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ZMLUVA O KLINICKOM SKUSANI LIEKU
PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CLCZ696D2302 (Palej ,Protokol”)

AGREEMENT ON THE CONDUCT OF A
CLINICAL TRIAL ACCORDING TO
THE CLINICAL TRIAL PROTOCOL
CLCZz696D2302(hereinafter as theProtocol”)

Novartis Slovakia s.r.o.

sidlo: Galvaniho 15/A, 821 04 Bratislava Registered office: Galvaniho 15/A, 821 04 Bratisla
ICO: 36 723 304 Company ID: 36 723 304

DIC: 2022302425 Tax ID: 2022302425

ICDPH: SK 2022302425 VAT ID: SK 2022302425

zapisany: v Obchodnom registri Okresného s[udRegistration: Commercial Register of Distr

Bratislava |, oddiel: Sro, vlozk& 44016/B

v mene ktorého kona/zastipeny: Marianthi Psah&epresented by: Marianthi Psaha, Execu
konaté Director
Mgr. Hana Mrazova, vedlca oddelenia pre Mgr. Hana Mrazova, Head of th
klinické skuSanie, na zaklade Department for Clinical Trials, on
plnomocenstva basis of a power of attorney
MUDr. Iveta Tvrda, na zéklade MUDr. Iveta Tvrda, on a basis of
plnomocenstva power of attorney

bankové spojenie: Tatra banka, a.s. Bank Details: Tatra banka, a.s.

SWIFT: TATRSKBX SWIFT: TATRSKBX

IBAN: SK8611000000002926123169 IBAN: SK8611000000002926123169

(dalej ako Novartis")
a

Dolnooravskd nemocnica s poliklinikou MUDr. L.
N. Jégého Dolny Kubin

sidlo:  Nemocnina 1944/10, 026 01 Dolny Kubin
ICO: 00634 905

DIC: 202 056 37 54

ICDPH:

zapisany: Zridovacia listina Zilinskéhg
samospravneho kraja 1952/2009/0Z zd
dna 29.01.2009

v mene ktorého kona/zastipeny: PhDr. Jozef Mir
MBA, riaditel

bankové spojenie: Statna pokladnica
bankové spojenie: 7000481029/8180
IBAN: SK61 8180 0000 0070 0048 103

(dalej len JnStitucia®)
a

Skusajaci lekar:
bydlisko:

MUDr. Peter Letavay
A. Bernolaka 1419/10,
034 01 Ruzomberok
datum narodenia: 17.01.1977
(dalej len ,Skusajuci* alebo Hlavny skusajuci)

(InStitdcia a Skusajici
zmluvna strana)

tiez spdlee ako druh3

Novartis Slovakia s.r.o.

Court Bratislava |, Section: Sr
Insertion No. 44016/B

(hereinafte¥Novartis” )
and

Dolnooravska nemocnica s poliklinikou MUDr. L.
N. Jégého Dolny Kubin

Registered Seat: Nemo¢na 1944/10, 026 01 Doln
Kubin

Company ID: 00634 905

Tax ID: 202 056 37 54

VAT ID:

Registration: Establishment list of the Zilina se
governing region No
1952/2009/0zZ from day
29.01.2009

tiepresented by: PhDr. Jozef Mintal, MBA, Directd

Statna pokladnica
7000481029/8180
SK61 8180 0000 0070 0048 1029

Bank Account:
Bank Account:
PdBAN:

(hereinafter as thdristitution )

a

Investigator:
Address:

MUDr. Peter Letavay
A. Bernolaka 1419/10,
034 01 RuZomberok
Date of Birth:  17.01.1977
(hereinafter as thelrivestigator” or the ‘Principal
Investigator”)

(Institution and Investigator also together as dtteer
Party)
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uzatvaraju vzmysle ust. § 269 ods.2 zakahg

conclude pursuant to Section 269 (2) of Act No.

513/1991 Zb. Obchodny zdkonnik v zneni neskor§ibh3/1991 Coll., The Commercial Code, as amended

predpisov {alej len ,0bZ"), tdto Zmluvu o
klinickom skasani liekudalej len,Zmluva*):

(hereinafter as theCC") this medicine Clinical Trial
Agreement (hernafte as the“Agreement’):

1. Preambula 1. Preamble
1.1. Zmluvné strany uzatvarajli zmluvnytah na|1.1. The Parties are entering into a contractual
zaklade tejto Zmluvy vychadzajuc |z relationship based on this Agreement, buildjng
existencie nizSie uvedenych sk&nosti: upon the existence of the following belgw
Zmluvné strany sa zavazuju, ze skadsanie mentioned matters: The Parties agree that the

bude vykonavané v sllade so zakondém

122/2013 Z.z. o ochrane osobnych udaj

aozmene adoplneni niektorych zakon
v plathom znen

trial will be performed in accordance with
ov Act. No. 122/2013 Coll. on Protection of
ov Personal Data and on Amendments to Certain
Laws as amende

1.2. Klinické skuSanie bude vykonané na zaklade?. The clinical trial is to be conducted unded an
a v stlade s prislusnym povolenim in accordance with relevant permission issuied
Riadiaceho organu vydanym k vykonavaniu by the Governing Body with relation to the
tohto klinického skdSania. Riadiaci organ conduct of this clinical trial. The Governing
predstavuje Statnu inStiticiu alebo organ, Body is a state institution or body, responsiple

ktory je zodpovedny za pofovanie a
sledovanie priebehu klinického skusania g

for permitting and monitoring of the course |of
za the clinical trial and for monitoring of data an

sledovanie Udajov o neziaducich udalostiach adverse events and adverse reactiong to
a neziaducich dinkoch produktov alebg products or medicines, which are observed in
liekov, zaznamenanych u Subjektov the Study Subjects. In the Slovak Republic,

hodnotenia. V Slovenskej republike e the Governing Body is the State Institute for

Riadiacim organom Statny Gstav pre kontrplu Drug Control (hereinafter asStDC”). The

lieciv (dalej len ,SUKL®). Povolenie je

permission is part of the Protocp

siag’ou dokumentécie k Protoko documentatiol
1.3. Klinické skuSanie bude taktiez vykonané |the3. The clinical trial shall also be conducteddubis

zaklade avsulade s prisluSnym kladnym on and in accordance with the relevant posifive
stanoviskom Etickej komisie. Eticka komisia statement of the Ethics Committee. Ethics
ozna&uje komisiu, ktord je miestne prislusha Committee means a locally competent
pre pracovisko (centrum), v ktorom sa bude committee appointed in the region, where the
vykonava klinické skasanie. Jej tlohou je|z site (centre) in which the clinical trial is to be
etického Hiadiska zhodnaofi ciele klinického conducted, is located. Its role is to evaluate,
skdSania a s nimi spojené rizika pre Subjekty from ethical point of view, the targets of the
hodnotenia esSte pred &atkom klinického clinical trial and associated risks for Study
skiSania. Kladné stanovisko Etickej komisie Subjects prior to the commencement of the

je sttag’ou dokumentacie k Protokolu.

clinical trial. A positive statement of the Ethics
Committee is part of the Protocpl

documentatio.
1.4. Novartis je splnomocnenym zastupcgi Novartis is the authorised representative of |the
zadavatea klinického skdSania v Slovenskegj sponsor of the clinical trial in the Slovak

republike potla § 29 ods. 10 zékona
362/2011 Z.z. o liekoch a zdravotnicky
poméckach a o zmene a doplneni niektor
zakonov v zneni neskorsich predpisalaléj
len ,Zakon o liekoch’), uzatvarajici tato
zmluvu vo vlastnom mene a na vlastniet)
a ma zaujem realizovaklinické skuSanig

vyvinutého produktu alebo lieku v Institdgi

pod’a podmienok definovanych v tej
Zmluve. Zadavafom klinického skdSania j
spol@&nog’ Novartis Pharma Services A(
zalozena  a existujuca pia  prava
Svafiarska, so sidlom na Lichtstrasse

4056 Bazilej, Svajarsko. (falej len
,Zadavatd™).

Republic pursuant to Section 29 para. 10 of
ch Act No. 362/2011 Coll. on Medicinal Produgts
ych and Medical Devices and on Amendmentg to
Certain Laws, as amended (hereinafter as|the
“Medicinal Products Act’), concluding this
Agreement in its own name and on its ofwn
behalf, and is interested in the conduct of the
clinical trial of the developed product or
medicine at the Institution in accordance wiith
the conditions defined in this Agreement. The
sponsor of this clinical trial is Novartis Pharma
Services AG, a company established and
35, operating under the laws of Switzerland, wjth
its registered seat at Lichtstrasse 35, 4056
Basel, Switzerland. (hereinafter as the
“Sponsofr). l]
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1.5. Institicia je poskytovatem zdravotnejl.5 The Institution is an entity which provides
starostlivosti a disponuje  vSetkymi healthcare and possesses all technical devices
technickymi prostriedkami, ktoré Novartis needed by Novartis for the performance of the
potrebuje  pre vykonavanie klinického clinical trial and is able to ensure conduct|of
skuSania, aje schopné zabezpeaealizaciu the clinical trial in accordance with the
klinického skiSania pdd podmienok conditions defined in this Agreement and|in
definovanych vtejto Zmluve a vSeobeche the generally binding legal regulations. The
zavaznych pravnych predpisov. Institicia Institution represents and warrants that |its
prehlasuje a i, Ze jej zariadenia, ktoré sa facilities to be used for the clinical trial medit p
maju poui na vykon klinického skuSania, the conditions stipulated by applicable laws and
riadne sfiaja podmienky stanovené platnyxﬂ other guidelines specified in para. 3.8. herneof
zakonmi a ostatnymi smernicami and that they were approved by the Governing
Specifikovanymi v bode 3.8 tejto Zmluvy, a ge Body.
boli schvalentRiadiacim organo..

1.6. Skuasajuci oznauje zdravotnickehol.6. Investigator means a healthcare professipnal
pracovnika (lekéara) S potrebnou (physician) with relevant qualification who |s
kvalifikaciou, ktory zamestnancom Institlcie, an employee of the Institution, carries
je odborne zodpovedny za vykonavanie professional responsibility for the conduct |of
klinického  skudSania v danom  mieste the clinical trial at the relevant trial site arfd i
skiSania, a pokia Kklinické skuSanig the clinical trial is conducted by a team |of
v jednom mieste vykonava tim oséb, |je persons at a single place, the Investigator ig the
SkusSajuci veducim, ktory nesie supervisor carrying responsibility for the entjre
zodpovednas za cely tim, avtakomtp team and in such case he/she is called
pripade sa oz®iaje aj ako Hlavny Skusajuci. Principal Investigator. Principal Investigatpr
Hlavnym skudSajucim pre toto Klinicke for this clinical trial is MUDr. Peter Letavay.
skuSanie j MUDr. Peter Letavar

1.7. Subjekt hodnotenia oztaje &astnika|l.7. Study Subject means clinical trial subject, a
klinického skuSania, osobu (pacienta alebo person (patient or healthy volunteer) who| is
zdravého dobrovimika), ktory sa na zaklade taking part in the clinical trial and to whom the
informovaného suhlasu &astiuje klinického investigational product or medicine is to be
skiSania a ktorému sa ma podawebo administered based on the informed consgent
podava skiSany produkt alebo | form.

1.8. Organizacia na klinicky vyskum (CRQ}.8. Clinical research organization (CRO) is each
ozna&uje kazda organizaciu, s ktorau organization with which Novartis concludes
Novartis uzavrie zmluvu o vykonani agreement on exercising some or several rights
niektorych alebo vSetkych prav a/alepo and/or performing some or several obligations
povinnosti, ktoré ma ako zadavatalebo that it has as a sponsor or representative of the
zastupca zadavd® v Slovenskej republike sponsor in the Slovak Republic in connectjon
v suvislosti s klinickym skdSanim produktu with the clinical trial of the product or
alebo likku. medicne.

1.9. Zmluvné strany vyhlasuji, Zze pred uzavretib®. The Parties declare that before entering finto
tejto Zmluvy dokladne zvazili rizika this Agreement, they had considered the risks
a obtiaze, tieto porovnali <akavanym and difficulties, compared them with the
prinosom pre Subjekty hodnotenia a pre expected benefit for the Study Subjects and) for
verejny zaujem adoSli kzaveru, fe the public interest and arrived at the
ocakavany prinos tohto klinického skiSania conclusion that the expected benefit of this
ospravediuje pripadné predviddieé rizika clinical trial justifies any potential expectable
a obtiaze. Zmluvné strany vyhlasuju, Ze si hie risks and difficulties. The Parties declare that
s vedomé ziadnych prekazok, ktoré |by they are not aware of any obstacles that wauld
branili tomu, aby sa dohodli na predmete, prevent them from agreeing on the subject-
U¢ele a vSetkych ostatnych ustanoveniach matter, purpose and all other provisions of this
tejto Zmluvy Agreemen

2. Predmet zmluvy 2. Subject-Matter of the Agreement

2.1 Toto klinické skuSanie lieku je.1 This clinical trial of a medicine is a biomedigal
biomedicinskym vyskumom naloveku na research in humans based on a medical
zaklade zdravotnej indikacie pkad 8 26 az indication according to Sections 26 to 34 |of
34 zakona¢. 576/2004 Z.z. o zdravotngj Act No. 576/2004 Coll. on Healthcarg,
starostlivosti, sluzbach suvisiacig¢h Services Related to Healthcare and |on
s poskytovanim  zdravotnej starostlivo Amendmers tc Certain Laws as amende
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a o zmene adoplneni niektorych zakonoy v (hereinafter the HMealthcare Act’) and a

zneni neskorSich predpisovddlej len clinical trial of medicines in accordance with

»Zakon 0 zdravotnej starostlivostl) Sections 29 to 44 of the Medicinal Products

a klinickym skdSanim liekov pdd § 29 az Act.

44 Z&kona o liekocl

2.2. Predmetom tejto Zmluvy je zavazgk2 The subject-matter of this Agreement is the
Institicie umozni na svojich pracoviskach undertaking by the Institution to enahle
klinické skusanie lieku a s vyuzitim vSetkych conduct of the clinical trial of the medicine jat
technickych prostriedkov vykoriaklinické its sites, and using all technical facilities, |to
skiSanie pokh tejto Zmluvy a Protokolu, conduct the clinical trial in accordance with
ktoré v prospech Novartisu vykond Institagia this Agreement and the Protocol by the
prostrednictvom zamestnancov Institlcie Institution through the employees of the
(Skusajuci, spoluskusajuci) v sulagde Institution (Investigator, co-investigators) on
sterminmi  a podmienkami  Protokoju behalf of Novartis and in accordance with the
klinického skiSania pda Prilohy¢. 1 tejto terms and conditions of the Protocol of the
Zmluvy. V spojeni stym InStitlcia vytvori clinical trial pursuant to Annex No. 1 hereto.
podmienky, poskytne v prospech Novartisu In this connection, the Institution shall create
potrebné  sluzby, zabezjle spravne conditions as needed, provide necessary
uchovavanie skuSanych produktov algbo services to Novartis and ensure correct storage
liekov aich bezp&d manipulaciu podth of investigational products or medicines and
poziadaviek Zakona o liekoch a vnutornych their safe handling pursuant to the
predpisov  InStiticie, plynuly  pristup requirements of Medicinal Products Act and
SkuSajuceho k nim, zabezibe a umozni internal regulations of the Institution, provide
a bude nies zodpovednas za to, aby continuous access to them by the Investigator
SkdSajuci dodrzali vSetky zavazky |a and ensure and enable that the Investiggtors
povinnosti tak, ako je uvedené v Prilohel perform all of their undertakings and
a vyvinie primerané JUsilie na dodrzanie obligations in the manner set out in Annex No.
¢asového planu uvedeného v Priloel; 1 and exert appropriate efforts in order |to
kazdé omeSkanie bez odkladu ohlgasi observe the schedule listed in Annex No.| 1,
Novartisu a v8emoZne sa bude usitbya promptly notifying Novartis of any delay and
¢asovu stratu vyrovma InStiticia sa tiez exert all efforts in order to make up for the lpst
zavazuje, ze p@s klinického skdSania bude time. The Institution also undertakes to ensufe a
v zariadeniach InStitlcie k dispozicii consultation place, available in those facilities
konzult&né miesto, kde Skudsajlci a ostatni throughout the duration of the clinical trial,
kompetentni pracovnici Institdcie budd mdc where the Investigator or the representatives of
poskytnd® nevyhnutné informacie vSetkym Novartis may provide all Study Subjects with
Subjektom hodnoten necessary informatic.

2.3. Zmluvné strany si nie sU vedomé ziadi®B The Parties are not aware of any obstacles|that
prekazky, ktora by branila alebo by mohla would prevent or might prevent the following
brant’ nasledujicim vyhlaseniam: statements:

- Skuasajici je ako lekar plne kvalifikovany - the Investigator is a physician who |is
bez akéhoktvek obmedzenia prijinta fully and without limits qualified to
vSetky lekarske rozhodnutia tykajuce |sa make all medical decisions pertaining|to
Subjektov  hodnotenia, ktoré  sa the Study Subjects that will be or will
v sUvislosti s klinickym skaSaniméimia have to be made in connection with the
alebo budd nutenécimit, a poskytova clinical trial, and provide all medical
vSetku zdravotn( starostlivosuvisiacu care associated with the clinical trial
s klinickym skasanim, k vykonu ktorej which the Institution and Investigator
sa InStitacia a SkuSajuci touto Zmluvou undertake to conduct by means of this
zavazuju, Agreement,

- vSetky osoby, ktoré sa budd pdiig na - all persons involved in the conduct of the
vykonavani klinického skiSania, su gre clinical trial are professionally qualified
plnenie svojich Uloh odborne vzdelané to perform their tasks, and possess
a disponuju prislusnymi vedontasni a relevant knowledge and experience.
skdsenaami.

2.4, Intiticia a SkuSajuci sa zoznamili 4 The Institution and Investigator have made
spravnym pouzivanim a vlastitasi themselves familiar with correct use and
hodnoteného produktu alebo lieku, ako aj|so properties of the product or medicine under

vSetkymi informaciami obsiahnutyr

evaluation, as well as with all informatis
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v prisluSnych dokumentoch a Protokole,| a
bud( postupovavzdy a len v stlade s nimi.

contained in relevant documents and the
Protocol, and shall at all times proceed strictly
in accordance witthem

2.5,

InStiticia  a SkdSajuci  prehlasuju, 25
SkdSajuci je zdravotnickym pracovnikom| a
zamestnancom InStiticie a SkdSajici bude
vykonava' Ulohy poda tejto Zmluvy ako
zamestnanec Institicie a nie ako samostatny
poskytovaté zdravotnej starostlivosti
vzmysle platnych pravnych predpisqv.
InStitdcia v plnom rozsahu zodpoveda |za
plnenie povinnosti SkusSajuceho
vyplyvajucich ztejto Zmluvy aje povinna
zabezpé&t riadne plnenie tychto povinnosti
zo strany SkuSajuceho.

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

3. Zakladné podmienky realizacie klinického

3. Basic Requirements for the Conduct of the

skdSania Clinical Trial

3.1 Klinické skuSanie sa mobze @ az poj3.1 The clinical trial may only commence after
pisomnom kladnom stanovisku vydangm positive written statement has been issued by
Etickou komisiou a schvaleni Riadiacim the Ethics Committee and after it has been
organom, opravnenym  pofava® a approved by the Governing Body authorized
kontrolova’ vykonavanie klinickéha to permit and inspect the conduct of the
skiSania. Tieto dokumenty sU precaie clinical trial. These documents are inevitable
klinického skdSania nevyhnuti for theclinical trial to commenct

3.2. Klinické skiSanie sa vykonava len &2 The clinical trial is only conducted at the sjte
pracovisku (v centre) alebo na pracoviskach (centre) or sites (centres) listed in Annex Nq. 1
(v centrach), ktoré su uvedené v Prilahel hereto. The Institution and Investigator shall
tejto  Zmluvy. InStitdcia  a SkaSajuci ensure and confirm in writing that each site
zabezp& a pisomne potvrdi, Zze kazdé possesses facilities and staff inevitable for the
pracovisko ma nevyhnutné zariadenia| a conduct of the clinical trial and that these
persondl na vykonanie klinického skuSania a conditions will not change during the entire
Ze tieto podmienky sa nezmenia po celd dpbu period of the trial.
jeho vykonavanii

3.3. Novartis a CRO (ak existuje) su opravnehB Novartis and CRO (if any) are authorized|to
vykona’ inSpekciu kazdého navrhnutého inspect each proposed site  before
pracoviska pred Zz@tkom i v priebehu commencement and during conduct of the
klinického skuSania s diem presvedt sa, clinical trial in order to make certain that the
Ze pracovisko je vhodné a ma vsetky site is suitable and has all facilities and staff
potrebné zariadenia a personal na vykonanie necessary for the conduct of the clinical trial|.
klinického sldSania

3.4. K zmene miesta pracoviska (centr@4 It is only possible to change the site (centre) in

v ktorom sa vykonava Kklinické skuSanie,
k ukorteniu  (asti  SkdSajuceho  ng
vykonavani klinického skuSania, k zmetie
doplneniu SkuSajuceho, méze grien na
zaklade pisomnej dohody Novartisu
a Institicie, na nového skuSajuceho |sa
v takom pripade pouziju vSetky ustanovehia
Zmluvy o SkuSajucom. Novartis ma prayo
spomedzi zamestnancov Institlcie vytbpae

klinické skdsanie alebo zamiethl
akéhokdvek nového skuSajuceho, ktorého
navrhne InstitGcia. Povinntsu nového

skuSajuceho bude zaviazasa k plneniu
podmienok stanovenych touto Zmluvau;
InStiticia sa zavazuje zabezpe takyto
zavazok a suhlas nového skusajuceho. Pgkia
sa Novartis Institdcia nedohodnu na novc

which the clinical trial is performed, tp
discontinue participation of the Investigator|in
the conduct of the clinical trial, or to replace|or
add an Investigator based on a writ
agreement between Novartis and
Institution, all provisions regarding the

Investigator under the Agreement shall |be
applied to the new Investigator in such cgse.
Novartis is entitled to select or refuse amang
the staff of the Institution any new Investigator
proposed by the Institution for the clinical

trial. Any new Investigator will be obliged
undertake to meet the conditions stipulated by
this Agreement; the Institution undertakes|to
ensure such obligation and approval of the
new Investigator. If Novartis and the

Institution do not agree on the n
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skuSajucom v lehote 30 dni od odstipenia Investigator within 30 days from the
pévodného  SkdSajuceho, Novartis |je withdrawal of the original Investigator,
opravneny od tejto Zmluvy odstdpi Novartis will be entitled to withdraw from this
Agreemen
3.5. SkdSajuci méze pdd svojho uvézenia &t 3.5 The Investigator may, at his/her own
dalSie osoby spomedzi zamestnangov discretion, appoint other persons from among
Institucie ako spoluskusajucich, ktori budu employees of the Institution as cp-
asistovd pri vykonavani klinického skasania. investigators who will provide their assistance
SkusSajuci alebo Institlcia st povinni do 7 dni in the course of the clinical trial. The
od ukenia kaZzdej takejto osoby ozndmi Investigator or the Institution are obliged [to
identifikacné U(daje tejto osoby Novartisy; report to Novartis identification details of such
uvedené rovnako plati pri akejlkek zmene person within 7 days from appointment |of
takychto os6b. Novartis ma pravo vysloyi such person; the same applies to any
nesthlas sdagou konkrétnej osoby replacement of such persons. Novartis has| the
v klinickom skGSani, a to do 7 dni od right to express its disapproval with the
doruienia oznamenia Udajov o takejto osgbe participation of a particular person in the
alebo o zmene takejto osoby, a zarovea clinical trial within 7 days from the delivery of
povinno$ oznami’ tento svoj neslhlas the report with the details of such person orthe
SkuSajucemu alebo Institdcii. InStitlcia report announcing replacement of such person,
a Skusajaci su povinni zabezfie Ze osoba and at the same time it has obligation to notify
voci ktorej bol takyto nesuhlas vysloveny, sa the Investigator or the Institution of such
klinického skdSania nesmie &stnt. disapproval. The Institution and Investigator
InStitdcia  ani SkdSajlici  neposkytnu are obliged to ensure that the person against
spoluskiSajucim Ziaden Materidl ako |je whom such disapproval has been expressed
definovany nizSie, poklanebudd mésudhlas may not participate in the clinical trial. The
od Novartisu na menovanie spoluskdsajudich Institution and Investigator shall not provide
do ich funkcie. VSetci spoluskisajici budu the co-investigators with any Material, as
adekvatnym spdsobom preskoleni,cay specified below, without the consent |of
menovani a priebezne bude vedeny |ich Novartis with assigning the co-investigators|to
aktualny zoznam. SkuSajuci zodpoveda |za their positions. All co-investigators will
vedenie timu spoluskuSajucich, na ktorych sa undergo adequate requalification and will |be
budd vo vSetkych diadoch vZahova appointed in time, with a current list of them
rovnaké podmienky ako na SkuSajuceho|na to be maintained on a continuous basis. The
zaklade tejto Zmluvy. Institicia a SkuSajici Investigator is responsible for the supervisjon
zodpovedaju za sluzby  poskytované of the team of co-investigators who will be |in
pracovnikmi Institicie a zavazuju sa, [ze all respects subject to the same conditions as
poskytovanie  vSetkych  sluzieb  bude the Investigator pursuant to this Agreement.
zverované kompetentnym osobam. SkuSajuci The Institution and Investigator are
a Institicia budd ukladavSetky prislusné responsible for services provided by ﬂhe
pokyny k plneniu tloh vyplyvajlcich z tejto employees of the Institution and undertake that
Zmluvy osobam podi@jucim sa n4q only competent persons will be entrusted with
vykonavani klinického skdSania v sulade the provision of all services. The Investigator
s pokynmi Novartisu. and the Institution will issue all instructions
relevant for the fulfilment of tasks resulting
from this Agreement to persons participating
in the conduct of the clinical trial ip
accordance with the instructions given py
Novartis
3.6. Ak SkuSajuci alebo InStiticia pouzije 186 If the Investigator or Institution make use |of
vykonanie niektorej analyzyi vySetrenia, an external laboratory for the conduct of any
ktord je potrebnd pre cély Kklinického analysis or assessment necessary for |the
skuSania, externé laborat6rium, presiiesh, purposes of the clinical trial, they shall
¢i je dostaténe materidlne a personélne ascertain that such laboratory has sufficient
vybavené na to, aby kompetentnym| a materials and staff available for the
profesionalnym  sp6sobom  vykonavalo performance of activities in a competent and
¢innog’ v sllade s poziadavkami spravnej professional manner and in accordance with
laboratérnej praxe; Institlcia alebo SkuSajfici the requirements of the good laboratory
mébze pou#i externé laboratérium na vykgn practice; the Institution or the Investigator are

len tych analyz vySetreni, ktoré pdi tejto

entitled to make use of an external labora
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Zmluvy alebo Protokolu alebo oznameni

Novartisu nema;ju ky  vykonané
v centralnych laboratériach pre  klinich
skuSanie alebo inych laboratériactéemych
Novartisom. Okrem vyuzZivania zmluvnyq
laboratérii podla predchadzajucej vety alel
podla iného  pisomného  vyjadren
Novartisu, Skdsajuci alebo Institdcia nezr
alebo neodstlpi od Ziadnej ¢sisti prace,
ktord ma na zaklade Zmluvy vykofa
anenecha pldi nijaké povinnosti pokh
Zmluvy inej osobe. Aj v pripade suhla
Novartisu so subdodavkou, InStit(g
a SkuSajuci  zodpovedaju akobyinnosti

vykonali sami. Laboratérne vySetrenia
klinickému skGSaniu budd vykonavané
centralnych  laboratériach.  Vykonavari

laboratérnych vySetreni ku klinickej Stadi

bude zabezpené, v pripadoch &enych
Novartisom priamo zo strany Novartisu re
Zadavatéa  osobitnymi
prislusnymi laboratériami a Novartis ozna
tieto laboratdria Institdcii.

zmluvami $

DO
ia
US|

ia

ku
Y,
ie

5.

mi

another person. Even if Novartis agrees wi
sub-delivery, the Institution and Investiga
shall retain their responsibility as if they had
performed such activites themselves.
Laboratory examinations related to the clinical
trial will be performed in central laboratorigs.
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 laboratorie

3.7. Pred zaiatkom klinického skuSania poskytrg7 Prior to the commencement of the clinical
Novartis  SkdSajucemu, priamo alebo trial, Novartis shall provide the Investigator,
prostrednictvom CRO (ak existuje), Protokol directly or through a CRO (if any), the
adalSie suvisiace dokumenty, ako aj vSetky Protocol and other related documents as \ell
dolezité farmakologické, toxikologické [a as any and all important pharmacologiqal,
klinické informacie, ktoré su potrebné pre toxicological and clinical information which is
spravne naplanovanie a vykonanie klinického needed for correct planning and conduct ofjthe
skuSania dalej ako Suvisiaca clinical trial (hereinafter Related
dokumentéacid). Tieto informéacie bude Documentatior?). It will update such
pod’a potreby aktualne ddiat i v priebehu information as necessary even in the coursg of
klinického skuSania. PovinntsNovartisu the clinical trial. The obligation of Novartis to
poskytovd informacie sa nevyZaduje |v provide information is not enforced, if such
pripadoch, ak su tieto informaciéahko information is easily available in published
dostupné v publikovanych materialoch, algbo materials, or if it can be reasonably assumed
ak sa da opravnene predpokigdaze that the Investigator has, as a result of hisfher
SkdSajuci ma vZdladom na  svoj€ professional education, sufficient knowledge
profesionalne vzdelanie dostane of the relevant issue.
vedomosti o tejto problematil

3.8. InStiticia a SkdSajuaci  vykonaja  Klinickd.8

skiSanie v sulade s platnymi pravny,
predpismi, a to najma Zakonom o zdravot
starostlivosti, Zakonom 0 liekoct
vykonavajucimi  predpismi Ministersty
zdravotnictva Slovenskej republiky najma

mi
nej

the clinical trial in accordance with applicable
laws, in particular with the Healthcare Act
Medicinal Products Act, implementing
regulations of the Ministry of Health of the
Slovak Republic mainly with regard to the

The Institution and Investigator will cond?t

he

poziadavkach na klinické skdSanie a spravnu requirements for clinical trials and good

klinicki prax a na pracovisko, na ktorom |sa clinical practice, and for the site, where

vykonava klinické skdSanie, nariadeniami, clinical trial is to be conducted, ordefs,
smernicami a etickymi predpismi, a v zhode s directives and ethical regulations and in line
podmienkami a zasadami stanovenymi: with the conditions and principles set out in:

a) v povoleni vydanom k vykonaniu a) the permit issued for the conduct |of
klinického  skiSania  Riadiacim the clinical trial by the Governing
orgdnom  a pripadnymi d’alSimi Body or any other institutions, as
inStitdciami  ako  vyplyva 2 prescribed by the relevant provisions
prislusnych ustanoveni te] of this Agreemer,;
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Zmluvy;

=

b) v Protokole klinického skiSania |a b) the Clinical trial Protocol and all
vSetkych jeho dodatkoch vydanyc¢h annexes thereto issued by Novartis
Novartisom a oznamenych Institdcji, and communicated to the Institution,
ktoré sa takto stavaju &iR'ou which thus become part of the
podmienok tejto Zmluvy. Zmenu, conditions of this Agreement. They
poruSenie postup«i odchylku od are only allowed to make any
Protokolu méze vykona len v amendment, breach any procedure or
pripade, Zze je nutné wyir deviate from the Protocol in case it|is
okamzité nebezgenstvo hroziace necessary to exclude an imminent
Subjektu hodnotenia, @om je danger for the Study Subject; in such
povinnos' tuto skuténos’ okamzite situation they have to notify Novart|s
oznami Novartisu  akoukbvek of this matter immediately in any
formou, pisomne vSak najneskér do form, but within 2 days from the
2 dni od okamziku, kedy tato occurrence of the matter in writing,
skuta‘nog’ nastala, a v pripade ak to and if prescribed by a legal
stanovuje pravny predpis, zmluya regulation, contract or Protocol, 1o
alebo Protokol, oznamiaj Etickej notify the Ethics Committee qr
komisii ¢i Riadiacemu organu; Governing Body as well;

c) v inStrukcii Novartisu nazvanej C) an instruction issued by Novartis
JPrirucka pre skusajuceho* entitled “Investigator’'s Brochure”,
(Investigator’s Brochure which contains all currently know
obsahujucej vSetky v gasnej dobeg information on the
zname informacie o produkte / lieku product/medication used in the
pouzitom v klinickom skusani a jeho clinical trial and on its properties.
vlastnostiach.  Prittku  Novartis Novartis provided the Investigat
odovzdal SkudSajucemu a bude |ju with the Brochure and shall
aktualizova v periodicite periodically update the Brochure
vyzadujucej stavom  klinickéhp required by the status of the clinical
skiSania alebo stanovej pravnymi trial or set out in the legal regulations.
predpismi. Prirtka bude pripojend | The Brochure will be appended to the
dokumentécii klinického skusania; clinical trial documents;

d) vSeobecnymi podmienkani d) general terms and conditions |of
Novartisu (pokid ich Novartis vydal Novartis (provided that Novartis has
a poskytol Institdcii) o vykonavar)i issued them and submitted them to the
klinickych skuSani, s vynimkou tych Institution) on the conduct of clinical
podmienok, ktoré su modifikovaneé studies, except for the conditions
touto Zmluvou; modified by this Agreement;

e) Spravnou klinickou praxou (GCP e) good clinical practice (GCP ICH) and
ICH) a podmienkam conditions based on the Declaratipn
vychadzajacimi z Helsinskegj of Helsinki. Good clinical practic
deklaracie. Spravna klinickd prax (GCP ICH) means international
(GCP ICH) oznauje medzinarodne directives and principles pertaining to
smernice a zasady tykajuce |sa good clinical practice, which have
spravnej klinickej praxe, ktoré been specifically determined
konkrétne ufil Novartis pre dely Novartis for the purposes of the
klinického skdSania. V pripade, ze clinical trial. If they have not been sgt
neboli konkrétne stanovené, platia out specifically, the principles of GCP
tie zasady GCP ICH, ktoré bdli ICH adopted in the country
prijaté v krajine alebo v krajinach, countries where the clinical trial
kde sa klinické skuSanie vykonava. conducted  shall apply. The
Helsinskd  deklaracia  ozge Declaration of Helsinki means the
najnovsiu verziu Helsinskegj latest version of the Declaration
deklaracie svetovej lekarskej Helsinki issued by the World Medical
asociacie v case vykonavania Association valid at the time when the
klinického skuSania, vratane clinical trial is conducted, includin
vSetkych zmien uskutmenych v all amendments thereto made in the
priebehu klinického skuSania; course of the clinical trial;

f) Konsolidovanou smernicou f) Consolidate guideline on goc clinical
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spravnej klinickej prax practice of the International Confereri;:e
Medzinarodnej konferencie 0 on Harmonisation of Technical
zosuUladeni technickych poziadaviek Requirements for Registration of
na registraciu  farmaceutik na Pharmaceuticals for Human Use and
humanne pouZitie a ostatnymi other generally binding regulations ahd
vSeobecne  zavaznymi  pravnymi applicable requirements for good
predpismi a platnymi poziadavkami clinical practice.

spravnej klinickej prav.

3.9. Dokumenty uvedené wlanku 3.7 tejto3.9 Documents listed in section 3.7 hereof are
Zmluvy su dbéverné a informacie o ich confidential and information on their contegnt
obsahu mbézu hy poskytnuté len may only be provided to the staff at the
pracovnikom miesta vykonavania klinického clinical trial site which has been delegated| or
skuSania povereny® menovanym pokth ¢l. appointed in accordance with para. 3. hereof
3. tejto Zmluvy a organom a inStitlciam and to bodies and institutions listed in this
uvedenym vtejto  Zmluve. Povinné Agreement. Obligatory disclosure of the
zverejnenie Zmluvy sa nepovaZuje za Agreement shall be not -considered |as
poskytnutie dévernych informacii. InStitlcja providing confidential information. The
a Skusajuci potvrdzuja, Ze im boli poskytnyté Institution and Investigator acknowledge that
dokumenty uvedené wlanku 3.7. tejto they have received the documents listed in
Zmluvy s dostaténym predstihom para. 3.7. hereof well in advance and thus were
umoziujicim dbékladné zoznamenie s tymito allowed to become fully familiar with sugh
dokumentmi. document:

3.10. Zodpovednos za styk a rokovanie s EtickaB.10  Unless agreed otherwise in this Agreement or
komisiou a Riadiacim organom prebgra by the Parties for a specific occasion, Novartis
v ramci tohto klinického skiSania Novartis, accepts responsibility for the liaison anpd
pokia nie je vtejto Zmluve alebp negotiations with the Ethics Committee and
zmluvnymi stranami dohodnuté Governing Body during this clinical tria.
v konkrétnom pripade inak. Uchovavanie Maintenance of documentation and reporting
dokumentécie a podavanie sprav sa riadi are governed by this Agreement, annekes
touto Zmluvou, jej prilohami, dalSimi hereto and other documents to which this
dokumentmi, na ktoré Zmluva odkazuje, Agreement refers and generally binding
a vSeobecne zavaznymi predpis regulations

3.11. Do Klinického skaSania budld zaradeBé1  Study Subjects will be enrolled in the clinigal
Subjekty hodnotenia v gtoch ukenych trial in the numbers set out in Annex No.| 1
v Prilohe ¢.1 tejto Zmluvy. Akakdvek hereto. Any change in the number of Study
zmena v pdte Subjektov hodnotenia musi Subjects requires prior written approval by
byt vopred pisomne schvalena Novartis Novartis

3.12. Zaradenie  Subjektov  hodnotenia @012 Enrolment of Study Subjects in the clinigal
klinického skuSania je mozné usk&éit’ iba trial is only possible with their prior written
sich predchadzajacim pisomnym informed consent and after they had been
informovanym sudhlasom a po ich riadngm properly instructed. Enrolment of Study
poweni. Zaradenie Subjektov hodnotenia |do Subjects in the clinical trial is only possible
klinického skuSania je mozné usk&édt’ iba after the identity of the Study Subject and
po overeni totoznosti Subjektu hodnotenia his/her legal capacity have been verified,| in
a jeho spbsobilosti na pravne uUkony, 4dto particular by means of checking the identity
najma kontrolou ollanskeho preukazy card of such Study Subject and data included
Subjektu  hodnotenia a Udajov fem therein; this fact must be indicated in the
uvedenych; tato skwoos® musi by Informed Consent Form and source
vyzna&ena v informovanom suhlase documentation. The informed consent hag to
a zdrojovej dokumentacii. Vyziadanje be obtained from the Study Subjects |in
informovaného sdhlasu od  Subjektpv accordance with ethical principles and gqod

hodnotenia musi by v stlade s etickym
principmi a spravnou klinickou praxo
Novartis spracuje a odovzda SkuSajluce
formular pisomného informovaného suhlg
subjektu  hodnotenia so zaradenim

klinického skuSania a pisomného penia
pre subjekt hodnotenia; ktoré budiadiou

jedného dokumentiSkuSajuci Institdcia se

clinical practice. Novartis shall process and

submit to the Investigator a draft form
written informed consent with enrolment
the clinical trial for the Study Subject and
written instruction form for the Study Subje
both forms may be included in a sing
document. The Investigator and the Institut

of
to
a
ot;
le
on

undertake to use those ms provided by
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zavazuju pouzivatieto formulare poskytnuté Novartis without any differences not approved
Novartisom bez akychKeek odchylok by Novartis.
neschvélenych Novartiso

3.13. Informovany suhlas musi Subjekt hodnote@d3  The informed consent must be duly signed| by
riadne podpiga eSte pred vykonanim the Study Subject prior to performance of any
akéhokdivek vySetrenia suvisiaceho assessment in connection with the clinical
s klinickym skiSanim. Dokumenty podpisané trial. Documents signed by the Study Subjgcts
subjektmi  hodnotenia (pri neplnoletych (or by their legal representatives in case| of
subjektoch a subjektoch nespdsobilych minor subjects and subjects without legal
k pravnym  Ukonom, ich  zakonnymi capacity) regarding their instruction and
zastupcami) o ich p@eni a suhlase musia consent must be kept in the clinical trlal
byt ulozené v dokumentécii o klinickom documentation maintained by the Investigator.
skdSani vedenej SkuSajuc

3.14. Po zaradeni Subjektu hodnotenia 314  After enrolment of the Study Subject, the
SkidSajuci a Institacia povinni informaf/a Investigator and the Institution are obliged|to
poskytovatéa  zdravotnej  starostlivostj, inform the healthcare provider with whom the
s ktorym ma Subjekt hodnotenia uzatvorenu Study Subject entered into the contract |on
dohodu o] poskytovani zdravotngj healthcare provision that the Study Subject is
starostlivosti, 7e Subjekt hodnotenia |je enrolled in the clinical trial.
zaradeny do klinického skdsar

3.15. Pokid Skusajuci zisti v priebehu klinickéh®.15 If during the clinical trial, the Investigator
skuSania, Ze Subjekt hodnotenia zaradeny do finds out that a Study Subject enrolled in the
klinického skdSania nevyhovuje kritériam, clinical trial does not meet the relevant
bude o tom SkdSajiuci alebo Institugia criteria, the Investigator or the Institution wjll
okamzite informov& pisomne, formod immediately notify of such fact in writing, by
doporweného listu dorteného do vlastnych means of a registered letter delivered to |the
rik zastupcovi Novartisu uvedeného |v attention of the representative of Novaitis
zahlavi tejto Zmluvy, a po dohode s nim listed in the heading of this Agreement, %nd
Subjekt hodnotenia z priebehu klinického upon agreement with the representative
skuSania vyradi. exclude such Study Subject from the clini¢al

trial.

3.16. Novartis nebude vyzadotaod Institdcie(3.16  Novartis will not require that the Institution or
alebo Skuasajlceho, ani od ziadnelena ich Investigator or any member of their staff acts
personalu, aby konal alebo sa pddiena or participates in actions which are in confljct
¢innosti, ktora je v rozpore so zakonmi with the laws of the Slovak Republic or
Slovenskej republiky alebo v rozpore|s medical ethics.
lekérskou etiku.

3.17. InStitdcia sa zavazuje zabezpea predloal | 3.17  Institution hereby commits to obtain and
Novartisu najneskér v de podpisu tejto deliver to Novartiso later thanthe date of
Zmluvy nasledovné dokumenty: signing of this agreement the following
0] Zivotopis odborného garanta |a documents:

veduceho laboratéria; (i) CV of the professional guarantor and
(i) Laboratorne certifikaty; supervisor of the laboratory
(iii) Referedné hodnoty; (ii) Laboratory certificates
(iv) Zoznam laboratérnych vySetreni (i) Reference values
a cennik (iv) List of laboratory Examination and pri
4. Medicinske produkty a Material na klinické 4. Medicinal Products and Material for the Clinical
skuSanie Trial

4.1. Medicinsky produktd’alej ako Medicinsky 4.1 A medicinal product (hereinafter the
produkt®) oznauje vSetky produkty alebo “Medicinal Product”) means all products or
lieky vratane placeba, ktoré sa podavgju medicines including placebo, which are
Subjektom hodnotenia v priebehu klinického administered to the Study Subjects in the
skdSania, a tiez prostriedky na Specialne course of the clinical trial, as well as
spOsoby podavania tych istych produkiov instruments  for special methods |of
alebo liekov, potrebné na vykonanie administration of the same products |or
klinického skuSania, ktoré bezplatne dodava medicines, which are needed for the conduct
alebo zabezpmje Novartis. of the clinical trial and which are supplied or

ensured by Novartis free of chat

4.2 Materidl na Kklinické skuSani¢(dalej akoi4.2 Material for theclinical trial (hereinafter th
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.Material“) ozn&uje vSetok ostatny “Material ”) mean any other material, facilities
material, zariadenia a pomocky potrebné|na and aids necessary for the conduct of [the
vykonanie  klinického skdSania, ktoré clinical trial, which are supplied or ensured by
bezplatne dodava alebo zabeapge Novartis free of charge.

Novartis

4.3. Novartis zabezp#, aby bol vSetok4.3 Novartis shall ensure that all Medicinal
Medicinsky  produkt vyrobeny alebo Products are manufactured or prepared| in
pripraveny v sulade so zasadami spravnej accordance with the principles of good
vyrobnej praxe. Medicinsky produkt bude manufacturing practice. The Medicinal
zabaleny a ozrgny spdsobom, ktory Product shall be packed and labelled in a
zodpoveda charakteru klinického skdSania a manner which corresponds with the nature of
platnym predpisom abude dodany |v the clinical trial and valid regulations and shall
mnozstve a vciase, ktoré su nevyhnutne be supplied in amounts and at the time| as
potrebné na to, aby umoznili Institacii alebo inevitable to allow the Institution qar
SkuSajucemu vykoria klinické skaSanie Investigator to conduct the clinical trial [n
sulade so Zmluvou a Protokolc accordance with the Agreement and Pral.

4.4, Ak Institicia ma zriadenl lekéatev aredli4.4 If the Institution has its pharmacy at the gite
pracoviska (centra) alebo na pracovisku |ma (centre) or has conditions for maintenance of
vytvorené podmienky uvedené v Protokole the investigational product per Protocol at |its
pre uchovavanie skuSaného lieku, vykgna site, it shall maintain the Medicinal Produgts
skladovanie Medicinskych produktav (investigational product or medicine) in such
(skisany produkt alebo liek) v tejto lekarni pharmacy or at such appropriate site. Novartis
resp. na tomto vhodnom pracovisku. Novartis is obliged to ensure delivery of the Medicinal
je povinny zabezp#t’ dodanie Medicinskych Products (investigational product or medicine)
produktov (skaSany produkt alebo liek) ¢o to such pharmacy, respectively at the
tejto lekarne resp. na toto vhodné pracovigko appropriate workplace for safe keeping. The
na bezpé&né uchovavanie. Institdcia Institution will ensure continuous supply pf
zabezp& plynuly prisun Medicinskehp Medicinal Product to the Investigator, so that
produktu SkuSajucemu tak, aby mohol he will be able to conduct the clinical trial jn
vykona’ klinické skuSanie v sulade go accordance with the Agreement. The
Zmluvou. Institicia a SkuSajuci sa zavazujd Institution and Investigator undertake to treat
s Medicinskym  produktom zaobchadZa the Medicinal Product in accordance with the
v sllade s pokynmi vyrobcu a Novartisu manufacturer's instructions and Novartis and
a pouzt ho vyhradne spésobom predpisanym use it only in the manner prescribed in the
v Protokole. Novartis sa zavazuje, [e Protocol. Novartis undertakes to carry out the
zabezpei bezplatne zaSkolenie pracovnika training of the hospital pharmacy staff of the
nemocnénej lekarne InStiticie za ¢élom Institution free of charge, in order to ensure
zabezp&enia  uchovania  Medicinskeho the preservation of Medicinal Product
produktu (skiSaného produktu/lieku) v sulade (Investigational product / medicine) |n
s Protokolom a  SkUSajici zabeZpe accordance with the Protocol, and Investigator
bezpe&nu manipulaciu s Medicinskym ensures safe handling of the Medicinal Product
produktom . jehospravne uchovavan and its proper storag

4.5, SkuSajuci bude vigs presné a aktualng.5 The Investigator shall keep exact and upito-

zadznamy o vSetkom Medicinskom produkt

ktory dostal, a tiez presnd evidenciu, najma
skusanych produktov alebo liekov, ktoré
pouzil alebo vydal, s uvedenim datumu,
druhu a mnoZstva vydanych a pouzityich

e,

produktov alebo liekov, a s uvedenim o0g6b

alebo Subjektov hodnotenia, ktorym boli tigto

produkty alebo lieky vydané alebo podan
aby bolo mozné kedyKeek spatne ddlada’

é,

pouzitie kazdého balenia, a na poziadanie
Novartisu alebo opravnenych Statnych alebo

zahranknych  organov  tuto
skusani vyzaduje, mézu bydaje tykajuce sa
Subjektov  hodnotenia zaznamenané
kédovanej forme

evidenciu
spristupnti. V pripade, ak sa to pri klinickom

\

date records on all Medicinal Products t
he/she received and well as exact record
particular of investigational products
medicines which he/she used or dispens
indicating the date, type and amount
dispensed and used products or medicine
well as persons or Study Subjects to wh
these products or medicines have b
dispensed or administered, so that the us
each package can be traced back any time,
make such records available upon reques
Novartis or competent state or forei
authorities. If required during the clinical triz
the data regarding Study Subjects can
reported in encoded form.
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4.6. Novartis m6ze poskytmwulnstitacii Material 4.6 Novartis may provide the Institution Wiﬁh
potrebny k vykonaniu klinického skuSania Material necessary for the conduct of
alebo suvisiaci s vykonavanim klinického clinical trial or associated with the conduct |of
skdSania na zaklade svojho rozhodnutia| za the clinical trial at its discretion in order to
GCelom  Wasnej  ariadnej realizacle ensure early and proper conduct of the clinical
klinického skuSania. Aj vtakomto pripade trial. Even then Novartis, event. the Sponsof or
vlastnikom poskytnutého Materialu vzdy their affiliated persons, whoever disposes| of
ostava Novartis, resp. Zadavatalebo ich the Material, shall at all times remain the
pridruzené osoby, pdd toho, v kohg owner of Material so provided.
vlastnictve sa Material nacha.

4.7. V pripade poskytnutia Materialu pkad boduid.7 In case the Material is provided pursuant| to
4.6, InStitacia je opravnena Material uziva para. 4.6, the Institution is entitled to use the
riadne v sulade st@lom, na ktory obvykle Material in a proper manner and in accordance
slizi, pre potreby organizaého Utvaru with the purpose which they usually serve, for
(centrum) vykonavajuceho klinické skusanie the needs of the organizational body (centre)
pod’a tejto Zmluvy, zabezg& riadnu performing the clinical trial according to thjs
starostlivog pod’a navodu na pouZzivanie |a Agreement, to ensure proper care according to
predpisov vyrobcov, chrahi  pred the instructions for use and regulations of the
akymkd'vek poskodenim, stratou, manufacturers and to protect them from any
odcudzenim alebo zt@nim. Institdcia damage, loss, theft or destruction. The
zodpoveda za  poskodenie  Materialu Institution is responsible for damage of
spbsobené poruSenim pravnych povinnosti Material caused by violation of the legal
Institdcie, najma vzniknuté neodbornym obligations of the Institution, mainly caused py
a neSetrnym zaobchadzanim s vypaiiym improper and careless handling of borrowed
Materidlom alebo v rozpore s navodom |na Material or contrary to the instructions for use
pouzivanie alebo predpismi vyrobcov, ako| aj or prescribed by the manufacturer, as well as
za  stratu, zrienie ¢ odcudzenie for the loss, destruction or theft of borrowed
zapozéaného Materialu. Institlcia Material. The Institution is not responsille
nezodpoveda najma za vady a poSkodenia mainly for defects and damage caused by|the
vzniknuté prirodzenym starnutim natural aging and wear of the Material or |its
a opotrebovanim Materidlu alebo vlastnou own internal defects. Novartis is
vnatornou chybou Materialu. Novart|s responsible for any damage that might arise¢ to
nenesie zodpovednbsza akéktvek Skody, the Institution in connection with the decision
ktoré by mohli vzniknd Institdcii v suvislosti of the Institution in the case of using Materjal
s rozhodnutim Institlcie v pripade pouzitia contrary to this Agreement, contrary with
Materidlu v rozpore stouto Zmluvou, instructions for use or contrary to the
s navodom na pouzivanie alebo predpismi specifications of the manufacturer. Novatrti
vyrobcov. Novartis bude na vlastné naklgdy will be at their own cost provide service
zabezp&ova’ vyrobcom predpisané servisné inspections prescribed by the manufacturer of
prehliadky vypoiianého Materidlu. Pokia the borrowed Material. Unless otherwise
nie je zmluvnymi stranami vyslovne expressly agreed by the Parties, Novartis shall
dohodnuté inak, poskytnutie Materialu provide Material under this Agreement free|of
Novartisom potla tejto Zmluvy je charge.
bezodplatnt

4.8. Odovzdanie Materialu InstitGcii péd bodui.&. The submission of the Material to Institution
4.6 potvrdi Novartis a Institicia vo forme under point 4.6 confirms Novartis and
podpisaného Protokolu 0 odovzdani Institution in the form of signed Protocol on
a prevzati veci, ktory bude obsahéwaspa handover and acceptance of things which will
Specifikaciu odovzdaného Materialu (typ, include at least the specification of the
vyrobca, vyrobné éislo, iné), mnozstvo submitted Material (type, manufacturer, sefrial
hodnota Materidlu, jeho stav (nové alebo number, etc.), quantity, value of the Material,
pouzivané), dokumentacia odovzdavana its condition (new or used), documentation
spolu s Materidlom, datum a podpisy submitted together with the Material, date and

odovzdavajlceho a preberajuceho; Novartis

DiS

a InStiticia sa dohodli, ze na podf
Protokolu o odovzdani a prevzati veci pa

tejto vety su opravneni vich mene aj ich

vedulci zamestnanci,
vykonavanim Uloh suvisiacich klinickym

ktori budl povereni

signatures by the transferor and recipient;
Novartis and the Institution hereby agree that,
on their behalf, also their managers in charge
of performing the duties related to the clinical
trial are entitled to sign the Protocol on
handover and acceptance of things, whe
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skuSanim, ptiom za InStitlciu
uréeny monitor. V pripade,
0 odovzdani a prevzati veci bude obsalig
s oifadom na podmienky upravené v te
Zmluve aj
prehlasenia  tykajuce sa
konkrétneho Materialu, Novartis aj Institdg
sthlasia, ze takéto podmienky sa bd
povaZzovd za platne dohodnuté aj v pripad
Ze Protokol o odovzdani
podpiSe vich mene

moze
podpisové aj SkaSajuci a za Novartis gj
Ze Protokpl

dodattné podmienky alebo
poskytnutia

ia
da
e!

a prevzati veci
niektord z o0spb

opravnenych v zmysle prvej vety tohto bodu.

Dokumentacia odovzdavana spq
s Materialom bude predstavavanavod na
pouzitie v slovenskom aleb@&skom jazyku,
pripadne iné predpisy vyrobcu na je
uzivanie, udrzbu aservis, ktorymi

IntitGcia povinna sa riadi av pripade
zdravotechniky aj vyhlasenie o zhode al€
certifikat s registranym  ¢&islom  SUKL.
V pripade zdravotechniky, ktorej uzZivanie
je bezné na zéklade navodu na uziva
Novartis bezodplatne vykona zaSkoler
pracovnikov Institicie, dom bude spisan
Protokol o zaSkoleni, ktory bude obsahd
aspdi Specifikaciu odovzdaného Materid
a identifikaciu zaSkolenych os6b, daty
a podpisy za Novartis, Institdci
a zaSkolenych osbb. Institicia je povin
zabezpeit potrebnl stinnog’ k odovzdaniu
a zaSkoleniu. Institlcia je povinna zabedpd
ozna&enie Materidlu ako veci, ktor
vlastnicky patri Novartisu. Poskytnut]
Materidlu poda tejto Zmluvy zo strany
Novartis nie je podnecovanim p
odpor&anie, predpisovanie, kap
dodavanie, predaj alebo podavanie liek
a poskytnutie Materialu nie je podmiene
predpisanimti uzivanim akéhokitvek lieku
¢i akymkdvek inym plnenim alebo konani
Zo strany Institacie alebo SkuSajtceho.

lu

ho
je

bo

e
nie,
nie
y
a
lu
m
u
na

for the Institution, also the Investigator |is
entitled to sign and for Novartis, also the
designated monitor is entitled to sign. In case
the Protocol on handover and acceptance of
things includes, with regard to conditions
stipulated in this Agreement, also any
additional conditions or representations related
to provision of a certain Material, Novartis and
the Institution agree, that such conditions shall
be considered as validly agreed even wherg the
Protocol on handover and acceptance of things
is signed on their behalf by any of the
authorised persons according to the

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

4.9, Institicia a SkdSajuci nepouzije Medicingked The Institution and Investigator shall not Use
produkty, Material, Dokumentaciu Studje Medicinal Products, Material, Trial
a Suvisiacu dokumentaciu na Ziadny irggld Documentation and Related Documentatjon
okrem vykonavania klinického skuSania for any purpose other than conduct of the
a bez predchadzajuceho pisomného sihlasu  clinical trial and shall not make the Medicinal
Novartisu neda Medicinske produkty, Products, Material, Trial Documentation and
Materidl, Dokumentaciu Stadie a Sdvisiacu Related Documentation available to any third
dokumentéaciu k dispozicii ziadnej tretej party except those listed in the Protocol or the
strane okrem tych, ktoré sO uvedgné Agreement, without the prior written consent
v Protokole alebo tejtZmluve of Novartis

4,10. Po ukoreni klinického skuSania vra@.10  After completion of the clinical trial, the
InStitGcia / SkaSajuci  vSetok  zvySny Institution/Investigator  shall return any
Medicinsky produkt Novartisu a poda remaining Medicinal Products to Novartis with

vysvetlenie (ak sa to vyzaduje, pisom
ohfadom mnozstva a druhu Medicinske|

ne)
ho

produktu, ktory bol zriieny alebo chyba. A

the explanation (in writing, if so required) pf
the amount and type of the Medicinal Products
that have been destroyed or are missing. If
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sa tak nestane, Novartis je opravneny does not happen, Novartis is entitled to charge
vylétova’ InStitdcii  ndklady na vSetok the Institution for the costs of all Medicinal
Medicinsky produkt, ktory pde Products that pursuant to the signed protocol
podpisaného protokolu o jeho odovzdanf a on their handover and takeover protocol have
prevzati nebol pouzity v sulade s touto not been used in accordance with this
Zmluvou alebo nebol vrateny Novartisu. Tym Agreement or have not been returned| to
nebude dotknutd akakeek ina pravna Novartis. This is without prejudice to any
zodpovednas Institicie za neopravner|é other legal responsibility of the Institution for
nakladanie s Medicinskym produktom any improper handling of the Medicingl
a spdsobenu Skoc Product ad for any caused dama

4.11. V pripade poskytnutia Materialu ptad bodul4.11  In case of provision of Material according [to
4.6 je tento poskytnuty maximalne na dabu para. 4.6, the Material is provided for a perjod
trvania klinického skuSania. Ak bude tha of the clinical trial at the most. If Novartis
Novartis oddvodnent pochybnps Ze reasonably suspects that the Material provigded
Material poskytnuty pdé bodu 4.6 ¢i in accordance with para. 4.6 or any part of it
akdkdvek jeho ¢ag’ boli pouzité na iné have been used for other purposes than those
Geely, nez tie, ktoré su uvedené v tejto listed in this Agreement, it is entitled fo
Zmluve, je opravneny poziaddnstiticiu o request that the Institution provides a report
spravu a dbékazy o pouziti Materidlu. |V and evidence regarding the use of the Mateyial.
pripade, Ze Institicia nepreukadze Novariisu If the Institution fails to do so within 20 days
poZzadované do 20 dni po obdrzani takejto after having received such request, it shall be
vyzvy, ma sa za to, Zze Material bol pouZzity v deemed that the Material has been used in
rozpore s touto Zmluvou. Institicia |e conflict with this Agreement. The Institution |s
povinna Material poskytnuty pdd bodu 4.6 obliged to return the Material provided
vratit, ak ju nepouziva riadne alebo ju uZiva pursuant to para. 4.6 within 10 days, if not
v rozpore s touto Zmluvou alebo v rozpare used properly or used in conflict with this
s welom a podmienkami dohodnutymi v tejto Agreement or purpose and conditions hefein
Zmluve, alebo ak oto Novartis poZiada, agreed, or if so requested by Novartis. The
vlehote 10 dni. InStiticia sa zavazuje Institution undertakes to return the Material|to
Materidl vratf Novartisu v rovhakom stave, Novartis in the same condition, quality and
kvalite avrovnakom zloZzeni ako ho composition as when taken over, taking into
prevzala, s prihliadnutim na  obvyklé account regular wear and tear. If this does|not
opotrebenie. Ak sa tak nestane, Novartig je happen, Novartis shall be entitled to charge|the
opravneny  vydtova’® InStitdcii  cenu Institution the price and costs of Materfal
a naklady na poskytnuty Material giadbodu provided pursuant to para. 4.6 which have |not
4.6 nevrateného v uvedenej lehote. Tym been returned during prescribed period. This is
nebude dotknuta akakeek ina pravna without prejudice to any other legal
zodpovednas InStiticie za neopravnené responsibility of the Institution for any
nakladanie s Materialom a spdsobenu Skodlu. improper handling of the Material and for any

caused damac
5. Kontrola klinického skdSania 5. Inspections of the Clinical Trial

5.1. Novartis alebo CRO (ak existuje) povertal Novartis or CRO (if any) shall entrust |a
dostaténe kvalifikovanu osobu alebo osoby sufficiently qualified person or persons with
monitorovanim (vykonavanim dtéddu) nad monitoring (overseeing) the clinical trial and
klinickym skdSanim a Gzkou spolupracou [so close cooperation with the Investigator.
SkuSajucinm

5.2. InStiticia a SkuaSajuci budd spolupracHovas.2 The Institution and Investigator shall
Novartisom a s kvalifikovanymi osobami, cooperate with Novartis and qualified persons
ktoré poveril Novartis alebo CRO (ak appointed by Novartis or CRO (if any) |n
existuje), za &lom monitorovania alebp order to monitor or oversee the course of fthe
vykonavania dofadu nad priebehom clinical trial in accordance with valid
klinického skiSania v sulade s platnymi regulations and principles of good clinigal
predpismi azasadami Spravnej klinickej practice. The Institution and Investigator shall
praxe. Institdcia a SkuSajuci predovsetkym in particular ensure or provide to each of suich
zabezp#a alebo poskytnd kazdej z tychto persons access to all sites where the clinical
os0Ob pristup na vSetky pracoviska, na ktorych trial is conducted and to all records maintained
sa klinické skdSanie vykonava, a ku vSetkym for the needs of the clinical trial, in order fto

zaznamom, ktoré sa uchovavaju pre potr

chy

klinického skuSania, zatélom preverovanie

verify, inspect and copy
documents. To the extent allowed by le

the data ard
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kontroly a kopirovania tdajov a dokumentg
V miere, v ktorej mu to pravne predpi
dovd'uju, im umoznia pristup ku vSetky
zaznamom tykajucich sa klinického skusar
vratane Subjektov hodnotenia v rozsahu
Ggasti v klinickom skdSani, ich kontrolt.

2
5Y
m
ia,
ich

regulations, they shall allow such persins
access to all records related to the clinical trial

including the Study Subjects in the extent
their participation in the clinical trial, and the
control.

of
i

5.3. Institicia  umozni  audit dodrziavanf@a.3 The Institution shall allow auditing the
Protokolu a zasad Spravnej klinickej praxe|na observance of the Protocol and principles| of
pracovisku a v jeho priestoroch skladovahia good clinical practice at the site and |ts
Materialu ¢i uz auditormi Novartisu alebp premises where the Material is kept, either|by
predstavitémi Riadiaceho organu the auditors of Novartis or representatives| of
ktorejka’'vek krajiny, kde sa uvazuje the Governing Body of any country where
o registracii skiSaného produktu alebo kde je registration of the investigational product |is
registrovany skusany liek, a to aj po s&eni contemplated or where the investigational
platnosti tejto Zmluvy. InStitlcia vytvori product is registered, and that even after
auditorom podmienky na vykonanie auditu expiry of this Agreement. The Institution shall

create conditions for the auditors to enable
them the performance of au

5.4. InStiticia a SkuSajuci budld Novaris4 The Institution and Investigator shall inform
okamzite  informov& v pripade, Zd Novartis immediately, if any competent
kompetentny  dozorny organ planuje, supervising authority plans an inspection |or
pripadne uz neplanovanecna, vykonavanig starts any unplanned inspection and shall
inSpekcie a poskytni Novartisu kopie provide Novartis with copies of any
akychkdvek pisomnosti vypracovanygh documents elaborated by the supervising
dozornym organom, ktord je vysledkgm authority, which result from such inspectign,
takejto inSpekcie, a to ihdepo jej obdrzani. immediately after they have obtained such

document:

5.5. InStitlcia a SkdSajuci sa zavézuju uskaid 5.5 The Institution and Investigator undertake|to
akékdvek primerané kroky vyZzadované zo take any appropriate steps required |by
strany Novartisu za d&lom odstranenia Novartis in order to remove any deficiencies
nedostatkov zistenych pas auditu alebg discovered during the audit or inspection. |At
inSpekcie. Novartis bude maarove pravo the same time, Novartis shall have the right to
preskimé& a  odsuhlasi akékdvek inspect and approve any documents intended
pisomnosti ufené kompetentnémp for the competent supervising authority, which
dozornému organu vypracované v reakcii|na have been prepared in response to | an
inSpekciu zo strany takéhoto dozorného inspection by such supervising authority,
organu, a to predtym ako takdto pisonthps before the Institution or Investigator submit
Institdcia alebo SkuSajuci tomuto dozornému such document to the supervising authority.
organu predlozi.

6. Dokumentacia a sdinnost’ 6. Documentation and Collaboration

6.1. Pokid’ sa nedohodlo inak, vSetky zaznanél Unless agreed otherwise, all records requjred
pri ktorych Novartis alebo CRO vyzaduije, from the Investigator or the Institution by
aby im boli predlozené SkuSajucim alepo Novartis or CRO shall have the form
Institdciou, budld mé formu, ktord stanov prescribed by Novartis. The Investigator and
Novartis. SkdSajuci a Institcia budiu dbea the Institution shall ensure that the records|are
to, aby zaznamy boli vyplnené kompletne a v filled out completely and in accordance with
sulade s Protokolom. Kazdu spravu musi the Protocol. Each report must be approyved
SkdSajuci  schvali a podpisé  Toto and signed by the Investigator. Such appraval
schvalenie sa nema bezdbvodne zdriiaya should not be unreasonably withheld. The
Institacia vyhlasuje, Ze vSetky CRF zaznamy Institution declares, that all CRF records
predloZzené Novartisu budi pravdivé, Uplné submitted to Novartis shall be truthful,
aspravne, aZze budd presne vyjadfova complete and correct and that they exactly
vysledky klinického skuSania. Institicia na reflect the results of the clinical trial. Upon
poziadanie predloZi tieto zaznamy alebo jch request, the Institution shall submit such
kopie Novartisu alebo Riadiacemu organu. records or their copies to Novartis pr
Tieto zdznamy maju v primeranej miere Governing Body. These records are
doéverny charakte confidential in nature, as approprii

6.2 SkuSajlci zaisti spravne, Uplnéfatené al6.2 The Investigator shall ensure corre
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véasné zaznamenavanie Udajov opatrené

prislusnym datumom a podpisom |v accompanied by the relevant
zaznamoch Subjektov hodnotenia a (vo signature, in the records of the Study Sub
vSetkych poskytovanych spravach and all submitted reports (the Trial
(,Dokumentacia Studi€). Documentatior?).

complete, legible and timely recording of data,

date and

ect

6.3. InStiticia a SkdSajuci sa zavazuju, ze blgla The Institution and Investigator undertake that
Novartisu pravidelne a ¢as poskytova they will regularly and timely provide
vSetky vysledky klinického skuSaniadalSie Novartis with all results of the clinical trial
Udaje pozadované na zaklade Protokolu and other data required based on the Protpcol
(,udaje”), a to prostrednictvom riadnge (the “Data”), via properly filled case report
vyplnenych zaznamov Subjektov hodnotehia forms of Study Subjects (in written or
(v pisomnej alebo elektronickej forme — CRF electronic form — CRF forms). The Institution
zaznamy). Institdcia a SkdSajuci sa zavazyjd, and Investigator undertake to produce the CRF
Ze budu vytvard CRF zaznamy do 5 dni gd forms within 5 days after the visit set out |in
uskut@nenia navstevy stanovengj the Protocol.

Protokolom

6.4. Intiticia  zabezp#, aby  SkaSajici6.4 The Institution shall ensure that the
uchovaval kompletné lekarske zaznamy Investigator maintains complete medical
o Subjektoch  hodnotenia  a identifékes records on Study Subjects and identificat|on
kédy Subjektov hodnotenia po dobu codes of the Study Subjects for a period of at
najmenej 20 (dvadsa rokov od ukotenia least 20 (twenty) years from the completion| of
klinického skusania alebo po dlhSiu dobu, |na the clinical trial, or for such longer perigd
ktorej sa vzajomne dohodne s Novartisgm. which shall be mutually agreed with Novartjs.
Po rovnaki dobu InStiticia zabezpe For the same period, the Institution shall
uchovavanie  zdravotnej dokumentacie ensure maintenance of the medical records of
Subjektov hodnotenia a ostatnych zakladnjch the Study Subjects and other basic data off the
Udajov klinického skuSania tak, aby sa clinical trial so that the documentation is fully
dokumentécia v plnom rozsahu zachovala retained and legible during the entjre
a bola ¢itatelna pcas celej doby uloZenia maintenance period and can be provided to
aaby sa mohla na poziadanie poskygtnu relevant authorities for verification and
prislusnym orgdnom na overovanie | a assessment, if so requested.
hodnotenie

6.5. V pripade, Ze v priebehu klinického skiSaGi. If in the course of the clinical trial Novart|s
Novartis ziska délezité informécie (napriklad obtains important information (for example
informacie tykajuce sa zavaznych information on serious adverse reactions)
neziaducich &inkov), ktoré sa opravnene which is reasonably considered information
povaZzuju za informacie, ktoré by mohli that might influence the decision-making |of
ovplyvnit' rozhodovanie Etickej komisie pfi the Ethics Committee when issuing the
vydavani stanoviska ketike klinického statement on the ethics of the clinical trial |(if
skiSania (ak by boli tieto informéacie such information was available at the time|of
dostupné v ¢&ase prijatia rozhodnutia}, decision-making), it shall immediately notify
bezodkladne oznami tieto skdtmsti the Investigator of such matters, directly |or
SkidSajucemu priamo alebo prostrednictvom through CRO (if any), and the Investigator
CRO (ak existuje), ktory predlozi tieto shall submit such information to the Ethics
informacie Etickej komisi Committee

6.6. V spolupraci so SkuaSajiucim, alebo iny6 Novartis, in cooperation with the Investigator

dohodnutym spdsobom, Novartis poskyt
Udaje o vSetkych zavaznych neziaduc
Ucinkoch Etickej komisii a Riadiacem
organu, ktory poviuje a kontroluje
vykonavanie klinického skuSania, alebo
poziadanie aj  zdravotnej poé/ni

vykonavajucej verejné zdravotné poisteni

Subjektu hodnotenia, a spolu so Skusaju
uskut@ni opatrenia, ktoré
vykona&® za ®&elom ochrany Subjekto
hodnotenia vystavenych riziku. Oznamova
povinnosti  SkaSajiceho Wb prislusnej

je potrebné

ne
ch
u

zdravotnej poigovni poda § 44 akona c

or in any other agreed manner, shall prov
the data on all serious adverse effects to
Ethics Committee and the Governing Bo
which permits and inspects the conduct of
clinical trial, or upon request also to the hesg
insurance company which provides puhb
health insurance to the Study Subject,
together with the Investigator shall tal

ide
the
dy
the
Ith
lic
and
ke

measures necessary to protect the Study

Subjects who are exposed to risk. This
without any prejudice to reporting obligatio
of the Investigator towards the pertinent hea
insurance company under Section 44 of
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liekochtymto nie su nijako dotknui

Medicinal Products Ac

6.7. Institucia zabezp#, aby SkuSajuci oznam)6.7 The Institution shall ensure that the
Novartisu a Etickej komisii vSetky dolezité Investigator notifies Novartis and the Ethics
informéacie uvedené &anku 6.5, ktoré zisti Committee of all important information listed
priebehu  klinického skdSania. &isne in para. 6.5, which he/she detects in the course
prostrednictvom SkulSajuceho zabeZpee of the clinical trial. At the same time, the
Subjekt hodnotenia bude v nevyhnutnej Institution  shall ensure through the
miere informovany o vSetkych otazkagh, Investigator that the Study Subject is informed
tykajucich sa klinického skuSania. of all issues related to the clinical trial to the

necessary extel

6.8. InStiticia bude okamzite reagavaa vsetky|6.8 The Institution shall immediately respond |to
Ziadosti  Novartisu predkladané Jas all requests by Novartis that will be submitted
klinického skiSania a tykajluce sa posudgnia during the clinical trial and will pertain to the
a prerokovania postupu klinického skiSapia evaluation and negotiation of the clinical trial
aslvisiacich  otazok so  zastupcami progress and associated questions with |the
Novartisu. SkuSajuci vyhlasuje, Zze sa |za representatives of Novartis. The Investigator
tymto cidlom stretne so zastupcami declares that for this purpose he will meet with
Novartisu a poskytne potrebné informagcie representatives of Novartis and provide the
a zdznamy, zaco vrovnakom rozsahu necessary information and records, as for|the
zodpoveda aj Institdci same extent is responsible also the Institu

6.9. InStiticia a SkdsSajuci budd okamzite (ak |Gec. The Institution and the Investigator will
okamzitd reakciu mozné viadom na vSetky immediately (if immediate response can |be
okolnosti  spravodlivo pozadotia resp. given to all the circumstances require fairly)
v primeranej lehote reagovana vsSetky respectively, within a reasonable time |to
Ziadosti  Novartisu predkladané Jas respond to all requests submitted by Novartis
klinického skiSania a tykajlice sa posudgnia during clinical trial and concerning the
a prerokovania postupu klinického skiSapia assessment and negotiation process of clinical
a slvisiacich  otazok so  zastupcami trial and related matters with representatives of
Novartisu. SkiGSajici sa za tymto loen Novartis. The Investigator shall for this
stretne so zastupcami Novartisu a poskytne purpose meet with representatives of Novartis
potrebné informacie azaznamy, z#&o and provide the necessary information and
v rovnakom rozsahu zodpoveda aj Institicia. records, as for the same extent is responsible

also the Institutiot

6.10. InStitacia poskytne stinnog’ pri 6.10  The Institution shall cooperate in order |to
zabezpeéovani a poskytovani podkladoy, ensure and provide details, in particular as to
najmaci Institdcia, jej personal a pracoviska whether the Institution, its personnel and sites
spinaju podmienky pre realizaciu klinického meet the conditions for the conduct of the
skiSania Spravnej klinickej prax clinical trial and good clinical practic 1

6.11. SkdSajuci je povinny oznarthi zaradenig6.11  The Investigator is obliged to notify the health
Subjektu hodnotenia do klinického skuSania insurance company providing public health
s uvedenim ¢isla rozhodnutia o povoleni insurance of the enrolment of the Study
klinického sk(Sania a datumu zaradepia Subject in the clinical trial, together with the
Subjektu hodnotenia do klinického skuSania number of authorization for the conduct of the
zdravotnej poifovni vykonavajlcej verejné clinical trial and date of inclusion of the Study
zdravotné poistenie Subjektu hodnotehia Subject into the clinical trial and he/she shall
bezodkladne po zaradeni  Subjektu do so immediately after enrolment of the
hodnotenia do  klinického  skuSanig; Study Subject in the clinical trial; the
prislusnog Subjektu hodnotenia k zdravotnej determining factor is the insurance of the
poig’ovni je rozhodujlica Wase zaradenia Study Subject by the pertinent health
Subjektu hodnotenia do klinického skiSanig. insurance company at the time of enrolment of

the Study Subjecin theclinical trial.

6.12. SkuaSajuci poskytne Novartisu i Zadavate |6.12.  The Investigator shall cooperate with Novaftis
s&innog’ pri plneni povinnosti zadavdte and Sponsor while performing the obligatigns
klinického skusania vyplyvajucich zo Zakona of the sponsor of the clinical trial resulting
o liekoch. from Medicinal Product:Act.

7. Neziaduce udalosti a neziaducetinky 7. Adverse Events and Adverse Reactions

7.1. Institdcia a SkdSajuci sa zavéazuja, ze bidd The Institution and Investigator undertake|to

okamzite informov& Novartis o vSetkych immediately notify Novartis about all serious

zavaznych neziaducich udalostiach, ktor¢

adverse events pertainingo the Study

Zmluva o klinickom skasani — verzia 25.5.2016
Novartis / Dolnooravskd nemocnica s poliklinikou MUDr. L. N. Jégého Dolny Kubin
Protokol ¢.: CLCZ696D2302

18/46



tykaja Subjektov hodnotenia, alebo |o
podozreniach na neziaducéinky, ktoré sa
tykaja  Medicinskeho produktu, najma
skiSanych produktov a liekov, ktoré sa
vyskytli v priebehu klinického skudSania,
najneskér do 24 hodin od ich zistenja.
Hlasenia bude nasledne doplnené Institigiou
a SkuSajucim o podrobné pisomné spravy

v sllade o) vSetkymi pravnymi
aregulgnymi  poziadavkami. InStitacia
a SkuSajaci budd vzdy spolupracévas

Novartisom pri jeho hlaseniach vSetkych
zavaznych neziaducich udalosti a podozreni
na neziaduce dinky produktov alebo liekoy
Riadiacemu organu, Etickej komisii,
prisluSnej zdravotnej paisvni vykonavajicu
verejné zdravotné poistenie  Subjektu
hodnotenia, pripadne prisluSnym organpm
¢lenskych Statov, na ktorych GOzemi |[sa
vykonava multicentrické klinické skuSanie, a
v pripade ak to stanovujua pravne predpisy
alebo oto poziada Novartis, poskytnu

Subjects, or of suspected adverse reactjons
pertaining to the Medicinal Products, |in
particular to the investigational products and
medicines, which have occurred in the course
of the clinical trial, within 24 hours after

becoming aware of such events and reactipns.
The Institution and Investigator shall

subsequently supplement the reports
detailed written statement in accordance
all legal and regulatory requirements.

suspected of products or medicines
Governing Body, the Ethics Commission,
relevant health insurance performing puhlic
health insurance of Study Subjects, or the
competent authorities of the Member Stateg on
whose territory is performed the multicentre
clinical trial, and in case it is stipulated by the
legislation or required by Novartis, will
provide to the relevant authorities also

prislusnym  organom aj poZadovanhé requested information.
informécie.

7.2. Po vyskyte zavaznych neziaducich udalo@t Following the occurrence of serious adverse
prip. aj ostatnych neziaducich udalosti, events, event. also other adverse events, or
neziaducich &nkov podnikne Skudsajuci po adverse reactions, the Investigator, after
konzultacii s Novartisom vSetky nevyhnutné having consulted Novartis, shall take all
opatrenia na ochranu Subjektov hodnotenia, measures necessary in order to protect|the
ktoré su vystavené rizik Study Subjects exposed to ri

8. Finanéné vyrovnanie 8. Financial Compensation

8.1. Novartis vyplati dohodnuti odmenu pfad8.1 Novartis will pay the agreed remuneration|in
Prilohy ¢.2 tejto Zmluvy v 100 % vySke na accordance with Annex No. 2 of this
Gcet Institicie. Ztejto Zmluvy nevznika Agreement in amount of 100 % to the account
Ziadny priamy zavazok Novartisu na odmenu of the Institution. Novartis is not directly
za plnenie tejto Zmluvy inej osobe ako obliged under this Agreement to pay any
InStitacii. Dohodnutd odmena InStitacje remuneration for performance of this
nezalina odmenu pre SkiSajuceho a nim Agreement to any person other than the
urteny a Novartisom vopred schvaleny Institution. Agreed remuneration for the
pracovny tim za UOkony nad ramec Institution does not include remuneration for
poskytovania  zdravotnej  starostlivosti. the Investigator and by him designated and
Odmena pre SkuSajuceho, spoluskusajagich approved in advance by Novartis working
a pripadnych inych zamestnancpv team, for acts beyond the scope of health¢are
z&astnenych na Kklinickom skuaSani bude provision. The remuneration for the
upravena Vv separatnej zmluve medzi Investigator, co-investigators and eventually
Novartisom a tymito osobamio Institdcia other employees participating in the clinigal
berie na vedomie a vyslovuje s tym suhlas trial, shall be governed by a separate

Agreement between Novartis and thgse
persons, whereby the Institution is aware| of
such fact and expresses its consent he

8.2. Za riadne vykonanie sluZieb a odovzda@ie Novartis shall pay for due performance |of
vSetkych  podkladov, ktoré Institdcia services and handover of all details provided
v prospech Novartis poskytne gad tejto by the Institution for the benefit of Novartjs
Zmluvy, zaplati Novartis Ghrady Za pursuant to this Agreement, under the
podmienok a spOsobom pid Prilohy ¢.2 conditions and in the manner according|to
tejto Zmluvy vcelej uvedenej vysSke Annex No. 2 hereto in above mentioned
InStitdcii. amount to Institutior

8.3. Uhrady poda Prilohy .2 obsahuju vetkys.3 Payments according to Annex No. 2 cover|all

naklady InStitacie spoj¢€ <vykonanim

costs of the Institution associated with
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klinického skdSania, vratane nakladov |na
vySetrenia spojené s tymto klinickym
skaSanim, ktoré su nad ramec Standardnej
zdravotnej starostlivosti a ktoré nie 50
hradené zo zdravotného poistenia, a vratane
nakladov a odmien pracovnikov Institlic|e,
pokia’ nie je uvedené inak. Uhrady uvedené
v Prilohe ¢.2 predstavuju jediny a vyiay
spbsob  finatného vyrovnania medazi
zmluvnymi stranami a InstitGicia neméa narpok
na akékdvek dalSie finané ¢i obdobné
plnenie. Institicia je vyhradne zodpovedna za
platbu vSetkych dani a ostatnych poplatkpv,
ktoré jej m6zu vznikntj alebo mozu hy
uloZzené¢i splatné v suvislosti s gaznymi
alebo nep#&aznymi plneniami uvedenymi v
tejto Zmluve a Prilohé.2 ¢&i poskytnutymi nal
zaklade tejto Zmluvy, ktoré obsahuju vSetky
takéto pripadné dane a poplatky. Zmluyné
strany konStatuja, Ze plnenie poskytnuté
podla tejto Zmluvy Institacii predstavuj
prilem z vykonavania klinického skudSania,
ktory nie je predmetom dane z prijmu
vyberanej zrazkou, ale je zitavany
samotnou Institliou.

O

D

conduct of the clinical trial a, including costs
of examinations associated with this clini¢al
trial that are beyond the standard healthgare
and that are not covered by the public health
insurance, including costs and rewards for the
employees of the Institution, unless is not
specified otherwise. Payments listed in Annex
No. 2 present the only and exclusive method
of financial compensation of the Parties and
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 thjs
Agreement, which include all such potentjal
taxes and fees. The Parties declare (hat
payment to the Institution under this
Agreement forms an income from the conduct
of the clinical trial which is not subject 1o
withholding income tax, but is taxed by the
Institution itself.

8.4.

Uhrada bude realizovana 2 xéne vzdy za@8.4
uplynulé obdobie spéatne, @mic prvym
zaradenym Subjektom hodnotenia, Ped
rozsahu Novartisom a  Skasajicim
odsuhlasenych vykonanyckinnosti (pdéet,
druh a im odpovedajicu hodnotu
jednotlivych Ukonov realizovanych
s jednotlivymi Subjektmi hodnotenia), afo
nasledovne:

a) vzdy za obdobie do 31.1. bude do 15.3.
prislusného kalendarneho roka
Novartisom vygenerovany navrh faktdry
(IP - Invoice Proposal) vypracovany na
zaklade  Novartisom  a SkuSajdcim
odsuhlasenych vykonanyctinnosti do
daného obdobia,

b) vzdy za obdobie do 31.7. bude do 15.9.
prislusného kalendarneho roka
Novartisom vygenerovany navrh faktary
(IP - Invoice Proposal) vypracovany na
zaklade  Novartisom  a SkdSajlcim
odsuhlasenych vykonanyctinnosti do
daného obdobia.

Novartis zaSle vygenerovany IP InStitugii
a Institacia na zaklade takto vypracovaného
a dor@eného IP vystavi faktdru, ktora daéfu
Novartisu. Na faktare musi Byuvedeny kod
klinického skiSania a prilohou faktary buge
vystaveny IP. Novartis zaplati InStitdcii na
zaklade riadne vystavenej a déeuej
faktdry  prislusnd c¢as” Ohrady za
Specifikované obdobie, a to so splatims30

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

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

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

Novartis will send generated IP to Institutipn
and Institution in pursuance of such drawn|up
and delivered IP will issue an invoice, which it
will deliver to Novartis. The invoice must
contain the code of the clinical trial and Annex
of the invoice will be issued IP. Novartis shall
pay to the Institution on the basis of a duly
issued and delivered invoice a respective part
of the paymnt for the specified period, wit
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dni od dordenia faktiry Novartisu.

maturity period of 30 ddysm the delivery|
of the invoice to the Novart

S

8.5. V zmysle formularu informovaného suhlagus In the meaning of the Patient Informed
pacienta Novartis poskytne Subjektam Consent Form Novartis will provide to Study
hodnotenia za vykonané navstevy v ramci Subjects for completed visits during the
klinického skuSania prispevok na nahrgdu clinical trial the contribution for cover thejr
cestovnych nakladov sp6sobom a v rozsahu travel costs by the manner and scope described
uvedenom v Prilohe¢. 2 tejto Zmluvy. in Annex No. 2 of this Agreement.
Administrativnymi ¢innog'ami  sdvisiacimi Administrative activities related to direct
s priamym vyplatenim tohto prispevku payment of such contribution to the Study
Subjektom hodnotenia mbZe tbypriamo Subjects may be directly delegated to the
povereny SkiSajuci; SkdSajuci je vtakom Investigator; whereby the Investigator |i
pripade povinny dodrziava rovnaké obliged to, in such case, comply with the same
povinnosti ako su ulozené Institlcii pfe obligations as the Institution in the event when
pripad vyplaty prispevku zo strany Institlcje. the contribution is paid by the Institution. The
InStiticia na tento del tymto SkuSajuceho Institution hereby authorises the Investigator
poveruje priamym zabezpenim takychto to ensure directly such administrative and
administrativnych a platobny«innost. payment activitie:

8.6. Novartis sa zavéazuje, ze uhradi vSe@&p Novartis undertakes to pay all costs associated
naklady spojené s klinickym skdSanim with the clinical trial including the cost of the
vratane nakladov na Medicinsky produki a Medicinal product and Material referred to|in
Material uvedeny v Protokole a nakladpv the Protocol and the costs associated with
spojenych s laboratérnymi, zobrazovacimj a laboratory, imaging and other screenings
inymi vySetreniami uvedenymi v Protokole| a referred to in the Protocol and the costs
nakladov slvisiacich s poskytnutim dstavhej associated with the provision of institutional
zdravotnej starostlivosti, ak je poskytnuta health care, if it is granted in connection wijth
v suvislosti s klinickym  skdSanim, afo clinical trial, to the extent pursuant to Annex
v rozsahu zmysle Prilohy.2 tejtoZmluvy. No. 2 of this Agreemer

8.7. Institdcia berie na vedomie, ze v suUladeB.§ The Institution takes into account, that |in

platnymi pravnymi predpismi, najma, nje
vSak vyline poda Zakona o liekoch je resp.
méze by spola@nog’ Novartis alebo tretia
osoba povinna oznamaoia prisluSnym
organom a zvergpva® vySku a el
penaznych alebo negi@znych plneni
poskytnutych  priamo alebo nepriamo
zdravotnickemu pracovnikovi aleho
poskytovatéovi zdravotnej starostlivosti
rozsahu a za podmienok stanovenych
platnymi pravnymi predpismi. Institicia
a SkuSajuci stasne beri na vedomie, ze
predmetom zverejnenia bude aj vy3ka
financného ohodnotenia SkuSajuceho |za
klinické skuaSanie. InStiticia sa zavazuje
poskytnd Novartis akukbvek s&innog’
nevyhnutne potrebnu na plnerjie
oznamovacich povinnosti Novartisu ffad
Zakona o liekoch. Pre ¢aly oznamovania
finankného ohodnotenia SkdSajuceho |za
klinické skdSanie Institicia prehlasuje, ge
takéto finakkné ohodnotenie SkdSajuceho za
klinické skiSanie vykonavané na zaklade
tejto Zmluvy predstavuje sumu O edr;
v pripade, ze v danom kalendarnom polroku
bude poskytnuté SkaSajucemu fitiaé
ohodnotenie za klinické skuSanie fjadejto
Zmluvy ateda vyhlasenie InStitucie pad
predchadzajlicej vety sa stane neaktualnym,
InStitlcia sa zavazujeoznami’ Novartisu

accordance with applicable laws, mainly, but
not limited to the Medicinal Products Adt,

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 healthgare
provider to the extent and under conditians
stipulated by applicable laws. The Institutipn
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 Institutipn
undertakes to provide Novartis with apy
assistance necessary for fulfilment of reporting
obligations of Novartis under the Medicinal
Products Act. For the purposes of the
notification of the amount of financial

remuneration of the Investigator for the
clinical trial, the Institution declares that such
financial remuneration of the Investigator
the clinical trial conducted under this

in the respective calendar half-year
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 L-to-dat¢, the Institutior
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vysku finatného ohodnotenia SkuSajlice

ho

za Kklinické skuSanie ato bezodkladne,

najneskoér do 15.1. alebo do 15.7. prislusn

eho

kalendarneho roka za obdolhjie
predchadzajuceho kalendarneho polroka,
v ktorom bolo predmetné zvehgvané

penazné alebo nefi@zné plnenie poskytnute.

undertakes to notify to Novartis the amount
the financial remuneration of the Investigal

for the clinical trial immediately, at the latest

of
or

till January 15 or July 15 of the calendar ygar

in question for the time-period of precedi
calendar half-year, in which the respect
disclosed financial or in-kind considerati
was providec

ng
ve
DN

8.8. InStitlcia zodpoveda za presipsiplnos a 8.8 The Institution is responsible for accuracy,
spravnog Udajov a informacii, ktore completeness and correctness of data |and
InStiticia poskytuje spotmosti Novartis v information which are provided by the
suvislosti s plnenim povinnosti piad bodu Institution to Novartis in relation to fulfilment
8.7. tejto Zmluvy. V pripade poruSenia tychto of obligations under para. 8.7. of this
povinnosti alebo povinnosti  poskythtl Agreement. In case the Institution breaches of
s&innog’ alebo oznanti vysku finatného those obligations or of the obligations |to
ohodnotenia SkuiSajuceho fadbodu 8.7, provide assistance or to notify of the amount
InStiticiou je InStiticia povinna odSkodni of the financial remuneration of the
spolainos’ Novartis za akélivek naroky, Investigator under para 8.7., the Institution is
Zaloby a uplatnenia prava vznesenécivio obliged to indemnify Novartis for any claims,
spolainosti Novartis alebo jej prepojenym actions and exercise of rights raised against
osobam, Skody a iné ujmy, naklady algbo Novartis or its affiliated persons, damage and
vydavky, vratane nakladov na pravne sluzby other losses, costs or expenses, including
spbsobené alebo vzniknuté spwlosti expenses for legal services caused or incufrred
Novartis alebo jej prepojenym osobam| v to Novartis or its affiliated persons in relatipn
suvislosti s konanim Institlcie poruSujdcim to any unlawful conduct of the Institution or
pravne predpisy alebo povinnosti fadejto any breach of the Institution's obligations
Zmluvy. under this Agreeme.

9. Zodpovednos za Skodu a poistenie 9. Responsibility for Damage and Insurance

9.1. Novartis prehlasuje, Ze Novartis, respl Novartis represents that, prior to conclusior of
Zadavat€ alebo ich pridruzené osohy this Agreement, Novartis, event. the Sponsor
zabezpéli pred uzavretim tejto Zmluvy or their affiliated persons had taken out
poistenie zodpovednosti Institlcie, Novartisu liability insurance on behalf of the Institution,
a Subjektov hodnotenia za Skody vzniknuté Novartis and Study Subjects for damage to|the
na zdravi Subjektov hodnotenia vratane smrti health of Study Subjects including death, and
a nakladov spojenych s dieou komplikacii for costs associated with the treatment| of
alebo pripadnych trvalych nasledkov ha complications or potential persistent disabiljty
zdravi alebo inej Skody, ktora mdéze Subjektu or other damage, that may be caused to|the
hodnotenia spOsobena v désledku Study Subject by the conduct of the clinical
vykonavania klinického skuSania v zmysle trial in terms of Medicinal Products Act.
Zakona o liekoch. Pdd takéhoto poistenia According to such liability insurance, the
zodpovednosti za Skodu bude timastiticia Institution as the insured entity shall, in case of
ako poisteny pravo, aby v pripade poisthej an insured event, have the right to be relieyed
udalosti poistite (poigovia) za nehg from the payment of damage to the Study
nahradil potla poistnych podmienok Skodu Subject in the clinical trial for which the
Subjektu hodnotenia, za ktora Institugia Institution is responsible and have the insurer
zodpoveda. Naklady spojené s uzavretim (insurance company) pay instead of it. Cqgsts
a udrziavanim poistnej zmluvy po celas related to the conclusion and maintenance of
realizacie klinického skuSania hradi Novartis. insurance contract during the entire period of
Poistny certifikat je Prilohou¢. 3 tejto the clinical trial is borne by Novartis. The
Zmluvy. insurance certificate forms Annex No. |3

hereta

9.2, Pokid’ bude vgi Institucii uplatneny naroko.2 If a claim for compensation for damage is filed
na nahradu Skody, ktord0 je mozné against the Institution and responsibility for
preukazattne prita® Novartisu alebd such damage may be provably assigned to
G¢inkom hodnoteného produktu alebo lieku, Novartis or to the effect of the investigated
poskytne Novartis nadhradu Skody v takej product or medicine, Novartis shall provide
vySke, v akej Subjekt hodnotenia Uspe$ne compensation for damage in the amount equal
uplatnil svoj narok na sude, resp. zab&ipe to the amount that the Study Subject has

plnenie :prisluSnej poistnej zmluvy. Ten

successfully claimed in court, or shall ens
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narok sa pritom musi vytme tyka ujmy na

zdravi (vratane smrti), ktord Subjektu
hodnotenia, ktory sa zastnil klinického
skdSania, vznikla v dosledku uZivania

skuSaného produktdi lieku a pouzitého \
ramci klinického skdSania (t.j. skudSan
hodnotenie alebo klinicky zakrok alel
postup vykonavany v ramci Kklinickéh

skiSania, ktorému by Subjekt hodnotepia
nebol vystaveny, keby sa klinického skiSania
nezastnil), a to za predpokladu, Ze narok

nevznikol v désledku poruSenia povinnogti

Institucie alebo Skusajuceho.

insurance payment from the relevant insurance

contract. Such claim must pertain solely tc
health-related harm (including death) to f{
Study Subject who participated in the clinig
trial suffered exclusively as a consequence
the use of the investigational product

medicine used in the clinical trial (i.e. trial,

evaluation or clinical intervention or procedu

performed as part of the clinical trial, to which

the Study Subject would not be exposed
he/she had not participated in the clinical tri
and provided that the claim did not origing
as a result of a breach of the Institution’s
Investigator’s obligatiol

9.3.

Narok na nahradu  Skody  p@d
predchadzajucicblankov nevznika, pripadn
vznika len v pomernej vyske, najma ak:

a) ujma na zdravi (vratane smrti) bg
spbsobena zavinenim  ¢i
spoluzavinenim Subjektu hodnoten
¢i jeho zakonného zéastupcin aj z
nedbanlivosti;

b) ujma na zdravi (vratane smrti) bg
spOsobena protipravnym konani
zanedbanim alebo Umyselne zly
spravanim, nedbanlivym konani
nespravnym konanim, opomenut

¢i poruSenim povinnosti stanovenej

Institdcii alebo SkiSajucem
pravnym predpisom, touto Zmluvo
vratane  vSetkych  jej  priloh
Protokolom alebo inStrukciam€i
odporaniami Novartisu;

c) InStitGcia alebo  SkdSajuci  be
zbytoiného odkladu, t.j. najneskd
do 15 dni po tom¢o bol vai ¢o len

D

la

a

la

m

T To

= N

jednému z nich uplatneny narok na

nadhradu Skody, neoznamili td
skutanog’ pisomne Novartisu;

d) Institdcia alebo Skdsajugi
neposkytne vSetky informacie |a
pomoc Novartisu sQvisiace

s priebehom rieSenia pozadované
naroku, alebo ak sU poziadani a

vzajomnej dohode zmluvnych strdn,

neprenechaju Novartisu vykonan
obhajoby a vedenie vSetkyq
pravnych Ukonov, ktoré
skuta:nosti vyplyvaju;

e) Institcia alebo SkuSajuci uzng

narok vzneseny tfeu osobou bez

toho, Ze by obdrzali predchadzajd
pisomny suhlas Novartisu. V tej

suvislosti bude prihliadané k tom,

¢i Novartis svoj suhlas bezdbvodi
neodoprel alebai Institicia alebo
SkuSajuci  konali v sulade
pravnymi predpisn;

z tejto

ho
po

ie

ne

Claim for damages according to previg
paragraphs does not arise, or arises only
proportional amount, in particular if:

a) health-related harm (including dea
occurred due to the fault or contributo
fault of the Study Subject or his/her leg
representatives, also due to negligence

b) harm (including death) occurred due
illegal actions, negligence or intention

misconduct, neglectful conduct, wrong

conduct, omission or breach of obligati
assigned to the Institution or Investiga
by a legal regulation, this Agreeme
including any annexes hereto, Protocol
instructions or recommendations given
Novartis;

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

d) the Institution or Investigator failed
provide Novartis with information o
assistance in relation to the settlement
the filed claim, or upon request failed
entrust Novartis with the defence a
carrying out all legal acts that result frg
this fact;

e) the Institution or Investigator admitted
claim filed by a third person withou
having obtained previous written conse
by Novartis. In this connection, it will b
taken into account whether Novartis h
not unreasonably denied its consent
whether the Institution or Investigat
acted in accordance with legal regulatio

a
he
al
of
or

re

if
al)
ite
or

us
na

h)

ry
al

to
al
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f) Institdcia alebo Skdsajici porusli
svoju povinnog uchovavéd a vies
prislusnd  dokumentaciu, poKia
chybajica dokumentacia moze thy
dévodom na vznik alebo priznanje
naroku na nahradu Skody alebo jeho
vysky;

o)) InstitGcia alebo SkaSajuci porus|li
informaind  povinnos, ktord im
stanovuje tato Zmluva alebo platné
pravne predpisy;

h) Institdcia alebo SkidSajici porusli
svoju povinnos poskytni Subjektu
hodnotenia riadnu a bezodkladpu
zdravotnu starostlive’s v dosledku
¢oho Skoda na zdravi Subjektu
hodnotenia vznikla alebo sa 2g#a.

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

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

h) the Institution or Investigator breachged
their obligation to provide the Study
Subject with proper and immediate health
care and as a consequence the Study
Subject suffered harm or the suffered
harm became more seric

S

9.4. InStiticia a SkdSajuci  budd  pisom(®e4 The Institution and Investigator shall inform
informova’ Novartis o0 vSetkych Novartis in writing of all circumstances which
okolnostiach, o ktorych je mozné sa might lead to a claim for damages against
domnieva&, Ze by mohli vies k vzniku Novartis or the Sponsor, or associated legal
naroku na nahradu SkodydrdNovartis alebo proceedings and of which they are diregtly
Zadavatéovi alebo s tym sdvisiaceho aware or should be aware and shall infgrm
sudneho konania a ktorych sG si priamo Novartis appropriately on the development| of
vedomi alebo mali ky vedomi, a budd such claim or legal proceedings, even if the
Novartis primerane informova o vyvoji Institution or Investigator decide not to file| a
takéhoto naroku alebo stdneho konania| aj claim for damages under given conditions.
ked” sa InStitucia alebo SkuSajici rozhodnu Likewise, Novartis shall inform the Institution
na zaklade tychto podmienok narok pna or Investigator to the inevitable extent of all
nahradu Skody neuplathiRovnako Novartis circumstances and progress of such claim or
bude pisomne v nevyhnutnom rozsghu legal proceedings lodged directly againpst
informova’ InStitdciu alebo SkaSajuceho (o Novartis.
vSetkych okolnostiach, ako aj o vyvaji
takéhoto naroku alebo sudneho konania
vzneseného priamo proti Novarti

9.5. Zmluvné strany sa dohodli, Ze zodpovedh@s5 The Parties agree that otherwise the
zmluvnych stran za Skodu sa riadi pravnym responsibility of the Parties for damages
poriadkom Slovenskej republiky, pam governed by the law of the Slovak Republic,
Institucia a Hlavny skdSajuci zodpovedaji|za and the Institution and the Principal
vykonanie klinického skuSania v sulade Investigator are responsible for providing
s pravnym poriadkom Slovenskej republiky clinical trial in accordance with the law of the
aich zodpovednds za Skodu sa riadi Slovak Republic and their liability is governed
pravnym poriadkom Slovenskej republiky. by the law of the Slovak republic. Exemptions
Vyluky zodpovednosti za Skodu upravené from liability for damages governed by Article
v ¢lanku 9 tejto Zmluvy sa uplatnia v rozsahu 9 of this Agreement shall be applied to the
v ktorom nie sU vyldené kogentnym extent in which they are not exempted |by
ustanoveniami pravneho poriadku Slovenskej mandatory provisions of legislation of the
republiky Slovak Republic

9.6. Institution and Investigator will hav

InStiticia a SkaSajuci budd maocas celej9.6
doby realizacie klinického skuSania prislugné
a nalezité poistenie na poistné krytie narokov
alebo Skdéd, za ktoré ptal pravnych
predpisov  zodpovedaju, ktoré ped
predpisov platnych na Gzemi SR musiatma
uzavreté, a to poistenie zodpovednosti|za
Skodu spOsoben pri poskytovani zdravotnej
starostlivosti, poistenie profesijngj
zodpovednosti zamestnancov). Na Zziadps
Novartisu Institici poskytne dbkaz toht

throughout the period of realization of the
clinical trial all appropriate and adequate
insurance to cover claims or damage for which
under the legislation are responsible, whjch
according to the current regulations in the
Slovak Republic must be closed, and it is the
insurance of liability for damage caused |in
health care, insurance of the professignal
responsibility of employees). At the request| of
Novartis the Institution will provide proof «
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poistenia. Tym nie je dotknutd povinmos
Novartisu zabezgé poistenie poth bodu
9.1. tejto Zmluvy.

such insurance. This may have no affect on|the
obligation of Novartis to ensure insurance
under paragraph €. of this Agreemen

10. Dbverné informéacie

10. Confidential Information

10.1.

So vSetkymi informaciami  a Gdajmi0.1
obchodnymi tajomstvami, privilegovanymi
zaznamami (zaznamy ziskané na zéaklade
profesionalneho alebo déverného t'atau,
ktoré sa nesmu zverejnbez suhlasu strany,
od ktorej boli ziskané) ainymi dbvernym
alebo sukromnymi informaciami (vratane,
okrem iného, Protokolu, CRF, informagi
na internetovych strankach Novartisu
chranenych heslom, Dokumentacie Studlie,
Suvisiacej dokumentacie, informagii
o Struktdre, zlozeni, ingredienciach,
vzorcoch, know-how, technickych postupoch
a procesoch), ktoré uverejnila, spracovala
alebo prisla do styku Institicia, SkuSajuci
a/alebo  zamestnanci  a spolupracovnici
InStiticie v sdvislosti so Zmluvou aleho
klinickym skdSanim (suhrnne Dfpverné
informacie“), bez olfadu na to,¢i su
v papierovej, elektronickej alebo inej form
sa bude zaobchadzaako s dbévernymi
Intiticia a SkuSajuci sa zavazuju, |ze
Doverné informacie nespristupnia ftrefej
strane, ani ich nepouZiju pre inéely, pokid’
k tomu nedostand pisomny suhlas alebo
pokyn  na  spristupnenie  Ddévernych
informacii od Novartisu a poliato nebude|
spadd pod povinné zverépvanie Vv
centrdlnom registri  zmliv v zmysle
prislusnych pravnych predpisov. Tento
suhlas sa dava z dévodov objasnendéitych

=

o

skutanosti CRO alebo osobe, za ktgru
SkiSajuci zodpoveda, alebo zdravothej
poigovni  Subjektu  hodnotenia. Tofo

zverejnenie informacii sa vSak poskytuje iba
v miere pozadovanej precély klinického
skiSania a stanovenej zakonom. Doverné
informacie sa  spristupnia  personalu
pracoviska (centra) len v pripade, ak |je
personal zaviazany rovnakou mierpu
zachovavania dbévernosti informacii, qmm
InStitlcia zodpoveda za konanie SkuSajuceho
a personalu. Institcia a SkaSajuci su povinni
akékdvek Ddverné informécie a ndsi
Dovernych informéacii vyslovene oztié ako
doverné a predmet obchodného tajomstva
ato najma, nie vSak vyae, pri ich
poskytnuti tretim osobam v stlade s Zmluyou
alebo prisluSnymi pravnymi predpisnm
pokia’ je InStitdcia povinnou osobou
vzmysle zakonac¢. 211/2000 Z. z. (
slobodnom pristupe k informaciam a o zmene
a doplneni niektorych z&konov, v zneni
neskorsich predpisovdélej len ,Zakon
o slobode informacif), je povinna tietc

All information and data, trade secrefs,
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) dnd
other confidential and private information
(including, but not limited to the Protocal,
CRF, information at password-protected
websites of Novartis, Trial Documentation,
Related Documentation, information on the
structure, composition, ingredients, pattefns,
know-how, technical procedures apd
processes) which have been published,
processed or encountered by the Institution,
Investigator and/or employees and co-workers
of the Institution in connection with the
Agreement or clinical trial (collectively the
“Confidential Information ™), irrespective of
whether in paper, electronic or any other form,
shall be handled as confidential. The
Institution and Investigator undertake not |to
disclose such Confidential Information to|a
third party or use them for other purposgs,
unless they obtained a written consent| or
instruction from Novartis to make such
Confidential Information available and if |it
does not come under the obligatary
publication on the central register of contralcts
under the relevant legislation. This consent is
granted in order to clarify certain matters|to
CRO or a person for which the Investigator is
responsible, or to the health insurance of the
Study Subject. However, such disclosure| of
information is only allowed to the extent
required for the purposes of the clinical trjal
and set out by law. Confidential Information
shall be made available to the personnel af the
site (centre), only if the personnel are bound
by the same duty of confidentiality, while the
Institution is responsible for actions of the
Investigator and personnel. The Institution and
the Investigator shall expressly indicate any
Confidential Information and Confidential
Information mediums as confidential and
subject to business secret and that mainly,|but
not limited to, by their provision to thir
persons in accordance with the Agreement or
applicable laws, in case the Institution is |an
obligee pursuant to Act No. 211/2000 Coll. jpn
Free Access to Information and n
Amendments to Certain Laws, as amenged
(hereinafter as theAtt on Free Access t
Information ), it is obliged to comply with
those obligations also in relation to
information, which are to be provided
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povinnosti dodrziavh aj vo vz'ahu

k informaciam, ktoré sa maju poskytovp
alebo zvergjova’ v sulade so Zakonom

o slobodnom pristupe k informacié

disclosed in accordance with the Act on F
Access to Information.

ree

10.2. Pokid jedna zmluvna strana je zo zakon¢@.2 If either Party is for statutory reasons obliged
stanovenych doévodov povinna Doverné to make Confidential Information available to
informéacie komukbvek spristupni, oznami anyone, it shall notify the other Party |in
to bez zbyténého odkladu pisomne druhgj writing without delay in case it cannot obtain
zmluvnej strane, ak nebude nidziska jej its previous written consent. Novartis shall
predchadzajaci pisomny suhlas. Novartis grant consent to the disclosure of informatjon
poskytne sthlas k zverejneniu informacii| v in cases required by law or the Governing
pripadoch, kde to vyzaduje zakon algbo Body. Information shall only be disclosed [to
Riadiaci organ. Odhalenie sa poskytne len v the requested extent and Novartis must| be
pozadovanej miere a \ase poskytnutia informed of this matter at the time when such
tychto informacii musi Ky o tejto information is being provided.
skutainosti Novartis informovan

10.3. InStitGcia alalebo SkdSajuci bude 0.3  When submitting data and documentation|on
predkladani Udajov a dokumentégie the clinical trial to the Governing Body and|if
o klinickom skdSani Riadiacemu organu so established by a legal regulation,
av pripade ak to stanovuje pravny predpis, Agreement or Protocol, also to the Ethjcs
Zmluva alebo Protokol aj Etickej komigji Committee and the health insurance compgany
a zdravotnej pot®vni, ktora vykonavad providing public health insurance to the
verejné zdravotné poistenie dotknutého affected Study Subject, the Institution andjor
Subjektu hodnotenia, vzdy spolupractva Investigator shall at all times cooperate with
s Novartisom, ptiom rozsah predkladanygh Novartis with the scope of submitted data and
Udajov a dokumentacie o klinickom skdsani documentation on the clinical trial being
je stanoveny maximalne dokumentaciou determined at most by the documentatjon
pod’a § 42 ods.1 Zakona o liekoch a nesmu according to Section 42 para. 1 of Medicinal
byt predlozené&ii spristupnené tie Dbverné Products Act, it is prohibited to submit pr
informé&cie, ktoré predstavuju alebo priatig make available such Confidential Informatipn
nepriamo zathaju informacie which presents or directly or indirectly
na internetovych strankach Novartis includes information at password-protected
chranenych heslom, Dokumentaciu Studie, websites of Novartis, Trial Documentation,
Savisiacu dokumentéciu, informéacije Related Documentation, information on the
o Strukture, zloZeni, ingredienciach, structure, composition, ingredients, pattenns,
vzorcoch, know-how, technickych postupoch know-how, technical procedures and processes
a procesoclti iné informacie spadajuce pad or any other information that fall under the
ochranyprav duSevného vlastnict protection of intellectual property righ

10.4. Povinnosti tykajuce sa ochrany Ddverny@Bh.4  Obligations relating to the protection

informacii uvedené vySSie neplatia ale
stracaju platnas v pripade informacii, pr
ktorych moéze v miere akceptovan
Novartisom SkuSajuci/Institicia potvtdize:

a) boli uz verejnosti dostupné alebo ¢
postupne stali dostupnymi inyn
spbsobom, neZz neopravneny
zverejnenim informacii
Skusajacim/Institaciou alebg
personalom pracoviska;

b) boli uz SkdSajucemu/Institdci
zname inak nez poskytnutim o
Novartisu alebo ziskanym ¢&i
vytvorenim v priebehu alebq
v slvislosti s klinickym skasanim
¢o mbze preukdza pisomnymi
dokazmi;

c) boli Skusajuacemu/Institdcii

bo

ba
n

[oN

odhalené tréou stranou, ktora ic

Confidential Information above do not apply

or lose validity with relation to information i

case of which the Investigator/Institution can,
to the degree acceptable by Novartis, confirm

that:
a) it was publicly available or becam

progressively available in another way

and not by unauthorized disclosure

information by the
Investigator/Institution or personnel
the site;

b) was already known to th

Investigator/Institution in another mann
and not from Novartis or by means of i
receipt or production in the course of

in connection with the clinical trial,

which they can prove by writte
evidence;
c) was disclosed to the

Investigator/Institution by a third par

f

t

n =
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dostala od Novartisu priamo alej‘o

nepriamo, a nie doverny
spbsobom

which received it from Novartis, directly
or indirectly, and not in confidential
mannei

10.5.

Po skoreni Zmluvy InStitucia zlikviduje
alebo na Ziadd's Novartisu vrati vSetky
dokumenty, vzorky a materidl obsahuj(
Doverné informacie alebo tykajuci sa ig
okrem jednej koépie DoOvernych informac

ktorA sa musi pdad pravnych predpisoy
uchova v zdznamoch Institlcie, ktoré budu

10.5

ci
h,

—

primerane utajené. Ak o to Novartis poziaga,

musi Institlcia takato likvidaciu bez odkladgiu

pisomne potvrdi

After expiry of the Agreement, the Institution
shall destroy or upon request by Novartis
return all documents, samples and materjials
containing Confidential  Information ar
relating to Confidential Information, except
for a single copy of Confidential Informatign
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

10.6.

Institdcia a SkuSajuci berd na vedomie

sGihlasia, Ze bez ®6hdu na ostatné

ustanovenia tejto Zmluvy je Novart
opravneny  spristuphi tretim  osobani
informacie tykajuce sa predmetu te
Zmluvy, najma tykajice sa InStitdc
(obchodné meno, sidlo) a SkuSajuce
(meno, priezvisko, zdravotnicke povolan
nazov a adresa zdravotnickeho zariadeni
ktorom SkuSajuci vykonava svoje povolan
a spoléne tykajuce sa vysky &élu
peiazného plnenia poskytnutého Institd
a SkuSajucemu, vySky &elu nep#azného
plnenia poskytnutého Institdcii
SkdSajucemu, v rozsahu pad Zakona o
liekoch, najma v suvislosti s vykonani
oznamovacich povinnosti #o Narodnému
centru zdravotnickych informacii.

16.6

S

to

*ho

m

Institution and Investigator acknowledge and
agree that notwithstanding to other provision
of this Agreement is Novartis authorized |to
release to third parties any information relatjng
to the subject matter of this Agreement,|in
particular concerning the Institution (business
name, residence) and the Investigator (name,
medical profession, the name and address of
the medical facility where the Investigatpr
carries out his/her profession), and together
concerning the amount and purpose of fthe
monetary transactions provided to the
Institution and to Investigator, the amount gnd
the purpose of non-monetary benefit provided
to the Institution and to Investigator in the
range according to the Medicinal Produgts
Act, especially in connection with the
realisation of the reporting obligations to the
NationalHealthInformationCertre.

10.7.

VySSie uvedené povinnosti stanoveh6.7

vtomto ¢lanku zavazuju Institaciy
a SkuSajuceho baasového alebo miestneh
obmedzenia na trvanie zmluvnéha’alau na
zaklade tejto Zmluvy, tj. platia aj p
skorteni platnosti tejto Zmluvy a klinickéh
skdSanie

I
(0]

[®2Ne)

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 thclinical trial are ovel

11. Publikacie

11. Publications

11.1.

Pri dodrzani zasad a predpisov Novartisu
publikovanie Udajov a s predchadzajug
pisomnym suhlasom Novartisu mo6zu t'h
informéacie o klinickom skuSani zverejne
vo vedeckej literatar

del
im

y
hé

While observing the principles and regulatigns
of Novartis regarding publication of data at['ld
with the previous written consent by Novartis,
information regarding the clinical trial may be
published in scientific literatur

11.2.

Novartis uznava zaujem Institacie

publikaciach o klinickom skdSani ajeho

prezentaciach vasopisoch, na poradag
alebo inak, apreto tieto publikac
a prezentacie povoli, ale za predpokladu,
Institdcia poskytne Novartisu navrhova
prezentacie najmenej 15 (pattia
pracovnych dni pred ich zverejnen
avSetky ostatné navrhované publika
najmenej 45 (Styridsp&’) pracovnych dn
pred zverejnenim aza predpokladu,
Novartis bude ma pravo pozZiada o

id.2

h
e
ze

doplnenie  kazdej takejto  navrhova

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 siich
publications and presentations, provided,
however, that the Institution submits [to

Novartis proposed presentations at least| 15
(fifteen) business days before their publishjng
and any other proposed publications at least 45
(forty-five) business days before their

publishing and provided that Novartis shall

have the right to request supplementation of
each suh proposed presentation or publicat
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prezentacie alebo publikacie na zaklade on sufficient grounds, including, but npt

dostaténych dévodov, vratane okrem iného: limited to:

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

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

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

d) umoznenia, aby boli poskytnuté d) allowing for provision of relevant
prislusné dogilujuce informacie supplementing informatio

11.3. Forma vSetkych publikacii tykajacich sHl.3  The form of all publications relating to the
klinického skuSania a vah dotknutych osob clinical trial and relation of affected persops
a Novartisu k nim pdd Autorského zakona and Novartis to them according to the
(napr. autorstvo, spoluautorstvo, spoié Copyright Act (e.g. authorship, co-authorship,
dielo, suborné dielo, spojené diela) buyde joint work, summary work, compound work)
urtené vzajomnou dohodou pri odsuhlaseni shall be determined by mutual agreement
publikacie, prezentaciec¢i iného diela during approval of the publication,
Novartisom potla tohtoélanku. presentation or other work by Novartis

pursuant to this Articls

11.4. Novartis mbéze poziadaaby bola akakivek 11.4  Novartis may request that any publication|or
publikdcia alebo prezentacia az 4 (Styri) presentation be delayed for as many as 4 (fpur)
mesiace pozdrzana sbien umozni months in order to allow production and filling
pripravu a vyplnenie patentovej ZzZiadosti. out patent application. The period of 4 (four)
Doba 4 (Styroch) mesiacov @& plyn@ months commences on the day of acceptance
diom prijatia navrhovanej publikacie aleho of the proposed publication or presentation or
prezentacie, alebo ndm, kel sa vSetky| on the day when all relevant data from the
prislusné Gdaje z klinického skiSania daju clinical trial are available to Novartis,
k dispozicii Novartisu, pd@é toho, ktory whichever occurs later.
datum nastane neskor:

11.5. Ak je Kklinické skuSanie multicentrickymil.5 If the clinical trial is a multicentric clinical
klinickym skdSanim, prvé zverejnenie dajpv trial, the first publishing of data must be based
musi vychadza zo suhrnnych Gdajov od on summary data from all centres analyzed
vSetkych centier analyzovanych fad according to the Protocol unless all principal
Protokolu, poki#i sa vSetci hlavni skdSajuci investigators participating in the clinical trial
z&astneni v klinickom skdSani a Novartis and Novartis agree otherwise in writing.
nedohodnl pisomne ini

11.6. Rovnaké povinnosti platia aj pri publikeej 11.6  Same obligations apply also to publication
¢innosti  SkuSajluceho. SkdSajuci berie |na activities of the Investigator. The Investigator
vedomie, Ze Ziadna odborna publikacial k acknowledges that no professional publication
objavom ¢i skaSanym pripravkom alebo related to discoveries or investigational
liekom nesmie by SkaSajicim vydana pred products, preparations or medicines may| be
okamihom podania Ziadosti o patentovi issued by the Investigator before the
prihlaSku, pokid vzhladom k povahe submission of patent application, in case such
vysledkov klinického skuSania bude podapie application is possible while taking info
takejto prihlasky prichadzalo Gvahy. account the nature of the results of the clinical

trial.

11.7. VySSie uvedené povinnosti zavazujd.7  Obligations set out above are binding for the
InStitciu a SkaSajuceho béasového alebg Institution and Investigator without any
miestneho obmedzenia na trvanie zmluvn¢ho restrictions in terms of time or place and are
vztahu na zéklade tejto Zmluvy, t.j. platia|aj not limited to the period of contractugl
po skoreni platnosti tejto  Zmluvy relationship based on this Agreement, i.e. they
a klinického skuSania. shall survive after this Agreement and the

clinical trial are ovel
12. Osobné udaje 12. Personal Data
12.1. InStitdcia, SkdSajuci aj Novartis su poving2.1  The Institution, Investigator and Novartis are

v priebehu klinického skuSania aj po jeho
skorteni dodrziavd a db&@ na prislusné
pravne predpisy na ochranu osobnych
Udajo\, Udajov zo zdravotnej dokumenté

obliged to observe and respect during

clinical trial and after its completion relevant

legal regulations governing the protection

the

of

personal da, medical records dateand
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a informécii o osobnych pomeroch Subjektov
hodnotenia zaradenych do  klinického
skuSanie

information on personal circumstances of
Study Subjects enrolled in the clinical trial.

12.2.

Pred zaiatkom a pdas trvania klinickéhd
skiSania InStiticia  ajej
poskytnu informécie tykajuce sa Institlcie
osobné udaje, ktoré sa tykaju SkuSajlce
spoluskuisajacich, zamestnancov
d’alSich pracovnikov. Takéto
tykajlce sa

informac

informacie, pracovné skulsenosti, odbo

kvalifikaciu, publikacie, suhrny, dosiahnuté

vzdelanie, informéacie o vykone povolan
vybaveni pracoviska, kapacite pracovnik
adalSie, ktoré slvisia s vykonavani
klinického skuSania na pracovisku. Institd

12.2

zamestnanci

a
ho,

alebo

e

InStitlcie a osobné (daje
zahniuji mena a priezviska, kontaktné

nu

a,
ov
m
Cia

suhlasi s pouzitim a spracovanim informacii

tykajlcich sa Institdcie a bude informava

avrozsahu, vakom pravny zaklad
spracUvanie osobnych dajov nevyply

z pravnych predpisov aleb
z pracovnopravneho vahu InStitGcie
s dotknutymi  osobami, zabezfe pre

Novartis a Zadavata alebo ich pridruzene

osoby suhlas so spracovanim osobn
Udajov svojich Skasajucich, spoluskusajic
a zamestnancov na nasledoviiélyt

a) vykonavanie klinického skiSanig
spraclvanie a vyhodnocovani
vysledkov klinického skuSania;

b) kontrolu aoverenie  vedecks
integrity  klinického skdsanial

Statnymi a riadiacimi inStitGciami
Novartisom, CRO (ak existuje)

monitorujucou osobou, ich
zastupcami;

C) registracia vysledkov klinickéhg
skdSania, vratane registrac
skuSaného lieku v réznyck
krajinach;

d) archivacia po dobu stanoven
pravnymi predpismi;

e) splnenie  pravnych poZziadavie
alebo poZiadaviek riadiacich
institacii, uchovavanie v databéaz
pracovisk, skuSajucich a ostatnyqg
zamestnancov na pouZziti
v buddcich klinickych skusaniach;

f) prenosu tychto Udajov do kraji

mimo Uzemia Slovenskej republiky
vyhodnocovaniainnosti pracovisk

a skasajucich pri klinickom skdsani.

Stihlas so spracovanim osobnych Gdg
zabezpeéeny InsStitaciou pobh tohto bodu
musi by udeleny na také&asové obdobie
druh osobnych Udajov a spdsoby spracova
osobnych Gdajov, ktoré boli ozname

re
va
(0]

ych
ch

D -

D

[y

=5 O

D

jov
Ania
hé

Prior to the commencement and in the cot
of the clinical trial, the Institution and it
employees shall provide information relati
to the Institution and personal data regard
the Investigator, co-investigators, employe
or other workers. Such information relating

rse
s
ng
ing
2es
to

the Institution and personal data include names

and surnames, contact information, wg
experience, professional qualificatio
publications, summaries, achieved educat
information on job performance, si
equipment, worker capacity and oth
information associated with the conduct of

clinical trial at the site. The Institution agre
with the use and processing of informati
relating to the Institution and shall inform a
ensure for Novartis and the Sponsor or tk
affiliated persons, to the extent in which
legal basis for personal data processing
not arise out of any laws or employm
relationship between the Institution and
data subjects, consent with the processin
personal data of its Investigators,
investigators and employees for the followi
purposes:

a) conduct of the clinical trial, processin
and evaluation of the results of t
clinical trial;

b) inspection and verification of scientifi
integrity of the clinical trial by state an
governing institutions, Novartis, CRO (i
any), monitoring person and the
representatives;

c) registration of the results of the clinica

trial, including registration of the
investigational product in various
countries;

d) archiving for the period prescribed b
legal regulations;

e) meeting legal requirements g

requirements of governing institutions

maintenance in the database of sit
investigators and other employees for t
use in future clinical studies;

f) transfer of such data to countries outsi
the Slovak Republic, evaluation @
activities of sites and investigators durin
the clinical trial.

Consent to personal data processing ens

by the Institution under this paragraph shall

granted for such a time-period, type
personal data and means of personal

rk

on,
e
er
he
es
on
nd
eir
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lata

processing, of which the Institution w
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Institdcii zo strany Novartisu alebo ktoré su
nevyhnutné na riadne naplnenie
horeuvedenychd@lov spracovani

notified by Novartis, or which are necessary
for proper fulfilment of the above mentioned
purposes of processit

12.3.

SkdSajuci vyjadri suhlas s poskytnutim(12.3
spracovanim jeho osobnych Gdajov |do
databazy klinickych skdSani; formular
suhlasu podpisany SkuaSajacim je prilohou
tejto Zmluvy

The Investigator shall express his/her consent
with the provision and processing of his/her
personal data in the database of clinical
studies; the consent form signed by the
Investigator forms Annex No. 4 here

13. Vlastnictvo materialov, Udajov a vysledkov

13. Ownership of Materials, Data and Results

in

13.1. Pokid nie je pisomne dohodnuté inak, vSetbB.1  Unless agreed otherwise in writing, any
Material, Suvisiaca dokumentacia, vratgne Material, the Related Documentation,
dokumentov, adajov, informacii, pristrojov including documents, data, informatign,
a zariadeni, pomdcok, skuSanych produktov devices and facilities, aids, investigational
aliekov, ktoré dodal Novartis,¢i uz products and medicines supplied by Novartis
v pisomnej, Ustnej, elektronickej alebo inej in written, verbal, electronic or other form for
podobe, za telom klinického skuSania s the performance of the clinical trial are and
azostani  majetkom  Novartisu, resp. shall remain the property of Novartis, event.
Zadavatéa alebo ich pridruzenych o0sab the Sponsor or their affiliated persgn,
pod’a tohto, v koho vlastnictve sa Mater|al depending on who is the owner of the
nachadz. Materia.

13.2. Pokid@ nie je pisomne dohodnuté ingk3.2 Unless agreed otherwise in writing, the Trial
Dokumentacia Stadie, vSetky zaznamy, Documentation, all records, including
vratane elektronickych, ktoré boli vytvorené electronic, which have been produced |in
v sQvislosti s klinickym skdsanim, programy connection with the clinical trial, programmes
a rdozne druhy navrhov zabezpganych and various types of proposals ensured| or
alebo vykonavanych v zaujme Novartisu executed in the interest of Novartis or lhe
alebo Zadavata, a tiez vSetky udaje, Sponsor, as well as all data, information,
informéacie, dokumenty, objavy a vynalery documents, discoveries and inventigns
ziskané, vyplyvajuce alebo vyvinuté |v obtained, resulting or developed in the couyrse
priebehu alebo ako &g klinického of or as a part of the clinical trial or during the
skuSania alebo pri plneni tejto Zmluvy s{ a performance of this Agreement, are and shall
zostanu vyhradnym vlastnictvom Novartisu remain exclusive property of Novartis or the
alebo Zadavate resp. majetkové prava Sponsor, or the ownership rights to them,

k nim pri predmetoch duSevného vlastniciva case of items forming intellectual property, are
s azostani vyhradnym vlastnictvam and shall remain exclusive property |of
Novartisu alebo Zadavd® Novartis alebd Novartis or the Sponsor. Novartis or the
Zadavaté ich mbze poufi a/alebo naklada Sponsor may use them and/or dispose of them
s nimi poda vlastného uvazenia befalSej at its own discretion without further payment
platby alebo inej povinnosti ¥o Institdcii to or other obligation towards the Institution |or
alebo SkuSajucemu; Institdcia ani Skusajici Investigator; neither the Institution nor the
nebudd ména ne Ziadne prava akéhdlek Investigator shall have any rights of any kind
druhu to them

13.3. InStitlcia suhlasi s tym, Ze bude bez odklg@di3  The Institution agrees to promptly obtain gall

vybavova vSetky dokumenty a vykonéata
vSetky d'alSie opatrenia, ktoré moze Novartis
doévodne pozadova aby mohol ziska
prospech zo svojich prav ptaltejto Zmluvy,
a bude pdsobina to, aby si rovnako pmali
aj Skasajuci, spoluskasajuci, jej zamestnanci
a spolupracovnici. Okrem iného to fé&dn
urobenie vSetkych potrebnych krokov gre
prevedenie vlastnictva vSetkych (dajov,
informacif, dokumentov, vynalezg
aobjavov na Novartis alebo Zadavae
alebo nimi uéené osoby a pomoc Novartisu
alebo Zadavatevi pri spracivani a podavan
Ziadosti o patentyi iné prava priemyselnéhp
alebo duSevného vlastnictva. InStitucia
zodpoveid za vSetky platby, splatr

<

=

documents and take any other measures |that
Novartis can reasonably require to benefit
from its rights under this Agreement, and shall
ensure that the Investigator, co-investigators,
its employees and co-workers act equally.
Among other things, this includes taking all
measures necessary for transfer of ownership
of all data, information, documents, inventigns
and discoveries, or all ownership rights in case
of items forming intellectual property, 1o
Novartis or the Sponsor or any persgns
appointed by them, and assistance to Novartis
or the Sponsor in processing and submission
of patent applications or other industrial |or
intellectual property rights. The Institution |fis
solely liable for all payments payable to -
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skuSajucemu, spoluskusajacim, Investigator, co-investigators, employges
zamestnancom a/alebo spolupracovnikom and/or co-workers of the Institution in
Institucie v sulade s prislusnymi zakonmi, |za accordance with relevant acts, for Al
vSetky vynélezy¢i patenty ¢i iné prava inventions or patents or any other industrial or
priemyselného alebo duSevného vlastnigtva intellectual property rights transferred [to
prevedené na Novartis alebo Zadavate Novartis or the Sponsor or to any person
alebo nimi  uéené osoby v suvislosti appointed by them in connection with this
s predmetom tejto Zmluvy. Pre Uhradu ped Contract. For the purpose of payment
¢l. 8 tejto Zmluvy pre Institdciu sa usudzuje, according to Art. 8 hereof on behalf of the
Ze zalfna Uhradu aj takychto nakladov |a Institution it is deemed that the payment ajso
platieb Institdciou. includes coverage of such costs and payments
by the Institutior

13.4. Vysledok klinického skuSania ako aj vSetiy.4  Result of the clinical trial and all materials,
materidly, dokumenty, Gdaje a informacie,| aj documents, data and information, also partial,
Ciastkové, ziskané pri jeho dosiahnuti, moze obtained in the process leading to the
Novartis a Zadavate pouzt pri svojej achievement of such result, may be used| by
dinnosti, najma pri  vyskume a vyvoj, Novartis or the Sponsor in the course of|its
vyrobe, registracii, predaji, vypracovani activities, in particular in research and
vedeckych  Stadii  aodbornych  prdc, development, manufacturing, registration, sale,
marketingu; pri dodrzani platnych pravnych elaboration of scientific studies and
predpisov. professional works and marketing, while

observing all applicable legal regulatic

13.5. Za pridruzené osoby sa n&ely bodu 4.6.,13.5 For purposes of para. 4.6., para. 9.1., para.
bodu 9.1., bodu 12.2. abodu 13.1 tgjto 12.2. and para. 13.1 of this Agreement, the
Zmluvy pokladaja (i) ovladané osohy following entities shall be considered pgs
v zmysle 8§ 66a ods. 1 Obz, (ii) ovladajice affiliated persons (i) controlled persops
osoby v zmysle § 66a ods. 2 ObZ, (iii) osgba pursuant to Section 66a para. 1 of CC, ((ii)
ovladana tou istou ovladajucou osobou a (iv) controlling persons pursuant to Section 66a
osoba, ktora je&lenom tej istej skupiny (t.j para. 2 of CC, (iii) a person controlled by the
pre Novartisetlenom skupiny Novartis a pfi same controlling person and (iv) person bejing
Zadavatéovi ¢lenom skupiny, do ktorej patri a member of the same group (i.e. if it concerns
aj Zadavatb). Novartis, then member of Novartis Group and,

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

14. Doba platnosti Zmluvy 14. Agreement Validity Period

14.1. Zmluva sa wuzatvdra na dobu trvanid.1  The Agreement is concluded for the period of
klinického skaSania ajej platnoskonsi the clinical trial and its validity shall terminate
najneskdér dom zaniku povolenia na at the latest at the date of the expiry of the
vykonavanie klinického skuSania authorization for the conducting of the clinigal
v Slovenskej  republike.  Predpokladany trial in the Slovak Republic. The clinical trial
termin ukowenia klinického skuSania je is expected to finish on 04 March 2020.
04.03.202.

14.2. V pripade, Ze klinické skdSanie nebudd.2 In case, that the clinical trial will be not
riadne ukotené (dosiahnuté ciele klinického properly completed (reaching objectives |of
skiSania, odovzdané vSetky produkty, clinical trial, returned all products, protocols,
protokoly, CRF zaznamy a Material CRF records and Material of Novartis) to the
spolainosti Novartis) do uplynutia doby date of expiration of the period referred to|in
uvedenej v bode 14.1. prvej vete tohto paragraph 14.1. first sentence of this Article,
¢lanku, zmluvné strany sa dohodli, Ze uzayru the Parties agree to conclude an amendmept to
dodatok k tejto Zmluve, ktorého predmetam this Agreement, concerning the extension| of
bude preifenie platnosti Zmluvy nasas the validity of this Agreement for the time
potrebny na riadne ukoéenie klinického necessary for the proper completion of clinical
skdSania, za podmienky, Ze Novartis zatoye trial, under the condition, that Novartis
najneskér s dodatkom predlozi Institagii simultaneously at least with Amendment
dokument preukazujuci poistenie fadbodu submit to Institution document proving the
9.1., ktoré bude zdadiova predzenie insurance under para. 9.1., which will count
platnosti Zmluvy. Dodatok spolu s dokladgm with the extension of the validity aof
preukazujicim platnd’s poistenia aj n Agreement. Amendment together w
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predzené obdobie je povinny predl6Z
Institdcii a SkuSajucemu Novartis  &s

platnosti Zmluvy, minimalne 1 mesiac préd
trvania,

uplynutim  planovanej  doby
a InStitacia a SkuSajuci su povinni uzatvo

ri

takyto dodatok na potrebnu dobu stanovent

Novartisom na zabezpenie splnenia delu
tejto Zmluvy.

document proving the validity of insurance
also for the extended period shall Novartis
submit to the Institution and the Investigator
during the validity of the Agreement, at least
one month before the expiration of scheduled

duration, and Institution and Investigator
obliged to conclude such an amendment to

re
the

required period specified by Novartis to ensure

the purpose of this Agreeme

14.3. Platnos tejto Zmluvy sa automaticky ukoh{14.3  Validity of this Agreement shall expire
jej splnenim po dosiahnuti €@ klinického automatically by its fulflment aftef
skiSania a odovzdani vSetkych produktpv, achievement of the targets of the clinical trial
protokolov, CRF z&znamov, Dokumentacie and handover of all products, protocols, CRF
Studie, Suvisiacej dokumentacie a Materialu records, Trial Documentation, Related
spola@nosti Novartis. Zmluva moéze By Documentation and Material to Novartis. The
ukortena aj dohodou zmluvnych stran. Agreement can also be terminated |by

agreement of the Parti

14.4. Ktordkd'vek zmluvna strana je opravne(i@.4  Either Party may withdraw from this

odstupt’ od tejto

odstipenim, ktoré nadobuda cinnog’

doruwienim druhej zmluvnej strane na adre
uvedend v zahlavi tejto Zmluvy, a to
nasledujucich pripadoch:

a) ak niektor4d zmluvna strana pord
niektoré z ustanoveni tejto Zmluvy
neodstrani zavadny stav ani v lehg
30-tich dni od doréenia vyzvy k

naprave, patri toto pravo stra
poskodenej;
b) ak bude rozhodnuté, Ze je niektg

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

c) ak je niektora strana v platobn
neschopnosti alebo ide do likvidag
z inych préin ako je transformécis
alebo zldovanie, nema eného
nastupcu, ktory by prevzal jej akti

(majetok) azavazky a neuzaviie

dohodu alebo iné vysporiadanie
svojimi verite’mi;

d) ak niektora zmluvna strana strati

opravnenie, ktoré je pre riadne
véasné plnenie povinnos
vyplyvajlcich  z Zmluvy
nevyhnutné;

e) ak potrebné opravnenie, povolen
sthlas alebo vynimka je odvolan
odloZena jeho platnésalebo vyprsi
doba, na ktor( bolo vydané bez tof
aby bolo prislugne préené.

V pripade, Ze zhore uvedenych dévod

odstlpi od Zmluvy Novartis alebo Institaci

nastand &nky odstdpenia vo \ahu

k vSetkym ostatnym zmluvnych strana

AvSak ak z uvedenych dévodov odstapi

Zmluvy SkdSajuci, zmluvny ¥ah medzi

tejto

Zmluvy pisomnym

pSuU

T o W

)
ne
ra

rh
ty

€j
ie
3]
a
SO

a
ki

nimi zostdva zachovany a Noval

Agreement in writing with effectiveness up
delivery to the other Party to the addre
shown in the heading of this Agreement
following cases:

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

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

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

d) if either Party loses authorization which
inevitable for proper and timel
performance of obligations resulting fro|
this Agreement;

e) if the required authorization, perm
consent or exception is withdrawn or
validity delayed or the period for which

was issued expires without prolongation.

In case Novartis or the Institution withdrg
from the Agreement for the above mentior
reasons, the effects of the withdrawal
relation to all other Parties will occur. But,
the Investigator withdraws from th
Agreement for the above mentioned reasq

N
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the contractual relationship among th
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a Institdcia sU povinni ustandvi nového remain unchanged, and Novartis and the
skuSajuceho v sulade sbodom 3.4. tgjto Institution shall appoint a new Investigator |in
Zmluvy. accordance with para. 3.4. of this Agreen
14.5. Okrem ukoienia platnosti Zmluvy pdé 14.5 In addition to termination of validity of the
predchadzajdcich ustanoveni, ma Novartis Agreement pursuant to previous provisions,
pravo kedykdvek preru&i alebo ukouit Novartis is entitled to suspend or end the
klinické skuSanie pisomnym oznamenim clinical trial at any time by means of a writtén
doruwienym Institlcii a SkdSajucemu priamo notice delivered to the Institution or
alebo prostrednictvom CRO (ak existuje). Investigator directly or through CRO (if any).

Bez toho, aby Novartis akymkeek Without any restrictions of its right to end the

spbsobom obmedzoval svoje pravo |na clinical trial in any manner, Novartis shall

ukortenie klinického skuSania, Novartis za under usual circumstances suspend or end the
normélnych okolnosti prerusi alebo ukbén clinical trial in following cases:

klinické skdSanie v nasledujdcich pripadoch:

a) ak vyskyt zavaznych neziaducich a) if the occurrence of serious adverse
Winkov alebo podozreni na ne pri reactions or suspected serious adverse
podavani skdSanych produktov reactions associated with th
alebo liekov poas klinického administration of investigational products
skuSania alebo ohrozenig or medicines in the course of the clinical
bezpé€nosti Subjektov hodnotenia trial or risk to the safety of the Stud
poukazuje na potrebu preruSenja Subject show that it is necessary o
alebo ukogenia klinického suspend or end the clinical trial;
skuSania;

b) ak si Novartis Zela preruSialebo b) if Novartis wishes to suspend or end the
ukorit klinicke skuSanie clinical trial for commercial, for reason
z kometnych dévodov, z dévodoy of efficacy, for reasons of corporal
efektivnosti, z dévodov| policy of conducting clinical studies, fo
koncernovej politiky vykonavanid reasons originating outside the Slovak
klinickych ~ skdSani, z dévodoy Republic or even without giving reasons;
majuacich pdévod mimo Gzemia
Slovenskej republiky alebo aj begz
uvedenia dévodov;

c) ak je Novartis  opravnene c) in case Novartis is reasonably convinced
presvedeny, ze klinické skuSanie that the clinical trial cannot be finished
nembze by UGspeSne dokaené, successfully, including due to the fa¢
vratane dovodu (ale aj bez neho), ze (but also without it) that the clinical trial
by sa klinického  skdSania would not have enough Study Subjects |or
nez&astnil dostatony pcet a sufficient number of site could not he
Subjektov hodnotenia alebo sa |v found in due time.
stanovenom  case nenasiel
dostat@ny patet pracovist

14.6. Ak pride k predasnému ukoteniu tejto[14.€. In case of early termination of this Agreement

Zmluvy, najma z dbvodov uvedenych |v for reasons listed in the provision of paya.

ustanovenic¢lanku 14.4. tejto Zmluvy, je 14.4. hereof, the Party which brought abput

strana, ktorda spbsobila ukmmnie tejto termination of this Agreement or provided| a

Zmluvy alebo dala p&inu k ukorgeniu tejto reason for this Agreement to be terminated, by

Zmluvy druhou stranou, povinna nahradi the other Party, is obliged to reimburse [all

druhej strane vSetky néklady, ktora tato costs incurred by the other Party with relation

skutaine v suvislosti s plnenim tejto Zmluyy to the performance of this Agreement (in
vynalozila, a to v tom pomere, v akom proportion in which the subject-matter and
nedoSlo k splneniu jej predmetu &elu, t.j. purpose of this Agreement were not fulfilled,
pomer dokotienych hodnoteni Subjektgv i.e. in the proportion of completed evaluatipn
hodnotenia vzfadom k objemu materialy, of Study Subjects to the volume of materigls
ktory bol na Subjekty hodnotenia celkoyo provided for Study Subjects in the aggregate.
poskytnuty

14.7. V pripade ukotenia klinického skiSanid4.7. In case the clinical trial is terminated pursuant
pod’a ustanovenidlanku 14.4. tejto Zmluvy to para. 14.4. hereof, Novartis shall pay the
uhradi Novartis InStitdcii odmenu Institution remuneration in appropriate manner

primeranym spbésobom zauzby poskytnute

for services provided until the day on wh
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az do datumu ukaenia klinického skuSani
pod’a podmienok uvedenych v tejto Zmluy
Intiticia nema narok na nahradu inych
nakladowi uslého ziskt

D ~

the clinical trial was terminated according |to
the provisions of this Agreement. The
Institution is not entitled to reimbursement |of
other costs or lo profit.

14.8. InStitdcia a SkdSajuci suhlasia stym, Ze p68  The Institution and Investigator agree that
obdrzani oznameni o odstupeni od tejto following receipt of the notice of withdrawal
Zmluvy alebo ukoteni klinického skdSania from this Agreement or termination of the
bezodkladne ukaiia vykonavanie klinickéhd clinical trial, they shall promptly end the
skiSania vrozsahu, ktory je Pddiska performance of the clinical trial to the extent
vSetkych Subjektov hodnotenia lekarsky that is medically feasible from the perspectjve
pripustny. Bez dfadu na vysSie uvedené su of all Study Subjects. Regardless the abpve
v8ak InStiticia a SkaSajuci v pripade, |ak mentioned, the Institution and the Investigator
déjde k ukogeniu Zmluvy inym spsobom shall, in case the Agreement is terminated by a
ako je uvedené v bode 14.3. tejto Zmluyy, manner other than stated in para. 14.3. of {this
povinni vykona akékdvek a vSetky Ukony Agreement, execute any and all acts necessary
nevyhnutné na zabezfmnie bezpénosti for ensuring of safety and health protection| of
a ochrany zdravia Subjektov hodnotenig a the Study Subjects and of proper finishing| of
riadneho uko#enia klinického skisania. the clinical trial. The Investigator shall obsernve
SkuSajuci ma povinnosti uvedené v tomto the obligations under this para. also in suich
bode aj v pripade, ak prestane vykonaya case that he/she stops to perform the function
funkciu skdSajuceho a&isne neddjde of the investigator and, at the same time, this
k ukorteniu tejto Zmluvy; v takom pripade Agreement does not terminate; in such case
je Skusajaci povinny poskytitnevyhnutni the Investigator is obliged to provide
sinnog’ a pomoc dalSiemu skaSajucemu necessary assistance and cooperation to| the
uréeného v sulade s touto Zmluvou, Institdcii next Investigator appointed in accordance with
a Novartisu za d&elom zabezp&nia this Agreement, to the Institution and |to
kontinuity vykonavania klinického skdsania. Novartis for the purpose of ensuring continuity

of the clinical trial.

14.9. Ukorcenie Zmluvy nebude nfavplyv na14.9  Termination of the Agreement shall be without
pravo niektorej zo stran vykotapravne prejudice to the right of either Party to take
opatrenia v&i druhej strane v suvislosti |s legal measures against the other Party in
predchadzajucim poruSenim Zmluvy druhou connection with the previous breach of the
stranou Agreement by the other Pal

14.10. Ustanovenia uvedené v tejto Zmluve, ktatd.1(. Provisions of this Agreement that pertain|to
sa tykaju zabezgenia déverného charakteru ensuring confidential nature of informatiogn,
informacii, publikacii, osobnych dajoy, publications, personal data, ownership, record
vlastnictva, uchovavania zaznamov, ako| aj keeping as well as other provisions, in case of
dalSie ustanovenia, u ktorych sa na zaklade which it is reasonably believed that they shall
ich nalezitosti usudzuje, Ze budu platialej survive termination or expiry of the
aj po ukoreni alebo vyprSani Zmluvy, budu Agreement, shall continue to be valid
nad’alej v platnosti bez dladu na ukogenie irrespective of the fact that the Agreement has
Zmluvy. been terminate

15. Osobitné ustanovenia 15. Special Provisions

15.1. Novartis, InStitdcia ani SkuSajaci nebuyilf.1  Novartis, the Institution and Investigator shall
zodpovedni za nedodrzanie alebo not be liable for non-observance or delayed
oneskorenie plnenia zavazkov v suvislosti s performance of their obligations in connectipn
klinickym skaSanim v pripade, ak tofo with the clinical trial, if such non-observance
nedodrZzanie alebo  oneskorenie  bolo or delay was caused by circumstances beyond
spbsobené okolnéami vylweujacimi real control of the participating Party and| if
zodpovedna§ t.j. okolnogami, ktoré su such circumstances or their consequerices
mimo realnej moznosti  ovplyvnenia could not be prevented, averted or overcome,
zikastnenou stranou a ak sa tymto even while exercising sufficient level of
okolnostiam alebo jej néasledkom nedalo caution, and if the contractual party was not
vyhnlt, odvrat’ alebo prekona ani pri able to foresee such circumstances at the time
dodrzani dostatmej miery opatrnosti when such obligation was created.
pricom tato okolnos v ¢ase vzniku zavéazku
zmluvnd strana nemot nepredvidt’

15.2. SkdSajuaci je pracovnikom nezavislym 8.2  The Investigator is a worker who |is

Novartisu a Ziadnestanovenie tejto Zmluv

independent from Novartis and no provisior
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ho nedefinuje ako zamestnanca, zastupcu
alebo spolonika Novartisu.  InStitdci

zodpoveda za plnenie vSetkych povinngsti
tykajucich sa platieb dani, socialneho
a zdravotného poistenia, ktoré s@afzuju na

predmet Zmluvy, ak to prichadza do Gvahy,
vratane tych, ktoré sa tykaju SkuaSajuceho,
spoluskisajacich a zamestnangov
a spolupracovnikov Institdcie.

this Agreement defines him/her as the
employee, representative or partner |of
Novartis. The Institution is responsible fpr
meeting all obligations pertaining to the
payment of taxes and social and he?lth
insurance contributions that relate to the
subject-matter of the Agreement and that came
into question, including those involving the
Investigator, co-investigators, employees and
co-workers of the Institutiol

15.3. Indtitdcia nesmie postiipakékdvek prava[l5.3  The Institution may not assign any rights gnd
a zavazky ztejto Zmluvy tretej strane bez obligations arising from this Agreement to| a
pisomného suhlasu Novartisu. Novartis moze third party without a written agreement by
previes ktorékd'vek zo svojich prav alebp Novartis. Novartis may assign any of its rights
zavazkov vyplyvajicich z tejto Zmluvy na or obligations arising from this Agreement to
svojho obchodného partnera, spuiika, its business partner, associate, controlled or
ovladand ¢i ovladajiucu  spolénog’, controlling company and Novartis is obliged
a Novartis o uvedenom prevode musi about such transfer immediately inform the
InStitaciu a SkuSajuceho bezodkladne Institution and Investigator in writing;
pisomne informowvg finantné zavazky véi financial obligations to the contract partner
zmluvnému partnerovi vychadzajlce z tejto based on this Agreement only with the congent
Zmluvy len so suhlasom zmluvného partnera. of the contract partner. Above mentioned
Uvedeny prevod sa bude spravbva transfer shall be governed by Slovak law.
slovenskym pravnym poriadko

15.4. Kazdé oznamenie podavané vsOvisld&ti4 Unless determined otherwise in the
s touto Zmluvou musi bypisomné, ak nie je Agreement, each notice given in connectjon
vZmluve stanovené inak, amusi thy with this Agreement must be in writing and
doruiené osobne, alebo zaslané dopenou must be delivered in person or sent |by
poStou alebo faxom na adresu uvedénu registered mail or fax to the address shown in
vZmluve ¢ na ind adresu oznamenu the Agreement or any other address notified to
pisomne druhej zmluvnej stra the othr Party in writing

15.5. InstitGcia  a SkdSajaci  vyhlasuju, @#&.5 The Institution and the Investigator represent,
SkudSajaci, ani InStitdcia, ani ziadna jeho that neither the Investigator and Institution,
zamestnana osoba, ani spolupracovnik, ktori nor any of their employees or co-workers
sa zw@astiuji vo vykonavani Kklinickéhg participating in the conduct of the clinical trial
skuSania, neboli vylieni poda 8§ 306 pism have been debarred in accordance pursuant to
a) alebo b) Federalneho zakona Spojenych Sec. 306 letter a) or b) of the Federal Food,
Statov americkych o kontrole potravin, liekpv Drug and Cosmetic Act of the United Stateg of
a kozmetickych pripravkov, alebo postihnpti America, or affected by a similar measure (e.g.
obdobnym opatrenim (napr. zékazom a ban on action or exclusion from |a
ginnosti alebo vyldenim zo stavovskéhp professional association) under the legislation
organu) polla prava Slovenskej republiky of the Slovak Republic, and in the future
a Institicia v buddcnosti nezamestna gani Institution shall not employ or hire any
nenajme ziadnu vyliena osobu v savislosii debarred person in connection with the work
s pracou, ktora sa ma vykahare spolénos’ to be done on behalf of Novartis or in |ts
Novartis alebo jej menom. Ak sa InStitugia name. If at any time after signing this
kedykd'vek po podpise tejto Zmluvy dozvig, Agreement, the Institution becomes aware that
Ze Skusajuci alebo Institucéa nejaka osoba, the Investigator, Institution or any other pergon
ktord InStiticia zamestnava alebo najme| je employed or hired by the Institution |s
vyliéend, alebo je vo vytilwvacom konani debarred or is in debarment proceedings, |the
Institdcia tymto potvrdzuje, Ze to okamzite Institution hereby confirms that it shall
oznami Novartisu a bude postupévpod’a immediately notify Novartis of this matter and
jej pokynov ofttadne klinického skdSania. proceed with relation to the clinical trial as

directed by Novartis.
16. Zavere&né ustanovenia 16. Final Provisions
16.1. Zmluvné strany sa zavazuju, ze budl vzZty.1  The Parties undertake that they shall at|all

(¢}

postupova tak, aby vSetky zalezitosti, ktor
budd aspd jednou zo zmluvnych stré

times proceed in a way enabling them |to
resolve all matters that are conside
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povazované za potrebné, rieSili bez necessary by at least one of the Parties without
zbytoiného odkladu a pri@ahov, teda o undue delay and prolongations, i.e. in the

najkratSej moznej dobe a zardves shortest possible period and with incurring

vynaloZenim najnizSich moznych naklac lowest possible cos

16.2. Tato Zmluva sa interpretuje ptal pravnehgl6.2  This Agreement shall be interpreted under the
poriadku Slovenskej republiky. Zmluvné law of the Slovak Republic. The Parties, |in
strany sa v sllade s ustanovenim § 262 ods. 1  accordance with the provision of Section 262
a 2 ObZ vyslovne dohodli, Ze ich zavazkovy para. 1 and 2 of CC, expressly agree that their
vztah upraveny touto Zmluvou sa bude riadi contractual relationship regulated by this
ObZ. Pre pripadné sudne spory sa bude Agreement shall be governed by the CC. For
uplatiova’ prislusnos slovenskych sadov. any legal disputes the jurisdiction of the

Slovak courts will be applicab

16.3. V pripade, Ze by ktorékwek z ustanovenfl6.3 If any provision of this Agreement was or later
tejto Zmluvy bolo ¢i sa dodaténe stalo became invalid or ineffective, the remaining
neplatnym alebo nginnym, budu ostatné jej provisions shall be regarded as severable |and
ustanovenia posudzované ako oddifiée a validity or effectiveness of this Agreement as a
platnos’ ¢i U¢innog’ tejto Zmluvy ako celky whole shall be maintained. In such case [the
zostane zachovana. Pre tento pripad| sa Parties to the Agreement undertake that they
Gastnici  Zmluvy zavazuju na zaklade will, by their mutual agreement, replace such
vzajomnej dohody nahratineplatné alebg invalid or ineffective provisions with a
nelinné ustanovenia takym ustanovenim, provision that best corresponds with ﬂhe
ktoré bude najlepSie zodpoved&elu tejto purpose of this Agreement and the will of the
Zmluvy a voli zmluvnych stran pri jgj Parties at the time of conclusion of the
uzavreti Agreemen

16.4. Ziadne zrieknutie sa nejakej naleZitosti6.4 No waiver of any matter, provision or
ustanovenia alebo podmienky tejto Zmluyy, condition of this Agreement, either based |on
¢i uz konanim alebo inak, v jednom alebo jvo actions or otherwise, in a single case ot| in
viacerych pripadoch, sa nebude povaf@asa several cases, shall be regarded as continuing
dalSie alebo trvalé zrieknutie sa nejakej or permanent waiver of any such matter,
takejto  naleZitosti, ustanovenia alepo provision or condition or of any other matter,
podmienky alebo nejakej inej nalezitosti, provision or condition of this Agreement or
ustanovenia alebo podmienky tejto Zmluyy, shall be interpreted as such waiver.
alebo takto vysvébvar.

16.5. Tato Zmluvu je mozno metiia dophova’ 16.5  This Agreement may only be amended and
len na zaklade jej pisomného dodatku, ktory supplemented by means of a written
bude za taky ozieny, prisluSne @slovany, amendment hereto, which shall be marked as
s datumom a podpisom vSetkych zmluvnych such, numbered appropriately and shall
stran. Toto ustanovenie sa neaplikuje |na contain the date and signatures of all Parties.
dodatky Protokolu. This provision does not apply to amendments

to the Protoca

16.6. Novartis je opravneny zmehijednostrannel6.6  Novartis is entitled to unilaterally amend the
Protokol, aj k€’ bude prilohou tejto Zmluvy, Protocol, even if the Protocol forms annex|to
Ak je vydany dodatok Protokolu, je Novartis this Agreement. If amendment to the Protocol
povinny zmenu, Upravu ¢ doplnenie is issued, Novartis is required the change,
Protokolu pisomne oznathi InStitUcii modification or supplementation of the
S pisomnym dolozenim zmeneného Protocol notify in writing to Institution by
Protokolu. Zmluvné strany sa zavazyju written submitting of the amended Protocpl.
postupovéd pod’a zmeneného Protokolu ad The Parties undertake to proceed |in
okamziku jeho oznamenia prislusnej strane. accordance with such amendment to [the

Protocol from the moment when the existence
of such amendment to the Protocol was
reported to the relevant Pa

16.7. V pripade, ak by doSlo ktakej zmerd®.7 In case, that there came to such change tg the
Protokolu, ktora by mala za nasledok zmenu Protocol, which effect would be the change| of
rozsahu sluZieb, resp. vykongv the scope of services, respectively
vykonavanych Institaciou/SkuSajacim giad performance provided by Institution |/
tejto Zmluvy, Novartis sa zavazuje predidzi Investigator under this Agreement, Novartis|or
Institdcii navrh dodatku ktejto Zmluve sponsor undertake to submit to the Institution a

predmetom ktcého bude prislusnd zme

draft amendment to this Agreem¢ and thi
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Protokolu. V pripade, Ze zmena Protok
bude znamenazvySenie rozsahuwinnosti,
ktoré maji vplyv na Uhradu pbtal Prilohy
¢.2, tak spolu so zmenou Protokolu
potrebna pisomna akceptacia predlozen
dodatku tejto Zmluvy aj zo strany Institdci
InStitlcia a SkaSajuci, berdc na vedomiell
tejto Zmluvy, ktorym je riadne uk@ené
klinické  skuSanie  (dosiahnuté  cig
klinického skudSania,
produkty,  protokoly, CRF  zaznam
a Materiél spoldnosti Novartis), su povinn
pisomne akceptovadodatok k Zmluve be:
zbytoiného odkladu po dohode str
o Uprave Uhrady pdd Prilohy ¢.2 tejto
Zmluvy. V pripade nepredlozenia dodat]
bude Novartis povinny vyplati InStitUcii
odmenu za vykony vykonané na zakld
zmeny Protokolu nad p6vodny rozsah v su
vycislenej Institaciou v prislusSnej faktdre,
to pod’a platného cennika Institacie alebo
vySke, ktord za tieto vykony uhradza
zdravotné poi%vne, resp. ak takéto vykon
nie su zo strany zdravotnych p&sni
uhradzané, Vv primeranej vysh
s prihliadnutim na  povahu  vykon
a vynaloZzené naklady.

piu

je
€ého

o

le

odovzdané vSetky

y
i

4

an
ku

de
me
a
VO
]
y

e

c

subject matter of the amendment will
relevant amendment of the Protocol. In case
that the change of the Protocol will megn
increase in the scope of activities, which
have an effect on the payment in accordance
with  Annex No.2, together with th
amendment of the Protocol, also a writien
acceptation of submitted amendment of this
Agreement from the Institution side |is

necessary. The Institution and the Investigator,
noting the purposes of this Agreement, whijch
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
accordance with Annex No.

the amendment Novartis and / or sponsor
be obliged to pay to Institution
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 of the Institution or in the amount,

that for those services are paying health
insurance companies, event. if such services
are not reimbursed by the health insurapce
companies, in a reasonable amount with regard
to nature of the services and incurred .

16.8. Tato Zmluva nadobuda platnogiiom jej [16.8  This Agreement shall be valid upon signature
podpisania vSetkymi zmluvnymi stranamil a by all parties and enter into force on the day
(¢innog” dihom nasledujucim po dni jej following the day after its publication in terms
zverejnenia v centrdlnom registri zmlav pa a central register of contracts
www.crz.gov.sk, nakiko ide o povinne www.crz.gov.sk, because it is an Agreement
zverefiovanl zmluvu v zmysle § 5a ods.|1 which must be disclosed pursuant to Section
Zakona o slobode informéacii. Novartis 5a para. 1 of Act on Free Access |to
zaroveéi udd’uje svoj suhlas so zverejnenim Information. Novartis also gives his consent to
tejto Zmluvy poda predchadzajicej vety. the publication according to the previous
InStiticia bezodkladne zaSle Zmluvu pa sentence. The Institution shall immediately
zverejnenie; pokianeddjde k zverejneniu do send the Agreement for disclosure; if the
7 dni odo da jej uzavretia, m6ze Novart(s Agreement will not be disclosed within 7 days
poda navrh na jej zverejnenie. Institlicia sa following its conclusion, Novartis may sub
zavazuje vyda Novartisu  pisomné a proposal for disclosure. The Institutipn
potvrdenie o zverejneni  Zmluvy bez undertakes to issue to Novartis a writ
zbytoiného odkladu po jej zverejneni. confirmation about the disclosure of the
InStithcia je povinna zabezgié Agreement without undue delay after
nespristupnenie  tych  ustanoveni tejto publication. The Institution is obliged to
Zmluvy, ktoré obsahuji informéciu, ktora sa ensure the non-disclosure of these provisipns
podla plathych  pravnych  predpisav of this Agreement, which is under the current
nespristupuje. legislation confidentia

16.9. Tato Zmluva je vyhotovena v Styroch6.9  This Agreement is executed in four copies,
vyhotoveniach, dvakrat pre Institicju two for the Institution, and two for Novartis.

a dvakrat pre Novarti
16.10. Tato Zmluva je vyhotovena v slovenski®6.10 This Agreement is executed in Slovak-Engl

anglickej verzii. V pripade rozporu mec

sh

version. In case of any drepancies betwee
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slovenskou a anglickou jazykovou verzi
zmluvy, jej priloh alebo pripadnyc
dodatkov, méa prednéslovenska verzi

these two versions of the Agreement,
Annexes or possible amendments, the Slo
version shall preva

=

t's
vak

16.11. Zmluvné strany vyhlasuji, ze si Zmluy
presitali, jej obsahu porozumeli, ze |
uzavreli slobodne avézne, cile
a zrozumiténe, ana potvrdenie toho,
obsah tejto Zmluvy zodpoveda ich skinej

a slobodnej véli, ju vlastnotne podpisali.

4

z7e

16.11. The Parties declare that they have read
they have entered into the Agreement fre
and seriously, definitely and clearly, and
witness of the fact that the content of t
Agreement corresponds with their true g
free will, they attach their authentic signatu

this

Agreement, understood its content and that

ely
in

his
nd

Za Novartis/For Novartis;

MUDr. Iveta Tvrda

Za Novartis/For Novartis;

Mgr. Hana Mrazova

Za Novartis/For Novartis;

Mgr. Alexandra lrédova

Za Institaciu/For the Institution;

PhDr. Jozef MintalBM, riaditel

Datum/Date;

16.12.

Prilohac.
Priloha¢.
Priloha¢.
Priloha¢.

Prilohami tejto zmluvy su:
1 Popis klinického skuSania
Platby
Poistny certifikat HDI
Formular zverejnenia osobnych
Udajov SkuSajuceho
Zivotopis  odborného
a veduceho laboratéria
Laboratdérne certifikaty
Referetné hodnoty
Zoznam laboratérnych vySetreni
a cennil

2
3:
4

Prilohag. 5: garan
Prilohag.
Prilohag.

6
7.
Prilohag¢. 8:

16.10. Annex of this Agreement:

Annex No. Description of the clinical study
Annex No. Payments

Annex No. HDI insurance certificate
Annex No. Investigator's Personal Data
Disclosure Form

CV of the professional guarargod
Supervisor of the laborgt
Laboratory certificates
Reference values

List of laboratory Examination
and price

1
2:
3:
4
taAnnex No.

Annex No.

Annex No.
Annex No.

© N

Tato Zmluvu som prétal(a), rozumiem  svojim
povinnostiam z tejto Zmluvy, Protokolu aich pril
vyplyvajucim, ktoré sa zavazujem pinea pristupujem
k ustanoveniam tejto Zmluvy, ktorymi bude
viazany(a). Suhlasim so svojim poverenim ako os§
zodpovedného skuSajuceho, abudem postup
v sulade s Protokolom a so zakonoénB862/2011 Z.z
v platnom zneni a ostatnymi prisluSnymi pravny
predpismi. Dalej suhlasim, Ze zabezfm, aby
persondl skuSania avSetci spoluskdsajuci
informovani o povinnostiach péa tejto Zmluvy.
Taktiez suhlasim so zberom, pouzitim a prenos
mojich osobnych Gdajov v rozsahu stanovenom tq
zmluvou.

| have read this Agreement, understand my obligat
plarising from this Agreement, the Protocol and th
annexes which | undertake to meet and | accept
nprovisions of this Agreement by which | shall
obgund. | agree with my delegation as a princi
owavestigator and | will act in accordance with Adb.
362/2011 Coll. as amended, and other |le
nmnegulations. | further agree that | will ensuretttize
clinical study personnel and all of the co-investays

Agreement. | also grant my consent to the colbext
sarme and transfer of my personal data in the sc
ytoovided in this agreement.

bualill be informed about the obligation under thi

eir
the

pal

gal

ope

MUDr. Peter Letava

Datum/Date:..............ccccocvvvi,
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Priloha ¢.1

Annex No. 1

Nazov skuSaného produktu/lieku:
LCZ69¢€

Name of the investigational product/medication:
LCZ69€

Refereknédislo: LCZ69€

Reference numbe LCZ69¢€

Kéd klinického sktsani CLCZ696D230:;

Clinical study cod¢ CLCZ696D230:

Nazov/Popis klinického skiSania:

Randomizované, dvojito zaslepené, multicentrig
24-tyzchové  klinické  skuSanie v paralelnyqg
skupindch  kontrolované ¢&innou  lietbou, na
vyhodnotenie éinku LCZ696 na koncentraciu NT
proBNP, symptémy, pohybova vykonnos a
bezp&nog’ v porovnani s individualizovanou tieou
pridruzenych choréb u pacientov so srdcov
zlyhadvanim so zachovanou ejaebu frakciol

Title/Description of the clinical study:

ké, 24-week, randomized, double-blind, multi-cente
hparallel group, active controlled study to evalude
effect of LCZ696 on NT-proBNP, symptoms
-exercise function and safety compared
individualized medical management of comorbiditi
in patients with heart failure and preserved eject
yifnaction

By,

Py
to
esS

Datum finalnej verzie protokoli24.01.201

Date of final version of the Protocc24.01.201

Skusajici: MUDr. Peter Letavay
Spoluskudsajuci: MUDr. Marta FarkaSova

MUDr. Juraj Mazur ml.
MUDr. Juraj MazUr st.

The Investigator: MUDr. Peter Letavay
The Co-Investigator: MUDr. Marta FarkaSova

MUDr. Juraj Mazat.m
MUDr. Juraj Mazdr s

Centrum:
Dolnooravska nemocnica s poliklinikou MUDr. L. |

Jégého Dolny Kubin
Kardiologickd ambulancia pri internom oddeleni
Nemocnéna 1944/10, 026 01 Dolny Kubin

Telefén:
Fax:
Mobil: +42191E 83274(

Centre:
N Dolnooravska nemocnica s poliklinikou MUDr. L. |

Jégého Dolny Kubin
Kardiologickd ambulancia pri internom oddeleni
Nemocnéna 1944/10, 026 01 Dolny Kubin

Telephone:
Fax:
Mobile:  +42191E83274(

Riaditd’ Instittcie:

PhDr. Jozef Mintal, MBA
Telefén:

Fax

Director of the Institution:
PhDr. Jozef Mintal, MBA
Telephone:

Fax

Cislo centra: 801

Centre number801¢

Planovay pciet zaradenych pacient. 7

Planneinumber of enrolled patients

Monitor klinického skisanieMUDr. Peter Kopp:

Clinical study monitorMUDr. Peter Kopp:

Adresa:

Novartis Slovakia s.r.o.

Galvaniho 15/A, 821 04 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 58¢

Address:

Novartis Slovakia s.r.o.

Galvaniho 15/A, 821 04 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 58¢

Casovy rozvrh klinického ska3ania:
01.08.2017-04.03.202

Clinical study schedule:
01.08.2017-04.03.202

Ziatok zard’ovania pacientov:
01.0€.2017

Commencement of patient enrolment:
01.08.2017

Ukongenie zard'ovania pacientov/randomizacie:
05.06.2019

End of patient enrolment/randomization:
05.06.2019

Zaiatok kompetitivneho zadovania pacientov:
01.08.207

Commencement of competitive patient enrolment:
01.08.201

Ukongenie klinického skaSania najneskor:

End of the clinical study at the latest on:

04.03.202

04.03.202
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Za Novartis/For Novartis;
MUDr. Iveta Tvrda

Za Novartis/For Novartis;
Mgr. Hana Mrazova

Za Novartis/For Novartis;

Mgr. Alexandra Lednarova

Za Instituciu/ For the Institution;

PhDr. Jozef Mintal, MB;

Datum/Date;

Datum/Date: ...,

Datum/Date;
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Priloha &.2

Annex No. 2

VSetky Uhrady sa vykonaju nasledovr

All payments shall be made as follov

Platby za navsStevy zdokumentované v zdravo
dokumentécii Subjektu hodnotenia (vSetky vySetre
vykonané v sulade s Protokolom) sa by
uskut@nova’ polraéne, p@&ndc prvym zaradenyn
Subjektom hodnotenia, ato v zavislosti na vykon
planovanych navStev a odovzdanych kompletn
zaznamov tychto navste

tieéayments for visits documented in the med
nimcumentation of the Study Subject (all examinai
dierformed in accordance with the Protocol) shall
nmade semi-annually, starting with the first enrbl
aBtudy Subject and depending on the completior
yskheduled visits and submitted complete record
such visits

cal
on
be
e
of
of

D

Novartis sa zavazuje, Ze ndialej uvedeny C&et
InStitdcie uhradi naklady a odmenu za vykona
klinického skiSania spolu vo vySke 490,- EUR
jeden riadne ukareny Subjekt hodnotenia. Tato sun
zahtha vSetky naklady a&innosti InStitlcie spojeng
s vykonanim klinického skiSania. Negign odmenu
pre SkaSajuceho a niméany pracovny tim za dkon
nad rdmec poskytovania zdravotnej starostlivoétp
je dodaténym nakladom firmy Novartis pdd
odsuhlasenych podmienok Novartisom v osobif
zmluve a nie je predmetom Zmluvy.

Novartis undertake that to the further mentio

zamuneration for providing of the clinical trialtéb in
nmamount of EUR 490 for one duly completed Stu
8 Subject. This amount includes all costs and ads

yclinical trial. Do not include remuneration for t
[ Investigator and the designated working team
activities beyond the scope of healthcare provis
nijis is an additional cost for Novartis under therts
agreed by Novartis in a separate agreement with
Investigator and is not subject - matter of
Agreement with the Institutio

ed

nazcount of the Institution will pay the costs and

dy
t

of the Institution related to the execution of the

ne
for
on

the
he

Uhrada pre Institiciu: 3 430,- Eur Celkovo
Uhrada pre Institaciu najviac: 490,- Eur

(slovom: Styristodevéesiat Eur)

za kazdého kompletne a vyhodndtite spracovanéehg
Ucastnika v klinickom skisani

sa vyplati nasledovne:

Platbaa) 75,- Eur Po navsteve/1

Platba b) 60,- Eur Po kazdej navsteve101 a
V105

Platba c) 40,- Eur Po kazdej navstevg102 a
V104

Platba d) 50,- Eur Po kazdej navstevg103
a V106

Platba e) 45,- Eur Po navsteve/107

Platbaf) 70,- Eur Po zavérej navsteve
(navSteva 99/EQS)

Payment for the Institution 3430,- Eur In total
Payment for the Institution maximum of; 490,- Eur
(in words: four hundred and ninety Eur)

for each completely and in a manner allowing for
evaluation, processed Participant in the clinitady

shall be paid as follows:

Payment a) 75,- Eur Following randomization (visi
No. V1)
Payment b) 60,- Eur Following each of the visits N
V101 and V105
Payment c) 40,- Eur Following each of the visits
No. V102 avitio4
Payment d) 50,- Eur Following each of the visits
No. V103 avitio6
Payment e) 45,- Eur Following the visit
No. V107
Payment f) 70 ,- Eur Following final visit
(visit 199/EQY)

Uhrada pre IndtitGciu navy3e za 4 Wastnikov,
ktori nesplnia kritéria pre randomizaciu — tzv.
screening failures:
Uhrada pre Intitaciu 300,- Eur Celkovo
Uhrada pre IntitGciu najviac
sedemdesiatpgeur)

za kazdého vyhodnotitee spracovanéhoddstnika
v klinickom skusani

75,- Eur (slovom:

sa vyplati nasledovne:

Platba a) 75,- Eur Za kazdéhoastnika, ktory

nesplini kritéria pre poktavanie v klinickom skusan

Additional payment for the Institution for 4
participants who will not meet the randomization
criteria — so-called screening failures:

Payment for the Institution 300,- Eur In total
Payment for the Institution maximum of: 75,- Eur
(in words: seventy five)

for each participant in the study processed paditi
in a manner allowing for evaluation

shall be paid as follows:

Payment a) 75,- Eur For each participant
i meeting the criteria for continuing the clinicalidy

not

pri ndvsteve. V1 (screening failure

during visit No. V1 (screening failur
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Pri odsuhlasenom zaradeni viac ako planovanyq
randomizovanych pacientov a4 pacientov, Kk
nesplnia kritéria pre randomizaciu, platia vys
uvedené podmienky pre kazdétialSieho pacient

hAfter approved inclusion of more than 7 plann
orandomized patients and 4 patients who do not fyu
Sier randomization, the conditions above apply facte
additional patien

Ali

V pripade, zZe pacient/Subjekt hodnotenia bude uzndhthe patient/Study Subject is determined to bétu

nespdsobily pre klinicka Stadiu alebo pri jehdasti
bude poruSeny Protokol, Novartis nie je povin
zaplatt dhradu za takéhoto pacienta/Subj
hodnotenia resp. je opravneny kratithradu za
takéhoto pacienta/Subjekt hodnotenia aZz na 5(
z pbvodnej sumy pda tejto prilohy.

V pripade, Ze Subjekt hodnotenia dobrine odstupi
alebo je zo Studie vyradeny (a) Novartisom alebo
SkdSajucim pre akaktwek prinu int ako nesplneni
poziadaviek spoésobilosti pre klinickd Stadiu ale
poruSenie Protokolu, Novartis zaplati proporciong

¢a¥ Uhrady za Subjekt hodnotenia az ddiad pay a proportional part of the payment for suchdgt

vyradenia, splatnd po prijati vSetkych formular
s nalezmi a inej pozadovanej dokumentacie.

Ak po skoreni klinickej skiSania Novartis poskytol
ramci tejto Zmluvy sumy prevySujice opravng
Uhrady potia vySSie uvedenych podmienok, Institd

for the clinical trial or if the Protocol is breasdh
nguring his/her participation, Novartis shall not
ekibliged to make payment for such patient/St
Subject or shall be obliged to reduce the paymen
siich patient/Study Subject by up to 50% of
original amount pursuant to this Annex.

If the Study Subject voluntarily withdraws from t
(tvial or is excluded from the trial (a) by Novarts (b)
e by the Investigator for whatever reason other than
bfailure to meet requirements for inclusion in the
Irclinical trial or breach of the Protocol, Novarsikall

be

dy
f
the

ne

e

o8Bubject until the date of exclusion, which shall |be
payable following receipt of all forms with findiag
and other required documentation.

uf after the completion of the clinical trial, Nowss,
né&ithin the framework of this Agreement, provid

ciamounts in excess of legitimate payments accortin

musi vratf Novartisu prevySujicu sumu nadhe conditions above, the Institution must retuna |t

opravnené Uhrady. amount in excess of the legitimate payments| to
Novartis

V suvislosti s klinickym skdSanim sa predéiatkom | In connection with the clinical study, Investigator

klinického skdSania ako aj pas jeho realizaci
uskut@nuju Investigatorské mitingy, na ktorych
oboznamuju délezité farmakologické, toxikologické
klinické informacie, ktoré su potrebné pre spra
naplanovanie a vykonanie klinického skuSania
zastnené osoby sa pripravuji a Skolia o da
klinickom skasanti, dblezitych priebezny
okolnostiach a informaciach a postupoch v dan
klinickom  skdSani. Vzfadom  ktomu, Ze
Investigatorské mitingy su &igou klinického
skuSania, Skusajici (resp. dohodnilgn skiuSobnéhg
timu) sa bude aashova’ Investigatorskych mitingo
pod’a pokynov Novartis!

> Meetings take place prior to the commencementef th
salinical study as well as during its conduct, ider to

» ghare important pharmacological, toxicological and
rainical information needed for correct planningdan
canduct of the clinical study, and participants are
@reparing for and get trained with regard to the
ctparticular  clinical study, important continuous
onircumstances and information and procedures used i
the particular clinical study. As Investigator Miegs
are part of the clinical study, the Investigator (o
) approved member of the investigator's team) shall
attend such Investigator Meetings as instructed by
Novartis

V pripade dasti na Investigatorskom miting
realizovanom na zaklade pokynov alen so suhla
Novartisu, Novartis preplati naklady suvisig
s Wag’ou SkdSajuceho (resp. dohodnutékitena
skasobného timu) vrozsahu |ad vopred
dohodnutych ~ podmienok  (vratane  emailoy
komunikaciou). Pravidla niektorych vydavkov
uréené nasledovne:

a) cesta hromadnym dopravnym prostriedk
(autobusom, vlakom) — z miesta bydliska
miesta investigatorského mitingu a 6pa
preplacanie cestovného listka — zdoklado
cestovny listok,
cesta vlastnym dopravnym prostriedkg
(osobnym autom) — z miesta bydliska
miesta investigatorského mitingu a pa
preplacanie spotrebovanych pohonnych h

b)

uln case of attendance at the Investigator Meetgg a
simtructed by and only with approval of Novartis,

cblovartis shall reimburse costs associated with [the
participation of the Investigator (or approved mem

pod’a priemernej spotreby vozidla pa

of the investigator's team) as agreed in advance

o(including e-mail communication). Rules for certain

siexpenses are determined as follows:

bm a) travelling by mass transportation vehigle

do (bus, train) — from the place of residence| to
the venue of the Investigator Meeting and

va back — reimbursement of the travel ticket —
provide proof of the travel ticket,

m b) travelling by own vehicle (personal car)|—

do from the place of residence to the venueg of
the Investigator Meeting and back |—

mot reimbursement of fuel consumption
according to average consumption of
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technického preukazu aceny pohonny
hmot stanovenych Statistickyn
ukazovatémi cien  pohonnych  hmd
v Slovenskej republike (aj pri ceste min
Uzemie Slovenskej republike) — zdokladby
technicky preukaz osobného vozid
podpisané prehlasenie o¢p® kilometrov,
c) cesta taxikom — preplacanie nakladov
taxik v ramci mesta (mesto investigatorské
mitingu) — z miesta letiska, vlakovej ale
autobusovej stanice na hotali miesto
mitingu asp@ - zdokladové potvrdenie
0 Uhrade.
Vydavky, ktoré neboli vopred odsuhlasené,
nepreplacajd, hoci boli Institlciou, SkuSajucimsfre]
dohodnutym ¢lenom  skaSobného  timu)
preukazaténe uhraden

vehicle based on the certificate

roadworthiness and

ch
il

no

submit the certificate

Republic) -
statement of kilometres travelled,

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

na c)
ho
bo

dexpenses not approved in advance shall not
reimbursed, even if they were provably paid by
ajinstitution, Investigator (or agreed member of
investigator’s team

Novartis  vyplati  Specifikované dohodnuté
preukazaténe vynalozené vydavky len vtedy, ak tie
budd riadne zdokladované, fwm InStiticia resp
SkuSajuci predlozi Novartisu vytbvanie nakladov 3
potrebnymi dokladmi v najneskér do 14 dni
ukortenia investigatorského mitingu. V dohodnuty
pripadoch méze Novartis poskyth(preddavok ng
tieto vydavky.

V pripade, Ze sa preukadze, ze Specifikov,
dohodnuté a preukazéitee vynalozené vydavky ni
su spravne podlozené prisluSnymi dokladmi, re
neboli vynalozené alebo sU vrozpore s intern
predpismi Novartisu, Novartis si vyhradzuje prd
odmietn® ich prefinancovanie av pripade, ak
Novartis poskytol platbu na prefinancovan
InStiticia je povinna vrati Novartisu poskytnutd
Ciastku, ktord nebola vynaloZzena v sulade s tg
dohodou alebo podloZzena preukafageni i
platnymi dokladm

&lovartis shall pay for specified, agreed and préwa
tincurred costs only if such costs are propé
documented and the Institution or Investigator Is
5 submit the settlement of costs with requi
odocuments to Novartis within 14 days after

cbompletion of the Investigator Meeting. In agre
cases, Novartis may provide advance payments
such costs.
affeit is proved that specified, agreed and proval
eincurred costs are not appropriately supported

rqelevant documents or if they were not incurrecuer
yim  conflict with internal regulations of Novarti
vblovartis reserves the right to reject their refugd
uand in case Novartis has already made paymen
igheir refunding, the Institution shall be obliged
return the amount which it received and which v
uwtot incurred in accordance with this agreement
supported by provable or valid documents,
Novartis

Novartis poskytne Institdcii aj platbu za riad
vykonané vySetrenia v lokalnom laboratoriu (dras
BUN alebo M@ovina, kreatinin), a to na Protokolo
urenych navstevach vo vyske- Eur/navsteve

né&lovartis shall provide to the Institution also pants
likor duly provided laboratory assessments performe
mocal laboratory (Potassium, BUN or urea, Crea#i
as per Protoc in amount of EUR 7/visi

f

the price of fyel
determined by statistical indicators of fuel
prices in the Slovak Republic (also in casq of
travelling outside the territory of the Slovak

f

roadworthiness of the personal car and sighed
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Platby pre Institiciu zdhaju vSetky lekarske
vySerenia poda ProtokolL

> Payments for the Institution include all medi
screenings under the Proto

ral

VSetky pripadné neplanované navstevy vizity
a telefonické vizity vramci celého klinickéh
skiSania sU uz zapitané v Uhrade Institdcie ptal
Prilohy ¢.2, t.j. za takéto pripadné Ukony nebu
hradena Ziadna zvid®dmenaii Uhrada

All possible unplanned visits, doctors meeting
aelephone doctor meetings throughout the clinigal {
are included in the payment for the Institution en
dénnex No. 2, i.e. for such activities will not baig
any extra reward or compensat

or

Zmluvné strany sa zavazujl, Zze ak budd odob
vzorky biologického materidlu, tieto bude moz
pouziva vylu¢ne len pre &ely klinického skusania
alen pdias vykonavania tohtckiSania

anBe Contracting Parties undertake that if
nBiological material will be taken off, they will hesed
1 solely for the purposes of the clinical trial andlyo
during the execution of thtrial.

q

any

InStitlcia vystavené faktdry datuje na adresu:

Novartis Slovakia, s.r.0., Galvaniho 15/A, 821
Bratislavz

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

OMlovartis Slovakia, s.r.o., Galvaniho 15/A, 821
Bratislav

Platby budu realizované len vifggnej mene EURC

D Payments will be realized only in the EURO curref

a vSetky bankové poplatky zndNovartis.

and all bank charges shall be borneNovartis.

cy
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Za Novartis/For Novartis;

............................................ Datum/Date:.............ccccccm.
MUDr. Iveta Tvrda

Za Novartis/For Novartis;...............ccccocenne.n. Datum/Date:.................cccooccu.
Mgr. Hana Mrazova

Za Novartis/For Novartis:......................... Datum/Date; ...,
Mgr. Alexandra Lednarova

Za Institaciu/For the Institution;.......... Datum/Date;.

PhDr. Jozef Mintal, MBA, riadite
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Priloha ¢.4
Hlavny SkuSajaci — formular zverejnenia osobnych
Udajov

Annex No.4
Principal Investigator - the form of disclosure of
personal data

Novartis Vas chce poziatiao sthlas so zaradeni
niektorych prvkov VaSich osobnych Udajov
databazy s nazvom GrantPlan vedenejomestranou,
Zamerom databazy GrantPlan, ktord ve
a zadavatiom farmaceutického vyskumu poskytd
spolainog’ TTC v Spojenych Statoch americkych,
pombéd® zadavatbom vyskumu v transparentnos
tykajlcej sa nakladov na klinické skdaSanie. Datah
sa pouziva ako pomoc pre odhad nakladov na klin
skuSanie Specifickych pre diti krajinu a poskytnti
informacie benchmarkingu s é@n dosiahnt]
transparentna’sa poctivog v stanoveni nakladov n
uskut@nenie klinického skudSan

mNovartis would like to ask you for consent to
dinclusion of certain elements of your personal dat

jéeading by and to the sponsor of pharmaceu
jeesearch provide TTC company in the United Stg
tis to assist the sponsor research in the transparen
athe costs of clinical trials. The database is usetelp
odstimate the cost of clinical trials specific to
particular country and to provide benchmark
information to achieve transparency and fairnes
aassessing the cost of carrying out the clinicalgri

he

a database named GrantPlan, maintained by a (third
digarty. The aim of GrantPlan database, which is

ical
tes,

ng
5 in

Informacie sa zapisuji do databazy tak, ze n
okrem pracovnikov TTC nembze vidi&ase meng
alebo spoji VaSe miesto uskuttiovania klinického
skiSania s konkrétnym klinickym skdSanim ale
spolainog’ou zadavaila.

kioformation is entered into a database so thatm®

except the TTC workers can not see your name of
not connect the place of realization of the clihicial
2hwith the specific clinical trial or with the compaf
sponsol

(0]
can

So zretéom na uvedené tymto uklgete spoldnosti
TTC ako prevadzkovalevi suhlas so spracovani
Vasich osobnych Gdajov v rozsahu Vasho mg
kontaktnych informacii miesta uskdtmvania
klinického skaSania, nazvu klinického skuSan
zadavatta, kopie zmluvy o klinickom ski3ar
a nakladov a honorarov tykajlicich sa uchovg
Vasho miesta uskut@iovania klinického skdsani
spravcovi tejto databazy od tretej strany. VaSeébnsq
Udaje sa budld spracivaa horeuvedenym ¢alom
v informa&nom systéme - databaze GrantPlan — ¢
po dobu piatich rokov. Svoj suhlas Udgte vo
vztahu kvSetkym spracovdskym operaciani
s osobnymi Udajmi, okrem ich zverejnenia; 3
vratane ich prenosu do tretich krajin, ktoré neagtu
primeranu Urovié ochrany osobnych Udajov, vrata
Spojenych Statov americkych.

Osobné ddaje budd do uvedeného infaméto
systému GrantPlan poskytnuté spolog’ou Novartis
Slovakia s.r.o. so sidlom Galvaniho 15/A, 821
Bratislava, CO: 36 72 33 04, zapisana v Obchodn
registri Okresného sUdu Bratislava |, oddiel: S
viozka ¢. 44016/B. Tymto udaijete spolénosti
Novartis Slovakia s.r.0. suhlas s poskytnutim \as
horeuvedenych Udajov spétmsti TTC za Gelom ich
spracUvania spotmos’ou TTC v rozsahy
horeuvedeného suhlasu.

Ak vykonavate vyskum pre Novartis v inej krajina
nez Spojené Staty americké, ako su krajiny v Eyr
beriete na vedomie, Ze Spojené Staty amer
neposkytuja rovnaka Urovie ochrany,
poskytuje v Eurdpe. Udelenie tohto suhlasu
dobrovdné a neziadaju Vas o udelenie suhlasu na
zverejnenie preto, aby ste pokoaali v klinickom
skisani. Ale k& suhlas date, pombzete zhromaZ

ako sa States of America does not provide for the samell

With regard to the mention hereof, you hereby gea
mconsent to the company TTC being the data contya
2rta, process your personal data to the extent of
name, contact information of place where is
iglinical trial conduct, the name of clinical trig
nisponsor, a copy of the clinical trial agreement
néxpenses and fees related to the preservation wf
aplace for conducting clinical trial to manager bgt
database from a third party. Your personal datbbil
processed for the above mentioned purpose withan

a time-period of five years. You grant your consen
relation to all personal data processing operafi
texcept for their disclosure; and that includingirth
transfer to third countries that not provide fog game
néevel of personal data protection, including thetelh
States of America.

GrantPlan information system by the compa
OMovartis Slovakia s.r.o., with its registered seat
oalvaniho 15/A, 821 04 Bratislava, ldentificati
rdlumber: 36 72 33 04, registered with the Commer
Registry of District Court Bratislava |, SectionroS
sicnsertion No. 44016/B. Hereby you grant a conser
the company Novartis Slovakia s.r.0. to providery,
above mentioned data to the company TTC for

the extent of the above mentioned consent.
chVhen you conduct any research for Novartis
bpeuntries than the United States of America, s
ckéuntries in Europe, you should be aware the Un

[ protection as it is provided in Europe. Grantifg
tohids consent is voluntary and they are not asking
to consent to such disclosure, therefore, to caat
dihe trial. But if you give the consent, you willlpe

informacie (primeranych nakladoch Klinickych

A itdormation system - GrantPlan database - andftinat

purpose of their processing by the company TTC
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skdsaniacl

clinical trials

Ako dotknutd osoba méte pravo pozadowa zaklade
pisomnej Ziadosti:

() potvrdenie o tomgi VaSe osobné Udaje su ale
nie su spracivang;

(i) informacie o stave spraclivania VaSich osobn
udajov;

(i) vo vSeobecne zrozumiteej forme informacig
0 zdroji, z ktorého boli VaSe osobné (daje ziskaané
spracuvanie;
(iv) vo vSeobecne zrozumiteej forme zoznam
VasSich osobnych (dajov, ktoré su predmet
spracuvania;
(v) opravu alebo likvidaciu VaSich nespravnyc
neuplnych alebo neaktualnych osobnych tdajov, K
su predmetom spracivania;

(vi) likvidaciu Vasich osobnych Gdajov, ktorycltel
spracuivania sa skoily ak s predmetom spracuvan

uradné doklady obsahujuce osobné (daje, mdé#scuments containing personal data constitute

poziadd& o ich vratenie;

(vii) likvidaciu Vasich osobnych ddajov, ktoré
predmetom spracuvania, ak doSlo k porusSeniu zak

(viii) blokovanie VaSich osobnych Gdajov z dévo
odvolania suhlasu so spracovanim osobnych dajg

Ako dotknutd osoba mate pravo na zaklade piso
Ziadosti alebo osobne, ak vec neznesie odkla
prevadzkovatéa kedykdvek namietd a nepodrolsi
sa rozhodnutiu prevadzkovéite ktoré by malo pré
Vas pravne &inky alebo vyznamny dosah, ak sa tg
rozhodnutie vyda vykne na zaklade (kono
automatizovaného spraclivania VaSich osobn
Udajov. Mate pravo ziada prevadzkovatéa o
preskiimanie vydaného rozhodnutia metdédou odli§
od automatizovanej formy spracuve.

vsolely on the basis of automated processing of

You, as a data subject, are entitled to requesh @p

written request the following:

bdi) confirmation whether your personal data are@

not being processed,;

y¢h) information about the state of processing ofuy

personal data,

(iii) exact information, in a generally intelliglform,

5 about the source from which your personal data

obtained for processing,

(iv) list of your personal data, in a genera

omtelligible form, which constitute the subject tfe

processing,

th(v) rectification or erasure of your inaccura

tonEomplete or not updated personal data, wh
constitute the subject of the processing,
(vi) erasure of your personal data, if the purpo§eg

igheir processing was fulfilled; if any officia

subject of the processing, you may request
returning,

5((vii) erasure of your personal data which constitilnie
prsatbject of processing if there was a violation
applicable laws,

dqviii) blocking of your personal data due to t
vcancelation of the consent for personal d
processing.
nivgju as data subject may at any time, upon a wri

with the processor and refuse to submit to thesitati
2 of the processor, which would have legal effecta
keignificant impact on you, if such decision is m3

ypbrsonal data. You shall be entitled to ask
processor to review the issued decision by a me
notlner than automated processing.

O Ano, Tymto suhlasim, Ze spdélwg
Novartis mbze zverejii moje osobné Udaj
v suvislosti s databazou GrantPlant.

O Nie, nesuhlasim so zverejnenim moji
osobnych udajov v suvislosti s databazou GrantPIg

cdisclose my personal data in connection with

ch

o Yes, | hereby agree that Novartis m

GrantPlant database.

No, | do not agree with the publication of n
npersonal data in connection with the GrantP

databasi

Meno/Name: MUDr. Peter Letavay

SkuSajuci/

j,raquest or in person, if the matter is urgent, cbj
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