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ZMLUVA O KLINICKOM SKUSANI LIEKU PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CRFBO002H2301E1

Novartis Slovakia s.r.o.

sidlo: Galvaniho 15/A, 821 04 Bratislava

ICO: 36 723 304

DIC: 2022302425

IC DPH: SK 2022302425

zapisany: v Obchodnom registri Okresného stdu Bratislava I,

oddiel: Sro, vlozka ¢. 44016/B

v mene ktorého kona/zastipeny: Marianthi Psaha, konatel’
Mgr. Hana Mréazova, vedlca oddelenia pre klinické
skt$anie, na zdklade plnomocenstva
MUDr. Iveta Tvrda, na zdklade plnomocenstva

bankové spojenie: 1

SWIFT:

IBAN:

(d'alej ako ,,Novartis*)

konajaci vo vlastnom mene na Ziadost zadavatela -

sponzora klinického skusania:

Novartis Pharma Arzneimittel GmbH

sidlo: Roonstrasse 25, Norimberg, 90429, Nemecko

zapisany: v Obchodnom registri sidu Norimberg, registraéné
¢islo:HRB 21252

(d'alej ako ,,Zadavatel™)

Detska fakultnd nemocnica s poliklinikou Bratislava

sidlo: Limbova €. 1, 833 40 Bratislava

ICO: 00 607 231

DRC: 2020848368

ICDPH: SK 2020848368

zapisany: rozhodnutim Ministerstva zdravotnictva SR (MZ

SR) Zriadovacou listinou s t€¢innostou od 1. januara
1991

v mene ktorého konda/zastipeny: Doc. MUDr. Ladislav KuZela,
CSc., riaditel

SWIFT: - - *

IBAN:

(d'alej ako ,,InStitdcia*)

uzatvaraju v zmysle ust. § 269 ods. 2 zdkona €. 513/1991 Zb.
Obchodny zakonnik v zneni neskorSich predpisov (dalej len

,O0bZz*), tito Zmluvu o klinickom skaSani lieku (dalej len
~Zmluva*):
1. Preambula
1.1. Zmluvné strany uzatvarajo zmluvny vztah na zéklade
tejto Zmluvy vychdadzajic z existencie niZzSie uvedenych
skuto€nosti:
1.2. Klinické skGSanie bude vykonané na zadklade a v stlade

s prislusSnym povolenim Riadiaceho organu vydanym
k vykonavaniu tohto klinického skG$ania. Riadiaci
organ predstavuje Statnu institlGciu alebo organ, ktory je
zodpovedny za povolovanie a sledovanie priebehu
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AGREEMENT ON THE CONDIICT OF A CLINICAL
TRIAL OF AMEDICINE AC<IORDING TO THE
CLINICAL TRIAL PROTOCOL CRFB002H2301E1

Novartis Slovakia s.r.o.
Registered Seat: Galvaniho 15/A, 8 11 04 Bratislava
Company ID (1C0O):36 723 304

Tax ID: 2022302425

VAT ID: SK 2022302425

Registration: Commercial Regi:try of the District Court
Bratislava I, Se ;tion: Sro, Insert No.:
44016/B

Represented by: Marianthi Psaha, Executive Director
Mgr. Hana Miadazova, Head of the

Department for Clinical Trials, on the basis
ofapower of attor iey
MUDr. lveta Tvrd I, on the basis of a power
ofattorney

Bank connection:

SWIFT:

IBAN:

(hereinafter as “Novartis”)

acting in its own name at the requ :st of the sponsor - the

sponsor of the Clinical Trial:

Novartis Pharma Arzneimittel Gmbl I

Registered Seat: Roonstrasse 25, Noritnberg, 90429, Germany

Registration: Commercial Registry ofthe Nuremberg Court,
File No.: HRB2125]

(hereinafter as the “Sponsor”)

Detska fakultnd nemocnica s poliklinikou Bratislava
Registered Seat: Limbova ¢. 1, 833 10 Bratislava

Company ID: 00 607 231
Tax ID: 2020848368
VAT ID: SK 2020848368

Decision of the hlinistry of Health of the
Slovak Republic (MoH SR) by Deed of
Foundation with jffect as of January 1st
1991

Doc. MUDr. Ladis av KuZela, CSc., Director

Registration:

Represented by:

SWIFT:
IBAN:
(hereinafter as the "Institution")

conclude pursuant to Section 269 pari. 2 of Act No. 513/1991

Coll., the Commercial Code, as am>nded (hereinafter as the

“CoC™), this Clinical Trial Agreenlent (hereinafter as the

“Agreement”):

1. Preambli

1.1. The contractual parties enler into their contractual
relationship under this Ajreement based on the
existence ofthe following behiw mentioned facts:

1.2. The Clinical Trial shall be conducted under and in
accordance with the relevant permission issued by the
Governing Body for conducti ig this Clinical Trial. The
Governing Body represents a state institution or a body
responsible for permitting and monitoring of the
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1.3.

1.4.

1.5.

sledovanie
neziaducich

klinického sktSania a za
neZiaducich udalostiach a
produktov alebo liekov, zaznamenanych u Ugastnikov.
V Slovenskej republike je Riadiacim organom Statny
Gstav pre kontrolu lie€iv (d'alej len ,SUKL*). Povolenie
je sucastou dokumentacie k Protokolu.

Gdajov o
Géinkoch

Klinické skt8anie bude taktiez vykonané na zaklade a v
stlade s prislusnym kladnym stanoviskom Etickej
komisie. Etickd komisia oznacuje komisiu, ktora je
miestne prislusna pre pracovisko (centrum), v ktorom sa
bude vykonavat klinické skuSanie. Jej Ulohou je z
etického hladiska zhodnotit ciele klinického skuSania a
s nimi spojené rizikda pre Ucgastnikov eSte pred
zaCiatkom Kklinického skt3ania. Kladné stanovisko
Etickej komisie je si€astou dokumentéacie k Protokolu.

Novartis je splnomocnenym zastupcom Zadavatela
klinického sktSania v Slovenskej republike podla § 29
ods. 10 zadkona ¢. 362/2011 Z. z. o liekoch a
zdravotnickych poméckach a o zmene a doplneni
niektorych zdkonov v zneni neskorSich predpisov (dalej
len ,,Zakon o liekoch*), konajdci auzatvarajici tato
Zmluvu vo vlastnom mene, a ma zaujem realizovat
klinické skuSanie vyvinutého produktu alebo lieku
v InStitdcii podla podmienok definovanych v tejto
Zmluve (plnomocenstvo spolu sjeho Gradne
osved€enym prekladom do slovenského jazyka vratane
vypisu z obchodného registra Zadavatela bude
predloZzené InStitlicii pri podpise Zmluvy, pokial jej
tieto dokumenty neboli poskytnuté uz skor, ato aj
v stvislosti s inym klinickym skd$anim). V zmysle
ustanovenia § 29 ods. 10 Zakona o liekoch uvedené
nezbavuje Zadavatela zodpovednosti za klinické
skuSanie lieku, t.j. v pripade, ak si nesplni svoje
zakonné alebo zmluvné povinnosti Novartis, tak tieto
povinnosti splni Zadavatel, v primeranej rozumnej
lehote na zéklade pisomného upovedomenia InStitlcie
doru¢eného Zadavatelovi, pri poskytnuti vSetkych
podkladov (v slovenskom jazyku) a sG¢innosti zo strany
InStiticie, ¢o Zadavatel berie na vedomie a vyplyva aj
zo vztahu Novartis-Zadéavatel'; okrem uvedeného
pripadu Zadéavatel' nie je povinny plnit povinnosti
ustanovené pre Novartis podla tejto Zmluvy a za
plnenie tychto povinnosti je primadme zodpovedny
Novartis.

Institdcia je poskytovatelom zdravotnej starostlivosti a
disponuje vsetkymi technickymi prostriedkami, ktoré
Novartis potrebuje pre vykonéavanie klinického
skG8ania, aje schopné zabezpecit realizaciu klinického
skuSania podla podmienok definovanych v tejto Zmluve
a vSeobecne zavédznych pravnych predpisov. InStitdcia
prehlasuje aruci, Ze jej zariadenia, ktoré sa maji pouzit
na vykon klinického skt3ania, riadne spifaji podmienky
stanovené platnymi zdkonmi a ostatnymi smernicami
$pecifikovanymi v bode 3.8. tejto Zmluvy, azZe boli
schvélené Riadiacim organom.
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1.3.

1.4.

1.5.

progress ofthe Clinical Trial £nd for monitoring data on
adverse events and adverse reactions to products or
medicines, recorded in the P irticipants. In the Slovak
Republic, the State |Institution for Drug Control
(hereinafter as the “SIDC”) acts as the Governing Body,
The permission forms apart of the Protocol
documentation.

The Clinical Trial shall also be conducted under and in
accordance with the relevant favourable opinion of the
Ethics Committee. The Ethi;s Committee represents
a competent local committee with regard to the site
(centre), where the Clinical Tiial is to be conducted. Its
role is to evaluate the object ves of the Clinical Trial
and associated risks for the Paticipants from the ethical
standpoint, prior to the comn encement of the Clinical
Trial. Such favourable opinioi of the Ethics Committee
forms a part ofthe Protocol documentation.

Novartis is an authorised reprtentative of the Sponsor
of the Clinical Trial in the Sic vak Republic pursuant to
Section 29 para. 10 of Act No. 362/2011 Coll, on
Medicinal Products and M jdical Devices and on
Amendments to Certain Laws, as amended (hereinafter
as the “Medicinal Products Act”), acting and
concluding this Agreement ii its own name, and is
interested in conducting the Clinical Trial of
a developed product or medici ie in the Institution under
the conditions defined in this Agreement (the power of
attorney together with its cer ified translation into the
Slovak language, including the extract from the
Commercial Registry of the S Donsor, will be submitted
to the Institution upon signing the Agreement, unless
those documents were submitted to it earlier, and that
even in connection with mother Clinical Trial),
Pursuant to the provision of 5ection 29 para. 10 of the
Medicinal Products Act, the mentioned does not exempt
the Sponsor from its responsib ility for the Clinical Trial
of the medicine, i.e. in case ‘'Jovartis fails to fulfil its
legal or contractual obligations, those obligations shall
be fulfilled by the Sponsc>, within an adequate
reasonable time-period upon iwritten notice delivered
by the Institution to the Sponsc>r, whereby the Institution
shall provide all underlying materials (in the Slovak
language) and assistance, what  the Sponsor
acknowledges and what deri\ed from the relationship
between Novartis and the Spcinsor, as well; except for
the mentioned case, the Spons or is not obliged to fulfil
obligations imposed on Nova tis under this Agreement
and Novartis is primarily resp<msible for fulfilling those
obligations.

The Institution is a healthcare provider and disposes of
all technical equipment, w nch Novartis needs to
conduct the Clinical Trial, aid is capable of ensuring
the conduct of the Clinical Trial under the conditions
defined in this Agreement aiid general binding rules,
The Institution represents and warrants that its
equipment, to be used for thi; conduct of the Clinical
Trial, properly meet the conditions stipulated by
applicable laws and other gu defines specified in para
3.8. hereof, and that they were approved by the
Governing Body.
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1.6.

1.7.

1.8.

1.9.

Skusajlci oznaCuje zdravotnickeho pracovnika (lekara)
s potrebnou kvalifikdciou, ktory je zamestnancom
Institicie, je odborne zodpovedny za vykonévanie
klinického skd$ania v danom mieste skdi8ania, a pokial
klinické skuSanie v jednom mieste vykonava tim osdb,
je SkusSajlci veducim, ktory nesie zodpovednost' za cely
tim, avtakomto pripade sa oznacuje aj ako Hlavny
Skusajuci.

Ucastnik oznaGuje Gcastnika klinického skt3ania, osobu
(pacienta alebo zdravého dobrovolnika), ktory sa na
zaklade informovaného sdhlasu zUcasthuje klinického
skuSania a ktorému sa mé& podavat alebo podava
skusany produkt alebo liek.

Organizécia na klinicky vyskum (CRO) oznacuje kazdu
organizéaciu, s ktorou Novartis uzavrie zmluvu o
vykonani niektorych alebo vSetkych prav a/alebo
povinnosti, ktoré ma ako zadavatel' alebo zastupca
zadavatela v Slovenskej republike v slvislosti s
klinickym skasanim produktu alebo lieku.

Novartis resp. Zadavatel je povinny postupovat podla
ustanovenia § 43 pismeno h) Zakona o liekoch, ato
uhradit vSetky ndaklady spojené s: (i) klinickym
skGSanim vratane nékladov na skGSané humaénne
produkty, skd$ané humaéanne lieky a humanne lieky
uvedené v Protokole a néakladov spojenych s
laboratérnymi, zobrazovacimi a inymi vySetreniami
uvedenymi v Protokole a ndakladov slvisiacich s
poskytnutim Udstavnej zdravotnej starostlivosti, ak je
poskytnutd v sdvislosti s klinickym skasanim, (ii)
lieCbou zdravotnych komplikéacii a pripadnych trvalych
nasledkov na zdravi vzniknutych Ugastnikovi v
dosledku klinického skd8ania, (iii) uzatvorenim zmluvy
o poisteni zodpovednosti Zadavatela za $kodu
spdsobent Ucgastnikovi, ak by v stvislosti s klinickym
skusanim dosSlo k poSkodeniu zdravia alebo Umrtiu
Ucastnika, (iv) uzatvorenim zmluvy o poisteni
zodpovednosti InStiticie za Skodu, ktorda moéze byt
spdsobena Ucgastnikovi; a Novartis sa zavazuje tieto
naklady uhradit.

Zmluvné strany vyhlasujd, Ze pred uzavretim tejto
Zmluvy dokladne zvazili rizikd a obtiaze, tieto
porovnali s oéakdvanym prinosom pre Uégastnikov a pre
verejny zaujem a doSli k zaveru, Ze ocCakavany prinos
tohto klinického skuSania ospravedliiuje pripadné
predvidatel'né rizikdé a obtiaze. Zmluvné strany
vyhlasujl, Ze si nie st vedomé Ziadnych prekazok, ktoré
by branili tomu, aby sa dohodli na predmete, Gcele a
vSetkych ostatnych ustanoveniach tejto Zmluvy.

Klinickym ska$anim podla tejto Zmluvy je Predizenie
klinického skdSania RAINBOW na vyhodnotenie
dlhodobej G¢innosti a bezpeénosti ranibizumabu v
porovnani s laserovou lie€bou unezrelych deti s
retinopatiou nedonosenych (dalej len ,klinické
skUSanie“) podla Protokolu ¢. CRFBO002H2301ElI
(d'alej len ,,Protokol®).
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1.6.

1.7.

1.8.

1.9.

1.11.

The Investigator means a properly qualified healthcare
professional (physician), wh ) is an employee of the
Institution, responsible as a professional for the conduct
of the Clinical Trial at the n spective trial site, and in
case the Clinical Trial is cond icted by a team of persons
at a single site, the Investigator is the supervisor being
responsible for the whole team, whereby the
Investigator shall be indicat2d also as the Principal
Investigator in such case.

The Participant represents a Cfinical Trial participant, a
person (a patient or ahealthy volunteer), who
participates in the Clinical [rial on the basis of an
informed consent and to vhorn the investigational
product or medicine is to be administered or is being
administered.

The Clinical Research Organ sation (CRO) means any
organisation, with which Novartis concludes an
agreement on the exercise oi some or all of its rights
and/or obligations as the spoiisor or arepresentative of
the sponsor in the Slovak Re Dublic in connection with
the Clinical Trial ofthe produi:tor medicine.

Novartis, event, the Sponsi> is obliged to follow
provisions of Section 43 (h) 9f the Medicinal Products
Act, and that to pay all costs associated with: (i) the
Clinical Trial, including costs for investigational human
products, investigational nedicines and human
medicines stated in the Protoc dl, as well as costs related
to laboratory, imaging and otller examinations stated in
the Protocol and costs conn :cted with inpatient care
provision, if it is provided il relation to the Clinical
Trial, (ii) treatment of h(:alth complications and
eventual permanent effects orithe health caused to the
Participant due to the Clinica Trial, (iii) conclusion of
a contract of liability insuranc e by the Sponsor for any
damage caused to the Partieipant, if any damage to the
health of, or death of the Participant occurred in
connection with the Clinical Trial, (iv) conclusion of
a contract of liability insuranc : by the Institution for any
damage that may be cau>ed to the Participant;
and Novartis undertakes to pa; ' those costs.

The contractual parties repre >ent that, before entering
into this Agreement, they dul/ considered all risks and
difficulties, which they corspared to the expected
contribution to the Participai ts and to public interest,
whereby the contractual paties concluded that the
expected contribution of this Clinical Trial apologises
eventual foreseeable risks and difficulties. The
contractual parties represent that they are not aware of
any restraints preventing them from agreeing on the
subject matter, purpose and c1l the other provisions of
this Agreement.

The Clinical Trial under this Agreement is RAINBOW
extension study: an extension study to evaluate the long
term efficacy and safety of RAnibizumab compared
with laser therapy for the tr ;atment of LNfants BOm
prematurely W ith retino lathy of  prematurity
(hereinafter as the “Clinical Trial”) according to the
Protocol No. CRFB002H23 )1E1 (hereinafter as the

“Protocol”).
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2.1.

2.2.

2.3.

2.4.

Hlavnym SkaSajucim alebo SkuSajici je MUDr. Dana
Tom¢ikova PhD, MHA, ktord sa obozndmila so znenim
tejto Zmluvy a sjej obsahom a pravami a povinnostami
SkuSajluceho sthlasi, ¢o potvrdzuje aj podpisom tejto
Zmluvy.

2. Predmet zmluvy
Toto klinické skuSanie lieku je biomedicinsky vyskum
na €loveku na zéaklade zdravotnej indikacie podla § 26

az 34 zékona ¢ 576/2004 Z. z. o zdravotnej
starostlivosti, sluzbach suvisiacich s poskytovanim
zdravotnej starostlivosti a o zmene a doplneni

niektorych zdkonov v zneni neskor$ich predpisov (dalej
len ,,Z&kon o zdravotnej starostlivosti“) a klinické
skuSanie liekov podla § 29 az 44 Zakona o liekoch.
Predmetom tejto Zmluvy je zavazok InstitGcie umoznit
na svojich pracoviskach klinické skuSanie lieku
a svyuzitim vetkych technickych prostriedkov
vykonat klinické skGSanie podla tejto Zmluvy a
Protokolu, ktoré v prospech Novartisu vykoné Institicia
prostrednictvom zamestnancov InStiticie (SkuSajuci,
spoluskus$ajici) v sulade s terminmi a podmienkami
Protokolu klinického sktSania podla Prilohy ¢. 1 tejto
Zmluvy. V spojeni s tym InStitdcia vytvori podmienky,
poskytne v prospech Novartisu potrebné sluzby,
zabezpe€i spravne uchovavanie skuSanych produktov
alebo liekov a ich bezpeénd manipulaciu podla
pozZiadaviek Zakona o liekoch a vnltornych predpisov
Institdcie, plynuly  pristup  SkdSajiceho k  nim,
zabezpeci, umozni abude niest zodpovednost za to,
aby SkduaSajluci aini zamestnanci InStitGcie dodrzali
vietky zavazky a povinnosti tak, ako je uvedené v
Prilohe ¢. 1 a vyvinie primerané Usilie na dodrzanie
¢asového planu uvedeného v Prilohe ¢ 1; kazdé
omesSkanie bez odkladu ohladsi Novartisu a vSemozne sa
bude usilovat ¢asovl stratu vyrovnat. InStitdcia sa tiez
zavdzuje, ze pocas  klinického skuSania  bude
v zariadeniach InStitGcie k dispozicii konzultatné miesto,
kde SkuSajuci a ostatni kompetentni pracovnici InStiticie
budld moct poskytndt nevyhnutné informécie vSetkym
Ucastnikom.

Zmluvné strany si nie st vedomé Ziadnej prekazky,

ktora by branila alebo by mohla branit nasledujicim

vyhlaseniam:

- SkusSajaci je ako lekéar plne kvalifikovany bez
akéhokol'vek obmedzenia prijimat vSetky lekarske

rozhodnutia tykajice sa Ugastnikov, ktoré sa
v stvislosti s klinickym skd8anim urobia alebo
bude potrebné urobit, a poskytovat vSetku
zdravotnd  starostlivost  sGvisiacu s klinickym

skusanim, k vykonu ktorej sa InstitGcia a SkGSajdci
touto Zmluvou zavazuju,

- vSetky osoby, ktoré sa budd
vykonavani klinického sku$ania, st pre plnenie
svojich  Gloh  odborne vzdelané a disponuja
prislusnymi vedomostami a skGsenostami.

InStitGcia a SkuSajuci sa zoznamili so spravnym

pouzivanim a vlastnostami hodnoteného produktu alebo

podielat na
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1.12.

2.1.

2.2.

2.3.

2.4.

The Principal Investigator or he Investigator is MUDT.
Dana Tomcikova PhD, MHA who acquainted with the
wording of this Agreement ar d agrees with the content
hereof, as well as with righ s and obligations of the
Investigator, and in witness thereof he/she signs this
Agreement.
2. Subject Matter of th : Agreement

This Clinical Trial of a medicine represents a
biomedical research in hum ins based on a medical
indication according to Sect! ms 26 to 34 of Act No.
576/2004 Coll, on Health ;are, Healthcare-Related
Services and on Amendmerts to Certain Laws, as
amended (hereinafter as the ‘Healthcare Act”) and a
Clinical Trial of medicines in accordance with Sections
29 to 44 of the Medicinal Prod ucts Act.

The subject matter ofthis Agr*:ement is the commitment
of the Institution to enable he Clinical Trial of the
medicine to be conducted at it1sites, and to conduct the
Clinical Trial under this Agieement and the Protocol
with the use of all technical e juipment, and that by the

Institution through the emp oyees of the Institution
(Investigator, co-investigatois) for the benefit of
Novartis and in accordanc2 with the terms and

conditions of the Protocol of tie Clinical Trial pursuant

to Annex No. 1 hereof. n this connection, the

Institution shall create cond tions, provide necessary

services to Novartis and eifsure proper storage of

investigational products or iifedicines and their safe
handling pursuant to the requ rements of the Medicinal

Products Act and internal eules of the Institution,

provide continuous access to them for the Investigator

and shall ensure, enable, and take responsibility for that
the Investigator and other em aloyees of the Institution
comply with all their commitments and obligations in
the manner set out in Anne ; No. 1 and shall make
reasonable effort to follow he timetable defined in

Annex No. 1; it shall prompty notify Novartis of any

delay and make all possible ef fort to set off such loss of

time. The Institution also undertakes to ensure a

consultation place, available ii its facilities during the

Clinical Trial, where the Invest gator and other competent

employees of the Institution m ay provide all Participants

with necessary information.

The contractual parties are n )t aware of any restraint

preventing them or which inay prevent them from

declaring the following:

- The Investigator is a fully and without any limits
qualified physician to mike all medical decisions
regarding the Participants that shall be or will need
to be made in connectioii with the Clinical Trial,
and to provide all healtl care associated with the
Clinical Trial, which the 1istitution and Investigator
undertake to provide unde mthis Agreement,

- All persons to participate n conducting the Clinical
Trial are professionally :ducated and dispose of
relevant knowledge and experience in order to
perform their tasks.

The Institution and the Invtstigator acquainted with

correct use and characteristi ;s of the investigational
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2.5.

3.1.

3.2.

3.3.

lieku, ako aj so v8etkymi informaciami obsiahnutymi v
prislusnych dokumentoch a Protokole, a budu
postupovat vzdy a len v stlade s nimi.

InStiticia a SkaSajuci prehlasuja, Zze Skusajaci je
zdravotnickym pracovnikom a poskytuje zdravotnu
starostlivost na zaklade pracovnopravneho alebo iného
zmluvného vztahu s InStitdciou a SkdSajaci bude
vykonavat Ulohy podla tejto Zmluvy v mene a v ramci
InStiticie a nie ako samostatny poskytovatel zdravotnej
starostlivosti v zmysle platnych pravnych predpisov.
InStitdcia v plnom rozsahu zodpovedd za plnenie
povinnosti SkaSajuceho vyplyvajlacich z tejto Zmluvy
aje povinna zabezpecit riadne plnenie tychto
povinnosti zo strany SkudSajlceho.

Zakladné podmienky realizacie klinického ska$ania
Klinické sku3anie sa moze zafat aZ po pisomnom
kladnom stanovisku vydanom Etickou komisiou a
schvaleni Riadiacim orgdnom opravnenym povolovat a
kontrolovat vykonavanie klinického skdSania. Tieto
dokumenty si pre zacatie klinického sk(Sania
nevyhnutné.

Klinické skU3anie sa zacne realizovat hned ako nastanu

vSetky nasledovné udalosti:

3.2.1. budu Institacii predloZzené nasledovné
dokumenty (a) origindl alebo osved¢enad kdpia
pravoplatného rozhodnutia SUKL o povoleni
klinického skuSania, alebo dokumenty
preukazujice skuto¢nost, Ze nastali okolnosti
podla 8 35 ods.6 Zakona o liekoch , ktoré tvoria
prilohu €. 5 tejto Zmluvy, (b) kladné stanovisko
Etickej komisie k etike klinického skuSania,
ktoré tvori prilohu €. 6 tejto Zmluvy, (c) Protokol
a skratend verzia Protokolu v slovenskom jazyku
alebo v inom jazyku spolu s dradnym prekladom,
ktory tvori prilohu ¢ 7 Zmluvy, (d) originéal
alebo osvedéent koépiu poistného certifikatu,
resp. poistnej zmluvy, ktord zahffia poistenie
Institdcie ako poskytovatela zdravotnej
starostlivosti kde sa klinické skd3anie vykonava
ato poistenie v rozsahu potrebnom pre
vykonéavanie klinického skuSania, ktory tvori
prilohu €. 3 Zmluvy, (e) originéal alebo osved¢enu
képiu poistného certifikatu, resp. poistnej zmluvy
o poisteni zodpovednosti Zadavatela za Skodu
sposobent  Ugastnikom, ak by v sdvislosti
s klinickym skuSanim  doSlo  k poSkodeniu
zdravia alebo amrtiu Ugastnika, (f) formular
informovaného suhlasu U¢astnika;

3.2.2. InStiticia a Hlavny skGSajuci boli informovani
o doteraz zistenych neocakdvanych neziaducich
G¢inkoch klinického skt3ania alebo
Medicinskych produktov, ak takéto boli.

Klinické skuSanie sa vykonadva len na pracovisku (v
centre) alebo na pracoviskdch (v centrach), ktoré su
uvedené v Prilohe ¢ 1 tejto Zmluvy. InStiticia

a SklSajaci zabezpe€i a pisomne potvrdi, Ze kazdé
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2.5.

3.2.

3.3.

product or medicine, as wel as with all information
included in respective docu nents and the Protocol,
whereby they shall at all times proceed strictly in
accordance with them.

The Institution and the Inve:tigator represent that the
Investigator is a healthcare frofessional and provides
healthcare on the basis of in employment or other
contractual relationship with t le Institution, and that the
Investigator shall perform ta;ks under this Agreement
on behalf of and within the Institution and not as an
independent healthcare prov der in accordance with
applicable laws. The Inslitution shall be fully
responsible for the performanee of the Investigator's
obligations arising out of tlis Agreement and shall
ensure proper fulfilment of those obligations by the
Investigator.

Basic Conditions for the Condi ct of the Clinical Trial

The Clinical Trail may only commence after

a favourable opinion of the E hies Committee is issued

and approval by the Govern ng Body, empowered to

authorise and supervise the conduct of the Clinical

Trial. Those documents ;ire necessary for the

commencement ofthe Clinical Trial.

The Clinical Trail shall be

following events occur:

3.2.1. The following documc nts are submitted to the
Institution (a) original 3r a certified copy of the
final decision ofthe SII)C on authorisation of the
Clinical Trial, or docuinents evidencing the fact
that circumstances uneer Section 35 para. 6 of
the Medicinal Product:; Act occur, which form
Annex No. 5 hereof, (b) favourable opinion
issued by the Ethics C<immittee on the ethics of
the Clinical Trial, which forms Annex No. 6
hereof, (c) the Protocol and an abbreviated
version of the Protocol in the Slovak language or
in another language together with a sworn
translation, which form Annex No. 7 hereof, (d)
original or a certifiée copy of the insurance
certificate, event, insurance contract, which
includes insurance of the Institution being the
healthcare provider wl ere the Clinical Trial is
conducted, and that insurance to the extent
necessary for the conduct of the Clinical Trial,
which forms Annex Nc . 3 hereof, (e) original or
a certified copy of tle insurance certificate,
event, insurance contra :t of liability insurance of
the Sponsor for any damage caused to the
Participants, if any dainage to the health of, or
death of the Participart occurred in connection
with the Clinical Trial, f) informed consent form
of the Participant;

3.2.2. The Institution and tlle Principal Investigator
were informed about ;'et identified unexpected
adverse reactions to the Clinical Trial or
medicinal products, ifalv.

The Clinical Trail shall onl) be conducted at a site

(centre) or at sites (centres) lis :ed in Annex No. 1 of this

Agreement. The Institution an 1lnvestigator shall ensure

and confirm in writing that all necessary equipment and

launched once all the
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3.4.

3.5.

3.6.

pracovisko mé& nevyhnutné zariadenia a persondl na
vykonanie klinického skdSania a Ze tieto podmienky sa
nezmenia po celd dobujeho vykonavania.

Zadavatel, Novartis a CRO (ak existuje) s opravneni
vykonat in8pekciu kazdého navrhnutého pracoviska
pred zaciatkom i v priebehu klinického skG8ania s
cielom presved¢it sa, Zze pracovisko je vhodné a ma
v8etky potrebné zariadenia a personal na vykonanie
klinického skudSania.

K zmene miesta pracoviska (centra), v ktorom sa
vykonava klinické skaSanie, a k ukonéeniu (casti
Skusajiceho na vykonavani klinického skudSania,
k zmene ¢i doplneni SkuS$ajiceho, mdéze prist len na
zaklade pisomnej dohody Novartisu a InStiticie; na
nového sklSajliceho sa v takom pripade pouZziju vsetky
ustanovenia Zmluvy o SkGSajicom. Novartis mé& pravo
vybrat pre klinické skaSanie alebo zamietnut
akéhokolvek nového skuSajuceho, ktorého navrhne
InStitdcia. Povinnostou nového skuSajuceho bude
zaviazat sa k plneniu podmienok stanovenych touto
Zmluvou; InStitGcia sa zavazuje zabezpelit takyto
zavazok a suhlas nového skdSajuceho. Pokial sa
Novartis a InStiticia nedohodn( na novom sku$ajicom
v lehote 30 dni od odstipenia pévodného Skusajlceho,
Novartis je opravneny od tejto Zmluvy odstapit s
okamZitou platnostou.

SklSajuci moze podla svojho uvéazenia urcit dalSie
osoby spomedzi zamestnancov Institacie ako
spoluskus$ajucich, ktori budd asistovat pri vykonavani
klinického skuSania. SkuSajaci alebo InStiticia su
povinni do 7 dni od uréenia kazdej takejto osoby
oznamit identifikacné (daje tejto osoby Novartisu;
uvedené rovnako plati pri akejkol'vek zmene takychto
osdb. Novartis ma pravo vyslovit nesthlas s c¢astou
konkrétnej osoby v klinickom skd$ani, a to do 7 dni od
doru€enia oznadmenia Udajov o takejto osobe alebo o
zmene takejto osoby, a zarovefi mé povinnost oznamit
tento svoj nesthlas SkuSajucemu alebo InStitacii.
InStitGcia a SkuSajlci st povinni zabezpecit, Ze osoba,
voci ktorej bol takyto nesthlas vysloveny, sa klinického
skUSania nezUcastni. InStitdcia ani SkuSajuci neposkytni
spolusku8ajucim Zziaden Material, pokial nebudd mat
suhlas (resp. marne neuplynie doba na vyslovenie
nesthlasu) od Novartisu na menovanie spoluskd3ajtcich
do ich funkcie. VSetci spoluski$ajici budd adekvatnym
sposobom preSkoleni, v€as menovani a priebezne bude
vedeny ich aktualny zoznam. Sku(3ajlci zodpoveda za
vedenie timu spoluskd3ajucich, na ktorych sa budd vo
vietkych ohladoch vztahovat rovnaké podmienky ako
na SkuSajuceho na zéaklade tejto Zmluvy. InStiticia a
SkaSajluci  zodpovedaju za sluzby poskytované
pracovnikmi InStitdcie a zavazujd sa, Ze poskytovanie
vietkych sluzieb bude zverované kompetentnym
osobam. SkuGS$ajdci a InstitGcia budd ukladat vSetky
prislusné pokyny k plneniu dloh vyplyvajacich z tejto
Zmluvy osob&m podielajitcim sa na vykonavani
klinického skd8ania v stlade s pokynmi Novartisu.

Zmluva o klinickom skdS$ani - verzia 28.6.2016
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3.4.

3.5.

3.6.

staff is available at each sit: for the conduct of the
Clinical Trial and that those conditions will not change
during the entire period ofthe Clinical Trial.

The Sponsor, Novartis and CItO (if any) are authorised
to inspect each proposed site | efore commencement and
during the conduct of the ( linical Trial in order to
ascertain that the site is apprc priate and disposes of all
facilities and staff necessary for the conduct of the
Clinical Trial.

Any change of the site (centre ) where the Clinical Trial
is conducted, or terminatien of the Investigator's
participation in the Clinical rial, any replacement or
adding of the Investigator, shall be executed by
a written agreement between Novartis and the
Institution; all provisions regarding the Investigator
under the Agreement shall be applied to the new
investigator in such case. Novartis is entitled to appoint
for the Clinical Trial, or refise any new investigator
proposed by the Institution. Any new investigator shall
undertake to fulfil the coneitions stipulated by this
Agreement; the Institution ui dertakes to arrange such
commitment and consent of the new investigator,
Unless Novartis and the In;jtitution agree on anew
Investigator within 30 days fiom the resignation of the
original Investigator, Novarti >is entitled to withdraw
from this Agreement with imn ediate effect.

The Investigator may, at his/h :r own discretion, appoint
other persons among employe :s of the Institution as co-
investigators to provide their assistance in the conduct
of the Clinical Trial. The Inv(:stigator or the Institution
are obliged to notify Novartis of identification details of
such person within 7 days of appointment of such
person; the same applies to any replacement of such
persons. Novartis has the right to express its
disagreement with participatio a of a particular person in
the Clinical Trial within 7 cays of the delivery of a
notification of details of such person or of replacement
of such person, and is at the s; me time obliged to notify
the Investigator or the Institition of such disapproval,
The Institution and Investiga or are obliged to ensure
that the person against whon such disapproval was
expressed may not participate in the Clinical Trial. The
Institution and Investigator shall not provide the co-
investigators with any Material without the consent of
Novartis (event, after the period for expressing
disagreement expired) to assi;n the co-investigators to
their positions. All co-inv<:stigators shall undergo
adequate requalification and irill be appointed in time,
with a current list of them to be maintained on a
continuous basis. The Invesiigator is responsible for
supervision of the team of co investigators, being in all
respects subject to the sime conditions as the
Investigator under this Agree nent. The Institution and
the Investigator are responsibls for services provided by
the employees of the Instituth n and undertake that only
competent persons will be ertrusted with provision of
all services. The Investigatoi and the Institution will
issue all instructions relevan ; for the performance of
tasks under this Agreement t) persons participating in
the conduct of the Clinical Trial in accordance with the
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3.7.

3.8.

3.9.

Ak SkuSajici alebo InstitGcia pouZije na vykonanie
niektorej analyzy ¢€i vySetrenia, ktoré je potrebna pre
Gcely klinického skuS$ania, externé laboratérium,
presved¢i sa, €i je dostato¢ne materidlne a personélne
vybavené na to, aby kompetentnym a profesionalnym
sposobom vykonéavalo €innost v stlade s poZiadavkami
spravnej laboratérnej praxe; InStiticia alebo Skusajuci
moZe pouzit externé laboratérium na vykon len tych
analyz avySetreni, ktoré podla tejto Zmluvy alebo
Protokolu alebo ozndmenia Novartisu nemajd byt
vykonané v centralnych laboratériach pre klinické
skusanie alebo inych laboratériach uréenych
Novartisom. Okrem vyuZzivania zmluvnych laboratérii
podla predchéadzajacej vety alebo podla iného
pisomného vyjadrenia Novartisu, SkuSajaci alebo
InStitdcia nezru$i alebo neodstipi od Ziadnej sucasti
prace, ktord méa na zaklade Zmluvy vykonat, a nenecha
plnit nijaké povinnosti podla Zmluvy inej osobe. Aj
v pripade sthlasu Novartisu so subdodavkou, Institicia
a SkuO3ajuci zodpovedaju akoby Cinnosti vykonali sami.
Vykonéavanie laboratérnych vySetreni ku klinickému

skiSaniu bude zabezpecené, v pripadoch uréenych
Novartisom priamo zo strany Novartisu resp.
Zadavatela osobitnymi zmluvami s prislusnymi
laboratériami a Novartis ozndmi tieto laboratéria
Institacii.

Pred zaciatkom klinického sku$ania poskytne Novartis
SkuSajucemu, priamo alebo prostrednictvom CRO (ak
existuje), Protokol a dalSie stivisiace dokumenty, ako aj
vietky dolezité farmakologické, toxikologické a
klinické informécie, ktoré s0 potrebné pre spravne
naplanovanie a vykonanie klinického sktSania (dalej
len ,,Stvisiaca dokumentacia®“). Tieto informécie bude
podla potreby aktualne dopifiat i v priebehu klinického
skG$ania. Povinnost Novartisu poskytovat informaécie
sa nevyZzaduje v pripadoch, ak st tieto informécie l'ahko
dostupné v publikovanych materidloch, alebo ak sa da
opravnene predpokladat, Ze SkaS$ajuci ma vzhladom na
svoje profesionadlne vzdelanie dostato¢né vedomosti o
tejto problematike, avSak aj vtakomto pripade, ak
SkusSajlci alebo InStiticia Novartis o takGto informéciu
poziada, Novartis predmetnd informéaciu poskytne.

InStiticia a SkuSajuci vykonajd klinické sktGSanie v
stlade s platnymi pravnymi predpismi, a to najma
Zakonom o zdravotnej starostlivosti, Zdkonom o liekoch,
vykonavajdcimi predpismi Ministerstva zdravotnictva
Slovenskej republiky najma o poziadavkach na klinické
ska8anie a spravnu klinickl prax a na pracovisko, na
ktorom sa vykonédva klinické skaSanie, nariadeniami,
smernicami a etickymi predpismi, a v zhode s
podmienkami a zasadami stanovenymi:

a) v povoleni vydanom na vykonanie klinického
skiSania Riadiacim orgdnom a pripadnymi
dal§imi inStiticiami ako vyplyva z prislusnych
ustanoveni tejto Zmluvy;

Zmluva o klinickom skdsani - verzia 28.6.2016
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3.7.

3.8.

3.9.

instructions given by Novartis
If the Investigator or the In ijtitution make use of an
external laboratory for the ccnduct of any analysis or
examination necessary for the purposes of the Clinical
Trial, they shall ascertain that such laboratory disposes
of sufficient material equipment and staff in order to
perform its activity in a coinpetent and professional
manner and in accordance wi h the requirements of the
good laboratory practice; the Institution or the
Investigator are entitled to iaake use of an external
laboratory for the conduct o ‘only such analyses and
examinations, which shall not be conducted, under this
Agreement, the Protocol, or the notification of Novartis,
in central laboratories for the Clinical Trial or in other
laboratories determined by N >vartis. In addition to the
use of contractual laboratori:s pursuant to preceding
sentence or to any other written statement of Novartis,
the Investigator or the Institition shall not cancel or
withdraw from any part of tlleir work to be executed
under the Agreement, and shall not assign any
obligations under the Agree nent to another person,
Even if Novartis agrees \ tth a subdelivery, the
Institution and the Investigato shall be responsible as if
they had performed such activities themselves,
Performance of laboratory examinations related to the
Clinical Trial shall be ensure«l, in cases determined by
Novartis, directly by Novarti i, event, by the Sponsor,
via separate contracts with he relevant laboratories,
whereby Novartis shall notifj' the Institution of those
laboratories.
Prior to the commencemen of the Clinical Trial,
Novartis shall provide the Investigator, directly or
through a CRO (if any), witi the Protocol and other
related documents as well as all important
pharmacological, toxicologica and clinical information
which is needed for correct pi inning and conduct of the
Clinical Trial (hereinafter as the “Related
Documentation”). Novartis shall update  such
information as necessary, even in the course of the
Clinical Trial. The obligatioii of Novartis to provide
information is not required, if such information is easily
available in published mat jrials, or if it can be
reasonably assumed that the h Lvestigator has, as a result
of his/her professional education, sufficient knowledge
of the relevant issue, however, also in such case,
Novartis shall provide respcctive information if the
Investigator or the Institution iequire so.
The Institution and the Investigator shall conduct the
Clinical Trial in accordance with applicable laws, in
particular with the Healthcare Act, the Medicinal
Products Act, implementing r jgulations of the Ministry
of Health of the Slovak Repul)lic mainly with regard to
the requirements for clinical trials and good clinical
practice, and for the site, wh«re the Clinical Trial is to
be conducted, orders, directives and ethical regulations
and in line with the conditions and principles set out in:
a) The permission issued by the Governing Body
or eventually by aly other institutions for
conducting this Clin cal Trial, as provided in
the relevant provisioi s of this Agreement,
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c)

d)

e)

f)

v Protokole a vSetkych jeho dodatkoch
vydanych Novartisom a ozndmenych Institacii,
ktoré sa takto stavaju st€astou podmienok tejto
Zmluvy. Zmenu, poruSenie postupu Ci
odchylku od Protokolu mo6ze vykonat len v
pripade, Ze je nutné vylu¢it okamzité
nebezpeéenstvo hroziace Ugastnikovi, pricom
je povinnost tato skutoénost okamzite oznamit
Novartisu akoukolvek formou, pisomne v3ak
najnesk6r do 2 dni od okamziku, kedy tato
skuto¢nost nastala, a v pripade ak to stanovuje
pravny predpis, Zmluva alebo Protokol,
oznamit tato skutonost aj Etickej komisii €i
Riadiacemu orgéanu;

v inStrukcii Novartisu nazvanej ,Priru¢ka pre

skusajuceho* (Investigator’s Brochure)
obsahujlicej vSetky v stcasnej dobe zndme
informéacie o produkte / lieku pouzitom
v klinickom sktSani a jeho vlastnostiach.
Prirucku Novartis odovzdal SkuSajicemu
a bude ju aktualizovat v periodicite

vyZzadujucej stavom klinického skuSania alebo
stanovej pravnymi predpismi. Priruc¢ka bude
pripojend k dokumentacii klinického skd3ania;
vS8eobecnymi podmienkami Novartisu (pokial
ich  Novartis vydal aposkytol InStitacii)
o vykonavani klinickych skd$ani, s vynimkou
tych podmienok, ktoré si modifikované touto
Zmluvou;

Spravnou klinickou praxou (GCP ICH) a
podmienkami vychéadzajacimi z Helsinskej
deklaracie. Spravna klinicka prax (GCP ICH)
oznatuje medzindrodné smernice a zasady
tykajuce sa spravnej klinickej praxe, ktoré
konkrétne urcil Novartis pre Gc€ely klinického
skGSania. V pripade, Ze neboli konkrétne
stanovené, platia tie zdsady GCP ICH, ktoré
boli prijaté v krajine alebo v krajinach, kde sa

klinické skusanie vykonéava. Helsinska
deklaracia oznacCuje najnovsiu verziu
Helsinskej deklardcie  svetovej lekarskej
asociacie v case vykonavania klinického
ski$ania, vratane vSetkych zmien

uskuto€nenych v priebehu klinického skd$ania;

Konsolidovanou smernicou o spravnej klinickej
praxi Medzinarodnej konferencie o zosuladeni
technickych poziadaviek na registraciu
farmaceutik na humaéanne pouZitie a ostatnymi
vSeobecne zavaznymi pravnymi predpismi a
platnymi poziadavkami spravnej klinickej praxe.

Dokumenty uvedené v ¢lanku 3.8. tejto Zmluvy s
doéverné a informécie o ich obsahu mézu byt poskytnuté

len

pracovnikom

miesta vykonavania klinického

skiSania poverenym ¢&i menovanym podla ¢l. 3. tejto
Zmluvy a orgédnom a inStiticiam uvedenym v tejto
Zmluve. InStitGcia a SkaSajuci potvrdzuju, Ze im boli
Doskvtnuté dokumenty uvedené v ¢&lanku 3.8. tejto
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b)

c)

d)

e)

f)

The Protocol and all its annexes issued by
Novartis and notifiée to the Institution, which
thus become a part of the conditions of this
Agreement. Any modification, breach of any
procedure or deviation from the Protocol is
allowed only in case it is necessary to exclude
an immediate risk fo mthe Participant, whereby
such fact shall b: notified to Novartis
immediately in any Form, in writing, though,
no later than within 2 days from the moment
when such fact occurs, and if a legal
regulation, the Agrsement or the Protocol
provide so, to notify the Ethics Committee or
the Governing Body ds well;

An instruction issuerl by Novartis, named as
“Investigator’s Brocliure”, which contains all
currently known infc rmation on the product /
medicine used in the Clinical Trial and on its
characteristics. Nc vartis provided the
Investigator with tfe Brochure and shall
periodically update the Brochure as required
by the status of the ('linical Trial or set out in
the legal regulations. The Brochure shall be
attached to the Clinic il Trial documents;
General terms and conditions of Novartis
(provided that No\artis issued them and
submitted them to the Institution) on the
conduct of clinical trials, except for the
conditions modified Iy this Agreement;

Good Clinical Pra;tice (GCP ICH) and
conditions based (in the Declaration of
Helsinki. Good clin cal practice (GCP ICH)
means international directives and principles
pertaining to good clinical practice, which
have been specifically determined by Novartis
for the purposes of the clinical trial. If they
have not been set out specifically, the
principles of GCP ICH adopted in the country
or countries when the clinical trial is
conducted shall apjily. The Declaration of
Helsinki means the latest version of the
Declaration of Helsiiki issued by the World
Medical Association valid at the time when the
clinical trial is c¢inducted, including all
amendments thereto nade in the course of the
Clinical Trial;

Consolidated Guide ine on Good Clinical
Practice of the Inti mational Conference on
Harmonisation of Tichnical Requirements for
Registration of Pham aceuticals for Human Use
and other general binding regulations and
applicable requirem :nts for good clinical
practice.

Documents listed in para. 3. i. hereof are confidential
and information on their cont :nt may only be provided
to the staff at the Clinical Trial site, delegated or
appointed in accordance with Article 3. hereof and to
bodies and institutions statec in this Agreement. The
Institution and the Investigat > acknowledge that they
received the documents statec in para. 3.8. hereof well
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3.12.

3.13.

3.14.

3.16.

Zmluvy sdostatoénym  predstihom  umoZfiujdcim
dokladné zoznamenie s tymito dokumentmi.
Zodpovednost za styk a rokovanie s Etickou komisiou a
Riadiacim orgdnom preberd v ramci tohto klinického
skuSania Novartis, pokial nie je vtejto Zmluve alebo
zmluvnymi stranami dohodnuté v konkrétnom pripade
inak. Uchovavanie dokumentéicie a podavanie sprav sa
riadi  touto  Zmluvou, jej prilohami, dal$imi
dokumentmi, na ktoré Zmluva odkazuje, a vSeobecne
zavaznymi predpismi.

Do klinického skuagania budd zaradeni Ugastnici v
poctoch wuréenych v Prilohe ¢ 1 tejto Zmluvy.
Akakolvek zmena v poéte Uc&astnikov musi byt vopred
pisomne schvalena Novartisom.

Zaradenie Ugastnikov do klinického skd3aniaje mozné

uskuto¢nit iba sich predchadzajiucim pisomnym
informovanym sthlasom apo ich riadnom pouceni,
resp. s predchadzajacim sdhlasom ich zé&konnych
zastupcov. Zaradenie Ucgastnikov do  klinického

skUSania je mozné uskutoc¢nit iba po overeni totoZznosti
Ucastnika ajeho spdsobilosti na pravne ukony, ato
najma kontrolou ob&ianskeho preukazu Ugastnika
aGdajov v hom uvedenych; v pripade Uc¢astnika, za
ktorého musia konat zédkonni zé&stupcovia, po overeni
totoznosti zakonnych zéastupcov, ich postavenia rodi¢ov
alebo zakonnych zéastupcov a ich spdsobilosti na pravne
Gkony, ato najméa kontrolou ob¢ianskeho preukazu
zakonnych zastupcov, rodného listu U¢&astnika pripadne
prislusného dradného rozhodnutia a Gdajov Vv nich
uvedenych; tato skutoénost musi byt vyznaena
v informovanom stGhlase a zdrojovej dokumentécii.
VyzZiadanie sthlasu od Ugastnikov musi byt v silade
s etickymi principmi a spravnou klinickou praxou.
Novartis spracuje a odovzdd SkuSajucemu formular
pisomného informovaného sahlasu Ucgastnika a
pisomného poucenia Ucgastnika, ktoré budl sG&astou
jedného dokumentu. SkdSajdci a InStitdcia sa zavéazuju
pouzivat tieto formulare poskytnuté Novartisom bez
akychkol'vek odchyliek neschvalenych Novartisom.

Informovany sahlas musi U&astnik, resp. jeho zékonni
zastupcovia, riadne podpisat eSte pred vykonanim
akéhokolvek  vySetrenia  slvisiaceho s klinickym
skG$anim. Dokumenty podpisané Ucgastnikmi (pri
neplnoletych Ugastnikoch a Ugastnikoch nespésobilych
k pravnym dkonom, ich zdkonnymi z&stupcami) o ich
pouceni a sthlase musia byt ulozené v dokumentacii
o klinickom ska8ani vedenej SkuSajacim.

Po zaradeni Uc¢astnika st Sku3ajlci a InstitGcia povinni
informovat poskytovatela zdravotnej starostlivosti,
s ktorym mé Ugastnik uzatvorena dohodu o poskytovani
zdravotnej starostlivosti, e Ucastnik je zaradeny do
klinického skuSania.

Pokial SkuSajuci zisti v priebehu klinického sku3ania,

7e  Ucgastnik zaradeny do klinického sku3ania
nevyhovuje kritéridm, bude o tom SkudSajuci alebo
InStiticia okamzite informovat pisomne, formou

doporuceného listu dorueného do vlastnych rak
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3.11.

3.15.

3.16.

in advance and thus were
familiar with those documents
Unless otherwise stated in thi i Agreement or agreed by
the contractual parties in a particular case, Novartis
accepts responsibility for th< contact and negotiation
with the Ethics Committee md the Governing Body
during this Clinical Trial. Maintenance of
documentation and reporting shall be governed by this
Agreement, its annexes and (ther documents to which
this Agreement refers and gen :ral binding regulations.
Participants will be enrolled il the Clinical Trial in the
numbers set out in Annex No 1 hereof. Any change in
the number of Participants requires prior written
approval by Novartis.

Enrolment of Participants in the Clinical Trial is only
possible with their prior writ en informed consent and
after being properly instructed , event, with prior consent
of their legal representatives, Enrolment of Participants
in the Clinical Trial is only po ssible upon verification of
the identity ofthe Participant ind his/her legal capacity,
in particular by checking tle identity card of such

Illowed to become fully

Participant and data included therein; in case of
a Participant, on behalf of whom the legal
representatives shall act, u30n verification of the

identity of the legal represt:ntatives, their status of
parents or legal representative s and their legal capacity,
in particular by checking the identity card of the legal
representatives, the birth certificate of the Participant,

eventually the relevant off cial decision and data
included therein; this fact nlust be indicated in the
informed consent and sou: ce documentation. The
informed consent shall b; requested from the

Participants in accordance w th ethical principles and
good clinical practice. A draft form of written informed
consent of the Participant and aform of written
instruction for the Participart shall be prepared and
submitted to the Investigator by Novartis; both forms
shall be included in a single d icument. The Investigator
and the Institution wundertace to use those forms
provided by Novartis withi>ut any differences not
approved by Novartis.

The informed consent must be duly signed by the
Participant, event, by his/her 1égal representatives, prior
to performance of any examiifation associated with the
Clinical Trial. Documents sigrled by the Participants (or
by their legal representad /es in case of minor
Participants and Participants without legal capacity)
regarding their instruction aiid consent must be kept
within the Clinical Trial doer [mentation maintained by
the Investigator.

After enrolment of the Partid pant, the Investigator and
the Institution are obliged o inform the healthcare
provider, with whom the Pa mticipant entered into the
contract on healthcare provision, that the Participant is
enrolled in the Clinical Trial.

If the Investigator discovers during the Clinical Trial
that a Participant enrolled in the Clinical Trial fails to
meet the relevant criteria, the Investigator or the
Institution shall immediately notify of such fact in
writing, by registered mail delivered by hand to the
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4.1.

zastupcovi Novartisu uvedeného v zahlavi tejto Zmluvy,
a po dohode s nim Ucgastnika z priebehu klinického
skuSania vyradi.

Novartis nebude vyZzadovat od InStiticie alebo
Skusajuceho, ani od ziadneho ¢lena ich personalu, aby
konal alebo sa podiel'al na ¢innosti, ktordje v rozpore so
zdkonmi Slovenskej republiky alebo v rozpore s
lekarskou etikou

V savislosti s klinickym ska$anim sa pred zaciatkom
klinického sktSania ako aj pocas jeho realizacie
uskuto€fiujd investigatorské mitingy, na ktorych sa
oboznamuju doélezité farmakologické, toxikologické a

klinické informacie, ktoré si potrebné pre spravne
naplanovanie a vykonanie klinického sk(Sania, a
zG¢astnené osoby sa pripravuji aSkolia o danom

klinickom skua8ani, délezitych priebeznych okolnostiach
a informaciach a postupoch v danom klinickom sku$ani
(dalej len ,Investigatorské mitingy*“). Vzhladom
k tomu, Ze Investigatorské mitingy s0 sGcastou
klinického skuSania, SkuSajaci (resp. dohodnuty ¢€len
skusobného timu) sa bude zGc¢astiovat
Investigatorskych mitingov podla pokynov Novartisu.
Ucast na Investigatorskom mitingu bude realizovana
vzdy na zaklade pokynov (napr. miesto, €as, spdsob,
atd.) alen so sthlasom Novartisu. Ugast na
Investigatorskom mitingu sa dalej spravuje
podmienkami organizatora Investigdtorského mitingu.
Néaklady slvisiace suCastou SkuSajuceho (resp.
dohodnutého ¢lena skuSobného timu) na
Investigdtorskom mitingu nahradi Novartis v rozsahu
a za podmienok stanovenych v Prilohe ¢.2 tejto Zmluvy.
SkaSajaci (resp. dohodnuty ¢&len skdSobného timu) sa
zGcCastiuje Investigatorského meetingu bezodplatne, t.j.
za Ucast na Investigdtorskom mitingu SkuSajucemu
neprislicha Ziadna odmena. Odmefovanie InStitlcie
v sGvislosti s G€astou SkuSajuceho (resp. dohodnutého
Clen skuSobného timu) na Investigadtorskom mitingu je
rieSené a celé zahrnuté v odmefovani za odborné
¢innosti poskytnuté pri realizacii klinického sku3ania
podla podmienok tejto Zmluvy. V3etky ustanovenia
tejto Zmluvy, vratane zavazku micanlivosti,
vlastnickeho prava, publikacie, vysledky ¢innosti a ich
pouZzitie a ochrana, prava duSevného a priemyselného
vlastnictva, ochrana osobnych ddajov, sa rovnako
vztahuji na pravne vztahy slvisiace s G€astou na
Investigdtorskom mitingu. V pripade, Ze Investigatorsky
miting sa uskutoc€nil eSte pred podpisom tejto Zmluvy
s G€astou SkuSajuceho (resp. dohodnutého ¢lena
skuSobného timu), zmluvné strany zhodne konStatuju,
Ze ustanovenia tejto Zmluvy sa vztahuji aj na pravne
vztahy stvisiace s Gcastou na takomto
Investigatorskom mitingu.

Medicinske produkty a Material na klinické ska$anie
Medicinsky produkt (d'alej len ,,Medicinsky produkt®)
oznatuje vsetky produkty alebo lieky vratane placeba,
ktoré sa podéavaja Ucgastnikom v priebehu klinického
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3.18.

4.
4.1.

representative of Novartis in<licated in the heading of
this Agreement, and shall exclude such Participant from
the Clinical Trial upon agreement with the respective
representative.

Novartis shall not ask the Inst tution, or the Investigator
or any member of their staff to act or to participate in
any activity being in contrav sntion of the laws of the
Slovak Republic or contrary tc the medical ethics.

In connection with the CI nical Trial, investigator
meetings shall take place prioi to the commencement of
the Clinical Trial, as well as d iring its conduct, in order
to share important pharmaco ogical, toxicological and
clinical information necessary for correct planning and
conduct of the Clinical Trial, i nd the persons concerned
are preparing for and undergoiig a course with regard to
the particular Clinical Trial, important continuous
circumstances, and information and procedures used in
the particular Clinical Trial (hereinafter as the
“Investigator Meetings”). A s Investigator Meetings
form a part of the Clinical Tri il, the Investigator (or the
agreed member of the trial team) shall attend such
Investigator Meetings, follo\cing the instructions of
Novartis. Participation in the Investigator Meeting shall
always be in accordance w th the instructions (e.g.
venue, time, method, etc.) anc only with the consent of
Novartis. Participation in the Investigator Meeting shall
be further governed by the conditions ofthe organiser of
the Investigator Meeting. Any costs associated with the
participation of the Investigat« > (or the agreed member
of the trial team) in the Inve jtigator Meeting shall be
reimbursed by Novartis within the scope and under
conditions stipulated in Anlex No. 2 hereof. The
Investigator (event, the agreed member ofthe trial team)
attends the Investigator Meeting without receiving any
payment, i.e. the Investigator is not entitled to any
remuneration for the participation in the Investigator
Meeting. Any remuneration for the Institution in
relation with the participation jfthe Investigator (event,
the approved member of the trial team) in the
Investigator Meeting are prov ded and fully included in
the remuneration for professional activities provided
during the conduct of the Clinical Trial under the
conditions of this Agreemen . All provisions of this
Agreement, including the obi gation of confidentiality,
propriety right, publications, lesults of the activity and
their use and protection, irtellectual and industrial
property rights and persona data protection, apply
equally to legal relations associated with the
participation it the Investigai or Meeting. In case the
Investigator Meeting took pla<:e before signature of this
Agreement with the participai on of the Investigator (or
the agreed member of the tr al team), the contractual
parties jointly represent tha the provisions of this
Agreement also apply to the legal relations associated
with the participation in such Investigator Meeting.

Medicinal Products and Material for the Clinical Trial

A medicinal product (hereir after as the “Medicinal
Product”) means all product >or medicines, including
placebo, which are adminis ered to the Participants
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4.2.

4.3.

4.4.

4.5.

skGSania, a tiez prostriedky na S$pecialne spdsoby
podavania tych istych produktov alebo liekov, potrebné
na vykonanie klinického skudSania, ktoré bezplatne
dodava alebo zabezpeduje v mene Zadavatel'a Novartis.

Material na klinické sktSanie (dalej len ,,Material®)
oznaCuje vietok ostatny materidl, zariadenia a pomdcky
potrebné na vykonanie klinického skaSania, ktoré
bezplatne dodava alebo zabezpeduje Novartis.

Novartis zabezpeci, aby bol vSetok Medicinsky produkt
vyrobeny alebo pripraveny v sGlade so zé&sadami
spravnej vyrobnej praxe. Medicinsky produkt bude
zabaleny a oznaCeny spdsobom, ktory zodpoveda
charakteru klinického skuS$ania a platnym predpisom
a bude dodany v mnoZstve a v ¢ase, ktoré si nevyhnutne
potrebné na to, aby umozZnili InStitacii alebo
Skusajicemu vykonat klinické skuSanie v sllade so
Zmluvou a Protokolom, inak InStiticia nezodpoveda za
postup klinického skdSania dohodnuty v tejto Zmluve
v rozsahu v akom Novartis nesplni svoju povinnost,
ktord tym bude mat vplyv na realizaciu klinického
skdsania.

Ak InStiticia ma zriadenG lekarefi v aredli pracoviska
(centra) alebo na pracovisku ma vytvorené podmienky
uvedené v Protokole pre uchovavanie sktsaného lieku,
vykona skladovanie Medicinskych produktov (skdSany
produkt alebo liek) vtejto lekarni resp. na tomto
vhodnom pracovisku. Ak InStiticia nemé takto zriadend
lekaren alebo vhodné pracovisko alebo v nich
uchovavanie Medicinskych produktov (skG$aného
produktu alebo lieku) nie je mozZné, Novartis zabezpeci
osobitnu lekaren, v ktorej sa maju Medicinske produkty
(skusany produkt alebo skuSany liek) uchovavat.
InStiticia zabezpe¢i plynuly prisun Medicinskeho
produktu SkuSajicemu tak, aby mohol vykonat klinické
skuSanie v stlade so Zmluvou. InStiticia a SkuS$ajaci
zabezpecia, aby bol vSetok Medicinsky produkt spravne
a bezpetne uchovavany, prijimany, skladovany,
vydavany a aby sa s nim bezpeéne manipulovalo.
InStiticia a SkuSajuci sa zavéazuju s Medicinskym
produktom zaobchadzat v stlade spokynmi vyrobcu,
Zadavatela a Novartisu a pouzit ho vyhradne spésobom
predpisanym v Protokole.

InStiticia a SkdSajuci budlG viest presné a aktualne
zdaznamy o vSetkom Medicinskom produkte, ktory
dostali, a tiez presnt evidenciu, najméa skGSanych
produktov alebo liekov, ktoré pouzili alebo vydali, s
uvedenim  datumu, druhu amnoZstva vydanych
a pouzitych produktov alebo liekov, a s uvedenim os6b
alebo Ucgastnikov, ktorym boli tieto produkty alebo
lieky vydané alebo podané, aby bolo mozné kedykolvek
spatne dohladat pouzitie kazdého balenia, ana
poziadanie Novartisu alebo opravnenych §tatnych alebo
zahraniénych orgéanov tato evidenciu spristupnit. V
pripade, ak sa to pri klinickom sktSani vyZzaduje, mdZzu
byt (daje tykajice sa Ugastnikov zaznamenané v
kédovanej forme.
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4.3.

4.4.

4.5.

during the Clinical Trial, as well as instruments for
special methods of administration of the same products
or medicines necessary for tl e conduct of the Clinical
Trial, which are supplied or ensured by Novartis, on
behalfofthe Sponsor, free of <harge.

Material for the Clinical "rial (hereinafter as the
“Material”) means any othei material, equipment and
tools necessary for the cond ict of the Clinical Trial,
which are supplied or ensumed by Novartis free of
charge.

Novartis shall ensure that al Medicinal Products are
manufactured or prepared n accordance with the
principles of good manu acturing practice. The
Medicinal Product shall be ]lacked and labelled in a
manner which corresponds to the nature of the Clinical
Trial and applicable laws, anc shall be supplied in such
quantity and time, strictly necessary to enable the
Institution or the Investigate mto conduct the Clinical
Trial in accordance with he Agreement and the
Protocol, otherwise the It stitution shall not be
responsible for the schedule of the Clinical Trial as
agreed in this Agreement :0 the extent to which
Novartis fails to fulfil its oblq ;ation that thus affects the
conduct ofthe Clinical Trial.

If the Institution has its pharm acy within the area of the
site (centre) or created conditions for storage of the
investigational product, as stated in the Protocol, at its

site, it shall store  thi: Medicinal Products
(investigational product or rm dicine) in such pharmacy
or at such appropriate site. 1'the Institution does not

have such pharmacy or appr<ipriate site or if it is not
possible to store the Medicina Products (investigational
product or medicine) there, Novartis shall ensure a
special pharmacy where 1lhe Medicinal Products
(investigational product or n edicine) shall be stored,
The Institution shall ensure continuous supplies of the
Medicinal Product to the Inve stigator in order to enable
the Investigator to conduc the Clinical Trial in
accordance with the Agreeme it. The Institution and the
Investigator shall ensure that iill Medicinal Products are
correctly and safely stored, eceived, kept, dispensed
and safely handled. The Institution and the Investigator
undertake to handle the Medicinal Product in
accordance with the instructions of the manufacturer,
the Sponsor and Novartis, aiid to use it solely in the
manner prescribed in the Protc col.

The Institution and the Investi jator shall keep exact and
up-to-date records of all Me<licinal Products that they
received, as well as exact records, in particular of
investigational products or m idicines, which they used
or dispensed, indicating the clate, type and quantity of
dispensed and used inve jtigational products or
medicines, as well as persons or Participants, to whom
those products or mediciiies were dispensed or
administered, so that it is pos iible to track back the use
of each package at any time, and make such records
available upon request of Novartis or competent
national or foreign author! ies. Data regarding the
Participants may be recordid in encoded form, if
required so during the Clinica Trial.
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4.6.

4.7.

4.8.

Novartis moze poskytnat InStiticii Materidl potrebny
k vykonaniu klinického skuSania alebo suvisiaci
s vykonavanim klinického sk($ania na zadklade svojho
rozhodnutia za U€elom véasnej ariadnej realizacie
klinického sktSania. Aj vtakomto pripade vlastnikom
poskytnutého Materidlu vzidy ostdva Novartis resp.
Zadavatel' alebo ich pridruzené osoby, podla toho,
v koho vlastnictve sa Materidl nachadza.

V pripade poskytnutia Materidlu podla bodu 4.6,
Institlcia je opravnend Material uzivat riadne v stlade
sucelom, na ktory obvykle slazi, pre potreby
organizaného Gtvaru (centra) vykonavajaceho klinické
sktSanie podla tejto Zmluvy, zabezpe€it riadnu
starostlivost podla ndvodu na pouZivanie a predpisov
vyrobcov, chranit pred akymkolvek poSkodenim,
stratou, odcudzenim alebo zni¢enim. InStiticia
zodpovedd za poSkodenie Materidlu spdsobené
poruSenim pravnych povinnosti InStitGcie, najma
vzniknuté neodbornym aneSetrnym zaobchadzanim
svypozicanym Materidlom alebo v rozpore s navodom
na pouzivanie alebo predpismi vyrobcov, ako aj za
stratu, zni€enie €i odcudzenie zapozi¢aného Materialu.
InStiticia nezodpoveda za vady a poSkodenia vzniknuté
prirodzenym starnutim a opotrebovanim Materialu alebo
vlastnou vnidtornou chybou Materialu. Novartis nenesie
zodpovednost za akékolvek Skody, ktoré by mohli
vzniknat InstitGcii v stvislosti srozhodnutim InStiticie
v pripade pouZitia Materidlu v rozpore s touto Zmluvou,
snavodom na pouZivanie alebo predpismi vyrobcov.
Pokial nie je zmluvnymi stranami vyslovne dohodnuté
inak, poskytnutie Materidlu Novartisom podla tejto
Zmluvy je bezodplatné. Novartis zodpovedéd za Skodu,
ktord bude Institlcii spdsobend vadou alebo chybnym
fungovanim Materialu, v pripade, ak InStitlcia
postupovala pri pouzivani Materidlu v stlade s ndvodom
alebo poucfenim Novartis. V pripade, ak je to
pozadované prislusSnymi pravnymi predpismi, je
poistenie Materidlu povinny zabezpecit Novartis.
V pripade, ak je kpouzitiu Materialu na Gcely
klinického skuSania nevyhnutne potrebné aj vyuZzitie
prisluSenstva alebo iného spotrebného Materialu, tento
zabezpeci pre InStitdciu Novartis bezodplatne.

Odovzdanie Materialu InStiticii podla bodu 4.6. potvrdi
Novartis a Institicia vo forme podpisaného Protokolu
o odovzdani a prevzati veci, ktory bude obsahovat
aspofi druh a mnoZzstvo Materidlu, datum a podpisy
odovzdavajlceho a preberajdceho; Novartis a InStiticia
sa dohodli, Ze na podpis Protokolu o odovzdani
a prevzati veci podla tejto vety st opravneni v ich mene
aj ich wvedlci zamestnanci, ktori budd povereni
vykonavanim Gloh sdavisiacich sklinickym skGSanim,
pricom za InStitGciu mo6zZe podpisovat aj SkuSajlci a za
Novartis  uréeny monitor  klinického sktS$ania.
V pripade, Ze Protokol o odovzdani a prevzati veci bude
obsahovat sohladom na podmienky upravené v tejto
Zmluve aj dodato¢né podmienky alebo prehlasenia
tykajuce sa poskytnutia konkrétneho Materialu,

Zmluva o klinickom sku$ani - verzia 28.6.2016
Novartis / Detska fakultnd nemocnica s poliklinikou Bratislava
Protokol €.: CRFBOO2H2301E1

4.6.

4.7.
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Novartis may provide the Institution with the Material
necessary for the conduct )f the Clinical Trial or
associated with the conduct if the Clinical Trial at its
own discretion in order to insure timely and proper
conduct of the Clinical Trial, iven then Novartis, event,
the Sponsor or their affi iated persons, whoever
disposes of the Material, sha 1 at all times remain the
owner ofthe Material so provided.

In case the Material is provieed pursuant to para. 4.6.,
the Institution is entitled to use the Material in a proper
manner and in accordance wit | the purpose, for which it
usually serves, for the needs ifthe organisational body
(centre) conducting the C inical Trial under this
Agreement, to ensure proper care according to the
instructions for use and maimfacturer's specifications
and to protect it from any damage, loss, theft or
destruction. The Institution shall be responsible for any
damage to the Material cause*1by violation of the legal
obligations of the Institution, mainly by improper and
careless handling of the borre wed Material or contrary
to the instructions for use or specifications of the
manufacturer, as well as for the loss, destruction or theft
of the borrowed Material. The Institution shall not be
responsible for defects and damages due to natural
aging and common wear amltear of the Material or
inherent internal defect in the Material. Novartis has no
responsibility for any damage: that might be incurred to
the Institution in connectiol with decision of the
Institution with regard to the use of the Material
contrary to this Agreement, instructions for use or
manufacturer's specificatioiis. Unless otherwise
expressly agreed by the contractual parties, Novartis
shall provide the Material uneer this Agreement free of
charge. Novartis shall be liabl i for any damage that will
arise to the Institution as a corisequence ofthe defect or
faulty functioning of the M iterial provided that the
Institution used the Material in accordance with the
manual for the use thereol or the instructions of
Novartis. In case it is required by applicable laws,
Novartis is obligated to ensare the insurance of the
Material. If, for proper use of the Material for the
purposes ofthe Clinical Trial, the use ofthe accessories
or consumption Material is lecessary, Novartis shall
ensure for the Institution such Material and accessories
free of charge.

Hand-over of the Materia to the Institution in
accordance with para. 4.6. shall be confirmed by
Novartis and the Institution in the form of a signed
Handover Certificate, which shall include at least the
type and quantity of the Material, the date and
signatures of the transferor aid the recipient; Novartis
and the Institution hereby ag eed that, on their behalf,
also their managers in charge of performing the duties
related to the Clinical Trial are entitled to sign the
Handover Certificate, whereby for the Institution, also
the Investigator is entitled to sign, and for Novartis, also
the appointed monitor of the ftinical Trial is entitled to
sign. In case the Handover Certificate includes, with
regard to conditions stipulate 1 in this Agreement, also
any additional conditions or representations related to

13/41



4.9.

Novartis aj InStiticia suhlasia, Zze takéto podmienky sa
budld povazovat za platne dohodnuté aj v pripade, Ze
Protokol o odovzdani a prevzati veci podpiSe v ich mene
niektord z osdb opravnenych v zmysle prvej vety tohto
bodu. Dokumentacia odovzdavana spolu s Materidlom
bude predstavovat navod na pouzitie v slovenskom
alebo ¢eskom jazyku, pripadne iné predpisy vyrobcu na
jeho uZivanie, Gdrzbu a servis, ktorymi je InStitdcia
povinna sa riadit, av pripade zdravotechniky aj
vyhlasenie o zhode alebo certifikdt sregistratnym
¢islom SUKL. V pripade zdravotechniky, ktorej
uzivanie nie je bezné na zadklade ndvodu na uZivanie,
Novartis bezodplatne vykonéa zaSkolenie pracovnikov
Institicie, o ¢om bude spisany Protokol o zaSkoleni,
ktory bude obsahovat aspon Specifikdciu odovzdaného
Materialu a identifikaciu zaSkolenych os6b, d&atum
a podpisy za Novartis, InStiticiu a zaSkolenych osob.

InStiticia je povinna zabezpeCit potrebnd sdcinnost
k odovzdaniu a zaSkoleniu. InStiticia je povinna
zabezpeit oznacenie Materidalu ako veci, ktora

vlastnicky patri Novartisu. Poskytnutie Materialu podla
tejto Zmluvy zo strany Novartis nie je podnecovanim
pre odporacCanie, predpisovanie, kiipu, dodavanie, predaj
alebo podavanie liekov a poskytnutie Materidlu nie je
podmienené predpisanim ¢i uZivanim akéhokolvek
lieku €¢i akymkolvek inym plnenim alebo konanim zo
strany Institlcie alebo Skusajlceho.

Institicia a SkdSajdci nepouzije Medicinske produkty,
Material, Dokumentaciu Stadie (ako je definovana
nizie) a Suvisiacu dokumenticiu na Ziadny iny UGcel
okrem vykonavania  klinického  sk(GSania a bez
predchadzajiceho pisomného sdhlasu Novartisu neda
Medicinske produkty, Materidl. Dokumentaciu S$tadie
a Slvisiacu dokumentaciu k dispozicii Ziadnej tretej
strane okrem tych, ktoré st uvedené v Protokole alebo
tejto Zmluve.

Po ukonceni klinického skuSania vrati InStitacia /
Skusajaci vsetok zvysny Medicinsky produkt Novartisu
a poda vysvetlenie (ak sa to vyZaduje, pisomne)
ohladom mnoZstva a druhu Medicinskeho produktu,
ktory bol zni¢eny alebo chyba. Ak sa tak nestane,
Novartis je opravneny vyucétovat Institlicii naklady na
vietok Medicinsky produkt, ktory podla podpisaného
protokolu o jeho odovzdani a prevzati nebol pouzity v
stlade s touto Zmluvou alebo nebol vrateny Novartisu.
Tym nebude dotknutd akakolvek ind pravna
zodpovednost InStiticie za neopravnené nakladanie
s Medicinskym produktom a spdsobent Skodu.

V pripade poskytnutia Materidlu podla bodu 4.6. je
tento poskytnuty maximalne na dobu trvania klinického
skuSania. Ak bude mat Novartis odbvodnen(
pochybnost, ze Material poskytnuty podla bodu 4.6. ¢i
akdkolvek jeho ¢ast boli pouzité na iné Gcely, nezZ tie,
ktoré st uvedené v tejto Zmluve, je opravneny poziadat
InStiticiu o spravu a ddkazy o pouziti Materidlu. V
nriDade. Ze InStiticia nepreukéZe Novartisu pozadované
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4.9.

4.10.

provision of a certain Ma erial,
Institution agree, that sueh
considered as validly agreed ;ven where the Handover
Certificate is signed on the r behalf by any of the
authorised persons according 10 the first sentence of this
para. The documentation sul mitted together with the

Novartis and the
conditions shall be

Material shall constitute instructions for use in the
Slovak or Czech language or other manufacturer's
specifications for its use, rfaintenance and service,

which the Institution is oblige 1to follow, and in case of
sanitary technology also Dec aration of Conformity or
certificate with registration number of SIDC. For
sanitary technology, whose u>e is not common on the
basis of the instructions for us. Novartis shall carry out
a training course for the Insti ution's employees free of
charge, what shall be confimled by a Protocol on the
Training, including at least the specification of the
Material handed-over and thf identification of trained
persons, dates and signatures for Novartis, Institution
and the trained persons. The Institution is obliged to
provide necessary cooperaticn in the hand-over and
training. The Institution is obliged to ensure the
labelling of the Material is Novartis' ownership,
Provision of the Material under this Agreement by
Novartis does not represi;nt any instigation to
recommend, prescribe, pur ;hase, supply, sale or
administrate the medicinal pioducts, and provision of
the Material is not conditionec: by prescription or use of
any medicinal product or ary other consideration or
conduct of the Institution or the Investigator.

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

After completion of the Clinical Trial, the Institution /
Investigator shall return aiy remaining Medicinal
Products to Novartis with the explanation (in writing, if
required so) regarding the cuantity and type of the
Medicinal Product that was cestroyed or is missing. If
this is not the case, Novartis is entitled to charge the
Institution the costs of all Medicinal Products that,
according to the signed Hand over Certificate, were not
used in compliance with thi: Agreement or were not
returned to Novartis. This is without prejudice to any
other legal responsibility of the Institution for any
improper handling ofthe Medicinal Product and for any
caused damage.

In case the Material is provid ;d according to para. 4.6.,
it shall be provided for the peiiod ofthe Clinical Trial at
the most. If Novartis reas<mably suspects that the
M aterial provided in accorda ice with para. 4.6. or any
part of it was used for purpo: es other than those stated
in this Agreement, it is entitk d to ask the Institution to
submit a report and evidencf regarding the use of the
Material. If the Institution fai s to do so within 10 days
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5.1.

5.2.

5.3.

5.4.

skuto¢nosti do 10 dni po obdrzani takejto vyzvy, méa sa
za to, Ze Materidl bol pouzity v rozpore s touto
Zmluvou. InStitdcia je povinna Material poskytnuty
podla bodu 4.6. vratit, ak ho nepouZziva riadne alebo ho
uziva vrozpore s touto Zmluvou alebo v rozpore
s G€elom apodmienkami dohodnutymi v tejto Zmluve,
alebo ak oto Novartis poziada, v lehote 20 dni.
InStiticia sa zavadzuje Materidl vratit Novartisu
v rovnakom stave, kvalite a v rovnakom zlozZeni ako ho
prevzal, s prihliadnutim na obvyklé opotrebenie. Ak sa
tak nestane, Novartis je opravneny vyuctovat Institacii
cenu a naklady na poskytnuty Material podla bodu 4.6.
nevrateného v uvedenej lehote sprihliadnutim na jeho
obvyklé opotrebenie v pripadoch, kedy bol Material
pouzity na klinické skaSanie. Tym nebude dotknuta

akdkolvek ind pradvna zodpovednost InStiticie za
neopravnené nakladanie s Materidlom a spdsobend
Skodu.

5. Kontrola klinického skU$ania

Novartis alebo CRO (ak existuje) poveria dostatoCne
kvalifikovanli osobu alebo osoby monitorovanim
(vykonavanim dohladu) nad klinickym skGSanim a
Gzkou spolupracou so Skusajacim.

InStitlicia a SkGSajlci budd spolupracovat s Novartisom
a s kvalifikovanymi osobami, ktoré poveril Novartis
alebo CRO (ak existuje), za ucelom monitorovania
alebo vykonavania dohladu nad priebehom klinického

skiSania v stlade splatnymi predpismi azasadami
Spravnej klinickej praxe. InStiticia a SkuSajuci
predovSetkym zabezpecia alebo poskytnd kazdej z

tychto osdb pristup na vSetky pracoviska, na ktorych sa
klinické sktSanie vykonava, a ku vSetkym zadznamom,
ktoré sa uchovavaja pre potreby klinického sktSania, za
G€elom preverovania, kontroly a kopirovania Gdajov a
dokumentov. V  miere, v ktorej to InStitucii
a SkuSajucemu pravne predpisy dovolujd, InStiticia
a SkuSajuci umoznia Novartisu resp. jeho poverenym
osobam alebo osobdm poverenym CRO pristup ku
vietkym zédznamom tykajicim sa Ugastnikov a v
potrebnej miere im tiez umozni kontrolu zdznamov
tykajucich sa klinického skd$ania. Novartis alebo CRO
(ak existuje) je povinny pisomne (vratane e-mailom)
informovat InStitGciu a SkdSajuceho o zdmere vykonat’
dohlad minimalne tri (3) pracovné dni vopred.

InStiticia umoZni audit dodrziavania Protokolu a zéasad
Spravnej klinickej praxe na pracovisku a v jeho
priestoroch skladovania Materidlu ¢i uZz auditormi
Novartisu alebo predstavitelmi Riadiaceho orgéanu
ktorejkol'vek krajiny, kde sa wuvaZuje o registracii
skusaného produktu alebo kde je registrovany skdsany
liek, a to aj po skonceni platnosti tejto Zmluvy.
Institdcia vytvori auditorom podmienky na vykonanie
auditu. Novartis alebo CRO (ak existuje) je povinny
pisomne (vratane emailom) informovat InStitGciu
a SkuSajuceho o zédmere vykonat audit pat (5)
pracovnych dni vopred

InStitGcia a SkuSajuci budG Novartis okamzite
informovat v pripade, Ze kompetentny dozorny orgéan
Dlanuie, pripadne uZ neplanovane zaéne vykondavanie
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5.1.

5.2.

5.3.

5.4.

after receipt of such request, it shall be deemed that the
Material was used contrary to this Agreement. The
Institution is obliged to retu en the Material provided
pursuant to para. 4.6., if not used properly or used
contrary to this Agreement or purpose and conditions
herein agreed, or if so requested by Novartis, within 20
days. The Institution undertal :es to return the Material
to Novartis in the same condition, quality and
composition as when taken <ver, taking into account
regular wear and tear. If this is not the case, Novartis
shall be entitled to charge th< Institution the price and
costs of the Material providt:d pursuant to para. 4.6.
which was not returned withiii the given period, taking
into account regular wear and tear related to the use of
the Material for the Clinical Trial. This is without
prejudice to any other legil responsibility of the
Institution for any unauthorise | handling of the Material
and for any caused damage.

5. Clinical Trial Me nitoring
Novartis or CRO (if any) siall entrust a sufficiently
qualified person or perions with monitoring
(supervision) the Clinical Trial and close cooperation
with the Investigator.
The Institution and the Investi iator shall cooperate with
Novartis and qualified persons appointed by Novartis or
CRO (ifany) in order to monitor or supervise the course
of the Clinical Trial in accordance with applicable
regulations and principles of Good Clinical Practice,
The Institution and the Inves igator shall in particular
ensure or provide to each of 'uch persons access to all
sites where the Clinical Tria is conducted and to all
records maintained for the nee Is of the Clinical Trial, in
order to verify, check and cop ' the data and documents,
To the extent allowed to the Institution and the
Investigator by legal regulatio is, the Institution and the
Investigator shall allow Novartis, event, its authorised
representatives or persons autl orised by CRO, access to
all records regarding the Participants and to the
necessary extent allow then inspecting the records
related to the Clinical Trial. llovartis or CRO (if any)
shall notify the Institution and the Investigator in
written (including by e-mail) )f its intention to execute
the supervision at least thn:e (3) working days in
advance.
The Institution shall allow auc iting compliance with the
Protocol and principles of Go<>d Clinical Practice at the
site and its premises where th<:Material is stored, either
by the auditors of Novartis or representatives of the
Governing Body of any courtry where registration of
the investigational product is <ontemplated or where the
investigational product is regi itered, and that even after
the expiry of this Agreeme it. The Institution shall
create conditions for the auditc rs to enable them to carry
out the audit. Novartis or CR() (if any) shall notify the
Institution or the Investigator n written (including by e-
mail) of its intention to cary out an audit five (5)
working days in advance.
The Institution and the Iliivestigator shall inform
Novartis immediately in case any competent
supervising authority plans aii inspection or starts any
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5.5.

6.1.

6.2.

6.3.

6.4.

inSpekcie a poskytnd Novartisu képie akychkolvek
pisomnosti vypracovanych dozornym orgadnom, ktora je
vysledkom takejto inSpekcie, ato ihned po jej obdrzani.

Institlicia a SkuSajlci sa zavazuju uskutocnit akékol'vek
primerané kroky vyzadované zo strany Novartisu za
G€elom odstranenia nedostatkov zistenych pocas auditu
alebo inSpekcie. Novartis bude mat zaroved pravo
preskimat a odsuUhlasit akékolvek pisomnosti uréené
kompetentnému  dozornému organu vypracované
v reakcii na inSpekciu zo strany takéhoto dozorného
organu, a to predtym ako tak(to pisomnost InStiticia
alebo Sku3ajluci tomuto dozornému orgénu predlozi; za
tymto Gc¢elom IndtitGcia a SkdSajuci poskytnd tieto
pisomnosti Novartisu najneskdr desat” (10) pracovnych
dni pred skonfenim lehoty stanovenej dozornym
organom. Novartis je vSak povinny postupovat tak, aby
Institacia alebo SkuSajlci boli schopni dodrzat lehotu
ur€end tymto dozornym organom na predloZenie
pisomnosti, aje povinny tGto pisomnost odsuhlasit,
resp. vzniest k nej pripomienky najnesk6r péat (5)
pracovnych dni pred skon€enim stanovenej lehoty.
Uvedené neplati, ak je lehota poskytnutd dozornym
organom kratSia, v tomto pripade, je povinny pisomnost’
odsuhlasit, resp. vzniest k nej pripomienky do dvoch
(2) pracovnych dni po jej doruceni InStitdciou, resp.
Skusajacim.

6. Dokumentacia a su¢innost’
Pokial sa nedohodlo inak, vSetky zaznamy, pri ktorych
Novartis alebo CRO vyZaduje, aby im boli predlozené
SkusSajucim alebo InStitGciou, budd mat formu, ktord
stanovi Novartis. SkGSajaci a InStiticia budd dbat na to,
aby zéznamy boli vyplnené kompletne a v stlade s
Protokolom. Kazdu spravu musi SkuaSajuci schvalit a
podpisat. Toto schvalenie sa nemé& bezdbévodne
zdrziavat'. InStitdcia ruc¢i za to, Ze vSetky CRF zaznamy
predlozené Novartisu budd pravdivé, tplné a spravne, a
Ze budl presne vyjadrovat vysledky klinického
skUSania. InStiticia na poZiadanie predloZzi tieto
zdznamy alebo ich képie Novartisu alebo Riadiacemu
organu. Tieto zaznamy maji v primeranej miere
dbverny charakter.
SkaSajuci zaisti spravne, Uuplné, ¢citatelné a vcéasné
zaznamendavanie Udajov opatrené prisluSnym datumom
a podpisom v zéaznamoch Ugastnikov a vo vsetkych
poskytovanych spravach (dalej len ,,Dokumentacia
stadie”).
InStitGcia a SkaSajluci sa zavazuju, Ze budd Novartisu
pravidelne a véas poskytovat vsetky vysledky
klinického sktuSania a dalSie (daje poZadované na
zaklade Protokolu (dalej len ,u0daje”), a to
prostrednictvom riadne vyplnenych zaznamov
Ucastnikov (v pisomnej alebo elektronickej forme -
CRF zaznamy). InStitdcia a SkuSajuci sa zavazuja, Zze
budd vytvarat CRF zdznamy do 5 dni od uskuto€nenia
navstevy stanovenej Protokolom.
InStiticia  zabezpe¢i, aby  SkuSajaci uchovaval
kompletné lekarske zaznamy o Ucgastnikoch
a identifikaéné kédv Ucgastnikov po dobu najmenej 15
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5.5.

6.1.

6.2.

6.3.

6.4.

unplanned inspection and sh; 11 provide Novartis with
copies of any documents exfcuted by the supervising
authority as a result of sich inspection, and that
immediately after its receipt.
The Institution and the Investigator undertake to take
any appropriate steps require«1by Novartis in order to
remove any deficiencies discc vered during the audit or
inspection. At the same time Novartis shall have the
right to inspect and approve aiy documents intended for
the competent supervising authority, prepared in
response to an inspection by sich supervising authority,
and that before the Institution or the Investigator submit
such document to the supervising authority; for such
purpose, the Institution am 1 the Investigator shall
provide Novartis with those cocumentation at least ten
(10) working days before the deadline given by the
supervising authority expires, However, Novartis shall
proceed in such a manner, as to enable the Institution or
the Investigator to meet thf deadline given by the
supervising authority for he submission of the
documentation, and shall appiove such documentation,
event, comment thereon at le ist five (5) working days
before the given deadline expires. The mentioned shall
not apply to the events when the deadline given by the
supervising authority is short:r, in such case Novartis
shall approve the documertation, event, comment
thereon, within two (2) workirig days after its delivery
by the Institution, event, the Investigator.

6. Documentation and Assistance
Unless otherwise agreed, £11 records required by
Novartis or CRO to be sulimitted to them by the
Investigator or the Institution, shall have the form set by
Novartis. The Investigator or tie Institution shall ensure
that the records are filled out completely and in
accordance with the Protocc 1 Each report shall be
approved and signed by the Irvestigator. Such approval
shall not be unreasonably iwithheld. The Institution
warrants that all CRF reconls submitted to Novartis
shall be truthful, complete aiid correct, and that they
exactly reflect the results of the Clinical Trial. Upon
request, the Institution shall submit such records or their
copies to Novartis or the Governing Body. These
records shall be reasonably tre ited as confidential.
The Investigator shall ensure correct, complete, legible
and timely recording of data, indicated by the relevant
date and signature, in the reco rds of Participants and all
submitted reports (herein liter as  the “Trial
Documentation™).
The Institution and the |Irvestigator undertake to
regularly and timely provide 1 [ovartis with all outcomes
of the Clinical Trial and other data required under the
Protocol (hereinafter as “Data”), via properly filled
records of Participants (in wr tten or electronic form -
CRF forms). The Institutifn and the Investigator
undertake to generate the CRF forms within 5 days after
the visit, set by the Protocol, t(10k place.

The Institution shall ensuie that the Investigator
maintains complete medical r icords of Participants and
identification codes ofthe Paricipants for a period of at
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6.5.

6.6.

6.7.

6.8.

6.9.

(pétnast) rokov od ukonéenia klinického skd3ania alebo
po dlhSiu dobu, na ktorej sa vzajomne dohodne s
Novartisom. Po rovnak(d dobu InStiticia zabezpeci
uchovéavanie zdravotnej dokumentacie Ugastnikov
a ostatnych zakladnych Gdajov klinického sktSania tak,
aby sa dokumentacia v plnom rozsahu zachovala a bola
Citatel'na pocas celej doby uloZenia a aby sa mohla na
poziadanie  poskytnat  prislusnym organom na
overovanie a hodnotenie.

V pripade, Ze v priebehu klinického skGSania Novartis
ziska dolezité informacie (napriklad informéacie tykajlce
sa zdvaznych neziaducich G€inkov), ktoré sa oprdvnene
povazuju za informéacie, ktoré by mohli ovplyvnit
rozhodovanie Etickej komisie pri vydavani stanoviska k
etike klinického sku$ania (ak by boli tieto informécie
dostupné v Ccase prijatia rozhodnutia), bezodkladne
oznami tieto skuto¢nosti SkuSajucemu priamo alebo
prostrednictvom CRO (ak existuje), ktory predloZi tieto
informéacie Etickej komisii.

V spolupraci so Sku$ajucim, alebo inym dohodnutym
sposobom, Novartis poskytne UGdaje o vSetkych
zavaznych neziaducich UG¢inkoch Etickej komisii a
Riadiacemu organu, ktory povoluje a kontroluje
vykonavanie klinického skd$ania, alebo na poZiadanie
aj zdravotnej poistovni vykonavajlcej verejné
zdravotné poistenie Ucastnika, a spolu so Skua3ajacim
uskuto¢ni opatrenia, ktoré je potrebné vykonat za
Geelom ochrany Ucgastnikov vystavenych riziku.
Oznamovacie povinnosti SktSajiceho voéi prisluSnej
zdravotnej poistovni podla 8§ 44 Zakona o liekoch
tymto nie st nijako dotknuté.

Institdcia zabezpeci, aby SkudSajlci oznamil Novartisu a
Etickej komisii vSetky ddlezité informdacie uvedené
v ¢lanku 6.5., ktoré zisti v priebehu klinického sku$ania.
Sucasne prostrednictvom SkuSajuceho zabezpeci, ze
Ucastnik bude v nevyhnutnej miere informovany
o vSetkych otdzkach tykajlcich sa klinického skud$ania.

Intiticia a SkuSajuci budd okamzite reagovat na vsetky
Ziadosti Novartisu predkladané poc€as klinického
skuSania atykajice sa posldenia aprerokovania
postupu klinického skaSania a sUvisiacich otdzok so
zastupcami Novartisu. InStitlcia ruci za to, Zze Skusajici
sa za tymto cielom stretne so z&stupcami Novartisu
a poskytne potrebné informécie azdznamy. Uvedena
st¢innost Institdcie vSak nesmie mat Ziaden vplyv na
poskytovanie zdravotnej starostlivosti ariadny chod
Institacie.

Institdcia v stcinnosti so Skdsajucim bude okamzite (ak
je okamzitd reakciu mozné vzhladom na vSetky
okolnosti spravodlivo poZadovat) resp. v primeranej
lehote reagovat na vSetky Ziadosti Novartisu
predkladané pocas klinického sk(S$ania atykajlce sa
posudenia a prerokovania postupu klinického sku$ania
a slUvisiacich otazok so zastupcami Novartisu. Skasajaci
sa za tymto cielom stretne so zastupcami Novartisu
a poskytne potrebné informécie a zaznamy, za ¢o
v rovnakom rozsahu zodpoveda aj InSittcia.
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6.5.

6.6.

6.7.

6.8.

6.9.

least 15 (fifteen) years aftei the termination of the
Clinical Trial, or for a longer period, if agreed so with
Novartis. For the same per od, the Institution shall
ensure maintenance of medical records of the
Participants and other basic data on the Clinical Trial so
that the documentation is ftlly retained and legible
during the entire period ofrete ition and can be provided
to relevant authorities for veiification and assessment,
when required.

If Novartis obtains any import; rnt information during the
Clinical Trial (for example information on serious
adverse reactions) which is rfasonably considered for
information that may affect tl e decision-making of the
Ethics Committee when issi ing the opinion on the
ethics of the Clinical Trial (if such information was
available at the time of d<cision-making), it shall
immediately notify the Investi;:ator of such fact, directly
or through CRO (if any), aiid the Investigator shall
submit such information to the Ethics Committee.
Novartis, in cooperation with the Investigator or in any
other agreed manner, shall piovide data on all serious
adverse reactions to the Etllies Committee and the
Governing Body, responsible for permitting and
monitoring the conduct of th<; Clinical Trial, or, upon
request, also to the health ii surance company which
provides public health insurance to the Participant, and
together with the Investigate] shall take all measures
necessary to protect the Par icipants at risk. This is
without any prejudice to rep jrting obligations of the
Investigator towards the pelinent health insurance
company under Section 44 o' the Medicinal Products
Act.

The Institution shall ensure th; t the Investigator notifies
Novartis and the Ethics Corimittee of all important
information stated in para. 6 5., which he/she detects
during the Clinical Trial. \t the same time, the
Institution shall ensure, throug i the Investigator that the
Participant is informed of <11 issues related to the
Clinical Trial to the necessary ;xtent.

The Institution and the Inves igator shall immediately
respond to all requests submitted by Novartis during the
Clinical Trial regarding the e valuation and negotiation
of the Clinical Trial progress and associated questions
with the representatives of mJovartis. The Institution
warrants that the Investigator meets the representatives
of Novartis for that purpose and provides them with
necessary information and records. However, the
mentioned cooperation of tfe [Institution shall not
anyhow affect healthcare provision and proper
functioning of the Institution.

The Institution, in cooperatkin with the Investigator,
shall immediately (if imim diate reaction may be
reasonably required under given circumstances), event,
within areasonable time-period, respond to all requests
submitted by Novartis duiing the Clinical Trial
regarding the evaluation and c insultation of the Clinical
Trial progress and associa ed questions with the
representatives of Novartis. T Te Investigator shall meet
the representatives of Novar is for that purpose and
provide them with necessary information and records,
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6.10.

6.11.

7.1.

7.2.

8.1.

InStiticia poskytne sac¢innost pri zabezpeCovani
a poskytovani podkladov, najméa ¢i InStitacia, jej
personal a pracoviskéa spifiaji podmienky pre realizaciu
klinického sktSania a Spravnej klinickej praxe.

Ska3ajaci je povinny oznamit zaradenie Ucastnika do
klinického skGSania suvedenim ¢€isla rozhodnutia
o povoleni klinického skd8ania a datumu zaradenia
Ucastnika do klinického skasania zdravotnej poistovni
vykonéavajlcej verejné zdravotné poistenie Ugastnika
bezodkladne po =zaradeni Ugastnika do klinického
sktsania; prislusnost Ucgastnika k zdravotnej poistovni
je rozhodujica v ¢ase zaradenia Ucgastnika do
klinického skusania.

Skusajluci poskytne Novartisu i Zadavatelovi klinického
skuSania sacinnost pri plneni povinnosti zadavatela
klinického sku$ania vyplyvajicich zo Zédkona o liekoch.
Na Gcely poskytnutia uvedenej stc¢innosti mdze vystavit
Novartis resp. Zadavatel Sku(Sajucemu pisomné
plnomocenstvo a podpisanim plhomocenstva sa
SkuSajlci zavazuje riadne plnit povinnosti uvedené v
plnomocenstve v mene a na U¢et Zadavatela klinického
skdsania.

7. Neziaduce udalosti a neziaduce G€inky

InStiticia a SkOSajluci sa zavazuju, Ze budld okamzZite
informovat Novartis, Riadiaci organ a prislusnd
zdravotnl poistoviiu vykonavajlcu verejné zdravotné
poistenie Ugastnika o vietkych zavaznych neZiaducich
udalostiach, ktoré sa tykaju Ucgastnikov, alebo o
podozreniach na neZiaduce 0¢inky, ktoré sa tykaju
Medicinskeho produktu, najma skGSanych produktov a
liekov, ktoré sa vyskytli v priebehu klinického skuSania,
najneskdr do 24 hodin od ich zistenia. Hlasenia bude
nasledne doplnené InStiticiou a SkGSajucim o podrobné
pisomné spravy v silade so vSetkymi pravnymi a
regulaénymi poziadavkami. InStiticia a SkuSajuci bude
pri hlaseni vSetkych zavaznych neziaducich udalosti
a podozreni na neziaduce G¢inky produktov alebo liekov
Riadiacemu organu a v pripade, ak to stanovuje pravny
predpis, Zmluva alebo Protokol aj Etickej komisii,
prislusnej zdravotnej poistovni vykonavajicu verejné

zdravotné poistenie Ugastnika, pripadne prislusnym
organom ¢lenskych S§tadtov, na ktorych Udzemi sa
vykonava multicentrické klinické sku3anie, vzdy

spolupracovat s Novartisom a v pripade ak to stanovujd
pravne predpisy alebo oto poZziada Novartis, poskytnu
prisluSnym orgdnom aj poZadované informécie.

Po vyskyte zavaznych neziaducich udalosti, prip. aj
ostatnych neziaducich udalosti, ¢i neziaducich G¢inkov
podnikne SkuSajuci po konzultacii s Novartisom vsetky
nevyhnutné opatrenia na ochranu Ugastnikov, ktori st
vystaveni riziku.
8. Financ¢né vyrovnanie

Za riadne vykonanie sluZzieb a odovzdanie vSetkych
podkladov, ktoré InStitGcia v prospech Novartisu
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6.12.

7.1.

7.2.

8.1.

for what the Institution is als ) responsible to the same
extent.
The Institution shall coopéra e in order to ensure and
provide underlying docume its, in particular as to
whether the Institution, its pe; sonnel and sites meet the
conditions for the conduct (f the Clinical Trial and
Good Clinical Practice.
The Investigator is obligerl to notify the health
insurance company providing public health insurance to
the Participant of the enrolm :nt of such Participant in
the Clinical Trial, togethe « with the number of
permission for conducting tle Clinical Trial and the
date of enrolment of the Partie ipant in the Clinical Trial
without delay after the enroll lent of the Participant in
the Clinical Trial; the pertinen ;e ofthe Participant to the
health insurance company is (letermining at the time of
enrolment of the Participant in the Clinical Trial.
The Investigator shall cooper ite with Novartis and the
Sponsor of the Clinical 1rial in performing the
obligations of the sponsor oftlte Clinical Trial under the
Medicinal Products Act. For the purposes of such
cooperation, Novartis, event, the Sponsor, may issue
a written power of attorney t) the Investigator and by
signing the power of attomey, the Investigator
undertakes to properly perforri obligations stated in the
power of attorney on behalfol and on the account of the
Sponsor ofthe Clinical Trial.
7. Adverse Events and Ad /erse Reactions
The Institution and the Irvestigator undertake to
immediately notify Novartis, the Governing Body and
the relevant health insurance (ompany providing public
health insurance to the Partieijmant, of all serious adverse
events regarding the Partieipants, or of suspected
adverse reactions regarding tle Medicinal Product, in
particular the investigational products and medicines,
which occurred during the 'Clinical Trial, within 24
hours of their detection. ’he Institution and the
Investigator shall subsequently supplement the reports
with detailed written reports it accordance with all legal
and regulatory requirements. The Institution and the
Investigator will always cot perate with Novartis in
reports of all serious adver ;e events and suspected
adverse reactions to products or medicines to the
Governing Body, and, if stipu ated so by legislation, the
Agreement or the Protoccl also to the Ethics
Committee, the relevant health insurance company
providing public health insun nee to the Participant, or
the competent authorities ol the Member States on
whose territory is the n ulticentre clinical trial
conducted, and in case it is st pulated by the legislation
or required by Novartis, shall provide the relevant
authorities with requested information, as well.
Following the occurrence ol serious adverse events,
event, also other adverse events, or adverse reactions,
the Investigator shall, follow ing the consultation with
Novartis, take all measures necessary in order to protect
the Participants at risk.

8. Financial Comp msation
Novartis shall pay remunerati > for due performance of
services and handover of all underlying materials
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8.2.

8.3.

8.4.

poskytne podla tejto Zmluvy, zaplati Novartis Uhrady
za podmienok a spbsobom podla Prilohy ¢. 2 tejto
Zmluvy.

Uhrady podla Prilohy & 2 obsahujd vsetky naklady
Institacie spojené svykonanim klinického skud3ania
a s liecbou ochorenia, na ktoré je klinické skuSanie
zamerané, vratane nadkladov na vySetrenia spojené s
tymto klinickym skGSanim, ktoré sd nad ramec
Standardnej zdravotnej starostlivosti a ktoré nie su
hradené z verejného zdravotného poistenia, a vratane
nakladov a odmien za ¢innost’ Skuasajaceho,
spoluskd8ajacich  a pripadnych inych pracovnikov
Institdcie, pokial nebude dohodnuté inak. Uhrady
uvedené v Prilohe €. 2 predstavujd jediny a vyluény
sposob finanéného vyrovnania medzi zmluvnymi
stranami a InStitGcia nemd& néarok na akékolvek dalSie
finanéné ¢i obdobné plnenie. InStitdcia je vyhradne
zodpovedna za platbu vsetkych dani a ostatnych
poplatkov, ktoré jej mozu vzniknat, alebo mézu byt
ulozené ¢i splatné v savislosti spefiaznymi alebo
nepefaznymi plneniami uvedenymi v tejto Zmluve a
Prilohe ¢€.2 €i poskytnutymi na zadklade tejto Zmluvy,
ktoré obsahuju v3etky takéto pripadné dane a poplatky.
Zmluvné strany konStatujl, Ze plnenie poskytnuté podla

tejto Zmluvy Institacii predstavuje prijem
z vykonavania klinického skGSania, ktory nie je
predmetom dane z prijmu vyberanej zrdzkou, ale

zdafnovany samotnou InStitlciou.

Uhrada bude realizovana 2 x roéne vzdy za uplynulé
obdobie spéatne, pofnlc prvym zaradenym pacientom,
podla rozsahu Novartisom a SkGSajacim odsthlasenych
vykonanych ¢&innosti (pocet, druh a im odpovedajicu
hodnotu jednotlivych Gkonov realizovanych
sjednotlivymi Subjektmi hodnotenia), a to nasledovne:

a) vzdy za obdobie do 31.1. bude do 15.3. prislusného
kalendarneho roka Novartisom vygenerovany navrh
faktary (IP - Invoice Proposal) vypracovany na
zaklade Novartisom a Sku$ajlicim odsthlasenych
vykonanych ¢€innosti do daného obdobia,

b) vZdy za obdobie do 31.7. bude do 15.9. prislusného
kalendarneho roka Novartisom vygenerovany navrh
faktary (IP - Invoice Proposal) vypracovany na
zdklade Novartisom a SkaSajucim odsuhlasenych
vykonanych €¢innosti do daného obdobia.

Novartis zaSle vygenerovany IP InStitdcii a InStitdcia na
zaklade takto vypracovaného a doruceného IP vystavi
faktaru, ktor( doru¢i Novartisu. Na faktdre musi byt
uvedeny kdéd klinického skuS$ania a prilohou faktary
bude vystaveny IP. Novartis zaplati InStiticii na zaklade
riadne vystavenej a dorucenej faktary prislusnd cast
Ghrady za Specifikované obdobie, a to so splatnostou 30
dni od dorucenia faktdry Novartisu.

Intiticia berie na vedomie, Ze v stlade s platnymi
pravnymi predpismi, najmd, nie vSak vylu¢ne podla
Zakona o liekoch je resp. mdze byt spolo¢nost Novartis
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8.2.

8.3.

8.4.

provided by the Institution fcr the benefit of Novartis
under this Agreement, and tha under the conditions and
in the manner according to An lex No. 2 hereof.
Unless agreed otherwise, payr lents according to Annex
No. 2 cover all costs of the Iistitution associated with
the conduct of the Clinical 1rial and treatment of the
disease, on which is the Clinical Trial focused,
including costs of examinati jns associated with this
Clinical Trial that are beyonel the standard healthcare
and that are not reimburse i by the public health
insurance, including costs ard remunerations for the
activity of the Investigater, co-investigators and
eventually other employees of the Institution. Payments
stated in Annex No. 2 represe it the only and exclusive
method of financial com )ensation between the
contractual parties and the In: titution is not entitled to
any further financial or sirfilar consideration. The
Institution is solely responsibl : for payment of all taxes
and other charges, which may incur to it, or may be
imposed or payable in connectjon with any monetary or
in-kind considerations stated in this Agreement and
Annex No. 2, or provided under this Agreement, which
include all such possible tixes and charges. The
contractual parties note that tl e consideration provided
to the Institution under this Agreement forms an income
for the conduct of the Clinical Trial which is not subject
to withholding income tax, bat shall be taxed by the
Institution itself.
Payment will be realized twic3 a year always for the
previous period retrospectively , starting with the first
included patient, according to the scope of activities
performed and approved by No’ artis and the Investigator
(number, type and corresponc ing value of individual
interventions in individual Study' Subjects) as follows:

a) always for period until J;inuary 31, will be until
March 15, of the calendar year in question by
Novartis generated an invo ce proposal (IP - Invoice
Proposal) drawn up on the basis of Novartis and

Investigator approved a:tivities provided into
specific period,
b) always for period until July 31, will be until

September 15, of the cale idar year in question by
Novartis generated an invo ce proposal (IP - Invoice
Proposal) drawn up on the basis of Novartis and
Investigator approved a;tivities provided into
specific period.

Novartis will send generatec IP to Institution and
Institution in pursuance of sue! drawn up and delivered
IP issue an invoice, which will deliver to Novartis. The
invoice must contain the code of the clinical trial and
Annex ofthe invoice will be iss red IP. Novartis shall pay
to the Institution on the basi5 of a duly issued and
delivered invoice a respective p irt of the payment for the
specified period, with maturity period of 30 days from
the delivery ofthe invoice to the Novartis.

The Institution takes into account, that in accordance
with applicable laws, mainly, but not limited to the
Medicinal Products Act, Nova tis or a third person is, or
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8.5.

9.1.

alebo tretia osoba povinnd oznamovat prislusnym
organom a zverejiiovat vySku a G€el pefiaznych alebo
nepefiaznych plneni poskytnutych priamo alebo
nepriamo zdravotnickemu pracovnikovi alebo
poskytovatelovi zdravotnej starostlivosti v rozsahu a za
podmienok stanovenych platnymi pravnymi predpismi.
Indtiticia a SkGSajaci sucasne berd na vedomie, Ze
predmetom zverejnenia bude aj vySka finan¢ného
ohodnotenia  SkuSajuceho za klinické skudSanie.
Indtiticia sa zavazuje poskytnut Novartis aklkolvek

stc¢innost’ nevyhnutne potrebnu na plnenie
oznamovacich povinnosti Novartisu podla Zakona
o liekoch. Pre  G€ely oznamovania finan¢ného

ohodnotenia SktGSajuceho za klinické sktSanie InStiticia
prehlasuje, Ze takéto finanéné ohodnotenie Skusajlceho
za klinické skdSanie vykondvané na zaklade tejto
Zmluvy predstavuje sumu 70 % z odmeny vyplacanej
InStitdcii podla tejto Zmluvy; v pripade, Ze v danom
kalendarnom polroku bude poskytnuté SkuaSajucemu
finanéné ohodnotenie za klinické skuS$anie v inej vyske
ako je uvedené vyS$Sie (napr. pokial bude plnenie
rozdelené medzi jednotlivych ¢&lenov timu, t. j. medzi
SktSajuceho a  spoluska$ajucich  podla  navrhu
SktSajuceho) ateda vyhlasenie InStiticie podla
predchadzajldcej vety sa stane neaktudlnym, InstitGcia sa
zavazuje oznamit  Novartisu vySku finanéného
ohodnotenia SkuSajuceho za klinické skuSanie ato
bezodkladne, najneskér do 15.1. alebo do 15.7.
prislusného kalendarneho roka za obdobhie
predchadzajiuceho kalendarneho polroka, v ktorom bolo
predmetné zverejiované penazné alebo nepefiazné
plnenie poskytnuté.

Institicia zodpoveda za presnost, Uplnost a spravnost
Gdajov a informéacif, ktoré InStitGcia poskytuje
spolo¢nosti Novartis v savislosti s plnenim povinnosti
podla bodu 8.4. tejto Zmluvy. V pripade poruSenia
tychto povinnosti alebo povinnosti poskytndt st€innost
alebo  oznamit  vysku finanéného  ohodnotenia
SkuSajuceho podla bodu 8.4. InStituciou je InStitucia
povinna odSkodnit spolotnost Novartis za akékolvek
naroky, Zaloby a wuplatnenia pradva vznesené voci
spolo¢nosti Novartis alebo jej prepojenym osobam,
Skody a iné ujmy, néaklady alebo vydavky, vratane
ndkladov na pravne sluzby sp6sobené alebo vzniknuté
spolo¢nosti Novartis alebo jej prepojenym osobadm v
stvislosti s konanim InStiticie poruSujucim pravne
predpisy alebo povinnosti podla tejto Zmluvy.
9. Zodpovednost za Skodu a poistenie

Novartis prehlasuje, Ze Novartis, resp. Zadavatel alebo
ich pridruzené osoby zabezpe€ili pred uzavretim tejto
Zmluvy poistenie zodpovednosti Institdcie, Novartisu
a Ucastnikov za $kody vzniknuté na zdravi Ugastnikov
vratane smrti a nakladov spojenych s liecbou
komplikéacii alebo pripadnych trvalych nésledkov na
zdravi alebo inej $kody, ktora mdze byt Ucastnikom
sposobena v dosledku vykonéavania klinického skd3ania
v zmysle Zakona o liekoch. Podla takéhoto poistenia
zodpovednosti za S$kodu bude mat InStiticia ako
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8.5.

9.1.

eventually may be obliged to notify the relevant
authorities and to disclose th : amount and purpose of
any monetary or in-kind o msiderations directly or
indirectly provided to a hea thcare professional or a
healthcare provider to the extent and under conditions
stipulated by applicable laws The Institution and the
Investigator are aware of the fact that the amount of the
financial remuneration of tre Investigator for the
Clinical Trial shall also be sabject to disclosure. The
Institution undertakes to previde Novartis with any
assistance necessary for ulfilment of reporting
obligations of Novartis unde: the Medicinal Products
Act. For the purposes of the iotification of the amount
of financial remuneration of the Investigator for the
Clinical Trial, the Institution d jdares that such financial
remuneration of the Investigator for the Clinical Trial
conducted under this Agreentent shall represents the
amount of 70% of the renuneration paid to the
Institution under this Agreenlent; in case that in the
respective calendar half-ye ir the Investigator is
provided with a financial rem meration for the Clinical
Trial in amount other than stipulated above (e.g. in case
the remuneration will be clistributed to individual
members of the team, i.e. to the Investigator and the co-
investigators pursuant to the proposal of the
Investigator) and thus the declaration of the Institution
pursuant to the preceding sen ence becomes not up-to-
date, the Institution undertake: to notify Novartis of the
amount of the financial remun jration ofthe Investigator
for the Clinical Trial, and that immediately, at the latest
till January 15th or July 15th of the given calendar year
for the time-period of the prev ous calendar half-year, in
which the respective disclo: ed financial or in-kind
consideration was provided.

The Institution is  resptinsible for accuracy,
completeness and correctness of data and information
provided by the Institution i Novartis in relation to
fulfilment of obligations uiider para. 8.4. of this
Agreement. In case the Injtitution breaches those
obligations or the obligation t ) provide assistance or to
notify ofthe amount of the fin.racial remuneration of the
Investigator under para 8.4., tl e Institution is obliged to
indemnify Novartis for any ckims, actions and exercise
of rights raised against Novart s or its affiliated persons,
damage and other losses, cos:s or expenses, including
expenses for legal services caused or incurred to
Novartis or its affiliated pe sons in relation to any
unlawful conduct of the Institiition or any breach of the
Institution's obligations under his Agreement.

9. Liability for Damage snd Insurance

Novartis represents that, pri > to conclusion of this
Agreement, Novartis, event the Sponsor or their
affiliated persons ensured liability insurance of the
Institution, Novartis and tle Participants for any
damage caused to the hetlth of the Participants
including death and costs asst mdated with the treatment
of complications or eventual permanent effects on the
health or other damage, tha: may be caused to the
Participants due to the condu ;t of the Clinical Trial in
terms of the Medicinal Prciducts Act. Under such
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9.2.

9.3.

poisteny pravo, aby v pripade poistnej udalosti poistitel’
(poistoviia) za neho nahradil podla poistnych
podmienok $kodu Ugastnikovi, za ktord Institicia alebo
Zadavatel' zodpoveda. Naklady spojené s uzavretim
a udrziavanim poistnej zmluvy po cely ¢&as realizacie
klinického skuSania hradi Novartis. Poistny certifikat je
Prilohou €. 3 tejto Zmluvy.

Pokial bude voci Institacii uplatneny narok na nahradu
Skody, ktorG je mozné preukazatelne pric¢itat Novartisu
alebo Zadéavatelovi alebo G¢inkom hodnoteného
produktu alebo lieku alebo postupu klinického sku$ania
podla Protokolu (ktorému by Ugastnik nebol vystaveny,
keby sa klinického skaSania nezucastnil), poskytne
Novartis alebo Zadavatel ndhradu Skody v takej vyske,
v akej Ucastnik Gspedne uplatnil svoj narok vratane
stdnych poplatkov a opodstatnenej a priznanej odmeny
pre pravneho zastupcu na sude, resp. zabezpe¢i plnenie
z prisluSnej poistnej zmluvy. Tento néarok sa pritom
musi vyluéne tykat ujmy na zdravi (vratane smrti),
ktora Ugastnikovi, ktory sa zG€astnil klinického
skG$ania, vznikla vyhradne v do6sledku uZivania
skiSaného produktu ¢i lieku a pouzitétho v ramci
klinického skuSania alebo postupu klinického sku$ania
(t.j. skuSanie, hodnotenie alebo klinicky zakrok alebo
postup vykonavany v ramci klinického skuGSania,
ktorému by Ucgastnik nebol vystaveny, keby sa
klinického skuS$ania nezlcastnil), a to za predpokladu,
Ze narok nevznikol v dbésledku poruSenia povinnosti
Institacie alebo Skusajuceho.

Narok na néhradu Skody podla predchéadzajicich

¢lankov nevznika, pripadne vznikd len v pomernej

vySke, najma ak:

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

b) ujma na zdravi (vratane smrti) bola sp6sobena
protiprdvnym konanim, zanedbanim alebo
Gmyselne  zlym  spravanim, nedbanlivym
konanim, nesprdvnym konanim, opomenutim
¢i poruSenim povinnosti stanovenej InStitacii
alebo SkuSajucemu prdvnym predpisom, touto
Zmluvou, vratane vsetkych jej priloh,
Protokolom alebo indtrukciami Ci
odport€aniami Novartisu, uvedené sa netyka
konani alebo skuto&nosti, na ktoré mali byt

InstitGcia alebo Skuasajuci upozornenf
Novartisom alebo  Zadavatelom, pricom
upozorneni neboli;

c) InStiticia alebo SkuSajuci bez zbyto¢ného

odkladu, tj. najneskdér do 7 dni po tom, €o bol
voci €o len jednému z nich uplatneny néarok na
ndhradu Skody, neozndmili tdto skutocnost
pisomne Novartisu;

d) Institacia alebo Skuasajaci neposkytne
informacie alebo pomoc Novartisu sudvisiace
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liability insurance, in case an insured event occurs, the

Institution as the insured shall be entitled to, that the

insurer (insurance company) pays, on its behalf and

under the insurance condition j, the compensation to the

Participant for any damage, ftir which the Institution or

the Sponsor is responsible, \ny costs related to the

conclusion and maintenanct: of insurance contract
during the entire period of tlte Clinical Trial shall be
borne by Novartis. The insurance certificate forms

Annex No. 3 hereof.

Ifaclaim for damages is filed against the Institution and

responsibility for the damage nay be provably assigned

to Novartis or the Sponsor, or to the effects of the
investigational product or metlicine or to the procedure
under the Protocol (to which the Participant would not
be exposed, if he/she did not participate in the Clinical

Trial), Novartis or the Sponsor shall provide

compensation for damage in :uch amount in which the

Participant successfully pursu id his/her claim in court,

including court fees and reas mable fee granted to the

lawyer in court, event, sht1l ensure the insurance
compensation from the resptctive insurance contract,

Such claim shall pertain solely to the health-related

harm (including death) caused to the Clinical Trial

Participant exclusively due to the wuse of the

investigational product or rledicine applied in the

Clinical Trial or to the proce lure of the Clinical Trial

(i.e. testing, evaluation or clinical intervention or

procedure performed as a pait of the Clinical Trial, to

which the Participant would lot be exposed, if he/she

did not participate in the Cli lical Trial) and provided

that the claim did not original as a result of a breach of

the Institution’s or the Investi® ator’s obligation.

Claim for damages according :0 previous para, does not

arise, or arises only in a proportional amount, in

particular if:

a) The health-related harm (including death)
occurred due to the ault or contributory fault
of the Participa it or his/her legal
representative, also d fe to negligence;

b) The health-related harm (including death)
occurred due to unlawful conduct, negligence
or intentional miscoi duct, neglectful conduct,
wrong conduct, o nission or breach of
obligation assigned to the Institution or the
Investigator by a legal regulation, this
Agreement including any annexes hereof, the
Protocol or instructions or recommendations
given by Novartis, the mentioned does not
apply to such actiors or facts, of which the
Institution or the Invf stigator should be warned
by Novartis or the Sponsor, whereby they were
not warned;

c) The Institution or In/estigator failed to notify
Novartis in writing vithout any delay, i.e. at
the latest within 7 days after a claim for
damages was filed against even one of them, of

such fact;
d) The Institution or tle Investigator failed to
provide Novartis  with information  or
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s priebehom rieSenia pozadovaného néaroku,
alebo ak s0 poziadani, nebudl spolupracovat
s Novartisom pri vykone obhajoby a vedeni
v8etkych pravnych (konov, ktoré z tejto
skuto¢nosti vyplyvajd; zmluvné strany v tomto
pripade nie sd opravnené poskytnat
komukolvek vyjadrenie, ktoré by akymkolvek
sposobom poskodzovalo druh( zmluvn( stranu
bez toho, aby uvedené sdruhou zmluvnou
stranou najskdr neprerokoval anezhodol sa
s nou na spoloénom postupe;

e) InStitdcia alebo  Skua8ajuci uznali narok
vzneseny tretou osobou bez toho, Ze by
obdrzali  predchéadzajdci pisomny  sdhlas

Novartisu. V tejto stvislosti bude prihliadané k
tomu, ¢&i Novartis svoj sthlas bezddvodne
neodoprel alebo ¢&i InStiticia alebo SkuaSajuci
konali v stlade s pravnymi predpismi;

f) InStiticia alebo SkuSajaci porusili  svoju
povinnost uchovavat a viest prislusnd
dokumentaciu a porudenie tejto povinnosti

stviselo so vznikom S$kody alebo znemoznilo
Novartisu branit sa voCi vznesenym néarokom
na nadhradu $kody;

g) Institicia alebo SkuSajaci poruSili informaénu
povinnost, ktord im stanovuje tdto Zmluva
alebo platné préavne predpisy a porudenie tejto
povinnosti stviselo so vznikom S$kody alebo
znemoznilo Novartisu v€as sa branit voci
vznesenym narokom na nahradu Skody;

h) InStitGcia alebo Skua8ajaci porusili  svoju
povinnost  poskytnat  Ucgastnikovi riadnu
a bezodkladnu zdravotnu starostlivost,

v dosledku ¢oho 3koda na zdravi Ucgastnika
vznikla alebo sa zvécSila, v pripade, ak sa
o tejto Skode na zdravi dozvedeli alebo pri
splneni svojich povinnosti dozvediet mohli
v Case, ked poskytnutie bezodkladnej
zdravotnej starostlivosti mohlo Skodu na zdravi
odvratit alebo zmensit'.

InStitGcia a SkaSajuci budd pisomne informovat
Novartis o vSetkych okolnostiach, o ktorych je mozné sa
domnievat, Ze by mohli viest k vzniku naroku na
ndhradu Skody voc¢i Novartis alebo Zadavatelovi alebo s
tym slvisiaceho stdneho konania a ktorych su si priamo
vedomi alebo mali byt vedomi, a budd Novartis
primerane informovat o vyvoji takéhoto naroku alebo
sidneho konania, aj ked sa InStiticia alebo SkusSajuci
rozhodnt na zédklade tychto podmienok narok na
nadhradu 8kody neuplatnit. Rovnako Novartis bude
pisomne v nevyhnutnom rozsahu informovat InStitaciu
alebo SkuSajuceho o vsetkych okolnostiach, ako aj o
vyvoji takéhoto naroku alebo sidneho konania
vzneseného priamo proti Novartisu.
Novartis, Zadavatel, InStiticia a
zodDovedail za Skodu spdsobend

SkaSajuci  inak
realizovanim
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assistance in relatior to the settlement of the
filed claim, or failed to cooperate, if requested
so, with Novartis ir the performance of the
defence and conduc ing all legal acts, which
arise from that ftct; in such case, the
contractual parties aee not entitled to submit
any statement that inay anyhow damage the
other contractual ptrty without first having
negotiated the meiitioned with the other
contractual party and agreed on a common
procedure;

e) The Institution or thi Investigator accepted a
claim filed by a thiid person without having
obtained previous written consent of Novartis,
In this connection, it shall be taken into
account, whether Novartis did not
unreasonably withho d its consent or whether
the Institution or tle Investigator complied
with applicable laws;

f) The Institution or tfe Investigator breached
their obligation to k*ep and maintain relevant
documentation and the breach of this
obligation was conn* cted to the arising of the
damage or it prijeluded Novartis from
defending itself ajainst the claims for
damages;

9) The Institution or tfe Investigator breached
their information obiigation imposed on them
by this Agreement o' applicable laws and the
breach of this obliga ion was connected to the
arising of the damag ! or it precluded Novartis
from timely defending itself against the claims
for damages;

h) The Institution or tfe Investigator breached
their obligation to pr wide the Participant with
proper and immédiat*: healthcare and thereby a
health-related harm was caused to the
Participant or becaine worse, in case they
learned of such hea th-related harm or could
have learned of sueh health-related harm if
they fulfilled their cbligations, in time when
the provision of im nediate healthcare could
have prevented the Tealth-related harm from
occurring or becoming worse.

The Institution and the Irvestigator shall inform

Novartis in writing about all :ircumstances which may

lead to, or which may be c*nsidered as leading to a

claim for damages against N wards or the Sponsor or

thus associated court proceeding, and of which they are
directly aware or should be aware, and shall inform

Novartis appropriately about the progress of such claim

or court proceedings, even if the Institution or the

Investigator decide not to file iclaim for damages under

the given conditions. Likewi ¢e, Novartis shall inform

the Institution or the Investiga :or to the necessary extent
about all circumstances and iirogress of such claim or
court proceedings lodged dire* tly against Novartis.

Novartis, the Sponsor, tle Institution and the

Investigator are otherwise liai le for any damage caused
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9.6.

10.1.

klinického skG8ania podla vSeobecnych predpisov.
Vyluky zodpovednosti za Skodu upravené v ¢lanku 9
tejto Zmluvy sa uplatnia v rozsahu v ktorom nie s
vyli¢ené kogentnymi ustanoveniami pravneho poriadku
Slovenskej republiky.

InStitGcia bude mat pocas celej doby realizacie
klinického sktSania prislusné a néalezité poistenie na
poistné krytie narokov alebo 3$kdéd, za ktoré podla
pravnych predpisov atejto Zmluvy zodpoveda, ktoré
podla predpisov platnych na UGzemi Slovenskej
republiky musi mat uzavreté (najm& poistenie
zodpovednosti za S$kodu spo6sobend pri poskytovani
zdravotnej starostlivosti, poistenie profesijnej
zodpovednosti zamestnancov). Na Ziadost Novartisu
InStitdcia poskytne dékaz tohto poistenia.

10. Doverné informacie

So vSetkymi informéaciami a Gdajmi, obchodnymi
tajomstvami, privilegovanymi zdznamami (zdznamy
ziskané na zéklade profesionalneho alebo ddéverného
vztahu, ktoré sa nesmu zverejnit bez sthlasu strany, od
ktorej boli ziskané) ainymi doévernymi alebo
sikromnymi informaciami (vratane, okrem iného,
Protokolu, CRF, informé&cii na intemetovych strdnkach
Novartisu chranenych heslom, Dokumentacie S§tadie,
Slvisiacej dokumentéacie, informécii o Struktdre,
zlozeni, ingredienciach, vzorcoch, know-how,
technickych postupoch a procesoch), ktoré uverejnila,
spracovala alebo prisla do styku InStitdcia, SkuS$ajaci
al/alebo zamestnanci a spolupracovnici Institacie
v stvislosti so Zmluvou alebo klinickym skGSanim
(d'alej sthrnne len ,,Do6verné informacie*), bez ohladu
na to, ¢i st v papierovej, elektronickej alebo inej forme,
sa bude zaobchadzat ako s ddévernymi. InStiticia
a SkuSajuci sa zavazuja, Zze DoOverné informaécie
nezverejnia tretej strane, ani ich nepouzijd pre iné Gcely,
pokial k tomu nedostant pisomny sthlas alebo pokyn
na spristupnenie Ddvernych informécii od Novartisu.
Tento sthlas sa dava z dbvodov objasnenia urcitych
skutoénosti CRO alebo osobe, za ktord Skus$ajaci
zodpoveda, alebo zdravotnej poistovni Uégastnika. Toto
zverejnenie informéacii sa vSak poskytuje iba v miere
pozadovanej pre Gcely klinického skGSania a stanovenej
zdkonom. Doverné informdacie sa spristupnia personalu
pracoviska (centra) len v pripade, ak je personal
zaviazany rovnakou mierou zachovavania dovernosti

Dovernych informacii, pricom InStiticia za konanie
persondlu ruci. InStitdcia a SkdSajuci st povinni
akékolvek Doverné informacie anosice Dovernych

informécii vyslovene oznacit ako ddverné apredmet
obchodného tajomstva a to najma, nie vSak vyluéne, pri
ich poskytnuti tretim osob&m v stlade s Zmluvou alebo
prislusnymi pravnymi predpismi; pokial je InStiticia
povinnou osobou v zmysle zakona ¢. 211/2000 Z.z. o
slobodnom pristupe k informaciam aozmene
a doplneni niektorych zadkonov, v zneni neskorSich
predpisov (dalej len ,,Zakon o slobode informacii*), je
povinna tieto povinnosti dodrziavat aj vo vztahu
k informéaciam, ktoré sa maju poskytovat alebo
zverejiiovat v stlade so Zdkonom o slobode informécii.
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by the conduct of the Clinical Trial under general
regulations. Exemptions from liability for damage
governed by Article 9 of this Agreement shall be
applied to the extent in which they are not exempted by

mandatory provisions of legislation of the Slovak
Republic.
During the entire period oi the Clinical Trial, the

Institution shall maintain rdevant and appropriate
insurance for insurance covsrage of any claims or
damage, for which is responsi rle under applicable laws
and this Agreement, which it shall conclude pursuant to
legislation in force in the Slovak Republic (in particular
liability for damage caused in healthcare provision,
employee professional liability insurance). Upon
request of Novartis, the Institution shall provide proof
of such insurance.
10. Confidential Information

All information and data, rade secrets, privileged
records (records obtained ba:ed on a professional or
confidential relation, which must not be published
without the consent of the rarty which made them
available) and other cotlfidential and private
information (including, but nct limited to the Protocol,
CRF, information at password-protected websites of
Novartis, Trial Documentation . Related Documentation,
information on the structure, composition, ingredients,
patterns,  know-how, techideal procedures and
processes) which were piablished, processed or
encountered by the Institutioi, the Investigator and/or
employees and co-workers of the Institution in
connection with the Agreemimt or the Clinical Trial
(hereinafter collectively as “Confidential
Information™), irrespective of whether in paper,
electronic or any other fonn, shall be handled as
confidential. The Institutioi and the Investigator
undertake not to disclose such Confidential Information
to a third party or use them for other purposes, unless
they obtained a written consent or instruction from
Novartis to make such CConfidential Information
available. This consent is grinted in order to clarify
certain matters to CRO or aperson, for which the
Investigator is responsible, oi to the health insurance
company of the Participant. Ilowever, such disclosure
of Confidential Information is only allowed to the
extent required for the purposes ofthe Clinical Trial and
set out by law. Confidential Iiformation shall be made
available to the personnel at tl e site (centre), only if the
personnel is bound by the sarre duty of confidentiality
of the Confidential Information, whereby the Institution
is liable any action of the personnel. The Institution and
the Investigator shall e <pressly indicate any
Confidential Information and Confidential Information
mediums as confidential and subject to trade secret and
that mainly, but not limited to, by their provision to
third persons in accordance with the Agreement or
applicable laws; in case the Institution is an obligee
pursuant to Act No. 211/200T Coll, on Free Access to
Information and on Amendments to Certain Laws, as
amended (hereinafter as the ‘Act on Free Access to
Information™), it is obligee to comply with those
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10.2.

10.3.

10.4.

10.5.

Pokial jedna zmluvna strana je zo zakonom
stanovenych doévodov povinnd Doverné informaécie
komukolvek spristupnit, ozndmi to bez zbyto¢ného
odkladu pisomne druhej zmluvnej strane, ak nebude
moct ziskat jej predchadzajici pisomny sdhlas; to
neplati, pokial ktakému spristupneniu ma ddojst zo
strany Novartisu a predmetné Doverné informéacie sa
nedotykaji ani nemajd vztah k InStiticii resp. jej
pacientom a zamestnancom. Novartis poskytne sthlas k
zverejneniu informécii v pripadoch, kde to vyZzaduje
zédkon alebo Riadiaci orgadn. Odhalenie sa poskytne len
v pozadovanej miere a v ¢&ase poskytnutia tychto
informécii musi byt o tejto skutoénosti Novartis
informovany.

Institacia a/alebo SkusSajlci bude pri predkladani ddajov
a dokumentacie o klinickom  skGSani Riadiacemu
organu av pripade ak to stanovuje pravny predpis,
Zmluva alebo Protokol aj Etickej komisii a zdravotnej
poistovni, ktord vykonava verejné zdravotné poistenie

dotknutého Ucastnika, vzdy spolupracovat’
sNovartisom, pricom rozsah predkladanych ddajov
a dokumentéacie o klinickom sku$ani je stanoveny

maximéalne dokumentaciou podla § 42 ods.l Zakona o
liekoch anesmG byt predlozené ¢i spristupnené tie
Doverné informacie, ktoré predstavuju alebo priamo ¢i
nepriamo zahfnaju informécie na intemetovych
strainkach Novartis chranenych heslom, Dokumentéciu
Stadie, Sdvisiacu dokumentaciu, informacie o Strukture,
zlozZeni, ingredienciéch, vzorcoch, know-how,
technickych postupoch aprocesoch ¢i iné informéacie
spadajlce pod ochrany prav duSevného vlastnictva.

Povinnosti tykajice sa ochrany Dovernych informacii
uvedené vyS$Sie neplatia alebo stracaja platnost v
pripade informacii, pri ktorych moé6ze v miere
akceptovanej Novartisom SkuaSajdaci/lnStiticia potvrdit,
zZe:

a) boli uz verejnosti dostupné alebo sa postupne
stali  dostupnymi inym  spO6sobom, nez
neopravnenym zverejnenim informacifi;

b) boli uz SktSajacemu/Institdcii zndme inak nez
poskytnutim od Novartisu alebo ziskanim ¢&i
vytvorenim v priebehu alebo v slvislosti
s klinickym skaSanim, ¢o moZze preukazat

pisomnymi dékazmi;

c) boli SkuSajacemu/Institacii odhalené tretou
stranou, ktora ich dostala od Novartisu priamo
alebo nepriamo, a nie dévernym spdsobom.

Po skon¢eni Zmluvy InStiticia zlikviduje alebo na
Ziadost Novartisu vrati v8etky dokumenty, vzorky
a material obsahujici Doverné informécie alebo
tykajlci sa Dovernych informacii, okrem jednej koépie
Dovernych informacii, ktor4d sa musi podla pravnych
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obligations also in relation to information, which are to

be provided or disclosed in accordance with the Act on

Free Access to Information.

If either contractual party is for statutory reasons

obliged to make Confidential Information available to

anyone, it shall notify the other contractual party in
writing without any delay in case it is not possible to
obtain prior written consent of the other contractual
party; this does apply to sjch situation, when the
disclosure shall be made by Isovartis and the respective

Confidential Information does not concern, nor has any

relation to the Institution, event, its patients and

employees. Novartis shall trant its consent to the
disclosure of information in cases required by law or the

Governing Body. Information shall only be disclosed to

the requested extent and Nov irtis shall be informed of

this matter at the time when iuch information is being
provided.

When submitting data and doc umentation regarding the

Clinical Trial to the Governing Body, and, if required so

by applicable laws, the Agree nent or the Protocol, also

to the Ethics Committee aid the health insurance
company providing public realth insurance to the
concerned Participant, the Institution and/or the

Investigator shall at all times cooperate with Novartis,

whereby the scope of submitted data and documentation

regarding the Clinical Trial is limited to a maximum of
the documentation according to Section 42 para. 1 of
the Medicinal Products A:t, whereby any such

Confidential Information, wh ch represents or directly

or indirectly include informat on at password-protected

websites of Novartis, Trial Documentation, Related

Documentation, informatioil  on the structure,

composition, ingredients, patti ms, know-how, technical

procedures and processes o many other information
subject to the protection of irtellectual property rights,
shall be submitted or made avf liable.

The above mentioned ob igations regarding the

protection of Confidential Infarmation are not valid or

shall become void in case of such information, in
relation to which the Investigitor/Institution is able, to
the extent acceptable by Novai tis, to confirm as follows:

a) It was already publicly available or became
gradually available ir a manner other than
unauthorised disclosure of information;

b) Was already known to the
Investigator/Institution by  another means
different from disclosi lg them by Novartis or
obtaining or creating tl em during or in relation
to the Clinical Trial, and it is able to give
evidence of such fact b;'its written records;

c) W as disclosed to the In /estigator/Institution by a
third party, which r;ceived it directly or
indirectly, from Novar is on a non-confidential
basis.

Upon termination of the Agreement and upon the

request from Novartis, the li stitution shall destroy or

return all documents, sample ; and material containing

Confidential Information or relating to Confidential

Information, except for one copy of the Confidential
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10.6.

10.7.

11.3.

predpisov uchovat v zdznamoch InStitacie, ktoré budd
primerane utajené. Ak o to Novartis poZiada, musi
InStitGcia tak(to likvidaciu bez odkladu pisomne
potvrdit.

InStitGcia a SkUSajlci berd na vedomie a sUhlasia, Ze
bez ohladu na ostatné ustanovenia tejto Zmluvy je
Novartis opravneny  spristupnit  tretim  osobam
informécie tykajuce sa predmetu tejto Zmluvy, najma
tykajuce sa InStiticie (obchodné meno, sidlo)
a SkusSajuceho (meno, priezvisko, zdravotnicke
povolanie, ndzov a adresa zdravotnickeho zariadenia, v
ktorom SkuSajaci vykonava svoje povolanie) a spolo€ne
tykajuce sa vySky aucelu pefiazného plnenia
poskytnutého InStiticii a SkuSajucemu, vysky a ucelu
nepefazného  plnenia  poskytnutého  InStitdcii a
Skasajicemu, v rozsahu podla Zakona o liekoch, najma
v stvislosti s vykonanim oznamovacich povinnosti voci
Narodnému centru zdravotnickych informacii.

Vys§Sie uvedené povinnosti stanovené v tomto ¢lanku
zavazuju InStitdciu a SklGSajiceho bez ¢asového alebo
miestneho obmedzenia na trvanie zmluvného vztahu na
zaklade tejto Zmluvy, t.j. platia aj po skon€eni platnosti
tejto Zmluvy a klinického sktSania.

11. Publikéacie
Pri  dodrzani zasad a predpisov Novartisu pre
publikovanie (dajov a s predchadzajicim pisomnym
sthlasom Novartisu mozu byt informécie o klinickom
skuSani zverejnené vo vedeckej literatare.
Novartis uzndva zaujem InStiticie na publikaciach
o klinickom sku8ani ajeho prezentdciach v ¢asopisoch,
na poraddch alebo inak, apreto tieto publikacie
a prezentacie povoli, ale za predpokladu, Ze InStiticia
poskytne Novartisu navrhované prezentdcie najmenej
15 (patnast) pracovnych dni pred ich zverejnenim
a vSetky ostatné navrhované publikacie najmenej 45
(Styridsatpat) pracovnych dni pred zverejnenim a za
predpokladu, Ze Novartis bude mat pravo poZiadat o
doplnenie kazdej takejto navrhovanej prezentéacie alebo
publikacie na zéklade dostatoénych dovodov, vratane
okrem iného:
a) zaistenia presnosti prezentacie alebo publikécie;
b) zaistenia, aby  sukromné informécie  neboli
nedopatrenim ozndmené;
c) umoznenia, aby prava duSevného vlastnictva boli
chréanené;
d) umoznenia, aby boli poskytnuté prislusné dopliujice
informéacie.
Forma vsetkych publikéacii tykajacich sa klinického
skuSania avztah dotknutych os6b a Novartisu k nim
podla zdkona €. 185/2015 Z.z. Autorsky zakon v zneni
neskor$ich predpisov (napr. autorstvo, spoluautorstvo,
spolo¢né dielo, suborné dielo, spojené diela) bude
ur¢ené vzajomnou dohodou pri odsthlaseni publikéacie,
prezentacie ¢i iného diela Novartisom podla tohto
¢lanku.
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Information, which shall kep , according to applicable
laws, within the records of tl e Institution, which shall
be reasonably considered as cc mfidential. 1fthe Novartis
requests so, the Institution sitall immediately confirm
such disposal in writing.
The Institution and the Inve:tigator acknowledge and
agree that notwithstanding to other provisions of this
Agreement, Novartis is autlorised to disclose any
information relating to the subject matter of this
Agreement to third persons, in particular concerning the
Institution (business name, megistered seat) and the
Investigator (name, surname, medical profession, the
name and address of the hea thcare facility where the
Investigator carries out his/hei profession), and together
concerning the amount and impose of the monetary
consideration provided to the Institution and to the
Investigator, the amount anc purpose of the in-kind
consideration provided to th2 Institution and to the
Investigator, within the scope if the Medicinal Products
Act, especially in connecticn with performing the
reporting obligations to the N; tional Health Information
Centre.
The above mentioned obligati ms set out in this Article
are binding for the Institution and the Investigator
without any limitations in erms of time-period or
territory to the duration of con ractual relationship under
this Agreement, i.e. they shall survive after the expiry of
this Agreement and the Clinic; 1Trial.

11. Publicatio 1s
In compliance with the princijlies and rules of Novartis
regarding publication of dan and with prior written
consent of Novartis, informat! on regarding the Clinical
Trial may be published in scieiitific literature.
Novartis acknowledges the in erest of the Institution in
the publications on the Clinical Trial and its
presentations in journals, meetings or otherwise, and
therefore shall allow s ich publications and
presentations, provided, how :ver, that the Institution
submits proposed presentatior s to Novartis at least 15
(fifteen) business days before their publication and any
other proposed publications at least 45 (forty-five)
business days before their pub ication, and provided that
Novartis shall be entitled to rt quest to supplement each
of such proposed présentaion or publication on
reasonable grounds, including, but not limited to:
a) Ensure accuracy of the pr< sentation or publication;
b) Ensure that private infon lation is not accidentally

disclosed;

c) Enable the intellectual property rights to be
protected;

d) Enable relevant additicnal information to be
provided.

The form of all publications n garding the Clinical Trial
and the relation of the person sconcerned and Novartis
towards them according to A ;t No. 185/2015 Coll, on
Copyright, as amended (e.g. work, co-authors' work,
joint work, collective work, v ork of a collection) shall
be determined by mutual agreement when approving the
publication, presentation or other work by Novartis
under this Article.
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11.4.

12.1.

Novartis mdze poziadat, aby bola akdkol'vek publikacia
alebo prezentadcia az 4 (Styri) mesiace pozdrzana
scielom wumozZnit pripravu avyplnenie patentovej
Ziadosti. Doba 4 (Styroch) mesiacov za¢ne plynat diiom
prijatia navrhovanej publikacie alebo prezentacie, alebo
diom, ked sa vSetky prislusné udaje z klinického
skUSania daju k dispozicii Novartisu, podla toho, ktory
datum nastane neskorsie.

Ak je klinické skuSanie multicentrickym klinickym
skGSanim, prvé zverejnenie Gdajov musi vychadzat zo
suhrnnych ddajov od vSetkych centier analyzovanych
podla Protokolu, pokial' sa vSetci hlavni skuSajuci
zucastneni v klinickom skd3ani a Novartis nedohodnu
pisomne inak.

Rovnaké povinnosti platia aj pri publikaénej cinnosti
SkuSajluceho. SkuSajuci berie na vedomie, Ze Ziadna
odbornéa publikacia k objavom ¢i skGSanym produktom,

pripravkom alebo liekom nesmie byt SkGSajacim
vydanad pred okamihom podania Ziadosti o patentovl
prihlaSku, pokial vzhladom k povahe vysledkov
klinického sku3ania bude podanie takejto prihlasky
prichadzat do Gvahy.

VysSie uvedené povinnosti zavazujd Indtiticiu a

Skusajliceho bez ¢asového alebo miestneho obmedzenia
na trvanie zmluvného vztahu na zéklade tejto Zmluvy,
t. j. platia aj po skonceni platnosti tejto Zmluvy
a klinického skudsania.

12. Osobné udaje

InStitdcia, SklSajaci aj Novartis st povinni v priebehu
klinického skuSania aj po jeho skoneni dodrziavat a
dbat na prislusné pravne predpisy na ochranu osobnych
Gdajov, Udajov zo zdravotnej dokumentacie a informacii
o osobnych pomeroch Ugastnikov zaradenych do
klinického skusania.

Pred zaciatkom apocas trvania klinického skuSania
Institdcia ajej zamestnanci resp. ini zmluvni pracovnici
poskytnd informéacie tykajuce sa InStiticie a osobné
Gdaje, ktoré sa tykaju SkuSajaceho, spoluskus$ajicich,

zamestnancov alebo dalSich pracovnikov. Takéto
informéacie tykajuce sa InStitGcie a osobné (daje
zahriiuji mené& a priezviskd, kontaktné informécie,

pracovné skusenosti, odbornlG kvalifikaciu, publikacie,
sthrny, dosiahnuté vzdelanie, informéacie o vykone
povolania, vybaveni pracoviska, kapacite pracovnikov
a d'alSie, ktoré suvisia svykonavanim klinického
skuSania na pracovisku. InStiticia sUhlasi s pouZitim
a spracovanim informacii tykajicich sa InStitlcie a bude
informovat a v rozsahu, v akom pravny zaklad pre
spractvanie osobnych dadajov nevyplyva z pradvnych
predpisov alebo z pracovnopravneho vztahu InStitlcie
s dotknutymi osobami, zabezpec¢i pre Novartis a
Zadéavatela alebo ich pridruzené osoby sudhlas so
spracovanim osobnych Gdajov svojich SkuSajucich,
spoluskuSajacich a zamestnancov na nasledovné Gcely:

a) vykonavanie klinického skd8ania, spractvanie
a vyhodnocovanie vysledkov klinického
skdsania;

bi kontrolu a overenie vedeckej integrity

Zmluva o klinickom skiaSani - verzia 28.6.2016
Novartis / Detska fakultnd nemocnica s poliklinikou Bratislava
Protokol €.: CRFBOO2H2301E1

11.4.

11.5.

11.7.

12.1.

12.2.

Novartis may request th:it any publication or
presentation is delayed for as many as 4 (four) months
in order to allow production ind completing the patent
application. The period of 4 (four) months commences
on the day of acceptance of the proposed publication or
presentation, or on the day w len all relevant data from
the Clinical Trial are availab e to Novartis, whichever
date is later.
If the Clinical Trial represetits a multicentre clinical
trial, the first data publishing shall be based on
aggregated data received fronl all sites analysed under
the Protocol, unless otherwis«: agreed in written by all
principal investigators particip ating in the Clinical Trial
and Novartis.
The same obligations apply al jo to publication activities
of the Investigator. The Investigator acknowledges that
no professional publication eelated to discoveries or
investigational products, prep:rations or medicines may
be issued by the Investigator before filing patent
application, in case filing of such application would be
eligible when taking into a%fcount the nature of the
outcomes ofthe Clinical Trial
The above mentioned obliga ions are binding for the
Institution and the Investigate r without any limitations
in terms of time-period or territory to the duration of
contractual relationship under this Agreement, i.e. they
shall survive after the expiry >fthis Agreement and the
Clinical Trial.
12. Personal D ita

During the Clinical Trial, as well as after its
termination, the Institution the Investigator and
Novartis are obliged to observe and respect applicable
laws regarding the protection of personal data, medical
records data and information on personal situation of
the Participants enrolled in the Clinical Trial.
Prior to the commencement and in the course of the
Clinical Trial, the Institution end its employees or other
contractual staff shall provid e information relating to
the Institution and persoral data regarding the
Investigator, co-investigators, employees or other
workers. Such information rel iting to the Institution and
personal data shall include narnes and surnames, contact
details, work experience, professional qualification,
publications, summaries, completed education,
information on exercising the profession, equipment of
the site, employees' capacity’ and others, which are
related to the conduct of the Clinical Trial at the site,
The Institution grants its co Isent to use and process
information regarding the In .titution and shall inform
and ensure for Novartis ard the Sponsor or their
affiliated persons, to the exteiit in which the legal basis
for personal data processing does not arise out of any
laws or employment relations! lip between the Institution
and the data subjects, consent to process personal data
of its Investigators, co-invest gators and employees for
the following purposes:
a) Conducting the Clinics1 Trial, processing and

evaluation ofthe outcomes ofthe Clinical Trial;

b) Monitoring and verificalion of scientific integrity
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13.1.

13.2.

13.3.

klinického skaSania Statnymi ariadiacimi
institiciami, Novartisom, CRO (ak existuje),
monitorujicou osobou, ich zastupcami;

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

d) archivdcia po dobu stanovend pravnymi
predpismi;

e) splnenie pravnych poZiadaviek alebo

poziadaviek riadiacich inStitacii, uchovavanie
v databaze pracovisk, skdSajacich a ostatnych
zamestnancov na pouZzitie v buducich
klinickych sku$aniach;

f) prenosu tychto Gdajov do krajin mimo Gzemia
Slovenskej republiky, vyhodnocovania
¢innosti pracovisk a skusajucich pri klinickom
skasani.

Sthlas so spracovanim osobnych Gdajov zabezpeteny

InstitGciou podla tohto bodu musi byt udeleny na také

¢asové obdobie, druh osobnych Uudajov a spdsoby

spracovania osobnych udajov, ktoré boli ozndmené

InStitdcii zo strany Novartisu alebo ktoré st nevyhnutné

na riadne naplnenie horeuvedenych Gc€elov spracovania.

SkGS$ajaci vyjadri sthlas s poskytnutim a spracovanim
jeho osobnych Gdajov do databazy klinickych skus$anf;
formular sihlasu podpisany Sku$ajicim je prilohou €. 4
tejto Zmluvy.

13. Vlastnictvo materidlov, tdajov a vysledkov

Pokial nie je pisomne dohodnuté inak, vSetok M aterial,
Savisiaca dokumentacia, vratane dokumentov, Gdajov,
informacii, pristrojov a zariadeni, pomocok, skisanych
produktov a liekov, ktoré dodal Novartis, €i uz
v pisomnej, UGstnej, elektronickej alebo inej podobe, za
G€elom klinického skuSania sd a zostani majetkom

Novartisu, resp. Zadavatela alebo ich pridruzenych
osOb podla tohto, v koho vlastnictve sa Material
nachédza.

Pokial' nie je pisomne dohodnuté inak, Dokumentacia
Stadie, vSetky zaznamy, vratane elektronickych, ktoré
boli vytvorené v suvislosti s klinickym skd$anim,
programy a r6zne druhy navrhov zabezpetovanych
alebo vykonévanych v zaujme Novartisu alebo
Zadavatela, a tiez vSetky adaje, informacie, dokumenty,
objavy a vyndalezy ziskané, vyplyvajlice alebo vyvinuté
v priebehu alebo ako sucast klinického skdSania alebo
pri plneni tejto Zmluvy sG a zostand vyhradnym
vlastnictvom Novartisu alebo Zadavatela resp.
majetkové prava k nim pri predmetoch duSevného
vlastnictva st azostanG vyhradnym vlastnictvom
Novartisu alebo Zadavatela. Novartis alebo Zadavatel
ich moéZe pouZit al/alebo nakladat snimi podla
vlastného wuvazenia bez dalSej platby alebo inej
povinnosti voci InStitdcii alebo SkuSajucemu; Institicia
ani SkuSajuci nebudd mat na ne Ziadne prava
akéhokol'vek druhu.

Institlcia sdhlasi stym, Ze bude bez odkladu vybavovat
vietky dokumenty a vykonavat vSetky dalSie opatrenia,
ktoré mdze Novartis dovodne pozadovat, aby mohol
ziskat prospech zo svojich pradv podla tejto Zmluvy,
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of the Clinical Trial 1y state and governing
institutions, Novartis, C 10 (if any), monitoring
person and their represen atives;

c) Registration ofthe outco nes of the Clinical Trial,
including registration of the investigational
product in various countr es;

d) Storing for the period
laws;

e) Meeting legal requirem :nts or requirements of
governing institutions, maintenance in the
database of sites, investigators and other
employees for the use in uture clinical trials;

stipulated by applicable

f) Transfer of such data 1o countries outside the
territory of the Slovak Republic, evaluation of
activities of sites and nvestigators during the
Clinical Trial.

Consent to personal data prcmcessing ensured by the
Institution under this paragraph shall be granted for
such a time-period, type of pe sonal data and means of
personal data processing, of v'hich the Institution was
notified by Novartis, or which are necessary for proper
fulfilment of the above rientioned purposes of
processing.

The Investigator shall express iis/her consent to provide

and process his/her personal d ita within the database of

clinical trials; the Consent Form signed by the

Investigator forms Annex No. 1hereof.

13. Ownership of Materials, D ita and Outcomes

Unless otherwise agreed in vriting, any Material, the

Related Documentation, incliding documents, Data,
information, devices an 1 equipment, tools,
investigational products and medicines, supplied by

Novartis either in written, vcrbal, electronic or other
form for the purpose of the C inical Trial are and shall
remain the property of Novar is, event, of the Sponsor
or their affiliated persons, d jpending on who is the
owner of the Material.

Unless agreed otherwise in writing, the Trial
Documentation, all records, ineluding electronic, which
were created in connection with the Clinical Trial,
programmes and various type ; of proposals ensured or
executed in the interest of Nc vartis or the Sponsor, as
well as all data, information documents, discoveries
and inventions obtained, resu ting or developed in the
course of or as a part of the C [inical Trial or during the
performance of this Agreement, are and shall remain
exclusive property of Novart s or the Sponsor, event,
the propriety rights to them, in case of articles subject to
intellectual property, are anc shall remain exclusive
property of Novartis or the sponsor. Novartis or the
Sponsor may use them and/or lispose ofthem at its own
discretion without further payr lent to or other obligation
towards the Institution or the Investigator; neither the
Institution nor the Investigato mshall have any rights of
any kind to them.

The Institution agrees to mmediately arrange all
documents and take all furthei measures, which may be
reasonably required by Novartis in order to benefit from
its rights under this Agreement, and the Institution shall
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14.1.

14.2.

a bude posobit na to, aby si rovnako pocinali aj
Skusajaci, spoluskusajuci, jej zamestnanci
a spolupracovnici. Okrem iného to zahffia urobenie

vSetkych potrebnych krokov pre prevedenie vlastnictva
v8etkych uddajov, informacii, dokumentov, vynélezov
a objavov, resp. vsetkych majetkovych prav pri
predmetoch duSevného vlastnictva, na Novartis alebo
Zadavatela alebo nimi uréené osoby a pomoc Novartisu
alebo Zadavatelovi pri spractvani a podavani Ziadosti
0 patenty Ci iné prava priemyselného alebo duSevného
vlastnictva. InStiticia ma vyluénd zodpovednost za
vSetky platby, splatné SkuSajicemu, spoluskd$ajicim,
zamestnancom a/alebo spolupracovnikom InStitlcie
v stlade s prisluSnymi zakonmi, za vSetky vynéalezy ¢i
patenty ¢&i iné prava priemyselného alebo duSevného
vlastnictva prevedené na Novartis alebo Zadavatela
alebo nimi uréené osoby v sdvislosti s predmetom tejto
Zmluvy. Pre Ohradu podla ¢l. 8 tejto Zmluvy pre
InStitdciu sa usudzuje, Ze zahfila Uhradu aj takychto
ndkladov a platieb InStitlciou.

Vysledok klinického sku$ania ako aj vSetky materialy,
dokumenty, Gdaje a informacie, aj ¢iastkové, ziskané pri
jeho dosiahnuti, mdZze Novartis a Zadavatel' pouzit' pri
svojej c¢innosti, najma pri vyskume a vyvoji, vyrobe,
registracii, predaji, vypracovani vedeckych Stadii
a odbornych prac, marketingu, pri dodrzani platnych
pravnych predpisov.

Za pridruzené osoby sa na Gcely bodu 4.6., bodu 9.1.,
bodu 12.2. abodu 13.1. tejto Zmluvy pokladaja (i)
ovlddané osoby vzmysle § 66a ods. 1 Obz, (ii)
ovladajlice osoby v zmysle § 66a ods. 2 ObZ, (iii) osoba
ovladanéa tou istou ovlddajucou osobou a (iv) osoba,
ktord je ¢lenom tej istej skupiny (t.j. pre Novartise
¢lenom skupiny Novartis apri Zadavatelovi ¢lenom
skupiny, do ktorej patri aj Zadavatel’).

14. Doba platnosti Zmluvy
Zmluva sa uzatvéara na dobu trvania klinického skdSania
ajej platnost kon¢i najneskd6r diiom zaniku povolenia
na vykonavanie klinického skud8ania v Slovenskej
republike. Predpokladany termin ukoncenia klinického
skuSaniaje 09.04.2024.

V pripade, Ze klinické skiSanie nebude riadne ukoncené
(dosiahnuté ciele klinického skGSania, odovzdané
vSetky produkty, protokoly, CRF zaznamy a Material
spolo¢nosti Novartis) do uplynutia predpokladanej doby
platnosti tejto Zmluvy podla bodu 14.1. tohto ¢lanku,
zmluvné strany sa dohodli, Zze uzavrd dodatok k tejto
Zmluve, ktorého predmetom bude predizenie
predpokladanej doby platnosti Zmluvy o ¢as potrebny
na riadne ukon¢enie klinického sktGSania. Dodatok je
povinny predlozit InStitGcii Novartis a InStitdcia je
povinna uzatvorit takyto dodatok na potrebnd dobu
stanoven( Novartisom; v pripade, ak by podpisanim
dodatku mali InStitacii vznikndt dalSie povinnosti nad
rdmec tejto Zmluvy okrem povinnosti sdvisiacich
s predizenim klinického skG$ania, ma Institicia pravo
Dozadovat v dodatku ai vzajomnG UGpravu takychto
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bear upon the Investigateir, co-investigators, its
employees and co-workers sc that they also act in the
same way. This includes, inte mlia, taking all necessary
steps so that the ownership of all Data, information,
documents, inventions and discoveries, event, all
propriety rights to articles subject to intellectual
property rights, is transferred to Novartis, the Sponsor
or other persons appointed by them, and providing
Novartis or the Sponsor with assistance in preparation
and submission of applicatic>ns for patents or other
industrial or intellectual propc rty rights. The Institution
is solely responsible for all pa; rnents to the Investigator,
co-investigators, employees <nd/or co-workers of the
Institution in compliance wit | applicable laws, for all
inventions, patents or other industrial or intellectual
property rights transferred to Is[ovartis or the Sponsor, or
other persons appointed by th<:m in connection with the
subject mater of this Agreement. The remuneration
under Article 8 hereof is con iidered for covering such
costs and payments by the Institution, as well.

Any outcome of the Clinica Trial and all materials,
documents, Data and informal ion, also partial, obtained
in achieving it, may be used by Novartis or the Sponsor
in the course of their activitie:, in particular in research
and development, manufact iring, registration, sale,
execution of scientific stu<lies and expert thesis,
marketing, in compliance with applicable laws.

The following entities are considered for affiliated
persons for the purposes of para. 4.6., para. 9.1., para.
12.2. and para. 13.1 hereo (i) controlling entities
pursuant to Section 66a pira. 1 of the CoC, (ii)
controlled entities pursuant to Section 66a para. 2 of the
CoC, (iii) any entity controlle | by the same controlling
entity, and (iv) any entity bei Ilg a member of the same
group (i.e. a member of the Ilovartis Group in case of
Novartis, and a member of the group in which the
Sponsor belongs, in case of th<:Sponsor).

14. Term and Termination cf the Agreement

The Agreement is concludec for the duration of the
Clinical Trial and its validity :jhall expire at the latest at
the date of the expiry of the ]Jlermission for conducting
the Clinical Trial in the Sloval Republic. The scheduled
date of the termination of the Clinical Trial is 09 Apr
2024.

In case the Clinical Trail is iot terminated in a proper
way (achieved objectives o' the Clinical Trial, all
products, protocols, CRF records and Material
submitted to Novartis) within the scheduled duration of
this Agreement under para, 14.1. of this Article, the
contractual parties agreed to conclude an amendment to
this Agreement with the sub ject matter to extend the
scheduled period of validity of this Agreement by
atime-period necessary for jiroper termination of the
Clinical Trial. Novartis is obliged to submit such
amendment to the Institutiol, and the Institution is
obliged to enter into such am indment for the necessary
time-period determined by Nc vartis; in case any further
obligations, beyond the scop< of this Agreement other
than the obligations related tc extent the time-period of
the Clinical Trial, arise to the nstitution by signing such
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naviac povinnosti, bez Gpravy ktorych InStiticia takyto
dodatok uzavriet nemusi.

Platnost tejto Zmluvy sa automaticky skon¢i jej
splnenim po dosiahnuti cielov klinického skuSania
a odovzdani vsetkych produktov, protokolov, CRF
zdznamov, Dokumentacie Stadie, Sulvisiacej
dokumentacie a Materidlu spolo¢nosti Novartis. Zmluva
mo6ze byt ukon€enda aj dohodou zmluvnych stran.

Ktordkolvek zmluvna strana je opradvnend odstupit od
tejto Zmluvy pisomnym odstipenim, ktoré nadoblda
G¢innost dorucenim druhej zmluvnej strane na adresu
uvedend v zahlavi tejto Zmluvy, a to v nasledujlcich
pripadoch:

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

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

c) ak je niektora strana v platobnej neschopnosti
alebo ide do likvidacie z inych pri¢in ako je
transformécia alebo zlu€ovanie, nema uréeného
nastupcu, ktory by prevzal jej aktiva (majetok)
a zavazky a neuzavrie dohodu alebo iné
vysporiadanie so svojimi verite'mi;

d) ak niektora zmluvna strana strati opravnenie,
ktoré je pre riadne a vcasné plnenie povinnosti
vyplyvajicich z tejto Zmluvy nevyhnutné;

e) ak potrebné opravnenie, povolenie, suhlas
alebo vynimka je odvolané, odloZenad jeho

platnost, alebo vypr$i doba, na ktorG bolo
vydané bez toho, aby bolo prislusne predizené.
Okrem ukoncenia platnosti Zmluvy podla
predchadzajicich ustanoveni, ma Novartis pravo

kedykolvek prerusit alebo ukon¢it klinické skuSanie
pisomnym oznamenim doru¢enym Institacii
a SkuSajucemu priamo alebo prostrednictvom CRO (ak
existuje). Bez toho, aby Novartis akymkolvek
sposobom obmedzoval svoje pravo na ukoncenie
klinického skdSania, Novartis za normalnych okolnosti
prerusi alebo ukon¢i klinické skdSanie v nasledujlcich

pripadoch:

a) ak vyskyt zavaznych nezZiaducich UG¢inkov
alebo podozreni na ne pri podavani skGSanych
produktov alebo liekov pocas klinického
skusania alebo ohrozenie bezpecnosti

Ucastnikov poukazuje na potrebu prerudenia
alebo ukoncenia klinického skd$ania;
b) ak si Novartis Zeld prerudit alebo ukongit

klinické skusanie z komerénych alebo
efektivnych dovodov, z dévodov koncemovej
politiky vykonavania klinickych skus$ani,
z dovodov majicich pdvod mimo UGzemia
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14.3.

14.4.

14.5.

amendment, the Institution is entitled to require mutual

arrangement of such additi mal obligations in the

amendment, without which th< Institution is not obliged
to conclude such amendment.

Validity ofthis Agreement she 1l expire automatically by

its fulfilment after achievemeiit of the objectives of the

Clinical Trial and handover cf all products, protocols,

CRF records, Trial Documentation, Related

Documentation and Mater al to Novartis. The

Agreement may also be termii ated by agreement of the

contractual parties.

Either contractual party is enti led to withdraw from this

Agreement by a written noticii, which enters into force

upon its delivery to the othei contractual party at the

address stated in the heading of this Agreement, and
that in the following cases:

a) If either contractual pary breaches any provision
of this Agreement aid fails to remedy the
defective state not ev :n within 30 days after
delivery of a call for re medy, such right belongs
to the injured party;

b) If it is decided that any contractual party is in
bankruptcy, or the file for bankruptcy is refused
based on lack of property, or its restructuring
processes starts;

c) If either contractual pary becomes insolvent or is
to be dissolved foe other reasons than
transformation or merg ;r, no successor has been
appointed to take iti assets (property) and
liabilities over and it does not conclude any
agreement or other settl :ment with its creditors;

d) If either contractual {«arty loses authorisation
which is necessary for proper and timely
fulfilment of obligati«>ns resulting from this
Agreement;

e) If any required authori:;ation, permit, consent or
exception is withdrawn or its validity is delayed,
or the period for whi<:h it was issued expires
without relevant prolonj nation.

In addition to the expiry cf the Agreement under

preceding provisions, Novarti: is entitled to interrupt or

terminate the Clinical Trial ;t any time by a written
notice delivered to the Institjtion or the Investigator
directly or through CRO (if any). Without any
restrictions regarding its right to terminate the Clinical
Trial, Novartis shall normally interrupt or terminate the
Clinical Trial in the following cases:

a) If the occurrence Ol adverse reactions or
suspected adverse reac ions associated with the
administration of inv<istigational products or
medicines during the ('linical Trial or threat to
the safety of the Parti ;ipants demonstrates the
need to interrupt or tern linate the Clinical Trial;

b) If Novartis wishes to iiterrupt or terminate the
Clinical Trial for c<immercial reasons, for
reasons of efficacy, fjr reasons of corporate
policy of conducting clinical trials, for reasons
originating outside the territory of the Slovak

29/41



14.6.

14.7.

14.8.

14.9.

14.10.

Slovenskej republiky alebo aj bez uvedenia

dévodov;
c) ak je Novartis opravnene presvedeny, Ze
klinické skuSanie nemdze byt Udspesne

dokoncené, vratane dovodu (ale aj bez neho),
Ze by sa klinického skaSania nezuc¢astnil
dostatoény poéet Ucastnikov alebo sa v
stanovenom ¢ase nenaSiel dostatoény pocet
pracovisk.
Ak pride k pred€asnému ukonceniu tejto Zmluvy z
dévodov uvedenych v ustanoveni ¢lanku 14.4. tejto
Zmluvy, je zmluvnda strana, ktord sposobila ukon¢enie
tejto Zmluvy alebo dala pri¢inu k ukonéeniu tejto
Zmluvy druhou zmluvnou stranou, povinnad nahradit
druhej zmluvnej strane vSetky ndaklady, ktoré tato
skuto¢ne v stvislosti s plnenim tejto Zmluvy vynalozila,
a to v tom pomere, v akom nedoSlo k splneniu jej
predmetu a Gcelu, tj. pomer dokonéenych hodnoteni
Ucastnikov vzhladom k objemu materialu, ktory bol na
Ucastnikov celkovo poskytnuty.

V pripade ukon¢enia klinického skdSania podla
ustanovenia ¢lanku 14.5. tejto Zmluvy, uhradi Novartis
InStitdcii odmenu primeranym spdsobom za sluzby
poskytnuté az do datumu ukon¢enia klinického sku$ania
podla podmienok uvedenych v tejto Zmluve. InStiticia
nemé& narok na nahradu inych nékladov ¢i uslého zisku.

InStiticia a SkuSajuci sdhlasia stym, Ze po obdrzani
oznadmeni o odstipeni od tejto Zmluvy alebo ukonéeni
klinického sktSania bezodkladne ukoncia vykondvanie
klinického skuSania v rozsahu, ktory je z hladiska
vietkych Uégastnikov lekarsky pripustny. Bez ohladu na
vy§Sie uvedené su v8ak InStitdcia a SkdSajuci v pripade,
ak dojde k ukonceniu Zmluvy inym spésobom ako je
uvedené v bode 14.3. tejto Zmluvy, povinni vykonat
akékolvek a vSetky Ukony nevyhnutné na zabezpecenie
bezpegnosti a ochrany zdravia U¢gastnikov a riadneho
ukoncenia klinického skdSania. SkuSajlici ma povinnosti

uvedené vtomto bode aj v pripade, ak prestane
vykonavat funkciu sku3ajuceho a siCasne neddjde
k ukon€eniu tejto Zmluvy; v takom pripade je SkuSajuci
povinny poskytndt nevyhnutnG sacinnost a pomoc
dalSiemu skGSajicemu uréeného v silade stouto

Zmluvou, InStitdcii a Novartisu za G¢elom zabezpecenia
kontinuity vykonavania klinického skdsania.

Ukon¢enie Zmluvy nebude mat vplyv na pravo
niektorej zo zmluvnych stran vykonat pravne opatrenia
voCi  druhej zmluvnej strane v slvislosti s
predchadzajicim porusenim Zmluvy druhou zmluvnou
stranou.

Ustanovenia uvedené v tejto Zmluve, ktoré sa tykaju
zabezpecenia doéverného charakteru informacii,
publikécii, osobnych (dajov, vlastnictva, uchovavania
zdznamov, ako aj dalSie ustanovenia, u ktorych sa na
zaklade ich nélezitosti usudzuje, ze budu platit dalej aj
po ukonéeni alebo vyprsani Zmluvy, budi nadalej v
platnosti bez ohladu na ukoncenie Zmluvy.
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14.6.

14.7.

14.8.

14.9.

14.10.

Republic or even witho it giving reasons;

c) In case Novartis is reas< mably convinced that the
Clinical Trial cannot >e finished successfully,
including for the reaso | of (but also without it)
insufficient number af Participants to be
participating in the Cli lical Trial, or due to the
fact that sufficient num >er of sites was not found
within the given time-p« :riod.

In case of an early terminate >n of this Agreement for

reasons stated in provisions >fpara. 14.4. hereof, the

contractual party causing he termination of this

Agreement or provided a reason for this Agreement to

be terminated by the other co itractual party, is obliged

to reimburse all costs actual ly incurred by the other
contractual party in relation to performance of this

Agreement, and that in propo tion in which the subject

matter and purpose ofthis Agreement were not fulfilled,

i.e. the ratio between the con pleted evaluations of the

Participants with regard to th3 volume of the material

provided to the Participants in total.

In case the Clinical Trial is teiminated pursuant to para,

14.5. hereof, Novartis shall provide the Institution with

adequate remuneration for services provided under this

Agreement until the termination date of this Clinical

Trial under conditions stipulat ;d in this Agreement. The

Institution is not entitled to re mbursement of any other

costs or lost profit.

The Institution and the Investigator agree that after

receiving the notice of withdty iwal from this Agreement

or termination of the Clinical Trial, they shall
immediately stop the conduc of the Clinical Trial to

a medically accepted extent fiom the perspective of all

Participants. However, irre jpective of the above

mentioned, the Institution anc the Investigator shall, in

case the Agreement is termi lated by a manner other
than stated in para. 14.3. of this Agreement, perform
any and all actions necessary (or ensuring the protection
of safety and health of the P irticipants and for proper
termination of the Clinical Tr al. The Investigator shall
fulfil the obligations under tllis para, also in the case
he/she stops to perform the ft nction of the Investigator
and, at the same time, this Agreement does not
terminate; in such case the :nvestigator is obliged to
provide necessary assistance and cooperation to the new

Investigator appointed in accordance with this

Agreement, to the Institution and to Novartis, for the

purpose ofensuring continuity ofthe Clinical Trial.

Termination of the Agreement shall be without

prejudice to the right of eithe contractual party to take

legal measures against the cther contractual party in
connection with the previous breach of the Agreement
by the other contractual party.

Provisions stated in this Agreement regarding

maintaining confidential ilature of information,

publications, personal data, o\vnership, records keeping,
as well as other provisions, w th regard to particulars of
which it is assumed that they shall survive the
termination or expiry of the .Vgreement, shall continue

to be valid irrespective of the termination of the
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15.1.

15.2.

15.5.

15. Osobitné ustanovenia

Novartis, InStiticia ani SkGSajlci nebudd zodpovedni za
nedodrzanie alebo oneskorenie plnenia zavédzkov v
stvislosti s klinickym skd$anim v pripade, ak toto
nedodrzanie alebo oneskorenie bolo sp6sobené
okolnostami, ktoré si  mimo realnej moZnosti
ovplyvnenia zucastnenou zmluvnou stranou a ak sa
tymto okolnostiam alebo jej nasledkom nedalo vyhnat,
odvratit alebo prekonat ani pri dodrzani dostatocnej
miery opatrnosti, priCom tdto okolnost v ¢ase vzniku
zavazku zmluvna strana nemohla predvidat. Takouto
okolnostou v3ak nie je okolnost, ktord vznikla az
v Case, ked povinna strana bola v omeSkani s plnenim
svojej povinnosti, alebo vznikla zjej hospodarskych
pomerov.

SkaSajuci je pracovnikom nezavislym od Novartisu a
Ziadne ustanovenie tejto Zmluvy ho nedefinuje ako
zamestnanca, zastupcu alebo spolo¢nika Novartisu.
InStiticia zodpovedad za plnenie vSetkych povinnosti
tykajucich sa platieb dani, socidlneho a zdravotného
poistenia, ktoré sa vztahujd na predmet Zmluvy, ak to
prichadza do uavahy, vratane tych, ktoré sa tykajd
Skusajuceho, spoluskus$ajucich a zamestnancov
a spolupracovnikov Institacie.

InStiticia nesmie postUpit akékolvek prava a zavazky
z tejto Zmluvy tretej strane bez pisomného sdhlasu
Novartisu. Novartis moze previest ktorékolvek zo
svojich prav alebo zavézkov vyplyvajlcich z tejto
Zmluvy na svojho obchodného partnera, spolo¢nika,
ovlddand ¢i ovlddajacu spolo€nost, s ¢&im InStiticia
sthlasi; finanéné zavazky voci InStitacii vyplyvajlce
z tejto Zmluvy mo6ze Novartis previest len so sithlasom
Institacie.

Kazdé oznédmenie podavané v stvislosti stouto
Zmluvou musi byt pisomné, ak nie je v Zmluve
stanovené inak, a musi byt dorucené osobne, alebo

zaslané doporucenou poStou alebo faxom na adresu
uvedenlt v Zmluve €i na int adresu ozndmenU pisomne
druhej zmluvnej strane.

InStiticia a SkaSajuci vyhlasuju, Zze SkdSajuci, ani
InStiticia, ani Ziadna jeho zamestnana osoba, ani
spolupracovnik, ktori sa zucastiiuji vo vykonéavani
klinického skuSania, neboli vyli¢eni podla § 306 pism.
a) alebo b) Federdlneho z&kona Spojenych S§tatov
americkych o kontrole potravin, liekov a kozmetickych
pripravkov, alebo postihnuti obdobnym opatrenim
(napr. zédkazom  ¢innosti alebo  vyliéenim  zo
stavovského organu) podla prava Slovenskej republiky
a InStiticia v budlcnosti nezamestnd ani nenajme
Zziadnu vylacent osobu v sdvislosti s pracou, ktord sa
ma vykonat pre spolo¢nost Novartis alebo jej menom.
Ak sa InStitGcia kedykolvek po podpise tejto Zmluvy
dozvie, Ze SkuSajuci alebo InStiticia ¢i nejaka osoba,
ktord Institicia zamestndva alebo najme, je vylicena,
alebo je vo vylu€ovacom konani, InStiticia tymto
potvrdzuje, Ze to okamzZzite ozndmi Novartisu a bude
postupovat podla jej pokynov ohladne klinického
skdsania.
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15.2.

15.5.

Agreement.
15. Specific Provisions

Novartis, the Institution and th 3Investigator shall not be
liable for any default or dela/ed performance of their
obligations associated with tl e Clinical Trial, if such
default or delay was caused )y circumstances beyond
the real control of the participE ting contractual party and
if such circumstances or their consequences could not
be prevented, averted or overcome, even with sufficient
degree of caution, whereby tle contractual party was
not able to foreseen such circumstances at the time
when such obligation was created. However, such
circumstances do not includ : any circumstance that
occurred at the time when the obliged contractual party
was already in delay with fulfilment of its obligation, or
it occurred due to its economic situation.

The Investigator is an employee, who is independent
from Novartis and no provision of this Agreement
defines him/her as the employee, representative or
partner of Novartis. The Inst tution is responsible for
meeting all obligations regard ing the payment of taxes
and social and health insurant!contributions, that relate
to the subject matter of the Agreement, if required,

including those regarding the Investigator, co-
investigators, employees aid co-workers of the
Institution.

The Institution may not issign any rights and
obligations arising from this A greement to a third party
without a written consent of Novartis. Novartis may
assign any of its rights or obi gations arising from this
Agreement to its business par ner, associate, controlled
or controlling company when by the Institution agrees
with such assignment; No 'artis may assign any
financial commitments towards the Institution under
this Agreement only with the consent of the Institution.
Unless otherwise stated in th< Agreement, each notice
given in connection with thii Agreement shall be in
writing and shall be deliver« d in person or sent by
registered mail or fax to the address indicated in the
Agreement or to any other ad<lIress notified to the other
contractual party in writing.

The Institution and the Investigator represent, that
neither the Investigator or Institution, nor any of their
employees or co-workers parti npating in the conduct of
the Clinical Trial have been debarred in accordance
pursuant to Section 306 (a) or (b) of the Federal Food,
Drug and Cosmetic Act of the United States of America
or affected by a similar measu e (e.g. a ban on action or
exclusion from a professionE 1 association) under the
legislation of the Slovak Repu blic, and in the future the
Institution shall not employ or hire any debarred person
in connection with the work to be done on behalf of
Novartis or in its name. If at eny time after signing this
Agreement, the Institution 1lecomes aware that the
Investigator, the Institution or any other person
employed or hired by the Institution is debarred or is in
debarment proceedings, the Ir stitution hereby confirms
that it shall immediately notifi Novartis of this fact and
follow the instructions of Novartis with regard to the
Clinical Trial.
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16.1.

16.2.

16.3.

16.4.

16.5.

16.6.

Novartis a Zadavatel sa zavazuju, Ze Ziaden z nich
neuzavrie samostatnd zmluvu tykajlicu sa predmetu
¢innosti podla tejto Zmluvy so SkuSajlicim alebo
s ktorymkol'vek ¢lenom sktSajiceho persondlu. Tymto
nie je dotknutd spolupraca Novartisu a SktSajaceho
v stvislosti s vyplacanim  prispevku na néhradu
stravného  zakonnému  zastupcovi Ucastnika za
podmienok stanovenych Novartisom; InStitdcia na tento
Gcel tymto SkusSajaceho poveruje priamym
zabezpefenim administrativnych a platobnych €innosti
stvisiacich s takou spolupréacou.

16. Z&veretné ustanovenia
Zmluvné strany sa zavédzujl, Ze budld vzdy postupovat
tak, aby vSetky zéaleZitosti, ktoré budd aspon jednou zo
zmluvnych strdn povazované za potrebné, rieSili bez
zbytoéného odkladu a prietahov, teda v ¢o najkratSej
moznej dobe a zaroved s vynaloZenim iZ81
moznych néakladov.
Prava a povinnosti zmluvnych stran, ktoré nie s
upravené touto Zmluvou, ako aj pravny vztah zalozeny
touto Zmluvou sa riadi platnym pravom Slovenskej
republiky, okrem koliznych ustanoveni, ktoré by
odkazovali na pouzitie pradvneho poriadku iného S§tatu.
Zmluvné strany sa v stlade s ustanovenim § 262 ods. 1
a 2 ObZ vyslovne dohodli, Ze ich zavazkovy vztah
upraveny touto Zmluvou sa bude riadit ObZ. V pripade,
ak vzniknuty spor medzi Zmluvnymi stranami nebude
vyrieSeny vzajomnou dohodu, je na konanie prislusny
v8eobecny std Slovenskej republiky.

V pripade, Ze by ktorékolvek z ustanoveni tejto Zmluvy
bolo €i sa dodato¢ne stalo neplatnym alebo neG€innym,
budld ostatné jej ustanovenia posudzované ako
oddeliteIné a platnost ¢i acinnost tejto Zmluvy ako
celku zostane zachované. Pre tento pripad sa zmluvné
strany zavazujd na zadklade vzajomnej dohody nahradit’
neplatné alebo nedcinné ustanovenia takym
ustanovenim, ktoré bude najlepSie odpovedat uGcelu
tejto Zmluvy a voli zmluvnych stran pri jej uzavreti.
Ziadne zrieknutie sa nejakej naleZitosti, ustanovenia
alebo podmienky tejto Zmluvy, ¢i uz konanim alebo
inak, vjednom alebo vo viacerych pripadoch, sa nebude
povazovat za dalSie alebo trvalé zrieknutie sa nejakej
takejto nélezitosti, ustanovenia alebo podmienky alebo
nejakej inej nalezitosti, ustanovenia alebo podmienky
tejto Zmluvy, alebo takto vysvetlovat.

Tato Zmluvu je mozno menit a dopliovat len na
zadklade jej pisomného dodatku, ktory bude za taky
oznateny, prisluSne ocislovany, s ddtumom a podpisom
vSetkych zmluvnych stran. Toto ustanovenie sa
neaplikuje na dodatky Protokolu.

Novartis je oprdvneny zmenit jednostranne Protokol, aj
ked bude prilohou tejto Zmluvy. Ak je vydany dodatok
Protokolu, je Novartis povinny existenciu a obsah
dodatku ozndmit druhej zmluvnej strane. Zmluvné
strany sa zavazuji postupovat podla dodatku Protokolu
od okamZiku jeho oznamenia prislusnej strane.
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Novartis and the Sponsor undf rtake not to conclude any
separate agreement regarding the subject mater of this
Agreement with the Investigator or any other member
of the trail team. This is vithout prejudice to the
cooperation between Novartis and the Investigator
associated with payment of compensation for
subsistence allowance to the i;gal representative of the
Participant under conditions s ipulated by Novartis; for
such purpose, the Institutio i hereby authorises the
Investigator to directly provide administrative and
payment services regarding su :h cooperation.

16. Final Provis ons
The contractual parties underti ke to always proceed in a
way enabling them to solve all matters, being
considered for necessary b1 at least one of the
contractual parties, promptly ind without undue delay,
i.e. in the shortest possible tim e-period and at the lowest
possible costs.
All rights and obligations of tle contractual parties that
are not regulated by this Agre«ment, as well as the legal
relation established by thi; Agreement, shall be
governed by applicable laws of the Slovak Republic,
except for the conflict provisi >ns, which would refer to
the use of legislation of anot ter state. The contractual
parties expressly agreed, ii accordance with the
provision of Section 262 para 1and 2 of the CoC, that
their contractual relationsbip regulated by this
Agreement shall be governed by the CoC. In case any
conflict arisen between the :ontractual parties is not
settled by mutual agreement a general court of the
Slovak Republic is competent for such proceeding.
If any provision of this Agrtement is, or additionally
becomes void or unenforteable, shall the other
provisions be considered for ;everable and the validity
and enforceability of this Ag eement as a whole shall
remain. In such case, the contractual parties undertake
to, upon mutual agreement, supersede the void or
unenforceable provisions witl such a provision, which
corresponds best with the pirpose of this Agreement
and the will of the contractual Darties by its conclusion.
No waiver of any matter, pro''ision or condition of this
Agreement, whether by actior or otherwise, in a single
case or in several cases, shall be considered for further
or permanent waiver of such matter, provision or
condition or of any other matier, provision or condition
of this Agreement or shall be interpreted as such waiver.

This Agreement may ordy be amended and
supplemented by means of a \vritten amendment hereto,
which shall be indicatec as such, numbered
appropriately and shall contain the date and signatures
of all contractual parties. This provision does not apply
to amendments to the Protocol

Novartis is entitled to unilaterally amend the Protocol,
even if the Protocol is annexed to this Agreement. If an
amendment to the Protocol is ssued, Novartis is obliged
to notify the other contractu:il party in writing of the
existence and the content cf such amendment. The
contractual parties undertake to proceed in accordance
with such amendment to the 1'rotocol from the moment
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16.7.

16.8.

16.9.

16.10.

Za Novartis/For Novartis:

Tato Zmluva nadoblda platnost dfiom jej podpisania
oboma zmluvnymi stranami a G¢innost dfiom
nasledujdcim po dni jej zverejnenia v Centrdlnom
registri  zmldv na www.crz.2ov.sk. nakolko ide
0 povinne zverejiiovand zmluvu v zmysle § 5a ods. 1
Zakona o0 slobode informécii. InStiticia bezodkladne
zaSle Zmluvu na zverejnenie; pokiall neddjde
k zverejneniu do 7 dni odo dfia jej uzavretia, modze
Novartis podat nadvrh na jej zverejnenie. InStiticia sa
zavdzuje vydat  Novartisu pisomné potvrdenie
0 zverejneni Zmluvy bez zbyto¢ného odkladu po jej
zverejneni. InStiticia  je povinna zabezpecit
nespristupnenie tych ustanoveni tejto Zmluvy, ktoré
obsahuji informéaciu, ktord sa podla platnych pravnych
predpisov nespristupiuje.

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

Tato Zmluva je vyhotovena v troch vyhotoveniach,
jedenkrat pre InstitGciu a dvakrat pre Novartis.

Zmluvné strany vyhlasujd, Ze si Zmluvu precitali, jej
obsahu porozumeli, Ze ju uzavreli slobodne avazne,
urcite a zrozumitelne, a na potvrdenie toho, Ze obsah
tejto Zmluvy zodpoveda ich skutoénej a slobodnej véli,
ju vlastnoru€ne podpisali.

16.7.

16.8.

16.9.

16.10.

Datum/Date:

of its notification to the relevaiit contractual party.

This Agreement shall enter into force on the day of its
signature by each contractual jarty, and shall enter into
effect on the day following the day of its publishing in
the Central Register of Contra :ts on www.crz.20v.sk. as
it concerns a contract subjectt) mandatory disclosure of
information under Section 5a >ara. 1 of the Act on Free
Access to Information, The Institution shall
immediately deliver the Agrtement for disclosure; in
case the Agreement is not disc losed within 7 days of its
conclusion, Novartis may pr<ipose to disclose it. The
Institution undertakes to issue a written confirmation to
Novartis regarding the disci )sure of the Agreement
without undue delay after its (lisclosure. The Institution
shall ensure inaccessibility o ~such provisions of the
Agreement, which contain information that is not
subject to disclosure under apt licable laws.

This Agreement is executec in the Slovak-English
version. In case of any diicrepancies between the
English and the Slovak versim of the Agreement, its
Annexes or eventual amendn ents, the Slovak version
shall prevail.

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

The contractual parties represent that they read this
Agreement, understood its coiitent and concluded it on
their own free will, in eame >, in all conscience and
unequivocally, and in witness of that the content of this
Agreement represents their go )d faith intention and free
will, they sign it.

MUDr. lveta Tvrda, na zdklade plnomocenstva/based on the power of attorney

Za Novartis/For Novartis:

Datum/Date:

t)'

Mgr. Hana Mréazové4, na zéklade plnomocenstva/based on the power of attorney

Za Novartis/For Novartis:

Mgr. Alexandra LelkeSova

Za Instituciu/For the Institution:

Doc. MUDr. Ladislav KuzZela, CSc., MPH, riid/itel’/director

Tato Zmluvu som precital(a), rozumiem svojim povinnostiam
z tejto Zmluvy, Protokolu aich priloh vyplyvajicim, ktoré sa

zavéazujem plnit,

a pristupujem k ustanoveniam tejto Zmluvy,

ktorymi budem viazany(a).

Hlavny SkuSajluci/Principal Investigator:
MUDr. Dana Tom¢ikovd PhD, MHA

Zmluva 0 klinickom skdSani - verzia 28.6.2016
Novartis / Detska fakultna nemocnica s poliklinikou Bratislava
Protokol ¢.: CRFBOO2H2301E1

Datum/Date:

Jof JQ / fc

DAtum/Date: e

ing. Tomas vajaska, ACCA
AVM e n°micky nad\¢ pensp Bratislava

| read this Agreement, understand my obligations arising out of

this Agreement,

the Protocol and Annexes thereof, which |

hereby undertake to fulfil, and | enter nto the provisions of this
Agreement, by which | shall be bound.

r .
Datum/Date: ... ALl e,
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Priloha ¢. 1
Nazov skiSaného produktu/lieku:
Ranibizumab
Referen¢né Cislo:
RFB002
Kod klinického skdsania:
CRFBO002H2301E1
Nazov/Popis klinického sku$ania:
Predizenie klinického ska%ania RAINBOW na
vyhodnotenie dlhodobej Gc¢innosti a bezpec&nosti
ranibizumabu v porovnani s laserovou lie¢bou
u nezrelych deti s retinopatiou nedonosenych

Datum finalnej verzie protokolu:

11.12.2015

Skasajici: MUDr. Dana Tom¢ikova PhD, MHA
Spoluskud$ajuci: Prof. MUDr. Anton Gerinec, CSc

MUDr. Zuzana Prepiakova
MUDr. Ludka Wlachovska

Centrum:

Detska fakultnd nemocnica s poliklinikou Bratislava,
Klinika detskej oftalmolégie, Limbova 1, 833 40
Bratislava

Telefén:+421 2 593 715 68

Fax: +421 2 59371876

Riaditel InStitacie:

Doc. MUDr. Ladislav KuZela, CSc., riaditel
Telefén:+421 2 593 71 512, 513

Cislo centra:

1851

Planovany pocet zaradenych pacientov:

4

Monitor klinického skd8ania uréeny Novartisom:
RNDr. Jana Krajhakova

Adresa:

Novartis Slovakia s.r.o.

Galvaniho 15/A, 821 04 Bratislava

Tel: 02/5070 6111

Fax: 02/5556 5886

Casovy rozvrh klinického skusania:
15.10.2016-30.05.2023

Zaciatok zarad'ovania pacientov:

15.10.2016

Ukon¢enie zarad'ovania pacientov/randomizacie:

Zactiatok kompetitivneho zaradovania pacientov:
15.10.2016

Ukon¢enie klinického ski8ania najneskor:
30.05.2023

Zmluva o klinickom skasani - verzia 28.6.2016
Novartis / Detska fakultnd nemocnica s poliklinikou Bratislava
Protokol €.: CRFBOO2H2301E1

Annex No. 1
Name ofthe investigational product/mec icine:
Ranibizumab
Reference number:
RFBO002
Code ofthe Clinical Trial:
CRFB002H2301E1
Name/Description ofthe Clinical Trial:
RAINBOW extension study: an extension study to
evaluate the long term efficacy aiid safety of
Ranibizumab compared with laser th;rapy for the
treatment of Infants Bom  prem aturely with
retinopathy of prematurity
Date of the final version ofthe Protocol:
11 December 2015
The Investigator: MUDr. Dana Tom¢ikova PhD,
MHA
Co-investigator: Prof. MUDr. Anton Geiinec, CSc
MUDr. Zuzana Prepiak ava
MUDr. Ludka Wlachov ska
Centre:
Detska fakultnd nemocnica s polikliniko i Bratislava,
Klinika detskej oftalmolégie, Limbova 1, 833 40
Bratislava
Phone: +421 2 593 715 68
Fax: +421 2 59371876
Director of the Institution:
Doc. MUDr. Ladislav KuZela, CSc., Dir ;ctor
Phone: +421 2 593 71 512,513
Centre number:
1851
Scheduled number ofenrolled patients:
4
Monitor ofthe Clinical Trial appointed 1y Novartis:
RNDr. Jana Krajiakova
Address:
Novartis Slovakia s.r.o.
Galvaniho 15/A, 821 04 Bratislava
Phone: 02/5070 6111
Fax: 02/5556 5886
Timetable ofthe Clinical Trial:
15 October 2016 -30 May 2023
Enrolment of patients starts:
15 October 2016
Enrolment of patients/randomisation enc s:

Competitive enrolment of patients starts

15 October 2016

Termination ofthe Clinical Trial at the latest:
30 May 2023
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3 r.o.

Za Novartis/For Novartis:......... Datum/Date: -wtRslay 2
MUDr . lveta Tvrd4, na zaklade JIIUNIUVVUOIVtYeased on the power of attorney GJ,r
1 1r-,125
D m(P-125
. : . / Z
Za Novartis/For Novartis:......... Datum/Date: f -
Mgr. Hana Mrézova, na zéklar*e NINNMAI>NetVQ/ graseq on the power of attorney
Za Novartis/For Novartis: Datum/Date:’ sjitfot
Mgr. Alexandra LelkeSova
Za InStitdciu/For the Institution:.....cccecee. Datum/Date: n
Doc. MUDr. Ladislav KuzZela, CSc., MPH [/director
M oetskA ratsytTiA tpistocA-.
tda s wuKur.KCU mopat:siava
ll N Limbova 1,833 40 Bratislava
¢konomicKy naauei urivsr oiauaiava »i e
/
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Priloha ¢. 2
Vsetky Uhrady sa vykonajd nasledovne:
Platby za navStevy zdokumentované v zdravotnej
dokumentacii Ucastnika (v3etky vy3etrenia vykonané v
stlade s Protokolom) sa budd uskuto¢fiovat polrocne,
poéntc prvym zaradenym Ugastnikom, ato v zavislosti
na vykonani planovanych navstev aodovzdanych
kompletnych zdznamov z tychto navstev.

Uhrada pre 13 600,- Celkovo
InStitdciu EUR
Uhrada pre 3 400,- (slovom
Institdciu EUR tritisicStyristo  eur)
najviac za kazdého
kompletne
a vyhodnotitel’ne
spracovaného
Ucgastnika
v klinickom skusanf
DFNsP
Navsteva/Visit Bratislava
sa vyplati
nasledovne: 202 600,- EUR
203 500,- BUR
301 S0Q,- EUR
302 600,- EUR
303 300,- EUR
304 800,- EUR
399 EoS/PW 600,- EUR
Spolu 3 400,- EUR
Celkovo za 4 13600,-
Ugastnikov EUR

VSetky iné pripadné neplanované vizity v rdmci celého
klinického sktSania vratane podania zachrannej liechy
podla Protokolu sG uZ zapocitané v odmene pre
Institdciu, nebude za ne hradena Ziadna zvIast platba.

Pri odsuhlasenom zaradeni
Ucastnikov, platia vy3sie
kazdého dalsieho Ucastnika.
V pripade, Ze Ugastnik bude uznany nespdsobily pre
klinické skuSanie alebo pri jeho GcCasti bude porusSeny
Protokol, Novartis je opravneny kratit dhradu za takéhoto
Ucastnika aZ na 50 % z pdvodnej sumy podla tejto
prilohy. V pripade, 7e bude pri G&asti Ugastnika poruseny
Protokol z dévodov na  strane InStiticie  alebo
SkaSajaceho, Novartis nie je povinny zaplatit Ghradu za
tohto Ugastnika.

viac ako planovanych 4
uvedené podmienky pre

Zmluva o klinickom skdSani - verzia 28.6.2016
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Annex No. 2
All payments shall be made as followvs:
Payments for visits documented in the medical

records of the Participant (all exartinations carried
out in compliance with the Protocol) shall be made
every six months, starting with the first enrolled
Participant, and that depending on the execution of
scheduled visits and submitted complete records of
such visits.

Payment for the EUR In total
Institution 13,600
Maximum EUR (in wording
payment for the 3,400 liree thousand
Institution 1nd four
hundred euro)
for each
ompletely and
valuable
Processed
Clinical Trial
Participant
DFNsP
Visit Bratislava
shall be paid as
follows: 202 EHR 600 1
203 il R500
301 mDR 500
302 BUR 600
303 EUR 100
304 EUR 100
399 EoS/PW E H 600
In total EUR 3,400
In total for 4 EUR 13,600
Participants
All eventual incidental doctor's rounds during the
entire Clinical Trial, including any emergency
treatment under the Protocol, are ilready included
into the remuneration for the Insti ution, and there

shall be no specific payment paid for them.

In case of agreed enrolment of more than scheduled 4
Participants, the above mentioned conditions shall
apply to each new Participant.

If the Participant is incapable of panticipating in the
Clinical Trial, event, the Protocol is breached during
his/her participation, Novartis is eiititled to reduce
payment for such Participant even by 50% of the
original amount under this Anntx. In case the
Protocol is breached by the participation of
a Participant for reasons on the part of the Institution
or the Investigator, Novartis is not clbliged to pay for
such Participant.
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V pripade, 7e Ucastnik dobrovolne odstipi alebo je z
klinického skGSania vyradeny (a) Novartisom alebo (b)
SkiSajacim pre akOkolvek pri¢inu ind ako nesplnenie
pozZiadaviek sposobilosti pre klinické
poruSenie Protokolu, Novartis zaplati proporcionalnu cast

skuSanie alebo
Ghrady za Ucastnika aZ do dha vyradenia, splatnd po
prijati vSetkych formuldrov s nélezmi a inej pozadovanej
dokumentécie.

Ak po skonceni klinického skdSania Novartis poskytol v
rémci tejto Zmluvy sumy prevySujlce opravnené Ghrady

podla vyS$Sie uvedenych podmienok, InStiticia musi
vratit  Novartisu prevySujicu sumu nad opravnené
Ghrady.

V sGvislosti s klinickym skd$anim sa pred zaciatkom
klinického skua3ania ako aj pocas jeho realiz4cie

uskuto¢iujd Investigatorské

dolezité farmakologické,

mitingy, na ktorych sa

oboznamuju toxikologické a

klinické informécie, ktoré sU potrebné pre spravne
naplanovanie a vykonanie klinického skGSania, a
z(GCastnené osoby sa pripravujd a Skolia o danom

klinickom skua3ani, dolezitych priebeznych okolnostiach
a informacidch a postupoch v danom klinickom skua3ani.
Vzhladom Investigdtorské mitingy su
sic¢astou klinického skuSania, Skusajaci (resp. dohodnuty
clen skiSobného timu) sa bude zGcCasthovat
Investigatorskych mitingov podla pokynov Novartisu.

k tomu, Ze

V pripade G¢asti na

realizovanom

Investigatorskom

pokynov alen so
Novartisu, Novartis preplati ndklady slGvisiace s G€astou
SkuSajuceho (resp. dohodnutého ¢lena skiuSobného timu)
v rozsahu podla vopred dohodnutych podmienok (vratane
emailovou komunikaciou). Pravidla niektorych vydavkov
st uréené nasledovne:

mitingu

na zaklade sihlasom

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

cestovny listok,

b) cesta viastnym dopravnym prostriedkom
(osobnym autom) - z miesta bydliska do miesta
Investigatorského mitingu a spat - preplacanie
spotrebovanych pohonnych podrla
priemernej spotreby vozidla podla technického
preukazu a ceny pohonnych hmdt stanovenych
Statistickymi cien pohonnych
hmot v Slovenskej republike (aj pri ceste mimo
Gzemie Slovenskej republiky) - =zdokladovat
technicky preukaz osobného vozidla, podpisané
prehlasenie o pocte kilometrov,

hmot

ukazovateI'mi

c) cesta taxikom - prepldcanie nakladov na taxik
v radmci mesta (mesto Investigdtorského mitingu)

- z miesta letiska, vlakovej alebo autobusovej
stanice na hotel ¢i miesto Investigatorského
mitingu a spadt - zdokladovat potvrdenie
o Uhrade.

Zmluva o klinickom skd$ani - verzia 28.6.2016
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In case the Participant voluntarily withdraws from or
is rejected from the Clinical Trial by (a) Novartis or
(b) by the Investigator for any reaso i other than non-
compliance with the capacity requirements for the
Clinical Trial or a breach of the P motocol, Novartis
shall pay proportional part of the ayment for such
Participant until the day of reject«in, payable after
receipt of all forms with findings aiid other required
documentation.

In case Novartis provided under this
exceeding justified paynlents

above mentioned conditions after tre expiry of the

Agreement

amounts under the

Clinical Trial, the Institution srail return the
exceeding payments to Novartis.
In connection with the Clinical Trial, Investigator

Meetings are carried out prior to th(: commencement
and during its conduct, are acquainted
important pharmacological, toxicolo iical and clinical
information that are necessary for th<:proper planning
and execution of the Clinical Trial, and participating
persons are prepared and trained abcmt the respective
Trial, relevant ongoing cixumstances and
information and procedures in perticular Clinical
Trial. Due to the fact that Investigateir Meetings are a
part of the Clinical Trial, the Invest gator (event, the
agreed member of the trial team) siall participate in
the Investigator Meetings acc irding to the
instructions of Novartis.

at which

Clinical

In case of participation in the Invéstigator Meeting
organised according to the instructions and only with
the consent of Novartis, Novartis shall reimburse
expenses related to the partieipation of the
Investigator (event, the agreed meinber of the trial

team) in the scope under previously ;igreed conditions

(including e-mail communicatioi). The rules
regarding certain expenses are as foil ows:
a) Using public transport (bis, train) - from

home to the place ofthe Inv jstigator Meeting
and back - reimbursement of the travel ticket
- a travel ticket shall be doci mented,

b) Using own means of trans Dort (by personal

car) - from home to tle place of the
Investigator Meeting and back - the
reimbursement of fuel c<msumed by the
average consumption of the vehicle

according to the technical csrtificate and fuel
prices established by a statistical indicators
of fuel prices in the Slovak Republic (also in
case of travelling outside tlle territory of the
Slovak Republic) -technica certificate of the
vehicle, a signed declaraticn on the number
of kilometres shall be docuinented,

c) Using a taxi - reimburseme at of costs of taxi
within the city (of the Investigator Meeting)
- from the site of the air]iort, train or bus
station to the hotel or Inv jstigator Meeting
place and back - evidence mthe confirmation
of payment.
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Vydavky, ktoré neboli vopred odsthlasené, sa
nepreplacajd, hoci boli InStitdciou, SkuSajicim (resp.
dohodnutym ¢&lenom skGSobného timu) aj preukéazatelne
uhradené.
Novartis vyplati $pecifikované dohodnuté a
preukéazatelne vynalozené vydavky len vtedy, ak tieto
budd riadne zdokladované, pricom InStitdcia resp.
SkuSajuci predlozi Novartisu vyUc€tovanie nakladov s
potrebnymi dokladmi v najneskér do 14 dni od ukoncenia
Investigatorského mitingu. V dohodnutych pripadoch
mobze Novartis poskytnat preddavok na tieto vydavky.

V pripade, Ze sa preukaze, Ze Specifikované dohodnuté a
preukéazatelne vynaloZené vydavky nie sU spravne
podlozené prislusnymi dokladmi, resp. neboli vynalozené

alebo s0 vrozpore sinternymi predpismi Novartisu,
Novartis si vyhradzuje pravo odmietnut’ ich
prefinancovanie av pripade, ak uZ Novartis poskytol

platbu na prefinancovanie, InStiticia je povinna vratit
Novartisu poskytnutd ¢iastku, ktord nebola vynaloZena

v stlade s touto dohodou alebo podloZena
preukazatelnymi ¢i platnymi dokladmi.

Okrem uvedeného poskytne Novartis InStitacii aj
poplatok za administrativne zabezpefenie uzavretia

Zmluvy (tzv. Startup fee) v sume 1.000,00 €, na zaklade
faktiry vyhotovenej InStiticiou po nadobudnuti G€innosti
Zmluvy a to so splatnost'ou 30 dni od jej dorucenia.

Expenditures that were not pre-approved, shall not be
reimbursed, although they were derminstrably paid by

the Institution, the Investigator (e\ent. the agreed
member ofthe trial team).

Novartis shall pay the specificl, agreed and
demonstrably expended expenses cnly if they are

properly documented, whereby the Ilistitution, event,
the Investigator shall submit a cos statement with
proper evidence to Novartis wit! the necessary
supporting documents no later than 4 days after the
end of the Investigator Meeting. ]n agreed cases,
Novartis may grant an advance for th )se expenses,

In case it is proved that the speciled, agreed and
demonstrably expended expenses ire not properly
supported by relevant documents, tvent, they were
not expended or are contrary to the internal rules of
Novartis, Novartis reserves the riglt to reject their
refunding, and in case Novartis air:ady provided a
payment to refinance, the Institutic n is obliged to
return the already provided amount which was not
expended in compliance with this Agreement or
documented by provable and valici documents, to
Novartis.

In addition to the mentioned, Novaitis shall provide
the Institution also with a fee for administrative
support regarding the conclusion o 'the Agreement
(so-called Startup Fee) in the amouiit of € 1,000.00,
on the basis of an invoice issued Iy the Institution
once the Agreement enters into foice, and payable
within 30 days of its delivery.

. . , J<t! U P -
Za Novartis/For Novartis: Datum/Date: ...ccceeee. s to u.
MUDr. lveta Tvrda, na zdklade plnomocenstva/based on the power of attorney {,2\,4554
i
i i n s , -Jt- 4 . -
Za Novartis/For Novartis: Datum/Date: ..o ivierciieieeeeenn
Mgr. Hana Mrézova, na zéklade plr<«r>r«-»»nctva/h»ceH rn the power of attorney
2 e
Za Novartis/For Novartis: D4tum/Date .o .. s
Mgr. Alexandra LelkeSova /
S
Za InStitaciu/For the Institution: Datum/Date: ~ A
Doc. MUDr. Ladislav KuzZela, CS' , riaditel/director
L JSPC’- ... *«*BHATSIAVA
Limbova 1,633 40 Bratislava
-1 -
vj. TOllieta va/cjoiMa, <>Aw. .
o nofr.icl(v ridite» DFNSP Bratislava
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Priloha ¢. 4
Hlavny SkaSajaci - formular zverejnenia osobnych
Gdajov

Novartis Vas chce poziadat o sthlas so zaradenim
niektorych prvkov Vasich osobnych ddajov do
databazy s ndzvom GrantPlan vedenej tretou stranou.
Zamerom databazy GrantPlan, ktord vedie
a zadavatelom farmaceutického vyskumu poskytuje
spolo¢nost TTC v Spojenych S§tatoch americkych, je
pomdct zadavatelom vyskumu v transparentnosti
tykajlcej sa nakladov na klinické skdSanie. Databaza
sa pouziva ako pomoc pre odhad ndkladov na klinické
skusanie Specifickych pre urcitd krajinu a poskytnat
informacie  benchmarkingu s cielom dosiahnut
transparentnost a poctivost v stanoveni nakladov na
uskutocnenie klinického skdsania.

Informéacie sa zapisujo do databazy tak, Ze nikto
okrem pracovnikov TTC nemdze vidiet VaSe meno
alebo spojit VaSe miesto uskuto¢novania klinického
skusania s konkrétnym klinickym skasanim alebo
spolo¢nostou zadavatela.

So zretelom na uvedené tymto udelujete spolo¢nosti
TTC ako prevadzkovatelovi sthlas so spracovanim
Vasdich osobnych Gdajov v rozsahu Vasho mena,
kontaktnych  informécii, miesta uskuto¢fovania
klinického skdSania, néazvu klinického skdSania,
zadavatela, kopie zmluvy o klinickom skd3ani
a ndkladov ahonorarov tykajacich sa uchovania
Vasho miesta uskutoCfiovania klinického skd3ania
spravcovi tejto databazy od tretej strany. Vase osobné
Gdaje sa budl spractvat za horeuvedenym ucelom
v informaénom systéme - databdze GrantPlan - a to

po dobu piatich rokov. Svoj suhlas udelujete vo
vztahu Kk vietkym spracovatel'skym operéaciam
s osobnymi Gdajmi, okrem ich zverejnenia; ato

vratane ich prenosu do tretich krajin, ktoré nezarucuju
primeran(t Groven ochrany osobnych ddajov, vratane
Spojenych Statov americkych.

Osobné Gdaje budld do uvedeného informacného
systému GrantPlan poskytnuté spolo¢nostou Novartis
Slovakia s.r.o. so sidlom Galvaniho 15/A, 821 04
Bratislava, ICO: 36 723 304, zapisand v Obchodnom
registri Okresného sGdu Bratislava 1, oddiel: Sro,
vlozka €. 44016/B. Tymto udelujete spolo€nosti
Novartis Slovakia s.r.o. sthlas s poskytnutim VaSich
horeuvedenych Gdajov spolo¢nosti TTC za G¢elom ich
spraclvania spolo¢nostou TTC v rozsahu
horeuvedeného suhlasu.

Ak vykonavate vyskum pre Novartis v inej krajine nez
Spojené S§taty americké, ako sU krajiny v Eurdpe,

beriete na vedomie, Z7e Spojené S§taty americké
neposkytujd  rovnakd Groveid ochrany, ako sa
poskytuje v Eurépe. Udelenie tohto sudhlasu je

dobrovolné a neZiadaji Vas o udelenie sthlasu na toto
spraclUvanie preto, aby ste pokracovali v klinickom
sktSani. Ale ked suhlas date, pomo6zete zhromazdit
informéacie o primeranych nékladoch v klinickych
ska8aniach.
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Annex No. 4
Principal Investigator - Personal Da ta Disclosure
Form

like to ask you for tonsent to the
inclusion of certain elements of your p irsonal data to
a database named GrantPlan, maintair ed by a third
party. The aim of GrantPlan databiise, which is
leading by and to the sponsor of jiharmaceutical
research provide TTC company in the United States,
is to assist the sponsor research in the t ansparency of
the costs of clinical trials. The database is used to help
estimate the cost of clinical trials specific to a
particular country and to provide benchmarking
information to achieve transparency aid fairness in
assessing the cost of carrying out the cli lical trials.

Novartis would

Information is entered into a database ;. that no one
except for the TTC employees can see your name or
connect your location of the trial with a particular
clinical trial or with the company ofthe sponsor.

W ith regard to the mention hereof, you nereby grant a
consent to the company TTC being the <lata controller,
to process your personal data to the ixtent of your
name, contact information, location of the Clinical
Trial, the name of the clinical trial and <fthe sponsor,
a copy of an clinical trial agreement anc expenses and
fees related to the preservation of your place for
conducting the clinical trial to the manager of the
database from the third party. Your per :onal data will
be processed for the above mentioned jimpose within
the information system - GrantPlan data lase - and that
for atime-period of five years. You grart your consent
in relation to all personal data processing operations,
except for their disclosure; and that iicluding their
transfer to third countries that not provic e for the same
level of personal data protection, including the United
States of America.

Personal data will be provided to ttie mentioned
GrantPlan information system by the company
Novartis Slovakia s.r.o., with its registered seat at
Galvaniho 15/A, 821 04 Bratislava, ldentification
Number: 36 723 304, registered with tle Commercial
Registry of District Court Bratislava | Section: Sro,
Insert No. 44016/B. Hereby you grant a consent to the
company Novartis Slovakia s.r.o. to provide your
above mentioned data to the company TTC for the
purpose of their processing by the coripany TTC to
the extent of the above mentioned conse it.

When you conduct any research for Nc vartis in other
country than the United States of America, such as
countries in Europe, you should be aw ire the United
States of America does not provide for the same level
of protection as it is provided in Eurof e. Granting of
this consent is voluntary and they are Ilot asking you
to consent to such processing in order to continue in
the Clinical Trial. But when you give your consent,
you will help to gather informati<in about the
reasonable cost of the clinical trials.
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Ako dotknutd osoba mate pravo poZadovat na zaklade
pisomnej Ziadosti:

(i) potvrdenie o tom, ¢i VaSe osobné Gdaje su alebo
nie st spraclvang;

(ii) informacie o stave spraclvania VaSich osobnych
Gdajov;

(iii) vo v8eobecne zrozumitel'nej forme informaécie
o zdroji, z ktorého boli Vase osobné (daje ziskané na
spraclvanie;

(iv) vo v3eobecne zrozumitel'nej forme zoznam
Vasich osobnych (dajov, ktoré s0 predmetom
spracivania;

(v) opravu alebo likvidaciu VaSich nespravnych,

nedplnych alebo neaktualnych osobnych Gdajov, ktoré
st predmetom spraclvania;

(vi) likvidaciu VaSich osobnych Gdajov, ktorych Gcel
spraclvania sa skon¢il; ak s predmetom spraclvania

Gradné doklady obsahujice osobné UGdaje, moze
poZiadat o ich vratenie;
(vii) likvidaciu VaSich osobnych udajov, ktoré su

predmetom spraclivania, ak doslo k porusSeniu zakona;

(viii) blokovanie VaSich osobnych (dajov z ddévodu
odvolania sthlasu so spracovanim osobnych ddajov.

Ako dotknutd osoba mate pravo na zéaklade pisomnej
Ziadosti alebo osobne, ak vec neznesie odklad, u
prevadzkovatela kedykolvek namietat a nepodrobit
sa rozhodnutiu prevadzkovatela, ktoré by malo pre
Vés pravne Gc¢inky alebo vyznamny dosah, ak sa také
rozhodnutie vydad vyluéne na zaklade UGkonov
automatizovaného spractivania Vasich osobnych
Gdajov. Mate prdvo Ziadat prevadzkovatela o
preskimanie vydaného rozhodnutia metédou odliSnou
od automatizovanej formy spractivania.

0 Ano, Tymto sdhlasim, Ze
Novartis moze spracivat moje
v slvislosti s databdzou GrantPlant.

spolo¢nost
osobné Udaje

m| Nie, nesthlasim so spracGvanim mojich
osobnych Gdajov v sdvislosti s databdzou GrantPlant.

You, as a data subject, are entitled to asl ;the following
upon a written request:

(i) confirmation whether your personal data are or are
not being processed;

(ii) information about the state of processing of your
personal data;

(iii) exact information, in a generally in :elligible form,
about the source from which your persanal data were
obtained for processing;

(iv) list of your personal data, ii. a generally
intelligible form, which constitute the subject of the
processing;

(v) rectification or erasure of yorr
incomplete or not updated persona
constitute the subject of the processing;
(vi) erasure of your personal data, if he purpose of

inaccurate,
data, which

their processing was fulfilled; if any official
documents containing personal data constitute the
subject of the processing, you may request its
returning;

(vii) erasure of your personal data whic | constitute the
subject of processing if there was i violation of
applicable laws;

(viii) blocking of your personal dala due to the
cancelation ofthe consent to process pe sonal data.

You, being the data subject may at ani time, upon a
written request or in person, if the m itter is urgent,
object with the data processor and refu ;e to submit to
the decision of the data processor, which would have
legal effects or a significant impact on you, if such
decision is made solely on the basis of automated
processing of your personal data. You shall be entitled
to ask the data processor to review the ssued decision
by a method other than automated proc(;ssing.

O Yes, | hereby agree that Novartis may
process my personal information in cannection with
the database GrantPlant.

O No, 1do not agree with the pracessing of my
personal data in connection with 1he GrantPlant
database.

Miesto a datum / Place and Date:

maj.r . iSUIYA

1,633 40 Bral slava
1 -

Meno/Name: MUDr. Dana Toméikova FaD, MHA
Skusajuci/lnvestigator

Zmluva o klinickom skasani - verzia 28.6.2016
Novartis / Detska fakultna nemocnica s poliklinikou Bratislava
Protokol €.: CRFBOO2H2301E1
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