktoré sG urcené pre externé publikum, hlavny
skusajuci uverejni, Ze si ho Novartis ponechal pre
profesionalne sluzby spojené s vedenim klinického
skuSania a tiez zverejni akékolvek dalSie vztahy,
ktoré ma Novartis s hlavnym skiSajacim, a to v
rozsahu, v akom rozumna a eticky zmyslajica osoba
oCakavala ich zverejnenie.

VSetky strany sa dohodli, Ze urobia vSetky dalSie
zverejnenia a / alebo ozndmenia, ktoré sa mozu
vyZzadovat' v sUvislosti s uzatvaranim, plnenim alebo
prijimanim odmien podla tejto dohody, a hlavny
skiSajlci bude v tejto stvislosti dodrZiavat vsetky
prislusné pravne predpisy vratane tych, ktoré sa
tykaju odbornych schopnosti hlavného skisajdceho,
vztahy s rozhodovacimi organmi alebo organmi (ak
existuju), ako napriklad odmietnutie akychkol'vek
hlasovani, diskusii alebo odporGcani tykajucich sa
vySetrovanych alebo predanych produktov Novartis,
bez ohladu na to, €i s predmetom sluzieb. Okrem
toho sa uplatriuju aj zverejnenia prevodov hodnoty v
sulade s  narodnymi  koédexami  zdruZeni
farmaceutického priemyslu, ktorych je Novartis
stranou.

11. Publikécie

Pojem ,publikacie” uvedeny v tejto Zmluve sa
zamenitel'né pouZiva na oznacenie recenzovanych
vedeckych  rukopisov  (napr. primarnych a
sekundarnych  rukopisov  predloZzenych  do
vedeckych alebo lekéarskych Casopisov), abstraktov
z vedeckych kongresov a zodpovedajlcich posterov
a Ustnych prezentécii.

Pri dodrzani z&sad a predpisov Novartisu pre
publikovanie Udajov a s predchadzajicim
pisomnym  sthlasom  Novartisu mo6zu byt
informacie o klinickom skdSani zverejnené vo
vedeckej literatGre.

Novartis uznava zaujem Institlcie na publikaciach
o klinickom  skuSani  ajeho  prezentaciach
v Casopisoch, na schddzach alebo inak, a preto tieto
publikécie a prezentécie povoli, ale za predpokladu,
Ze Indtiticia poskytne Novartisu navrhované
prezentacie (Ustne alebo pisomné) najmenej 15
(patnadst) pracovnych dni avSetky ostatné
navrhované publikacie najmenej 45 (Styridsatpat)
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10.8.

10.9.

11.1.

11.2.

11.3.

reporting obligations to the
Information Centre.

National Health

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

Obligations set out above in this Article 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.

In all materials relating to Services intended for an
external audience, principal investigator shall disclose
that Novartis has retained principal investigator for
professional services in relation to the conduct of the
Trial; and any other relationships that Novartis has
with Principal Investigator which a reasonable and
ethical person would expect to be disclosed.

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 (ifany), such as, for instance, recusal from any
votes, discussions or recommendations regarding
investigational or marketed products of Novartis,
regardless ofwhether 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 (e. g. primary and secondary
manuscripts, submitted to scientific or medical
journals), scientific congress abstracts, and
corresponding posters and oral presentations

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)
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11.4.

11.5.

11.6.

11.7.

11.8.

pracovnych dni pred ich zverejnenim alebo ich
spristupnenim osobe, ktord nie je zamestnacom
InStiticie aktord nema rovnaki povinnost
miCanlivosti ako InstitGcia, resp. SkuSajlci podla
tejto Zmluvy a za predpokladu, Ze Novartis bude
mat’ prdvo poziadat o doplnenie kazdej takejto
navrhovanej prezentacie alebo publikacie na zéklade
dostatocnych dévodov, vratane okrem iného:

a) zaistenia presnosti  prezentacie alebo
publikécie;

b) zaistenia, aby sukromné informéacie neboli
nedopatrenim oznamené;

C) umoznenia, aby prava  duSevného
vlastnictva boli chréneng;

d) umoznenia, aby boli poskytnuté prislusné

doplfujdce informacie.

Novartis dodrziava autorské odporGc¢ania ICMJE

(www.icmje.org). VSetky osoby musia preto pocas

tvorby publikacie splnit vSetky Styri autorské

kritéria ICMJE, aby mohli byt do publikécie

zahrnuti ako autori, a to nasledovne:

a) podstatne prispeli ku koncepcii alebo
dizajnu diela; alebo k ziskaniu, analyze
alebo interpretacii tdajov k dielu; a

b) vypracovali dielo alebo kriticky
prehodnotili jeho intelektualny obsah; a

c) schvalili kone¢nt verziu, ktord& sa ma
uverejnit; a
d) stihlasia, Ze preberu pInG zodpovednost' za

vSetky aspekty prace aby bolo zabezpecené,
Ze sa otazky tykajlice sa presnosti alebo
integrity ktorejkol'vek Casti diela vyrieSia.

Forma vSetkych publikacii tykajucich sa klinického
skiSania a vztah dotknutych osob a Novartisu k nim
podla zakona €. 185/2015 Z.z. Autorsky zakon
v zneni neskorSich predpisov (napr. autorstvo,
spoluautorstvo, spolocné dielo, suborné dielo,
spojené diela) bude urcené vzajomnou dohodou pri
odsuhlaseni publikacie, prezentacie €i iného diela
Novartisom podla tohto ¢lanku.

Autori za napisanie publikacie neobdrzia Ziadnu
odmenu ani priamo od spolocnosti Novartis, ani
prostrednictvom odbornej lekarskej agentury.
Novartis mbze poziadat, aby bola akékolvek
publikécia alebo prezentacia az 4 (Styri) mesiace
pozdrzana s cielom umoznit' pripravu a podanie
patentovej Ziadosti. Doba 4 (Styroch) mesiacov
zaCne plynat diiom prijatia navrhovanej publikacie
alebo prezentacie, alebo dnhom, ked sa vsetky
prislusné  Gdaje  z klinického  skdSania  daju
k dispozicii Novartisu, podla toho, ktory' datum
nastane neskorsie.

Ak je Kklinické skuSanie multicentrickym klinickym
skasanim, prvé zverejnenie Gdajov musi vychadzat’
zo sthrnnych  Gdajov od  vSetkych  centier
analyzovanych podla Protokolu, pokial sa vsetci
hlavni skdSajuci zGc€astneni v klinickom skdsani a
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11.7.

11.8.

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
accidentally disclosed;
c) allowing for the protection of intellectual
property rights;

d) allowing  for  provision  of
supplementing information.
Novartis follows the ICMJE authorship guidelines
(www.icmje.org). All persons must therefore fulfill
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

information is not

relevant

work; and

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

C) approved the final version to be published;
and

d) agreed to take all responsibility for all

aspects of the work in ensuring that

questions related to the accuracy or

integrity of any part of the work are

appropriately investigated and resolved.
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-
authorship, joint work, summary work, compound
work) shall be determined by mutual agreement
during approval of the publication, presentation or
other work by Novartis pursuant to this Article.
Authors will not receive remuneration for their
writing of a publication, either directly from Novartis
or through a professional medical writing agency.
Novartis may request that any publication or
presentation be delayed for as many as 4 (four)
months in order to allow preparation and filling ofthe
patent application. The period of 4 (four) months
commences on the day of acceptance ofthe proposed
publication or presentation or on the day when all
relevant data from the clinical trial are available to
Novartis, whichever occurs later.

If the clinical trial is a multicentric clinical trial, the
first publishing of data must be based on summary
data from all centres analyzed according to the
Protocol unless all  principal investigators
participating in the clinical trial and Novartis agree
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11.9.

11.10.

11.11.

11.12.

11.13.

11.14.

Novartis nedohodn( pisomne inak. Zverejnenie
Ciastkovych stborov Udajov sa bude méct
uskutocnit' az po zverejneni Gplnych ddajov.
Rovnaké povinnosti platia aj pri publikacnej ¢innosti
SkuSajuceho. Skdsajuci berie na vedomie, Ze Ziadna
odborna publikdcia k objavom ¢€i skdSanym
produktom, pripravkom alebo liekom nesmie byt
Sku3ajucim vydana pred okamihom podania Ziadosti
0 patentov( prihladku, pokial’ vzhladom k povahe
vysledkov klinického skiSania bude podanie takejto
prihlasky prichadzat do Gvahy.

Akékol'vek publikacia alebo zverejnenie musia byt
v stlade s prislusnymi pravnymi predpismi a musia
byt obmedzené len na publikaciu azverejnenie
vedeckych zisteni. Publikacia alebo zverejnenie
nesmd najma predstavovat propagéciu, resp.
reklamu podla prislusnych pravnych predpisov.

V sUlade s akymikol'vek autorskymi pravami, ktoré
patria zverejfiujicej osobe, spolocnost Novartis ajej
zastupcovia mozu pouzivat, odkazovat a Sirit
dotlacky  vedeckych, lekarskych a inych
publikovanych ¢lankov, v ktorych je uvadzany
nazov Institdcie a/alebo Skusajuceho.
Novartis a jeho zastupcovia
zUCastnenych  skdSajlcich  asnimi  slvisiace
inStiticie v Casti podakovanie rukopisu alebo
abstraktu predlozeného na uverejnenie podla
smernic Casopisu alebo kongresu. Na spractvanie
osobnych Udajov za G¢elom podla tohto bodu sa
aplikuje primerane ¢l. 12 tejto Zmluvy.

Spolo¢nost’ Novartis a jej zastupcovia mdézu na

moézZzu uviest’

ucely vykonavania klinického skuSania
pouzivat/zverejnit  kontaktné Udaje  InStiticie
a SkuSajuceho, stav  klinického  sk(Sania v

newsletteroch a na celosvetovom webe. Newslettre
moZzu byt distribuované do vSetkych z(€astnenych
pracovisk (centier) a prislusné prispevky zverejnené
na celosvetovom webe. Newslettre a prispevky na
celosvetovom webe sldzia na poskytovanie
informacii potencialnym Gcastnikom klinického
skuSania o klinickom skuSani, €o im umozfiuje
kontaktovat’ zucastnené pracoviska (centrd). Na
spracvanie osobnych Udajov za U¢elom podla tohto
bodu sa aplikuje primerane ¢l. 12 tejto Zmluvy.

InStitdcia a ani Skdsajuci nie st opravneni zverejnit’
informaciu o existencii tejto zmluvy alebo o jej
stvise s Novartisom alebo pouZit ndzov spolocnosti
Novartis alebo jej zastupcov v tlatovych spravach,
¢lankoch alebo inych komunikacnych
prostriedkoch, ato bez predchadzajliceho
vyslovného pisomného sthlasu Novartisu. Avsak, za
predpokladu, Ze InstitGcia je povinna plnit' svoje
oznamovacie povinnosti, je opravnend oznaCit
Zadavatel'a ako zadavatela klinického skuSania
a zverejnit’ vysku finanCnych prostriedkov, ktoré
boli poskytnuté na klinické skuSanie, avSak nesmie
uviest' ziadnu informéciu, ktora by obsahovala
nazov produktu pouzitého v klinickom skdSani
alebo jeho terapeutického vyuZzitia, okrem pripadov
ak si to vyzaduju prislusné pravne predpisy.
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11.10.

11.11.

11.12.

11.13.

11.14.

otherwise in writing. Publication of partial data sets
shall not be made until the full data is released.

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 issued by the Investigator before the
submission of patent application, in case such
application is possible while taking into account the
nature ofthe results of the clinical trial.

Any such publication or disclosure must comply with
all applicable laws and must be limited to scientific
findings. Such publications or disclosures must, in
particular, not constitute promotion under the
applicable laws.

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
ofthe Institution and/or the Investigator.

Novartis and its agents may list participating
investigators and their institutional affiliations in the
acknowledgement section of the manuscript or
abstract submitted for publication according to the
journal or congress guidelines. Art. 12 of this
Agreement shall apply accordingly for the processing
of personal data for the purpose under this para.

Novartis and its agents may use the Institution and the
Investigator contact details and clinical trial status in
clinical trial specific newsletters and on the
worldwide web for the purpose of conducting this
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.

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 ofNovartis. 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
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11.15.

12.1.

12.2.

12.3.

12.4.

12.5.

12.6.

Institlcia, Sk(Sajuci a skdSajuci tim nesmd pouZit
nazov spolocnosti Novartis alebo jej zastupcov
alebo akukolvek in0 informéaciu, ktora by
obsahovala nazov skuSaného lieku (produktu) alebo
klinického skdSania na socialnych sietach.

VysSie uvedené povinnosti zavazuji Institdciu a
SkiSajuceho bez cCasového alebo miestneho
obmedzenia na trvanie zmluvného vztahu na
zéklade tejto Zmluvy, tj. platia aj po skonceni
platnosti tejto Zmluvy a klinického skdsania.

12. Osobné Udaje
Pre GCely tejto Zmluvy sa Zadavatel aj Intiticia
povazuju za prevadzkovatelov osobnych (dajov

v zmysle Nariadenia. Kazdd zo strdn bude
samostatne zodpovedna za dodrziavanie svojich
povinnosti  ako  prevadzkovatela v zmysle

Nariadenia a prislusnych pravnych predpisov.
InStitlcia sa povazuje za prevadzkovatela ohladom
spracivania osobnych udajov vyluéne v savislosti s
poskytovanim zdravotnej starostlivosti.

Zadavatel' bude povaZzovany za prevadzkovatela

ohladom spraclvania Udajov tykajlcich sa
vykonavania klinického skiSania, ktorymi  sU

osobné Udaje Ucastnikov aldaje Skusajiceho a
skiSajuceho timu (dalej len ,,Osobné Udaje®).
InStiticia a SkiSajuci berd na vedomie, Zze pri
vykonavani klinického skisania podla tejto Zmluvy
vystupuju v pozicii sprostredkovatela v zmysle ¢l. 4
bodu 8 Nariadenia, nakolko tieto osobné Udaje
spracUvaju v mene Zadavatela.  Zastupcom
Zadavatel'a je v zmysle ¢l. 27 Nariadenia Novartis,
ktory Zadavatel'a zastupuje, pokial ide o povinnosti
Zadavatela v zmysle Nariadenia.

Spractvanie Osobnych (dajov bude vykonavané
v stlade so Zmluvou, Protokolom, formularom
informovaného suhlasu a pisomnymi  pokynmi
Novartisu. Osobné Udaje poskytované Institlciou
a Skddajicim v CRF z&znamoch budl spraclvané
iba pre Gcely tejto Zmluvy. InStiticia bude vSak
moct Udaje zozbierané pocas klinického skiSania
pouzit' pri poskytovani zdravotnej starostlivosti
Ucastnikom.

Institlcia a SkdSajlci budl na zéklade tejto Zmluvy
spractvat’ Osobné Udaje za U€elom najma podla ¢l.
2 tejto Zmluvy pri zachovani z&sad spraclvania
osobnych (dajov v zmysle Nariadenia, ato pocas
trvania tejto Zmluvy, ak osobitné pravne predpisy
neurcuju dlhSiu lehotu.

InStiticia a SkdSajuci su povinni do spracUvania
Osobnych Udajov podla tejto Zmluvy nezapojit
dalSieho sprostredkovatela bez predchadzajlceho
osobitného alebo vSeobecného pisomného povolenia
Novartisu, alebo Zadavatel'a, ak tato Zmluva
neurcuje inak.

Institlcia a SkSajdci s povinni spractvat’ Osobné
Udaje len na zaklade zdokumentovanych pokynov
Novartisu alebo Zadavatela, ato aj pokial by islo
o0 prenos Osobnych Gdajov do tretej krajiny alebo
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11.15.

12.1.

12.2.

12.3.

12.4.

12.5.

12.6.

information that identifies the Trial Drug or Trial in
any social media.

Obligations set out above are binding for the
Institution and Investigator without any restrictions in
terms oftime 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.

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 shall 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.
The Sponsor shall be considered as Data Controller
with respect to the processing of data regarding the
conduct of the clinical 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
and the Investigator take into account, that conducting
ofthe clinical trial under this Agreement they act as a
processor pursuant to art. 4 para 8 of the Regulation
since such personal data are processed on behalf of
the Sponsor. Representative of the Sponsor is
pursuant to art. 27 of the Regulation Novartis who
represents the Sponsor with regard to its respective
obligations under the Regulation.
The processing of Personal Data shall be performed
in compliance with this Agreement, Protocol, the
informed consent form, and any written instruction
issued by Novartis. Personal data provided by the
Institution and the Investigator in CRF forms shall be
processed solely for the purposes of this Agreement.
The Institution however may use the data collected in
the course ofthe clinical trial for the purpose ofhealth
care provisions for the Participants.
The Investigator shall process the Personal data of the
Participants under this Agreement for the purpose of
namely art. 2 hereof in compliance with the principles
relating to processing of personal data under the
Regulation during the term ofthis Agreement, unless
specific legislation does specify otherwise.
The Institution and the Investigator shall be obliged
not to engage another processor without prior specific
or general written authorization of Novartis or the
Sponsor to the processing of the Personal data under
this Agreement, unless this Agreement specifies
otherwise.
The Institution and the Investigator shall be obliged to
process the personal data only on documented
instructions from Novartis or the Sponsor, including
with regard to transfers of personal data to a third
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12.7.

12.8.

12.9.

12.10.

12.11.

12.12.

12.13.

12.14.

medzindrodnej organizacii, ak osobitné pravne
predpisy neurcuju inak.
InStitlcia a SkaSajuci st povinni zabezpecit, aby sa

vSetky osoby, ktoré poverili vykonavanim
spractvania Osobnych (dajov, zaviazali, Ze
zachovaju  dovernost  vSetkych  ziskanych
informacii.

InStiticia a Sk(Sajdci si povinni  zachovavat

dévernost’ Osobnych Gdajov. Osobné (daje nesmu
byt poskytnuté alebo prevedené akejkolvek tretej
osobe bez predoslého pisomného sthlasu Novartisu
alebo Zadavatela, ak tdto Zmluva alebo prisludné
pravne predpisy neustanovujd inak.

Institucia a SkGSajdci st povinni prijat’ so zretelom
na najnovSie poznatky, naklady na vykonanie
takychto opatreni a na povahu, rozsah a kontext a
Ucely spractvania, ako aj na rizikd s roznou
pravdepodobnostou a zadvaznostou pre prava a
slobody fyzickych osdb, primerané technické a
organizacné opatrenia s cielom zaistit' Groven
bezpe€nosti  spracUvania  Osobnych  Udajov
primerand tomuto riziku.

Institucia a Sk(Sajuci budl zabezpe€ovat procesy na
zistovanie areakciu na poruSenie spracUvania
Osobnych Gdajov ako to vyplyva z prisluSnych
pravnych predpisov, vratane poruSenia zabezpecenia
smerujice  kndhodnému alebo nezakonnému
zniCeniu,  strate, zmene,  neautorizovanému
prezradeniu alebo pristupu k Osobnym (dajom.
InStitGcia a SkuSajuci budd informovat” Novartis
o akomkolvek poruSeni spracivania Osobnych
Udajov bez zbyto¢ného odkladu, ale nie neskdr ako
do 24 hodin od zistenia takéhoto poruSenia.
InStitdcia, SkGSajuci a Novartis bud( primerane
spolupracovat’ pri naprave takéhoto porusenia pred
tym, ako budd informovat prislusny organ
0 takomto poruseni.

InStiticia a SkuSajlci st povinni v ¢o najvacsej
miere pomahat’ Novartisu a Zadavatelovi vhodnymi
technickymi a organizacnymi opatreniami pri plneni
povinnosti Novartisu, resp. Zadavatel'a reagovat’ na
Ziadosti 0 vykon prav dotknutych os6b v zmysle
Nariadenia.

InStitdcia a SkGSajuci s povinni po ukonceni
¢innosti podla tejto Zmluvy na zaklade rozhodnutia
Novartisu alebo Zadavatel'a vSetky Osobné Udaje
vymazat" alebo vratit Novartisu a vymazat
existujuce kopie, ak osobitné pravne predpisy
nepozaduji uchovavanie tychto Osobnych Gdajov.

InStitGcia a SkuaSajaci st povinni  poskytnat
Novartisu alebo Zadavatelovi vSetky informacie
potrebné pre preukézanie splnenia povinnosti
Novartisu, resp. Zadavatela v zmysle Nariadenia a
umoznit' audity, ako aj kontroly vykonavané
Novartisom, Zadavatelom alebo inym auditorom,
ktorého poveril Novartis alebo Zadavatel' a
prispievat’ k nim.

InStitdcia a SkdSajuci su povinni bez zbytocného
odkladu informovat' Novartis, ak sa podla ich
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12.7.

12.8.

12.9.

12.10.

12.11.

12.12.

country or an international organization, unless
required by the specific legislation otherwise.

The Institution and the Investigator shall be obliged to
ensure, that all persons authorized to process the
personal data by the Institution or the Investigator,
have committed themselves to confidentiality of all
obtained information.

The Institution and the Investigator shall be obliged to
ensure that the Personal data are kept confidential.
The Personal data shall not be disclosed or transferred
to any third party without prior written consent of
Novartis unless this Agreement or relevant legislation
provides otherwise.

The Institution and the Investigator shall be obliged to
implement, taking into account the state ofthe art, the
costs of implementation and the nature, scope, context
and purposed of processing as well as the risk of
varying likelihood and severity for the rights and
freedoms ofnatural persons, appropriate technical and
organizational measures to ensure a level of security
appropriate to the risk.

The Institution and the Investigator shall maintain
procedures to detect and respond to a Personal data
breach as defined under relevant legislation, including
breach of security leading to the accidental or
unlawful destruction, loss, alteration, unathorised
disclosure of, or access to, Personal data being
processed. The Institution and the Investigator shall
notify Novartis of any Personal data breach without
undue delay, but no later than 24 hours of discovery
of such breach. The Institution, the Investigator and
Novartis shall reasonably cooperate to remediate such
breach before reporting such breach to the relevant
authority.

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,
at the choice of Novartis or the Sponsor, delete or
return all the Personal data to Novartis, after the
provision of the activities under this Agreement is
over, unless specific legislation requires storage ofthe
Personal data.

12.13. The Institution and the Investigator shall be obliged to

12.14.

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 to audits, including
inspections, conducted by Novartis, the Sponsor or by
another auditor mandated by Novartis or the Sponsor.

The Institution and the Investigator shall be obliged to
immediately inform Novartis if, in their opinion, an
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12.15.

12.16.

12.17.

12.18.

nazoru pokynom Novartisu alebo Zadavatela
porusuje Nariadenie, alebo iné pravne predpisy
ty kajlce sa ochrany osobnych Gdajov.

InStiticia a SkudSajuci st povinni v priebehu
realizacie Cinnosti podla tejto Zmluvy a aj po
skonceni platnosti tejto Zmluvy dodrZiavat' a dbat
na prislusné pravne predpisy na ochranu osobnych
Gdajov  ainformécii o osobnych  pomeroch
Ugastnikov zaradenych do klinického skuSania.
Pred zacCiatkom a pocas trvania klinického sku3ania

InStiticia ajej zamestnanci resp. ini zmluvni
pracovnici poskytnd informéacie tykajice sa
InStiticie a osobné Udaje, ktoré sa tykaju

Skusajuceho, spoluskuisajtcich, zamestnancov alebo
dalSich pracovnikov. Takéto informacie tykajlce sa
InStiticie a osobné (daje zahrfuji mena a

priezviskd, kontaktné informécie, pracovné
skusenosti, odbornG  kvalifikéciu, publikacie,
sthrny, dosiahnuté vzdelanie, informéacie o vykone
povolania,  vybaveni  pracoviska, kapacite

pracovnikov a dalSie, ktoré stvisia s vykonavanim
klinického skuSania na pracovisku. Institdcia sthlasi
s pouZitim a spracovanim informécii tykajlcich sa
InstitGcie. InStiticia a SkuSajici budd informovat
tieto osoby o spracivani ich osobnych tdajov a ich
pravach ako dotknutych osdb, a to prostrednictvom
informacie pre dotknut( osobu, ktorej vzor tvori
prilohu €. 4 tejto Zmluvy. Tato informécia pre
dotknutd osobu sa bude tykat aj pripadného
spracUvania osobnych Udajov prislusnej dotknutej
osoby za U€elom osobitnej zmluvy o poskytovani
odbornych Cinnosti uvedenej vbode 8.2. tejto
Zmluvy uzavretou medzi Novartisom atouto
dotknutou osobou.

Intitlcia a Sk(Sajuci berd na vedomie a sthlasia
s tym, Ze Novartis moze byt poziadany poskytnit
urCité informécie prislusSnym dradom v réznych
jurisdikciach za Ucelom zosuladenia s lokalnymi
zadkonmi  alebo  farmaceutickymi  pravidlami.
InStiticia a SkuSajlci davaju tymto suhlas na
zverejnenie konkrétnych informécii, ktorymi mozu
byt aj osobné Udaje za GCelom suladu s predpismi
regulujacimi klinické skiSania, ato najma, ale nie
vyluéne nazvu InStiticie, mena a priezviska
Skusajuceho, kontaktnych informacii na centrum
klinického skuSania, nazvu klinického sku3ania,
zadavatela, kopie tejto Zmluvy, anékladov
apoplatkov v suvislosti s ¢innostou  Centra
vzmysle tejto Zmluvy. Novartis na zaklade
pisomného poziadania poskyulte zoznam takychto
zverejneni, ktoré sa budu tykat  Institdcie a/alebo
SkuSajuceho. Na spractvanie osobnych Udajov
SkuSajuceho podla tohto bodu sa pouZije tento
clanok Zmluvy.

Tento €lanok Zmluvy sa primerane pouZije aj na
¢innosti SkdSajuceho vykonavané v zmysle Zmluvy
o poskytovani odbornych  ¢innosti  (ak bude
existovat)) uvedenej v bode 8.2. tejto Zmluvy.

13. Vlastnictvo materialov, Udajov a vysledkov
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12.15.

12.16.

12.17.

12.18.

instruction from Novartis or the Sponsor infringes the
Regulation or other legal act regarding the data
protection.

The Institution and the Investigator shall during the
implementation of activities under this Agreement
and also after the expiry ofthis 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.

Prior to the commencement and in the course of the
clinical trial, the Institution and its employees or other
contractual staff shall provide information relating to
the Institution and personal data regarding the
Investigator, sub-investigators, employees or other
workers. Such information relating to the Institution
and personal data include names and surnames,
contact information, work experience, professional
qualification, publications, summaries, achieved
education, information on job performance, site
equipment, worker capacity and other information
associated with the conduct of the clinical trial at the
site. The Institution agrees with the use and
processing of information relating to the Institution.
The Institution and the Investigator shall inform these
persons about processing of their personal data and
their rights as a data subject by providing an
information for the data subject, which model is
attached as Annex No. 4 hereto. This information for
the data subject shall also cover the possible
processing of the personal data of the pertinent data
subject for the purpose of the specific professional
service contract mentioned in para. 8.2. hereof
concluded between Novartis and such data subject.

The Institution and the Investigator understand and
agree that Novartis may be required to disclose certain
information to relevant authorities in different
jurisdictions in order to comply with local laws or
pharmaceutical industry codes. The Institution and the
Investigator consent to the disclosure of certain
information that may constitute personal data in order
to comply with laws regulating clinical trials,
including but not limited to the Institution’s name,
Investigator’s first name and last name, clinical trial
Site contact information, name of the clinical trial,
sponsor, copy of the Agreement, and costs and fees
relating to Trial Site’s activities performed under the
Agreement. Novartis will provide upon written
request a list of any such disclosure made regarding
the Institution and/or the Investigator. This Article of
the Agreement shall be used for the processing of
personal data ofthe Investigator pursuant to this para.

This Article ofthe Agreement shall apply accordingly
to the activities carried out under the Professional
Service Contract (if any) under the para. 8.2. hereof.

13. Ownership of Materials, Data and Results
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13.1.

13.2.

13.3.

13.4.

Pokial' nie je pisomne dohodnuté inak, vSetok
Materidl,  Slvisiaca  dokumentacia,  vratane
dokumentov,  Gdajov, informécii, pristrojov
a zariadeni, pomdcok, skisanych produktov a liekov
(Medicinsky produkt), ktoré dodal Novartis, €i uz
v pisomnej, Ustnej, elektronickej alebo inej podobe,
za UCelom Klinického skd3ania sU  a zostanu
majetkom Novartisu, resp. Zadavatel'a alebo ich
pridruZenych osdb podla tohto, v koho vlastnictve
sa nachadzaju.

V pripade, Ze pri klinickom skiSani bude pouzivat
InStitucia, SkuSajlci alebo zamestnanci Institdcie
pristrojové vybavenie Institicie, ktoré vyZzaduje
servis, kalibraciu alebo ind osobitn( starostlivost’,
InStiticia sa zavazuje udrZiavat také pristrojové
vybavenie spdsobilé riadnej prevadzky, o ¢om je
povinné Novartisu na vyziadanie poskytnat
zodpovedajlcu dokumentéciu (laboratérne
certifikaty, reterencné hodnoty, revizne spravy na
pouzité pristroje a zariadenia, doklady o ich
kalibracii, certifikacii a pravidelnych kontrolach,
vratane inych dokladov v zmysle pravnych
predpisov, ktoré slvisia s riadnym a bezpecnym
uzivanim pristrojov a zariadeni a iné). Institdcia
prehlasuje a ruci, ze predmetné pristrojové
vybavenie Ingtittcie bude riadne spifiat’ podmienky
stanovené platnymi pravnymi predpismi a ostatnymi
predpismi Specifikovanymi v bode 3.8. tejto
Zmluvy, a Ze budi schvalené Riadiacim orgadnom.
Pokial nie je pisomne dohodnuté inak,
Dokumentacia Stadie, vSetky z&znamy, vratane
elektronickych, ktoré boli vytvorené v suvislosti
s klinickym skdSanim, programy a rdzne druhy
navrhov zabezpeCovanych alebo vykonavanych v
zaujme Novartisu alebo Zadavatela, a tiez vSetky
Gdaje, informécie, dokumenty, objavy a vynélezy
ziskané, vyplyvajuce alebo vyvinuté v priebehu
alebo ako sucast klinického skuSania alebo pri
plneni tejto Zmluvy si a zostani vyhradnym
vlastnictvom Novartisu alebo Zadavatela resp.
majetkové prava k nim pri predmetoch dusevného
vlastnictva st a zostant vyhradnym vlastnictvom
Novartisu alebo Zadavatela. Novartis alebo
Zadavatel' ich mdZe pouzit’ a/alebo nakladat’ s nimi
alalebo ich previest’ podla vlastného uvazenia bez
daldej platby alebo inej povinnosti voci Institlcii
alebo Skusajlicemu; InstitGcia ani Skasajaci nebudu
mat’ na ne Ziadne prava akéhokol'vek druhu.
InStitdcia sthlasi stym, Ze bude bez odkladu
vybavovat’ vSetky dokumenty a vykonavat' vSetky
dalSie opatrenia, ktoré modZze Novartis dévodne
pozadovat, aby mohol ziskat’ prospech zo svojich
prav podla tejto Zmluvy, a bude pdsobit’ na to, aby
si rovnako pocinali aj SkuSajuci, spoluskusajuci, jej
zamestnanci a spolupracovnici. Okrem iného to
zahfna uskutoCnenie vsetkych potrebnych krokov
pre prevedenie vlastnictva vSetkych (dajov,
informécii, dokumentov, vynalezov a objavov, resp.

vSetkych  majetkovych prav  pri  predmetoch
dusevného vlastnictva, na  Novartis alebo
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13.1.

13.2.

13.3.

13.4.

Unless agreed otherwise in writing, any Material, the
Related Documentation, including documents, data,
information, ~ devices and  facilities,  aids,
investigational 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 property of
Novartis, event, of the Sponsor or their affiliated
person, depending on who is the owner of them.

In the case that the Institution, the Investigator or
employees of the Institution use in the course of the
Clinical trial devices of the Institution that require
servicing, calibration or any other special care, the
Institution agrees to maintain such devices in due
operational condition and to provide relevant
documentation (laboratory certificates, reference
values, reference values, audit reports on used
instruments and equipment, evidence of their
calibration, certification and periodic inspections,
including other legal documentation related to the
proper and safe use ofthe instruments and equipment,
etc.) thereofto Novartis upon the request of Novartis.
The Institution represents and warrants that pertinent
devices ofthe Institution shall meet all the conditions
stipulated by applicable law and other regulations
specified in para. 3.8. hereof and that they were
approved by the Governing Body.

Unless agreed otherwise in writing, the Trial
Documentation, all records, including electronic,
which have been produced in connection with the
clinical trial, programmes and various types of
proposals ensured or executed in the interest of
Novartis or the Sponsor, as well as all data,
information, documents, discoveries and inventions
obtained, resulting or developed in the course of or as
a part ofthe clinical trial or during the performance of
this Agreement, are and shall remain exclusive
property of Novartis or the Sponsor, event, the
ownership rights to them, in case of items forming
intellectual property, are and shall remain exclusive
property of Novartis or the Sponsor. Novartis or the
Sponsor may use them and/or transfer them at its own
discretion without further payment to or other
obligation towards the Institution or Investigator; the
Institution and the Investigator shall have no rights
whatsoever therein.

The Institution agrees to promptly obtain all
documents and take any other measures that Novartis
can reasonably require to benefit from its rights under
this Agreement, and shall ensure that the Investigator,
sub-investigators, its employees and co-workers act
equally. Among other things, this includes taking all
measures necessary for transfer of ownership of all
data, information, documents, inventions and
discoveries, or all ownership rights in case of items
forming intellectual property, to Novartis or the
Sponsor or to any persons appointed by them, and
assistance to Novartis and the Sponsor with
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13.5.

13.6.

14.1.

14.2.

14.3.

Zadavatela alebo nimi urcené osoby a pomoc
Novartisu alebo Zadavatelovi pri  spractvani
apodavani Ziadosti opatenty ¢i iné prava
priemyselného  alebo  duSevného  vlastnictva.
Indtiticia ma& wvyluénld zodpovednost za vSetky
platby, splatné SkuaSajucemu, spoluskusajicim,
zamestnancom a/alebo spolupracovnikom Institdcie
v stlade s prislusnymi zakonmi, za vSetky vynalezy
Ci patenty Ci iné prava priemyselného alebo
dusevného vlastnictva prevedené na Novartis alebo
Zadavatel'a alebo nimi ur¢ené osoby v sivislosti
s predmetom tejto Zmluvy. Pre Uhrady podla ¢l. 8
a Prilohy €. 2 tejto Zmluvy v prospech Institicie sa
usudzuje, Ze zahffia Uhrady aj takychto nakladov a
platieb Intiticiou.

Vysledok klinického skdSania ako aj vSetky
materidly, dokumenty, Udaje a informécie, g
Ciastkové, ziskané pri jeho dosiahnuti, moze
Novartis a Zadavatel' pouzit' pri svojej Cinnosti,
najmé pri vyskume avyvoji, vyrobe, registracii,
predaji, vypracovani vedeckych §tudii a odbornych
prac, marketingu; pri dodrzani platnych pravnych
predpisov.

Za pridruzené osoby sa najma na Gcely bodu 4.6.,
bodu 9.1. abodu 13.1. tejto Zmluvy pokladaji (i)
ovladané osoby vzmysle § 66a ods. 1 ObZ, (ii)
ovladajuce osoby v zmysle § 66a ods. 2 ObZ, (iii)
osoba ovladana tou istou ovladajicou osobou a (iv)
osoba, ktorad je clenom tej istej skupiny (t.j. pre
Novartise  €lenom  skupiny  Novartis  apri
Zadavatelovi ¢lenom skupiny, do ktorej patri
Zadavatel).

14. Doba platnosti Zmluvy

Zmluva sa uzatvara na dobu trvania klinického
skuSania a jej platnost’ konci najneskor dfiom zaniku
povolenia na vykonavanie klinického skiSania
v Slovenskej republike. Predpokladany termin
skoncenia klinického skdSania je 01.03.2024..
Novartis je opravneny jednostranne prediZit’ trvanie
klinického sklSania a posunutie predpokladaného
datumu ukoncenia klinického skd3ania v sulade s
povolenim na vykonavanie Klinického skdSania
v Slovenskej republike. Novartis je povinny dorucit
uvedené oznédmenie o predizeni trvania klinického
skdsania v pisomnej forme Instit(cii a Skdsajicemu,
a to podla moznosti najneskér 30 dni pred
povodnym  planovanym terminom  skonCenia
klinického skuSania.

Platnost’ tejto Zmluvy sa automaticky skonCi jej
splnenim po dosiahnuti cielov klinického skiSania
a odovzdani vSetkych produktov, protokolov, CRF
zaznamov, Dokumenticie Studie,  Sdvisiacej
dokumentacie a Materidlu spolocnosti Novartis.
Zmluva moze byt ukoncend aj dohodou zmluvnych
stran.

Ktorakol'vek zmluvna strana je opravnena odstupit’
od tejto Zmluvy pisomnym odstdpenim, ktoré
nadobida GcCinnost’ dorucenim druhej zmluvnej
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13.5.

13.6.

14.1.

14.2.

14.3.

processing and submission of patent applications or
other industrial or intellectual property rights. The
Institution is solely liable for all payments payable to
the Investigator, sub-investigators, employees and/or
co-workers of the Institution in accordance with
applicable laws, for all inventions or patents or any
other industrial or intellectual property rights
transferred to Novartis or the Sponsor or to any
persons appointed by them in relation to the subject
matter ofthis Agreement. For the payments according
to Art. 8 and Annex no. 2 hereofto the Institution it is
deemed that the payments also include coverage of
such costs and payments by the Institution.

Result of the clinical trial and all materials,
documents, data and information, also partial,
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, registration, sale,
elaboration of scientific studies and professional
works and marketing, while observing all applicable
legal regulations.
Afflitiates shall be namely for purposes of para. 4.6.,
para. 9.1., and para. 13.1. of this Agreement
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 group (i.e. if it concerns
Novartis, then member of Novartis Group and, if it
concerns the Sponsor, a member of the same group,
of which the Sponsor is a member).

14. Agreement Validity Period
The Agreement is concluded for the period of the
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 clinical trial is expected to finish on
01.03.2024. Novartis is entitled to extend the period
of the clinical trial unilaterally, and to postpone the
expected date on which the clinical trial is finished in
accordance with permission to conduct the clinical
trial in the Slovak Republic. Novartis is obliged to
deliver the mentioned decision on the extension ofthe
clinical trial in written form to the Institution and the
Investigator, if possible, within 30 days before the
originally planned deadline of the clinical trial.

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

Either Party may withdraw from this Agreement in
writing with effectiveness upon delivery to the other
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14.4.

strane na adresu uvedenu v zéhlavi tejto Zmluvy, a

to v nasledujucich pripadoch:

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

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

c) ak je niektorda strana v platobnej
neschopnosti alebo ide do likvidacie z
inych pricin ako je transforméacia alebo
zluCovanie, nema ur€eného nastupcu, ktory
by prevzal jej aktiva (majetok) a zavéazky a
neuzavrie dohodu alebo iné vysporiadanie
S0 svojimi veritel'mi;

d) ak niektord zmluvnd strana  strati
opravnenie, ktoré je pre riadne a v€asné
plnenie povinnosti vyplyvajlcich z tejto
Zmluvy nevyhnutné;

e) ak potrebné opravnenie, povolenie, suhlas
alebo vynimka je odvolané, odloZena jeho
platnost, alebo vyprsi doba, na ktor( bolo
vydané bez toho, aby bolo prislusne
prediZené.

Novartis je opravneny odstlpit' od tejto Zmluvy
pisomnym odstdpenim, ktoré nadoblda ucinnost
dorucenim Institdcii a SkuSajicemu na adresu
uvedenu v zahlavi tejto Zmluvy, a to v pripade ak sa
v lehote 90 dni od inicianizacnej navstevy centra
(pracoviska) (Site Initiation Visit) nepodarilo nabrat’
do klinického skdsania ziadneho Ugastnika.

V pripade, Ze z hore uvedenych dévodov odstupi od
Zmluvy Novartis alebo Institiicia, nastand G€inky
odstipenia vo vztahu kvSetkym ostatnym
zmluvnych strandm. AvSak ak z uvedenych dévodov
odstUpi od Zmluvy SkdSajuci, zmluvny vztah medzi
Novartisom a InStitdciou zostdva zachovany a
Novartis a InStitdcia si povinni ustanovit' nového
skuSajuceho v stlade s bodom 3.4. tejto Zmluvy.

Okrem  ukoncenia platnosti  Zmluvy podla
predchadzajicich ustanoveni, ma Novartis pravo
kedykol'vek s okamzitym Gcinkom prerusit alebo
ukoncit’ klinické skdSanie pisomnym ozndmenim
dorucenym Institdcii a SkuSajicemu priamo alebo
prostrednictvom CRO (ak existuje). Bez toho, aby
Novartis akymkol'vek sp6sobom obmedzoval toto
svoje pravo na preruSenie alebo ukoncenie
klinického skdSania, Novartis za normalnych
okolnosti prerusi alebo ukonci klinické skuSanie v
nasledujtcich pripadoch:

a) ak vyskyt zavaznych neziaducich G€inkov
alebo podozreni na ne pri podavani

14.4. In addition to termination of validity of the
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Party to the address shown in the heading of this
Agreement in following cases:

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

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

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

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

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

If no Participants have been recruited at the trial site
(center) within 90 days after the site initiation visit,
Novartis may terminate this Agreement in writing
with effectiveness upon delivery to the Institution and
the Investigator to the address stated in the heading of
this Agreement.

In case Novartis or the Institution withdraw from the
Agreement for the above mentioned reasons, the
effects of the withdrawal in relation to all other Parties
will occur. But, ifthe Investigator withdraws from the
Agreement for the above mentioned reasons, the
contractual relationship between Novartis and the
Institution remains unchanged, and Novartis and the
Institution shall appoint a new Investigator in
accordance with para. 3.4. of this Agreement.

Agreement pursuant to previous provisions, Novartis
is entitled to immediately suspend or terminate the
conduct of the clinical trial at any time by means ofa
written notice delivered to the Institution or
Investigator directly or through CRO (if any).
Without any restrictions of its right to suspend or
terminate the conduct of clinical trial for any reason,
Novartis shall under usual circumstances suspend or
terminate the conduct ofthe clinical trial in following
cases:

a) if the occurrence of serious adverse reactions
or suspected serious adverse reactions
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14.5.

14.6.

14.7.

skuSanych produktov alebo liekov pocas
klinického skuSania alebo ohrozenie
bezpenosti Ugastnikov poukazuje na
potrebu  preruSenia alebo ukonenia
klinického skuSania;

b) ak si Novartis Zela prerusit’ alebo ukon€it
klinické skaSanie z komercnych dbvodov,
z dbovodov efektivnosti, z dévodov
koncemovej politiky vykonavania
klinickych skaSani, z dévodov majdcich
povod mimo Uzemia Slovenskej republiky
alebo aj bez uvedenia dévodov;

c) ak je Novartis opravnene presvedceny, ze
klinické skuSanie nemdze byt (spesSne
dokoncené, vratane dovodu (ale aj bez
neho), ze by sa klinického skdSania
neztcastnil dostatoény pocet Ugastnikov
alebo sa v stanovenom Case nenasiel
dostatocny pocet pracovisk.

Ak pride k pred¢asnému ukonceniu tejto Zmluvy,

najma z dovodov uvedenych v ustanoveni ¢lanku

14.3. tejto Zmluvy, je strana, ktord spsobila

ukoncenie tejto Zmluvy alebo dala pricinu

k ukonceniu tejto Zmluvy druhou stranou, povinna

nahradit’ druhej strane vSetky naklady, ktora tato

skuto€ne v savislosti s plnenim tejto Zmluvy

vynaloZila, a to v tom pomere, v akom nedoSlo k

splneniu jej predmetu a acCelu, tj. pomer

dokongenych hodnoteni Ugastnikov vzhladom k

objemu materialu, ktory bol na Ugastnikov celkovo

poskytnuty.

V pripade ukoncenia klinického skuSania podla

ustanovenia Clanku 14.4. tejto Zmluvy, uhradi

Novartis Institdcii odmenu primeranym spdsobom

za sluzby poskytnuté az do datumu ukonCenia

klinického skiSania podla podmienok uvedenych
vtejto Zmluve. InStiticia nema narok na nahradu
inych nakladov ¢i uslého zisku.

Institdcia a SkdSajuci sthlasia s tym, Ze po obdrzani

oznadmenia o odstipeni od tejto Zmluvy alebo

ukonceni klinického ski3ania bezodkladne ukoncia
vykonavanie klinického skudsania v rozsahu, ktory je

z hladiska vietkych Ucastnikov lekarsky pripustny.

Bez ohl'adu na vySSie uvedené su vSak Institdcia

a SkiSajuci v pripade, ak dbjde k ukonCeniu

Zmluvy/klinického skusania inym spdsobom ako je

uvedené v bode 14.2. tejto Zmluvy, povinni vykonat

akékolvek avSetky Ukony nevyhnutné na
zabezpeCenie  bezpe€nosti aochrany  zdravia

Ucastnikov a riadneho ukoncenia klinického

skiSania. Skusajici ma povinnosti uvedené v tomto

bode aj v pripade, ak prestane vykonavat’ funkciu
skuSajuceho a sucasne neddjde k ukoncCeniu tejto

Zmluvy; vtakom pripade je SkuSajlaci povinny

poskytnut  nevyhnutnu sucinnost a pomoc dalSiemu

skdSajucemu urceného v stlade stouto Zmluvou,

InStitdcii a Novartisu za Ucelom zabezpecCenia

kontinuity vykonavania klinického ski3ania.

V pripade pred¢asného ukoncenia klinického

skiSania z akéhokolvek dovodu su Intiticia a
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14.5.

14.6.

14.7.

associated with the administration of
investigational products or medicines in the
course ofthe clinical trial or risk to the safety
of the Participants show that it is necessary to
suspend or end the clinical trial;

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

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

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 to the performance ofthis Agreement
in proportion in which the subject-matter and purpose
of this Agreement were not fulfilled, i.e. in the
proportion of completed evaluation of Participants to
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 in 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 not 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 or 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 is 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 to 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
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14.8.

14.9.

15.1.

15.2.

15.3.

Skuasajuci povinni poskytnat’ Novartisu nevyhnutne
pozadovan( sucCinnost za Ucelom zabezpecenia
riadneho presunutia klinického skdSania k tretej
osobe ako aj v zaujme zabezpeCenia bezpecnosti
a ochrany zdravia U¢astnikov.

Ukon€enie Zmluvy nebude mat” vplyv na pravo
niektorej zo zmluvnych stran vykonat pravne
opatrenia voCi druhej zmluvnej strane v stvislosti s
predchadzajiacim  porusenim  Zmluvy  druhou
zmluvnou stranou.

Po ukonceni tejto Zmluvy z akéhokolvek dévodu
Institdcia a SkuSajici odovzdaju, resp. sa zavazuji

zabezpeCit odovzdanie vSetkych dokumentov,
vysledkov  klinického  skdSania,  produktov,
protokolov, CRF z&znamov, Dokumentacie Stdie,
Suvisiacej dokumentacie, nespotrebovaného

Medicinskeho produktu a Materidlu spolocnosti
Novartis.

Ustanovenia uvedené v tejto Zmluve, ktoré sa tykaju
zabezpeCenia dobverného charakteru informaécii,
publikécii, osobnych Gdajov, duSevného vlastnictva,
vlastnictva, uchovavania zaznamov, ako aj dalSie
ustanovenia, u ktorych sa na zaklade ich nalezitosti
usudzuje, Ze budu platit dalej aj po ukonceni alebo
vyprsani Zmluvy, bud( nadalej v platnosti bez
ohladu na ukon&enie Zmluvy.

15. Osobitné ustanovenia
Novartis, InStitGcia ani  Sk0Sajdci  nebudu
zodpovedni za nedodrzanie alebo oneskorenie
plnenia zavazkov v savislosti s klinickym skd3anim
v pripade, ak toto nedodrzanie alebo oneskorenie
bolo spdsobené okolnostami, ktoré si mimo reélnej
moznosti  ovplyvnenia zU€astnenou zmluvnou
stranou a ak sa tymto okolnostiam alebo jej
nasledkom nedalo vyhnut, odvrétit’ alebo prekonat’
ani pri dodrzani dostatoCnej miery opatrnosti,
prifcom tato okolnost v Case vzniku zé&vazku
zmluvnd strana nemohla nepredvidat. Takouto
okolnost'ou vSak nie je okolnost, ktord vznikla az
v Case, ked povinna strana bola v omeSkani
splnenim svojej povinnosti, alebo vznikla zjej
hospodarskych pomerov.
SkusSajuci je pracovnikom nezévislym od Novartisu
a Ziadne ustanovenie tejto Zmluvy ho nedefinuje ako
zamestnanca, zastupcu alebo spolocnika Novartisu.
Institlcia zodpoveda za plnenie vSetkych povinnosti
tykajlcich sa platieb dani, socidlneho a zdravotného
poistenia, ktoré sa vztahuji na predmet Zmluvy, ak
to prichadza do Gvahy, vratane tych, ktoré sa tykaju
Skusajuceho, Institucie, spoluskusajucich
a zamestnancov a spolupracovnikov Institdcie.

InStiticia a/alebo  Skd3ajlci nesmd  postlpit
akékol'vek prava azavazky ztejto Zmluvy tretej
strane bez pisomného sthlasu Novartisu. Novartis
moze previest' ktorékolvek zo svojich prav alebo
zavézkov vyplyvajucich z tejto Zmluvy na svojho
obchodného partnera, spolocnika, ovladand i
ovladajicu spolo€nost’, s €im Institdcia a SkaSajuci
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14.8.

14.9.

15.1.

15.2.

15.3.

provide all such assistance as Novartis shall
reasonably require in order to ensure 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 be without
prejudice to the right of either Party to take legal
measures against the other Party in connection with
the previous breach of the Agreement by the other
Party.

Upon termination of this Agreement for any reason
the Institution and the Investigator shall return or shall
ensure that all documents, clinical trial results,
products,  protocols, = CRF  records,  Trial
Documentation, Related Documentation, not-used
Medicinal Products and Material is returned to
Novartis.

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

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

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

The Institution and/or the Investigator may not assign
any rights and obligations arising from this
Agreement to a third party without a written consent
of Novartis. Novartis may assign any of its rights or
obligations arising from this Agreement to its
business partner, associate, controlled or controlling
company whereby the Institution and the Investigator
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15.4.

15.5.

15.6.

sthlasia. Akékol've postlpenie prav a zdvazkov
v rozpore s tymto ¢lankom zmluvy je neplatné.
Kazdé oznamenie podavané v suvislosti s touto
Zmluvou musi byt pisomné, ak nie je v Zmluve
stanovené inak, a musi byt dorucené osobne, alebo
zaslané doporucenou postou alebo faxom na adresu
uvedentd v Zmluve ¢i na ind adresu ozndmend
pisomne zvySnej zmluvnej strane. Za pisomné
dorucovanie podla tejto Zmluvy sa rozumie
dorucovanie osobne, postou, kuriérom, faxom,
mailom. V pripade zmeny €i zruSenia Zmluvy sa
nim povazuje dorucovanie osobne, poStou alebo
kuriérom, pricom pisomnost” odoslana poStou alebo
kuriérom sa povazuje za dorucenli v den, kedy
adresat potvrdil jej prijatie. Za defi dorucenia
pisomnosti sa povaZuje aj den, v ktory adresat
odoprie dorucovanu pisomnost’ prevziat, alebo v
ktory mame uplynie odbernd lehota pre
vyzdvihnutie si zasielky na poste, alebo v ktory je na
dorucovanej zasielke preukazatelne vyznaCena
poznamka, Ze ,adresat sa odstahoval®, ,adresat je
neznamy“ alebo ind poznamka podobného
vyznamu, ato aj v pripade, ze zvy$na zmluvna
strana pisomnost’ neprevezme alebo sa o ngj
nedozvie.

Institdcia nie je opravnena poverit’ vykonanim jej
povinnosti podla tejto zmluvy inG osobu bez
predchadzajiceho pisomného sthlasu Novartisu.
Takyto suhlas Novartisu nezbavuje Institdciu
povinnosti podla tejto Zmluvy.

V pripade, ak je so suhlasom Novartisu poverena
vykonanim povinnosti podla tejto Zmluvy ina
osoba.  SkdSajuci  nesie  zodpovednost  za
pracovnikov tejto poverenej osoby ako keby boli
stCast'ou skusajuceho timu.

Institlcia a SkuSajuci vyhlasujl, Ze Skuasajlci, ani
InStitdcia, ani Ziadna jej zamestnand osoba, ani
spolupracovnik, ktori sa zd¢astiiuju vo vykonavani
klinického skuSania, neboli vyliceni podla § 306
pism. a) alebo b) Federalneho zdkona Spojenych
Statov americkych o kontrole potravin, liekov a
kozmetickych  pripravkov, alebo  postihnuti
obdobnym opatrenim (napr. zakazom €innosti alebo
vylic¢enim zo stavovského organu) podla prava
Slovenskej republiky a InStitdcia/SkdSajaci v
budicnosti nezamestna ani nevyuZzie sluzZieb ziadnej
takejto vylicenej osoby v suvislosti s Cinnostami,
ktoré sa maju vykonat’ pre spolocnost’ Novartis
alebo v jej mene. Ak sa Institlcia kedykol'vek po
podpise tejto Zmluvy dozvie, Ze SkuSajlci alebo
Institucia €i nejaka osoba, ktord Institlcia/Skasajuci
zamestnava alebo ktorej sluzby vyuZila, je vylicena,
alebo je o vylucovacom konani,
InStitdcia/SkuSajici  tymto  potvrdzuju, Ze to
okamZzite oznamia Novartisu a budl postupovat
podla jeho pokynov ohladne klinického skuSania.
SkaSajaci  zéroven  prehlasuje, Ze  nema
zrudenu/pozastavend  licenciu/povolenie na
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15.4.

15.5.

15.6.

agree with such assignment. Any assignment in
contravention of the foregoing will be void.

Every notice given in connection with this Agreement
shall be in writing, unless otherwise stated in the
Agreement, and shall be delivered in person or sent
by registered mail or fax to the address specified in
the Agreement or to another address notified in
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 ofthe Agreement it shall mean a personal
service, service by mail or courier, and a document
sent by post or courier shall be deemed delivered on
day of its acceptance by the addressee. The date of
service of a document shall be considered the day of
denial of a served document, or the day of expiration
of a retrieval period of a served document at post
office, or the day of marking of a clearly mark on a
served document “addressee has moved”, “addressee
is unknown” or other mark with similar meaning,
even if the other Party does not take over the
document or does not know about it.

The Institution shall not retain any subcontractor to
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 subcontractor 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 oftheir
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 (e.g. a 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 or use
services ofany 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 debarred 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 not have a revoked or suspended
medical  license/certification ~ or  that  this
license/certification does not cease to exist.
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15.7.

15.8.

vykonanie zdravotnickeho povolania, resp. ze mu
tato/toto nezaniklo.

Institucia a Skasajlci prehlasuju a zavazuju sa, Ze zo
strany prislusnych Statnych organov sa u nich
v minulosti ani v sucasnosti
neuskuto¢nilo/neuskutoChiuje vySetrovanie a/alebo
nateny vykon rozhodnutia ktoré by saviseli
s vykonavani klinickych skiSani alebo im zo strany
tychto  organov  nebolo/nie  je  udelené
upozomenie/varovanie, ktorée by  suviselo
s vykonavani klinickych skisani (dalej spolocne len
»Zasah prislusného organu®“), o ktorych by
Novartis nemal vedomost.. Institicia a Sk(Sajlci sa
zavazuju  bezodkladne informovat  Novartis
o0 skuto€nosti, ze im bol ohlaseny vykon Zasahu
prislusného organu v savislosti s dodrziavanim
etickych, vedeckych, regulacnych Standardov
upravujucich vedenie klinickych skisani alebo ze uz
takyto Zasah prislusného orgdnu u nich prebieha,
ato v pripadoch ak sa tento Zasah prislusného
organu tyka skutocnosti a Cinnosti, ktoré nastali pred
alebo pocas doby vykonavania klinického skiSania
podla tejto Zmluvy

Indtitdcia a Skasajlci potvrdzuju a zavazuju sa, Ze
nie si vzajomne ani vo vztahu k Novartisu
v konflikte zaujmov, ktory by znemozrioval alebo
ovplyvrioval vykon ich ¢innosti podla tejto Zmluvy.
Institucia a SkaSajuci dalej prehlasuji a zavazuju sa,
Ze budl Novartis bezodkladne informovat’ ak by
takyto konflikt zaujmov pocas platnosti tejto
Zmluvy nastal a taktiez prehlasuju a zavazujua sa, ze
vykonom ich Cinnosti podla tejto Zmluvy
neporuduju Ziadnu zmluvu, ktord pripadne maju
uzatvorenu s inou tretou osobou.

InStiticia a SkdSajuci sa zavazuju zabezpeCit, Ze
Skusajuci ako aj vSetci spoluskusajici zGc€astneni na
klinickom skuSani poskytni Novartisu alebo nim
urCenej osobe zverejnenie finan¢nych informacii,
ktoré podla 21 CFR, ¢asti 54 vyZzaduje Urad pre
kontrolu potravin a lieCiv  Spojenych  Statov
americkych (Food and Drug Administration), a to na
takych formularoch, ktoré im dodéa alebo schvali
Novartis alebo nim uréend osoba. PoCas platnosti
tejto Zmluvy ako aj jeden (1) rok po ukonceni
Zmluvy, sa InStiticia a SkuSajlci  zavazuju
poskytnat’ su€innost” Novartisu/Zadavatel'ovi alebo
nim urenym osobdm v ziskani aktualizovanych
vysSie uvedenych formularov.
Vo vsetkych materidloch tykajucich sa Cinnosti
podla tejto Zmluvy, ktoré si urcené externému
publiku sa Skusajuci zavazuje
zverejnit/uviest/spomenut’
a)  Ze spoloCnost’ Novartis vyuziva Skasajluceho
na vykon odbornych cinnosti suvisiacich
s vykonavanim klinického skdSania a
b) akékolvek iné vztahy medzi Novartisom
a SkusSajacim, ktorych
zverejnenie/uvedenie/spomenutie by rozumna
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15.8.

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, or enforcement action (hereinafter
collectively referred to as “Competent Authority
Action”) related to their conduct of clinical trial that
has not been disclosed to Novartis.The Institution and
the Investigator will notify Novartis promptly if it
receives notice of or becomes the subject of any
Competent  Authority  Action regarding 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 clinical trial under this Agreement was
conducted.

The Institution and the Investigator confirm and
warrant that there is no conflict of interests between
them or between them and Novartis that would inhibit
or affect their performance of the work specified in
this Agreement. The Institution and the Investigator
further certify and warrant that they will promptly
inform Novartis in the event any conflict of interests
arises during the performance of this Agreement and
certify and warrant that their performance hereunder
does not violate any other agreement they may have
with any other third party.

As the case may be, the Institution and the
Investigator shall ensure that the Investigator and all
sub-investigators involved in the clinical trial provide
Novartis or its designee with the appropriate financial
disclosures required by the U.S. Food and Drug
Administration under 21 CFR Part 54, on such forms
as Novartis or its designee may supply or approve.
During the term of this Agreement and one (1) year
following its expiration or earlier termination, the
Institution and the Investigator agree to assist the
Novartis/Sponsor or its designee in obtaining updated
forms.

In all materials relating to services under this
Agreement intended for an external audience,
Principal Investigator shall disclose:

a) that Novartis has retained Investigator for
professional services in relation to the conduct
ofthe Trial and

b) any other relationships that Novartis has with
Investigator which a reasonable and ethical
person would expect to be disclosed.
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16.1.

16.2.

16.3.

16.4.

16.5.

16.6.

16.7.

amoralna osoba povazovala
zverejnenia/uvedenia/spomenutia.
16. Z&verecné ustanovenia

Zmluvné strany sa zavazujd, ze budd vzdy
postupovat’ tak, aby vSetky zaleZitosti, ktoré budu
aspofi jednou zo zmluvnych stran povazované za
potrebné, rieSili bez zbytocného odkladu a
prietahov, teda v Co najkratSej moZnej dobe a
zarovenl s vynaloZenim moznych
nékladov.
Prava a povinnosti zmluvnych stran, ktoré nie su
upravené touto Zmluvou, ako aj pravny vztah
zaloZeny touto Zmluvou sa riadi platnym pravom
Slovenskej republiky. Zmluvné strany sa v stlade
sustanovenim § 262 ods. 1| a 2 ObZ vyslovne
dohodli, Ze ich zavazkovy vztah upraveny touto
Zmluvou sa bude riadit’ ObZ. Pre pripadné sudne
spory sa bude uplatfiovat prislusnost” slovenskych
stdov.

za hodné

V pripade, Ze by ktorékol'vek z ustanoveni tejto
Zmluvy bolo ¢i sa dodatocne stalo neplatnym alebo
nedc¢innym, budd  ostatné jej  ustanovenia
posudzované ako oddelitelné a platnost’ ¢i U¢innost’
tejto Zmluvy ako celku zostane zachovana. Pre tento
pripad sa UCastnici Zmluvy zavazuji na zaklade
vzajomnej dohody nahradit’ neplatné alebo nedcinné
ustanovenia takym ustanovenim, ktoré bude
najlepSie zodpovedat' Gcelu tejto Zmluvy a voli
zmluvnych stréan pri jej uzavreti.

Ziadne zrieknutie sa nejakej naleZitosti, ustanovenia
alebo podmienky tejto Zmluvy, €i uz konanim alebo
inak, vjednom alebo vo viacerych pripadoch, sa
nebude povazovat' za dalSie alebo trvalé zrieknutie
sa nejakej takejto nalezitosti, ustanovenia alebo
podmienky alebo nejakej inej  naleZitosti,
ustanovenia alebo podmienky tejto Zmluvy, alebo sa
takto vysvetlovat.

Tato Zmluvu je mozno menit a dopliovat’ len na
zaklade jej pisomného dodatku, ktory bude za taky
oznaceny, prislusne ocislovany, sdatumom a
podpisom  vSetkych  zmluvnych stran. Toto
ustanovenie sa neaplikuje na dodatky Protokolu.

Novartis je opravneny zmenit jednostranne
Protokol, aj ked' bude prilohou tejto Zmluvy. Ak je
vydany dodatok Protokolu, je Novartis povinny
existenciu a obsah dodatku ozndmit InStiticii a
SkuSajucemu. Zmluvné strany sa zavézuju
postupovat’ podl'a dodatku Protokolu od okamZiku
jeho oznamenia prislusnej strane.

V pripade, ak by doSlo k takej zmene Protokolu,
ktora by mala za nasledok zmenu rozsahu sluzieb,

resp. vykonov vykonavanych
Indtitdciou/SkuSajucim  podla  tejto  Zmluvy,
Novartis sa zavdzuje predlozit InStitGcii a
SkuSajucemu navrh dodatku ktejto  Zmluve,
predmetom  ktorého bude prislusna zmena

Protokolu. V pripade, Ze zmena Protokolu bude
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16.2.

16.3.

16.4.

16.5.

16.6.

16.7.

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

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 ofthe 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 ofthe Agreement.

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

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

Novartis is entitled to unilaterally amend the Protocol,
even ifthe 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 to
proceed in accordance with such amendment to the
Protocol from the moment when the existence of such
amendment was reported to the relevant Party.

In case, that there came to such change to the Protocol,
which effect would be the change of the scope of
services, respectively performance provided by
Institution / Investigator under this Agreement,
Novartis or sponsor undertake to submit to the
Institution and the Investigator a draft amendment to
this Agreement which subject matter would be
relevant change of the Protocol. In case that the
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16.8.

16.9.

16.10.

16.11.

znamenat' zvySenie rozsahu cinnosti, ktoré maju
vplyv na Ghradu podla Prilohy C. 2, tak spolu so
zmenou Protokolu je potrebna pisomna akceptacia
predlozeného dodatku tejto Zmluvy aj zo strany
InStiticie a SkuSajlceho. InStitlcia a SkdSajuci
beric na vedomie UcCel tejto Zmluvy, ktorym je
riadne ukoncené klinické skusanie (dosiahnuté ciele
klinického skiSania, odovzdané vsetky produkty,
protokoly, CRF zdznamy a Materidl spolo€nosti
Novartis), s povinni pisomne akceptovat’ dodatok k
Zmluve bez zbyto¢ného odkladu po dohode strén
0 Uprave Uhrady podla Prilohy €. 2 tejto Zmluvy. V
pripade nepredlozenia dodatku bude Novartis
povinny vyplatit odmenu za vykony vykonané na
zaklade zmeny Protokolu nad pdvodny rozsah v
sume vycislenej InstitGciou v prislusnej faktare, ato
podla platného cennika InStiticie alebo vo vyske,
ktori za tieto vykony uhradzaji zdravotné
poistovne, resp. ak takéto vykony nie su zo strany
zdravotnych poistovni uhradzané, v primeranej
vySke sprihliadnutim na povahu  vykonu
a vynalozené naklady; pre spdsob vyplaty uvedenej
odmeny sa pouzije obdobne Priloha ¢ 2 tejto
Zmluvy.

Tato Zmluva nadoblda platnost’ dfiom jej
podpisania  vSetkymi  zmluvnymi  stranami
au€innost diom nasledujucim po dni jej
zverejnenia na webovej stranke  Institlcie
www.nemocnicapb.sk. nakolko ide o povinne

zverejiiovand zmluvu v zmysle § 5a ods. 1 Zakona
o slobode informécii. Novartis zaroven udeluje svoj
sthlas so zverejnenim tejto  Zmluvy podla
predchadzajicej vety. InStiticia bezodkladne
Zmluvu zverejni; pokial neddjde k zverejneniu do 3
mesiacov odo dnfa jej uzavretia, ma sa zato, Ze
k uzavretiu Zmluvy nedoSlo. Institicia sa zavazuje
vydat’ Novartisu pisomné potvrdenie o zverejneni
Zmluvy bez zbytocného odkladu po jej zverejneni.
InStitlcia je povinna zabezpeCit' nespristupnenie
tych ustanoveni tejto Zmluvy, ktoré obsahuji
informaciu, ktora sa podla platnych pravnych
predpisov nespristupriuje.

Tato Zmluva je vyhotovena v  Styroch
vyhotoveniach, jedenkrat pre Institdciu, jedenkrat
pre SkdSajuceho a dvakrat pre Novartis.

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

V pripade rozporu medzi ustanoveniami tejto
zmluvy aProtokolu, ktoré sa tykaju vedenia
klinického skGSania, maji ustanovenia Protokolu
prednost.
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16.9.

16.10.

16.11.

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

This Agreement shall be valid upon signature by all
parties and enter into force on the day following the
day after its publication on website od the Institution
www.nemocnicapb.sk, because it is an Agreement
which must be disclosed pursuant to Section 5a para.
1 of Act on Free Access to Information. Novartis also
gives his consent to the publication according to the
previous sentence. The Institution shall immediately
disclose the Agreement; ifthe Agreement will not be
disclosed within 3 months following its conclusion, it
will be treated as not concluded. The Institution
undertakes to issue to Novartis a written confirmation
about the disclosure of the Agreement without undue
delay after its publication. The Institution is obliged
to ensure the non-disclosure ofthese provisions ofthis
Agreement, which is under the current legislation
confidential.

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

This Agreement is executed in Slovak-English
version. In case of any discrepancies between these
two versions of the Agreement, its Annexes or
possible amendments, the Slovak version shall
prevail.

To the extent that there may be any inconsistency
between this Agreement and the Protocol, the
Protocol shall take precedence in relation with trial
procedures.
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16.12.  Prilohami tejto Zmluvy su:

Priloha €. I Popis klinického skiSania

Priloha €. 2: Platby

Priloha €. 3: Poistny certifikat HDI

Priloha €. 4: Informécia pre dotknut( osobu

Priloha €. 5: Prislusné protikorupcné pravne predpisy

16.13. SkuSajuci zaroven prehlasuje, ze vSetky osobné
Udaje vrozsahu osobnych Gdajov v zmysle tejto
Zmluvy poskytol dobrovolne ana Gcely plnenia
tejto Zmluvy aZmluvy o poskytovani odbornych
¢innosti (ak bude existovat) uvedenej v bode 8.2.
tejto Zmluvy v sitlade s Nariadenim a Zakonom
o ochrane osobnych Udajov. SkuSajici zéroven
prehlasuje, Ze sa oboznamil so svojimi pravami ako
dotknutej osoby v zmysle Nariadenia. Toto
oboznamenie tvori stcast prilohy €. 4 tejto Zmluvy.

16.14.  Zmluvné strany vyhlasuju, Ze si Zmluvu precitali, jej

obsahu porozumeli, Ze ju uzavreli slobodne a vazne,
urCite a zrozumitelne, ana potvrdenie toho, Ze
obsah tejto Zmluvy zodpoveda ich skutocnej
a slobodnej voli, ju vlastnorucne podpisali.

Za Novartis/For Novartis:
Mgr. Hana Mréazova, na zaklade plnomocenstva/based on power of attorney

PharmDr. Katarina Nosjean, na

Za Indtitdciu/For the Institution:
Nemocnica s poliklinikouPovazska Bystrica
MUDr. Igor Steiner, MPH, riaditel

Za Skusaj uceho/For the Investigator
MUDr. Ivana Hrtankova

Zmluva o klinickom skdsani - verzia 08.06.2021
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16.12. Annexes of this Agreement are the following:

Annex No. 1. Description of the clinical trial
Annex No. 2:  Payments

Annex No. 3:  HDI insurance certificate
Annex No. 4:  Information for the data subject

Annex No. 5:  Applicable Anti-Corruption Legislation

16.13.

16.14.

ocenstva/base<” on power of attorney

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.

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.

Datum/Date:

NOQarardiovakia s.
Déatum/Date: ..
Zizkova 22B
811 02 Bratislava

-01-
12 11. 2021
Datum/Date:
Datum/Date: 12. 41. 2021
J'EN.OCMC/T S POLI KLINIKOU
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Priloha ¢.1
Néazov skisaného produktu/lieku:
remibrutinib
Referencné Eislo:
LOU064
Kaéd klinického skdsania:
CLOU064A2302
Né&zov/Popis klinického skdsania:
Multicentrické, randomizované, dvojito zaslepené, placebom
kontrolované klinické skisanie fazy 3 na zhodnotenie
cinnosti, bezpecnosti a zndSanlivosti remibrutinibu
(LOUO064) pocas 52 tyzdnov u dospelych pacientov s
chronickou spontannou urtikariou s nedostatocnou
odpovedou na lie¢bu HI-antihistaminikami
Déatum finalnej verzie Protokolu:
19.05.2021
Skusajici: MUDr. lvana Hrtankova
Spoluskdsajuci: MUDr. Leona Mincic¢
MUDr. Dominika Bastekova
MUDr. Sofa Séarincova
Centrum:
Nemocnica s poliklinikou Povazska Bystrica
Kozné oddelenie
Nemocnicna 986
017 26 Povazska Bystrica
Telefon: +421 42 4304183
Mobil:  +421 904 135 540

Riaditel’ Ingtitlcie:

MUDr. Igor Steiner, MPH, riaditel
Telefon: +421 42 43042 74

Cislo centra:

3662

Planovany pocet zaradenych pacientov:

4

Monitor klinického skuSania ureny Novartisom:
Zuzana Smolékova

Adresa:

Novartis Slovakia s.r.o.

Zizkova 22B, 811 02 Bratislava

Tel: 02/5070 6111

Fax: 02/5556 5886

Casovy rozvrh klinického skd3ania:
30.11.2021-01.03.2024

Zaciatok zaradovania pacientov:
30.11.2021

Ukoncenie zaradovania pacientov/randomizacie:
06.01.2023

Ukoncenie klinického skisania najneskor:
01.03.2024
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Annex No. |
Name ofthe investigational product/medicine:
remibrutinib
Reference number:
LOUO064
Clinical trial code:
CLOU064A2302
Title/Description of the clinical trial:
A multicenter, randomized, double-blind,
placebo-controlled Phase 3 study of remibrutinib (LOU064)
to investigate the efficacy, safety and tolerability for 52
weeks in adult chronic spontaneous urticaria patients
inadequately controlled by Hl-antihistamines

Date of final version ofthe Protocol:

19.05.2021

The Investigator: MUDr. lvana Hrtankova

The Co-Investigator: MUDr. Leona Minci¢
MUDr. Dominika Bastekova
MUDr. Sona Sarincova

Centre:

Nemocnica s poliklinikou Povazska Bystrica

KozZné oddelenie

Nemocnicna 986

017 26 Povazska Bystrica

Phone: +421 42 4304183

Mobile:+421 904 135 540

Director ofthe Institution:

MUDr. Igor Steiner, MPH, Director
Phone: +421 42 430 42 74

Centre number:

3662

Planned number of enrolled patients:

4

Clinical trial monitor appointed by Novartis:
Zuzana Smolakova

Address:

Novartis Slovakia s.r.o.

ZiZkova 22B, 811 02 Bratislava

Tel: 02/5070 6111

Fax: 02/5556 5886

Clinical trial schedule:

30.11.2021 -01.03.2024
Commencement of patient enrolment:
30.11.2021

End of patient enrolment/randomization:
06.01.2023

End ofthe clinical trial at the latest on:
01.03.2024
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Za Novartis/For Novartis:.... Datum/Date:

/1, nz) / Noy”~rg/SJo/akia s o
Za Novartis/For NoVartis:...........ccceeverereenreeennnen. Datum/Date............. /xizKova 22B
PharmDr. Katarina Nosjean, na zaklade plndmocejistva/based on power of attorney 811 02 Bratislava
-01-
Za Indtittciu/For the Institution: Datum/Date: 7.021

Nemocnica s poliklinikouPovazska Bystrica
MUDr. Igor Steiner, MPH, riaditel’

. . Déatum/Date: ,JJ...
Za SkusSajuceho/For the Investigator atum/Date: , 3
MUDr. lvana Hrtankové
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Priloha €.2

VSetky Uhrady sa vykonaju nasledovne:

Plathy ~za navStevy zdokumentovaneé v zdravotnej
dokumentacii Ucastnika (vSetky vySetrenia vykonané v
stlade s Protokolom) sa budi uskutocnovat polro€ne, pocndc
prvym zaradenym Ugastnikom, a to v zavislosti na vykonani
planovanych navstev a odovzdanych kompletnych zdznamov
z tychto navstev.

Uhrada pre Institdciu: 4 880,- eur - Celkovo

Uhrada pre Indtitdciu najviac: | 220,- eur (slovom:
jedentisicdvestodvadsat)) za kazdého kompletne
avyhodnotitelne  spracovaného Ugastnika v klinickom
skusani

sa vyplati nasledovne:

Platbaa)  100,- eur - Po navsteve €. SCR

Platbab)  140,- eur - Po navsteve €. Rand

Platba c) 80,- eur-Po kazdej navsteve ¢. W2, W8, W16,
W20, W32, W40

Platba d) 100,- eur - Po kazdej navsteve €. W4, W12,
W24, W52/EOT/SD

Platha €) 100,- eur - Po zavere€nej navsteve (navsteva C.

W56/S Compl)

Novartis poskytne Institdcii nahradu nakladov vo vyske 30,-
eur (slovom: tridsat’ Euro) za jednu UnsV/neplanovani
navstevu v ramci klinického skuSania za jedného UcCastnika.

Platby podla tejto Prilohy zahfiia vSetky lekarske vySetrenia
jednotlivého Ucastnika podla Protokolu. V3etky pripadné
neplanované navstevy v ramci celého Klinického skusania
s uz zahrnuté v platbach v zmysle tejto Prilohy, a za takéto
ukony nebudud poskytnuté Ziadne dalSie platby.

Uhrada pre Indtiticiu navySe za 1 Ucastnika, ktory
nesplni kritéria pre randomizaciu — tzv. screening
failures:

Uhrada pre Intitaciu: 100,- eur - Celkovo

Uhrada pre IndtitGciu najviac: 100,- eur (slovom: jednosto)
za kazdého vyhodnotitelne spracovaného Ucastnika
v klinickom skuSani

sa vyplati nasledovne:

Platbaa)  100,- eur - Za kazdého Ugastnika, ktory nesplni
kritérid pre pokraCovanie v klinickom skdSani
pri navsteve ¢. SCR(screening failure)

Pri odsuhlasenom zaradeni viac ako planovanych 4
randomizovanych Ugastnikov a I UCastnika, ktory nesplni
kritéria pre randomizéciu, platia vySSie uvedené podmienky
pre kazdého dalsieho Ugastnika.
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Annex No. 2
All payments shall be made as follows:
Payments for visits documented in the medical

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

Payment for the Institution: EUR 4 880 - In total

Payment for the Institution maximum of: EUR 1 220 (in
words: one thousand two hundred and twenty) for each
completely and in a manner allowing for evaluation,
processed Participant in the clinical trial

shall be paid as follows:

Paymenta) EUR 100 - Following visit No. SCR

Paymentb) EUR 140 - Following visit No. Rand

Paymentc) EUR 80 - Following each ofthe visits No. W2,
W8, W16, W20, W32, W40

EUR 100 - Following each of the visits No.
W4, W12, W24, W52/EOT/SD

Payment d)

Paymente) EUR 100 - Following final visit (visit No.

WS56/S Compl)

Novartis provides Institution with the additional payment of
EUR 30 (in word: thirty Euro) for one UnsV/Unscheduled
visit for the clinical trial purposes for | Participant.

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.

Additional payment for the Institution for 1 Participant
who will not meet the randomization criteria - so-called
screening failures:

Payment for the Institution: EUR 100 - In total

Payment for the Institution maximum of: EUR 100 (in
words: one hundred) for each Participant in the clinical trial
processed in a manner allowing for evaluation

shall be paid as follows:

Paymenta) EUR 100 For each Participant not meeting the
criteria for continuing the clinical trial during
visit No. SCR (screening failure)

For approving the inclusion of more than 4 planned
randomized Participants and ! Participant who does not
qualify for randomization, the above mentioned conditions
shall apply for each additional Participant.
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V pripade, Ze Ugastnik bude uznany nespdsobilym pre
Klinicka Studiu alebo prijeho UCasti bude poruseny Protokol,
Novartis nie je povinny zaplatit' Ghradu za takéhoto UCastnika
resp. je opravneny krétit’ dhradu za takéhoto Ugastnika aZ na
50 % z pbvodnej sumy podla tejto prilohy.

V pripade, ze Ucastnik dobrovolne odstlpi alebo je zo
klinického skuSania vyradeny (a) Novartisom alebo (b)
SkdSajucim pre akukolvek pri€inu inG ako nesplnenie
poziadaviek spodsobilosti pre klinické skdSanie alebo
poruSenie Protokolu, Novartis zaplati proporcionalnu ¢ast
uhrady za UCastnika az do diia vyradenia splatnd po prijati
vSetkych  formularov  snalezmi ainej pozadovanej
dokumentécie.

Ak po skonceni klinického skuSania Novartis poskytol v
ramci tejto Zmluvy sumy prevySujlce opravnené Uhrady
podla vysSie uvedenych podmienok, InStitlcia musi vratit
Novartisu prevySujicu sumu nad opravnené Uhrady.

Pri realizacii klinického skiSania Novartis poskytuje
UGastnikom za vykonané navitevy v ramci Klinického
skdSania prispevok na nahradu cestovnych nakladov
a pripadne Casu straveného v Institdcii spésobom a v rozsahu
schvalenom regulatnymi a kontrolnymi organmi
a Protokolom.

InStiticia sa zavdzuje poskytnat administrativnu ¢innost
stvisiacu s vyplatenim a spracovanim cestovnych vydavkov
apripadne Casu straveného v Ingtiticii pre Ucastnikov
zaradenych do klinického skdSania, ato prostrednictvom
Skusajuceho.  Podrobnosti  mo6zu byt Specifikované
v osobitnej dohode medzi SkdSajucim  a Novartisom.
Institlcii za takdto Cinnost” SkdSajuceho neprislicha Ziadna
odmena.

V suvislosti s klinickym skdSanim sa pred zaCiatkom
klinického skt3ania ako aj pocas jeho realizacie uskutoCriuji
Investigatorské mitingy, na ktorych sa oboznamuji dolezité
farmakologické, toxikologické a klinické informacie, ktoré su
potrebné pre spravne naplanovanie a vykonanie klinického
skiSania, a zucastnené osoby sa pripravuju a Skolia o danom
klinickom skdSani, dolezitych priebeznych okolnostiach
a informaciach a postupoch v danom klinickom skusani.
Vzhl'adom k tomu, Ze Investigatorské mitingy su stcastou
klinického skdsania, Sku3ajuci (resp. dohodnuty Clen
skuSobného timu) sa bude zUCastiiovat Investigatorskych
mitingov podl'a pokynov Novartisu.

V pripade GCasti na Investigatorskom mitingu realizovanom
na zaklade pokynov a len so sthlasom Novartisu, Novartis
preplati naklady suvisiace s UCastou SkuSajlceho (resp.
dohodnutého ¢lena skiSobného timu) v rozsahu podla vopred
dohodnutych podmienok (vratane emailovou komunikaciou).
Pravidla niektorych vydavkov su uréené nasledovne:

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

b) cesta vlastnym dopravnym prostriedkom (osobnym
autom) - zmiesta bydliska do miesta
Investigatorského mitingu a spat - preplacanie
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Ifthe Participant is determined to be unfit for the clinical trial
or if the Protocol is breached during his/her participation,
Novartis shall not be obliged to make payment for such
Participant or shall be entitled to reduce the payment for such
Participant by up to 50% of the original amount pursuant to
this Annex.

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

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

During the conduct ofthe clinical trial, Novartis shall provide
the Participants for visits completed as part ofthe clinical trial
with a contribution for reimbursement of travel costs and,
where appropriate, the time spent in the Institution, in a
manner and amount approved by regulatory and inspection
authorities and the Protocol.

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

In connection with the clinical trial, Investigator Meetings
take place prior to the commencement of the clinical trial as
well as during its conduct, in order to share important
pharmacological, toxicological and clinical information
needed for correct planning and conduct of the clinical trial,
and participants are preparing for and get trained with regard
to the particular clinical trial, important continuous
circumstances and information and procedures used in the
particular clinical trial. As Investigator Meetings are part of
the clinical trial, the Investigator (or approved member of the
investigator’s team) shall attend such Investigator Meetings
as instructed by Novartis.
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 ofthe investigator’s team)
as agreed in advance (including e-mail communication).
Rules for certain expenses are determined as follows:
a) travelling by mass transportation vehicle (bus, train)
- from the place of residence to the venue of the
Investigator Meeting and back - reimbursement of
the travel ticket - provide proof of the travel ticket,

b) travelling by own vehicle (personal car) - from the
place of residence to the venue of the Investigator
Meeting and back - reimbursement of fuel
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spotrebovanych pohonnych hmét podla priemernej
spotreby vozidla podla technického preukazu a ceny
pohonnych  hmét stanovenych  Statistickymi
ukazovateI'mi cien pohonnych hmot v Slovenskej
republike (aj pri ceste mimo Uzemie Slovenskej
republike) - zdokladovat technicky preukaz
osobného vozidla, podpisané prehlasenie o pocte
kilometrov,
c) cesta taxikom - preplacanie nakladov na taxik
v rdmci mesta (mesto Investigatorského mitingu) -
z miesta letiska, vlakovej alebo autobusovej stanice
na hotel ¢i miesto Investigatorského mitingu a spat’
- zdokladovat’ potvrdenie o Uhrade.
Vydavky, ktoré neboli vopred odsthlasené, sa nepreplacaju,
hoci boli Institdciou, SkaSajacim (resp. dohodnutym ¢lenom
skusobného timu) aj preukazatel'ne uhradené.
Novartis vyplati Specifikované dohodnuté a preukazatel'ne
vynalozené vydavky len vtedy, ak tieto budu riadne
zdokladované, pricom Institicia resp. SklSajuci predlozi
Novartisu vyUctovanie nakladov s potrebnymi dokladmi
v najneskdr do 14 dni od ukoncenia Investigatorského
mitingu. V dohodnutych pripadoch m6ze Novartis poskytnat
preddavok na tieto vydavky.
V pripade, Ze sa preukdze, Ze Specifikované dohodnuté a
preukazatel'ne vynalozené vydavky nie st sprvne podloZzené
prislusnymi dokladmi, resp. neboli vynalozené alebo su
v rozpore s internymi predpismi Novartisu, Novartis si
vyhradzuje pravo odmietnut ich prefinancovanie a v pripade,
ak uz Novartis poskytol platbu na prefinancovanie, Institicia
je povinna vréatit’ Novartisu poskytnutu Ciastku, ktora nebola
vynaloZzend v silade stouto dohodou alebo podlozena
preukazatelnymi ¢i platnymi dokladmi.

consumption according to average consumption of
the wvehicle based on the certificate of
roadworthiness and the price of fuel determined by
statistical indicators of fuel prices in the Slovak
Republic (also in case of travelling outside the
territory of the Slovak Republic) - submit the
certificate of roadworthiness of the personal car and
signed statement of kilometres travelled,

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

Expenses not approved in advance shall not be reimbursed,
even if they were provably paid by the Institution,
Investigator (or agreed member of the investigator’s team).
Novartis shall pay for specified, agreed and provable incurred
costs only if such costs are properly documented and the
Institution or Investigator shall submit the settlement of costs
with required documents to Novartis within 14 days after the
completion of the Investigator Meeting. In agreed cases,
Novartis may provide advance payments for such costs.

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

Platba v prospech Gc¢tu/ Payment to the account:
Nemocnica s poliklinikou Povazska Bystrica

Bankové spojenie/Bank Account:
Cislo G¢tu/Account Number.

Statna pokladnica
7000510563/8180

IBAN: SK80 8180 0000 0070 0051 0563
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Za Novartis/For Novartis: Datum/Date:
Mgr. Hana Mrazov4, na zaklade plnomocenstva/based on power of attorney

syarHé/Slovakia s .r.o.
— —Zizkova 22B

811 02 Bratislava
_0]__

Za Novartis/For Novartis:............ Déatum/Date:
PharmDr. Katarina Nosjean, nazzaklade fnngmocenstva/based on power of attorney

. L i n. 11, 2021
Za Institaciu/For the Institution:................. Datum/Date:

Nemocnica s poliklinikouPovazska Bystrica
MUDr. Igor Steiner, MPH, riaditel

Za SkuiSajuceho/For the Investigator Datum/Date:
MUDr. Ivana Hrtankova
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Priloha ¢. 4
Informacia pre dotknutd osobu
V zmysle ustanovenia ¢lanku 13 Nariadenia GDPR

Prevadzkovatel: Novartis Pharma AG, so sidlom
Lichtstrasse 35, Bazilej 4056, SvajCiarsko (dalej len
»Prevadzkovatel™)

Zastupca Prevadzkovatela: Novartis Slovakia,
s.r.o., so sidlom Zizkova 22B, 811 02 Bratislava, Slovenska
republika, 1CO: 36 723 304 (dalej len ,,Zastupca®)

Dotknuta osoba

Titul, meno priezvisko: MUDr. lvana Hrtankova
Pozicia: hlavny skdSajuci

(dalej len ,,Dotknuté osoba*)

Tatoinformécia je adresovanad SkiSajucemu a skiSajucemu
timu a dalSim zamestnancom InStiticie (napr. sestry,
lekarnici, technici), ktorych osobné Udaje mézu byt
spracivané pri  vykonavani  klinického  skud3ania:
Multicentrické, randomizovang, dvojito zaslepené, placebom
kontrolované Kklinické sklSanie fazy 3 na zhodnotenie
GCinnosti, bezpeCnosti a  znaSanlivosti  remibrutinibu
(LOUO064) pocas 52 tyzdnov u dospelych pacientov s
chronickou  spontdnnou urtikariou s nedostatocnou
odpovedou na lieCbu HI-antihistaminikami

Téato informécia je Vam poskytnutd na zabezpeCenie
transparentnosti v stvislosti  so  zbieranim,  pouzitim
a spristupnovanim Vasich osobnych Udajov

Prevadzkovatelom pre Gcely v sGvislosti s vykonavanim
klinického skuaSania, ktoré sa uskutofuje na VaSom
pracovisku.

VaSe osobné Udaje v rozsahu meno, priezvisko, kontaktné
informéacie, pracovné skisenosti, odborna kvalifikacia,
publikacie, suhrny, dosiahnuté vzdelanie, informacie
o0 vykone povolania bud( spracivané za nasledovnymi
Gcelmi:

a) vykonadvanie  klinického  skd3ania,  spraclvanie
a vyhodnocovanie vysledkov klinického skd3ania;

b) kontrolu aoverenie vedeckej integrity klinického
skdSania  Statnymi a riadiacimi institGciami,
Prevadzkovatelom alebo Zastupcom, CRO (ak
existuje), monitorujicou osobou, ich zastupcami;

c) registracia vysledkov klinického skuSania, vratane
registracie skusaného lieku v réznych krajinach;

d) archivécia po dobu stanoven( pravnymi predpismi;

e) splnenie pravnych poziadaviek alebo poZiadaviek
riadiacich in8titacii, uchovavanie v databaze pracovisk,
skdSajlcich a ostatnych zamestnancov na pouZzitie
v buddcich klinickych skaSaniach;

f)  prenosu tychto Udajov do krajin mimo Uzemia
Slovenskej  republiky, vyhodnocovania  Cinnosti
pracovisk a skusajucich pri klinickom skdsani.,

Zmluva o klinickom skiSani - verzia 08.06.2021
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Annex No. 4
Information for the data subject
In accordance with the art. 13 of GDPR Regulation

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

Controller’s representative: Novartis Slovakia,
s.r.0., with its seat at Zizkova 22B, 811 02 Bratislava, Slovak
republic, ID: 36 723 304 (herein after referred to as
“Representative®)

Data subject

Title, first name, last name: MUDr. lvana Hrtankova
Position: Principal Investigator
(hereinafter referred to as “Data subject®)

This information is addressed to the Investigator,
investigational staff, and other employees ofthe Institution
(such as nurses, pharmacists, technicians) whose personal
data may be processed in the course ofthe clinical trial:

A multicenter, randomized, double-blind,
placebo-controlled Phase 3 study of remibrutinib (LOU064)
to investigate the efficacy, safety and tolerability for 52
weeks in adult chronic spontaneous urticaria patients
inadequately controlled by HI-antihistamines

This information is provided to you to ensure transparency in
relation to collection, use and disclosure ofyour personal data
by the Controller for purposes related to the conduct of
clinical trial which is being carried at your workplace.

Your personal data in the scope of name, surname, contact
information, work experience, professional qualification,
publications, summaries, achieved education, information on
job performance shall be processed for the following
purposes:

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

b) inspection and verification of scientific integrity of the
clinical trial by state and governing institutions, the
Controller or Representative, CRO (if any), monitoring
person and their representatives;

c) registration of the results of the clinical trial, including
registration of the investigational product in various
countries;

d) archiving for the period prescribed by legal regulations;

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

f)  transfer of such data to countries outside the Slovak
Republic, evaluation of activities of sites and
investigators during the clinical trials
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g) planovat’ a/alebo vykonavat' dalSie aktivity slvisiace

sklinickymi  skdSaniami  apripadne Vas o nich
informovat,
h) zdielat informacie sinymi subjektmi ohladom

planovania a vykondavaniu klinickych skasani.

Vase osobné Udaje budi spracivané na zaklade opravneného
zaujmu Prevadzkovatela, ktorym je zaujem Prevadzkovatel'a
na riadnom priebehu klinickych skaSani, ktorych je/bude
zadavatel'om alebo na ktorych bude spolupracovat. Vase
osobné Udaje budu takisto spractvané na plnenie zakonnych
povinnosti  Prevadzkovatela, ktoré mu  vyplyvaju
z osobitnych pravnych predpisov tykajacich sa klinickych
skddani.

V pripade, ak ste uzavreli/uzavriete so Zastupcom zmluvu o
poskytovani odbomych/podpornych Cinnosti alebo ind
obdobnd zmluvu v sdvislosti s tymto Klinickym skdSanim,
beriete na vedomie Ze Zadavatel a Zastupca spractvaji/budd
spractvat’ VaSe osobné Udaje aj za GCelom plnenia tejto
zmluvy, priCom takéto spracivanie je pre plnenie takejto
zmluvy nevyhnutné

VaSe osobné Udaje mozu byt poskytnuté aj dalSim
subjektom, medzi ktoré patria spolocnosti patriace do
nadnarodnej skupiny Novartis, organizacie na Kklinicky
vyskum spolupracujlce so skupinou Novartis, nasi partneri
alebo dodavatelia, naSi poskytovatelia IT systémov,
akykol'vek subjekt, ktory by v budlcnosti nadobudol pravo
stvisiace s klinickym skdSanim od Prevadzkovatela,
prislusna etickd komisia anarodné alebo medzinarodné
prislusné drady. VSetky tieto osoby su vSak povinné
zachovavat' ddvernost a bezpeCnost Vasich osobnych
udajov.

Vase Osobné tdaje moZu byt prenesené do Svajciarska (ktoré
zabezpeCuje v zmysle rozhodnutia Komisie ¢. 200/518/ES
primeran( ochranu osobnych tdajov), do krajin Eurdpskeho
hospodarskeho priestoru, alebo do tretich krajin, ako st napr.
Spojené Staty americké, ktoré nemusia zaruCovat’ tak( Uroven
ochrany Osobnych Gdajov, aka je poskytovand v zmysle
Nariadenia GDPR. Prevadzkovatel’ vSak zabezpeCuje, aby
bola zachovana dovernost’ a bezpe€nost’ Vasich osobnych
Udajov na rovnakej Urovni ako garantuje Nariadenie GDPR.

V ramci  poskytovania Gdajov v ramci skupiny Novartis
Prevadzkovatel' prijal Z&vazné podnikové pravidla, t;.
systém principov, pravidiel anastrojov, poskytovanych
vramci prava Europskej Unie, aby bol zabezpeCeny
dostatocny level zabezpeCenia prenosu oscbnych Udajov
mimo Eurdpsky hospodarsky priestor a Svajéiarsko. O tychto
pravidlach sa mozete viacej docCitat na stranke:
wwvv.novartis.com/privacy-Dolicv.

Osobné Udaje budl Prevadzkovatel'om spractvané po dobu
trvania tejto Zmluvy, ak osobitné pravne predpisy neurcuju
dIhSiu lehotu. Prosim berte na vedomie, ze Zadavatel je
povinny uchovdvat' dokumenticiu klinického skuSania
najmenej 25 rokov.
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g) to plan and/or conduct further activities related to
clinical trials and optionally inform you thereof,

h)  to share 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.

Ifyou 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.

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.

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 to protect the
confidentiality and security ofyour personal data on the same
level as ofthe Regulation.

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
effort to ensure effective levels of data protection relating to
transfers of personal data outside the European Economic
Area and Switzerland. Read more about the Novartis Binding
Corporate Rules at www.novartis.com/privacy-policy.

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 is
required to retain clinical trial documentation for a minimum
of 25 years.
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Ako Dotknuta osoba mate v zmysle Nariadenia nasledujlice  As a data subject you have the following rights under the
prava, o ktorych ste boli riadne pouceny a informovany: Regulation, of which you have been properly instructed and
informed:

pravo ziskat' potvrdenie o tom, ¢i sa spractvaju Vase
osobné Udaje, apravo ziskat pristup k takymto
Gdajom vréatane urcenia U€elov spractvania, kategorii
osobnych Udajov, identifikaciu os6b, ktorym boli
alebo budd osobné udaje poskytnuté, predpokladan
dobu uchovavania osobnych Udajov, existencie prava
na opravu osobnych dajov alebo ich vymazanie alebo
obmedzenie spractvania, alebo prava namietat’ proti
takémuto spractvaniu, prava podat’ staznost Uradu na
ochranu osobnych Udajov, existencie
automatizovaného rozhodovania vratane profilovania
ohladom osobnych UGdajov. Osobné udaje budi
poskytnuté v strojovo Citatelnom formate. Toto
potvrdenie bude vydané bezplatne, avSak za kazdé
dalSie kopie, oktoré poziadate, Vam moze byt
Uctovany  primerany  poplatok  zodpovedajlci
nakladom na vyhotovenie takéhoto potvrdenia. Mate
takisto pravo preniest’ tieto Gdaje inému subjektu,
ktory bude VaSe osobné Udaje dalej spracovavat. Toto
pravo sa vSak nevztahuje na spractvanie nevyhnutné
na splnenie Ulohy realizovanej vo verejnom zéaujme
anesmie mat nepriaznivé dosledky na prava
a slobody inych,

pravo na to, aby boli osobné udaje, ktoré su
spractvané a su nespravne, bez zbytocného odkladu
opravené. Takisto méte pravo na doplnenie netplnych
osobnych Gdajov, ato prostrednictvom poskytnutia
doplnkového vyhlasenia,

pravo na vymazanie osobnych Gdajov, ak nie sU
osobné Udaje potrebné pre UCely, na ktoré sa ziskavali
alebo spractvali, ak sa osobné Udaje spractvali
nezakonne, alebo ak osobné Udaje musia byt
vymazané v zmysle osobitnych pravnych predpisov.
Osobné Udaje vSak nemusia byt vymazané, ak je ich
zachovanie potrebné na uplatnenie prava na slobodu
prejavu ana informécie, na splnenie zakonnej
povinnosti podla osobitnych predpisov, na splnenie
Ulohy realizovanej vo verejnom zaujme, z dévodov
verejného zaujmu v oblasti verejného zdravia, na
Ucely archivécie vo verejnom zaujme, alebo na Gcely
vedeckého alebo historického vyskumu ¢ na
Statistické UCely, ana preukazovanie, uplatiovanie
alebo obhajovanie pravnych narokov,

prdvo na obmedzenie spraclvania osobnych Udajov,
ak ste napadli spravnost’ osobnych Gdajov, a to po€as
obdobia umozfiujiceho overit’ sprdvnost” osobnych
Udajov, spractvanie osobnych Gdajov je protizakonné
a namietate proti vymazaniu osobnych Udajov
a ziadate namiesto toho obmedzenie ich pouzitia, ak
uZ nie st osobné Udaje potrebné na Gcely spracivania,
ale ich potrebujete na preukézanie, uplatfiovanie alebo
obhajovanie pravnych narokov,

pravo podat staznost proti spracUvaniu osobnych
Udajov dozornému organu, ktorym je v Slovenskej
republike Urad na ochranu osobnych udajov
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the right to obtain the confirmation as to whether or
not the personal data concerning you are being
processed, and where that is the case, access to the
personal data including the purposes ofthe processing,
the categories of personal data concerned,
identification ofthe persons to whom the personal data
have been or will be disclosed, the envisaged period
for which the personal data will be stored, the
existence ofthe right to request rectification or erasure
of personal data or restriction of processing of
personal data or to object to such processing, the right
to lodge a complaint with the Office for personal data
protection, the existence of automated decision-
making, including profiling. Personal data shall be
provided in a machine-readable format. Such
confirmation shall be provided free of charge,
however, for each additional copy requested, a
reasonable fee can be charged taking into account the
administrative  costs of providing of such
confirmation. You have also right to transmit those
data to another subject for further processing. Such
right shall not apply to processing necessary for the
performance ofa task carried out in the public interest
and must not affect the rights and freedoms of others,
the right to rectification of inaccurate processed
personal data without undue delay. You have also right
to have incomplete personal data completed, by means
of providing a supplementary statement,

the right to erasure of personal data if such data are no
longer necessary in relation to the purposes for which
they were collected or otherwise processed, the
personal data have been unlawfully processed, the
personal data have to be erased under specific
legislation. The personal data do not have to be erased
if its existence is necessary to for exercising the right
of freedom of expression and information, for
compliance with a legal obligation under specific
legislation, for performance ofa task carried out in the
public interest, for reasons ofpublic interest in the area
of public health, for archiving purposes in the public
interest, scientific or historical research purposes or
statistical purposes, and for establishment, exercise or
defense of legal claims,

the right to restriction of processing of personal data,
ifthe accuracy ofthe personal data is contested by you,
for a period enabling you to verify the accuracy ofthe
personal data, the processing in unlawful and you
oppose the erasure of the personal 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 establishment,
exercise or defense of legal claims,

the right to lodge a complaint against the processing of
the personal data with a supervisory authority, which
in Slovak republic is the Office for personal data
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Slovenskej republiky, so sidlom Hrani¢na 12, 820 07
Bratislava.

Beriete na vedomie, ze mate moznost kedykol'vek
kontaktovat’ Oddelenie ochrany osobnych Gdajov na adrese
privacv.slovakiaiilnovartis.com v pripade, Ze budete mat
akékol'vek otazky tykajlce sa zbierania, spracovania alebo
pouZzitia osobnych Udajov ako je uvedené vysSie.

protection, with its seat at 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: privacv.slovakiaialnovartis.com in case vou have anv
questions regarding the collecting, processing or usage of the
personal data as described above.

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

Miesto a datum/Place and Date

MUDr. Ivana Hrtankova
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Priloha €. 5 - Prislusné protikorupéné pravidla

InstitGcia

(Centrum), Hlavny skuaSajlci,  Clenovia

skuSajuceho timu a kazda dalSia osoba, ktora sa zGCastfiuje
Klinického skiSania (dalej ako ,,SkiSajdce strany*) bude
pocas celého vykonavania Klinického sklSania konat

v sl

0 ochrane

lade s Trestnym zakonom, zdkonom ¢&. 54/2019 Z. z.
oznamovatelov  protispolo€enskej  Cinnosti

aozmene adoplneni niektorych zakonov, a vSetkymi
ostatnymi zavaznymi predpismi o boji proti Uplatkarstvu
a korupcii, ktorymi sd v Spojenom kralovstve Zéakon

0 Uplatkéarstve

zroku 2010 av Spojenych Statoch

americkych Zakon o zahrani¢nych korupcnych praktikach
zroku 1977 (spolu dalej ako ,Prislusné protikorupéné
pravidla®)

Je na zodpovednosti SkdSajucich stran zabezpecit' aby boli
oboznameni s ustanoveniami PrisluSnych protikorupénych
pravidiel a aby tieto dodrZiavali. Bez ohladu na vysSie
uvedené nasledujici text predstavuje zhrnutie hlavnych
zasad, ktoré su Skuasajuce strany povinné dodrzZiavat'.

(A)
(B)

(©)

(D)

(E)

SkudSajuce strany musia vzdy konat' bez(honné,

Cestne a dodrZiavat’ najvysSie etické Standardy.

Sku3ajdce strany nesmu ziadnej osobe poskytnut,

dat’ alebo ponikat ziadnu platbu, dar, ani iny

benefit ¢i vyhodu za Ucelom:

0] zabezpeCenia akejkolvek neopravnenej
vyhody; alebo

(i) nabadania prijemcu alebo inej osoby, aby
vykonala alebo nevykonala ukony, ktoré
predstavuji  poruSenie jej povinnosti
alebo zodpovednosti (alebo za Gcelom
odmenovania takéhoto spravania).

Toto obmedzenie sa pouzije vzdy aza vSetkych
okolnosti. Pre vylicenie akychkol'vek pochybnosti
sa uvadza, Ze sa aplikuje na rokovanie s
»verejnymi Cinitelmi“, ako aj na rokovanie so
zamestnancami a zastupcami stkromnych
spolo€nosti.

Rokovaniam s verejnymi CiniteImi sa vSak musi
venovat' osobitna pozornost. SkudSajuce strany
nesmd poskytovat, davat alebo ponikat
akékol'vek platby, dary alebo iné benefity alebo
vyhody za Gcelom ovplyvnenia konania alebo
rozhodovania  verejného  Cinitela  (alebo
podnecovania takeéhoto Cinitela aby vyuZil svoj
vplyv na ind osobu, subjekt alebo Statny organ
alebo aby ovplyvnil akékol'vek konanie alebo
rozhodovanie takejto inej osoby, subjektu alebo
Statneho organu).

Pojem ,Verejny cinitel* zahfila kazdd osobu
konajucu v mene ktoréhokol'vek ministerstva,
agentlry alebo subjektu Statnej spravy alebo
ktoréhokol'vek Statneho Stdtom kontrolovaného
podniku. Napriklad to zahffia zdravotnickych
pracovnikov ~ zamestnanych v Stitom  alebo
samospravou vlastnenej nemocnici alebo klinike
a zastupcov verejnych medzinarodnych
organizacii.

Skusajuce strany nesmU poskytovat, davat’ alebo
ponukat’ akékol'vek platby, dary alebo iné benefity
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Appendix No. 5- Applicable Anti-Corruption Legislation
The Institution (the Center), the Principal Investigator, the
investigational staff and any other person contributing to the
Clinical Trial (the Trial Parties) shall at all times in the conduct
ofthe Clinical Trial 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-Corruption Legislation).

It is the responsibility ofthe Trial Parties to ensure that they are
familiar with, and comply with, the provisions of the
Applicable Anti-Corruption Legislation. Nevertheless, the
following is intended as a summary ofthe key principles which
the Trial Parties are obliged to follow.

(A)

(B)

©

(D)

(E)

The Trial Parties must at all times act with integrity

and honesty and comply with the highest ethical

standards.

The Trial Parties must not make, give, or offer any

payment, gift or other benefit or advantage to any

person for the purposes of:

0] securing any improper advantage; or

(i) inducing the recipient or another person to do
or omit to do any act in violation of their
duties or responsibilities (or for the purposes
of rewarding such conduct).

This restriction applies at all times and in all contexts.
For the avoidance of any doubt, it applies both to
dealings with "public officials" and to dealings with
employees and agents of commercial enterprises.

Nevertheless, particular care must be exercised with
dealings with public officials. The Trial Parties must
not make, give or offer any payment, gift or other
benefit or advantage for the purposes of influencing
any act or decision of a public official (or inducing
such official to use their influence with another
person, entity or government instrumentality or to
affect or influence any act or decision of such other
person, entity or government instrumentality).

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-run ~ hospital  or  clinic, and
representatives of public international organizations.

The Trial Parties must not make, give or offer any
payment, gift or other benefit or advantage to any
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(F)

(©)

alebo vyhody Ziadnej osobe, ak vedia, alebo sa
domnievaju, Ze vietky alebo Cast' tychto pefiazi,
daru, benefitu alebo vyhody budd pouzité, ¢i uz
priamo alebo nepriamo, na Ucely poruSenia bodov
(B) alebo (C) uvedenych vyssie.

Institdcia bude viest' a udrZiavat' zapisy, zaznamy
auCty, ktoré bud( v primeranej miere presne
aspravodlivo odrazat transakcie a dispozicie
s majetkom Institdcie;

InStiticia navrhne abude udrziavat' systém

vnutornych  Gctovnych  kontrol, ktoré budu

poskytovat’ primerané zaruky, Ze -

(1) transakcie sa vykondvaju v sllade so
vSeobecnym alebo konkrétnym
povolenim vedenia;

(i) transakcie sU0 zaznamendvané podla

potreby
0] aby bolo mozné zostavit
Uctovnd zévierku v sltlade so
vSeobecne uznavanymi
GCtovnymi  zasadami  alebo

akymikol'vek inymi kritériami,
ktoré sa na tieto vykazy
vztahujd, a

(n na dodrZiavanie Uctovania
aktiv;

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

(iv)  zaznamenané (Ctovanie aktiv  bude
porovnavané s existujacimi  aktivami

v primeranych intervaloch a podnikni sa
prislusné kroky s ohl'adom na akékol'vek
rozdiely.
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(F)

(©)

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;

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 or  specific
authorization;

(i) transactions are recorded as necessary
0] to permit preparation of financial

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

(m 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
taken with respect to any differences.
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