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RAMCOVA ZMLUVA O KLINICKOM SKUSANI

uzatvorena podl'a § 269 ods.2 a nasl. zakona €. 513/1991 Zb.
Obchodny zékomnik v platnom znenf (dalej len ,,Obchodny
zikonnik®) (dalej len ,,Rimcova zmluva™) medzi:

FRAMEWORK AGREEMENT ON THE CONDUCT
OF A CLINICAL TRIAL

concluded pursuant io Section 269(2) of Act no. 515/1991 of
Coll,, the Commercial Code, as amended

(hereinafier referred to as the “Commercial Code”)
(hereinafter referred to as the “Framework Agreement™)
between :

Novartis Slovakia s.r.0.

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

ICO: 36 723 304

DIC: 2022302425

ICDPH: SK 2022302425

zapisany: Obchodny register MS BA III., oddiel:

Sro, vloZka £. 44016/B

v mene ktorého kond/zastiipeny:
Ing. Peter Takécs, na zéklade plnomocenstva
PharmDr. Andrea Urbanovi, na ziklade
plnomocenstva

BNP Paribas S.A
CZ71 6300 0644 5061 0188 0008

Bankové spojenie:
IBAN:

(d'alej len ,,Novartis*™)

a

Fakultna nemocnica Trnava

sidlo: A. Zarnova 11, 917 75 Trava

1CO: 00610381

DRC: 2021191084

ICDPH: SK 2021191084

zapisany: Zriad’ovacia listina MZ SR, ¢.
1970/1991-A/TV-1 zo dila 14.6.1991,
v zneni neskorich rozhodnuti

Statutirny zéstupca:

MUDr. Daniel Zitiian, MPH, riaditel

Bankové spojenie:  Stitna pokladnica

islo nétu: 7000 281 238/8180

IBAN: SK54 8180 0000 0070 0028 1238
BIC: SPSRSKBA

(dalej len ., Indtitacia“)

(Novartis, Intititcia tiez spoloéne ako ,,Zmluvné strany™
alebo osobitne ,,Zmluvna strana)

Novartis Slovakia S.r.0.
Registered Seat: Zizkova 22B, §11 02 Bratislava, Slovak

Republic
Company 1D: 36 723 304
Tax ID: 2022302425
VAT ID: SK 2022302425
Registration: Commercial Register maintained by
the City Court Bratislava 111,
section: Sro, insert No. 44016/B
Represeited by:
Ing. Peter Takdcs, on a basis of a power
of attorney
PharmDr. Andrea Urbanovd, on a basis of
a power of attorney
Bank Details: BNP Paribas S.A
IBAN: CZ71 6300 0644 5061 0188 0003

(hereinafter referred to as “Wovartis™)

and

Fakultna nemocnicavTrnava
Registered office: A. Zarnova 11, 917 75 Trnava

Company 1D: 00610381

Tax ID: 2021191084

VAT ID: SK 2021191084

Registration: Certificate of Incorporation Ministry of

Health of Slovakia, No. 1970/1991-
A/MV-1 dated 14.6.1991, as amended

Statutory Repn‘e§entative:
MUDr. Daniel Zitfian, MPH, director

Bank: Statna pokladnica

Bank account: 7000 281 238/8180

IBAN: SK54 8180 0000 0070 0028 1238
BIC: SPSRSKBA

(hereinafter as the “Institution™)

{Novartis, Institution and Principal Investigator also jointly
referred to as the “Parties” and separately as the “Party™)

1. Preambula

1. Preamble

lele Zmluyné strany uzatvarajil zmluvny vztah na
zaklade tejto Rdmcovej zmluvy vychadzajic z
existencie niziie uvedenych skuto&nosti.

I.1. The Parties are entering into a contractual
relationship based on this Framework Agreement,
building upon the existence of the following below
mentioned matters.

1.2. Novartis je splnomocnenym zastupcom zadavatela

— Novartis Pharma AG, Lichtenstrasse, 33, 4056

1.2. Novartis is the aunthorized representative of the

sponsor — Novartis Pharma AG, Lichtenstrasse 35,
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Bazilej, Svajéiarsko, registraéné ¢islo CHE-
103.882.596 (d’alej len ,Zadavatel’} podla § 29
ods. 10 zdkona & 362/2011 Z. z. o liekoch a
zdravotnickych pomdckach a o zmene a doplneni
nicktorych zdkonov, v zneni neskorfich predpisov
(dalej len ,Zakon o liekoch*), a md ziujem
realizovat’ na dzemi Slovenskej republiky klinické
skifania vyvinutych produktov alebo liekov
v Inititdcii, a to prave v spoluprici s In§tificiou a
podl'a podmienok definovanych v tejto Ramcovej
zmluve av  konkrétne] jednotlive] zmluve
o klinickom skaSani uzavretej na zéklade tejto
Ramcovej zmluvy pre konkrétne jednotlivé klinické
skifanie (dalej len ,Jednotliva zmluva*)
s IndtitGciou ako druhou Zmluvnou stranou a
Skusajicim konkrétneho klinického ska$ania; pre
vyluéenie alcychkol'vek pochybnost{ sa jednotlivou
zmluvou rozumie prisiuinid Jednotlivd zmluva
uzatvorena na zéklade tejto Ramcove] zmluvy
medzi Novartisom, Indtiticiou a Skifajuocim k
prisludnému  konkréinemu klinickému skiSaniu.
Novartis uzatvra mite Réamcovi zmluvu
a Jednotlivii zmluvu vo viastnom mene a na viastny
ucéet. Uvedené splnomocnenie nezbavuje
Zadavatela jeho zodpovednosti vyplyvajlcej
z plainych pravoych predpisov.

4056 Basel, Switzerland, registration No. CIHE-
103.882.596 (hereinafter referred to as the
“Sponsor™) pursuant to Section 29 (10) of Act No.
362/2011 Coll. on Medicinal Preducts and Medical
Devices and on Amendments to Certain Laws, as
amended (hereinafter referred to as the “Medicinal
Products Act™) and is interested in the conduct of
the clinical studies of the developed products or
medicines in the Slovak Republic in the Institution
in cooperation with the Institution and under
conditions defined in this Framework Agreement
and in the specific individual clinical trial
agreement concluded on the basis of this
Framework Agreement, for each specific clinical
study (hereinafter referred to as the “Individual
Agreement”) with the Institution as the other Party
and the Investigator of a specific clinical trial; in
order 10 prevent any misunderstandings, the
Individual Agreement means respective Individual
Agreement concluded on the basis of this
Framework Agreement between Novartis and the
Institution and the Investigator related to respective
clinical study. The Above-stated Authorisations do
not exclude liability of the Sponsor following from
the valid legal regulations.

Indtiticia je subjektom, ktory poskytuje zdravotni
starostlivost’ a disponuje technickymi
prostriedkami, kioré WNovartis potrebuje pre
vykondvanie klinickych skifani, aje schopna
zabezpedit' realizaciu klinickych ska$ani podla
podmienok definovanych v tejto Ramcovej zmluve
a Jednotlivej zmluve a vieobecne zaviznych
pravnych predpisoch, Ingtiticia prehlasuje a ruél, Ze
jej zariadenia, ktoré sa majo pouzit na vykon
klinickych skodani, riadne spliiaju  podmienky
stanovené  pravnymi  predpismi  a ostatnymi
zasadami/indtrukciami 3pecifikovanymi v bode 3.9.
tejio Ramcovej zmluvy, aZe boli schvalené
Riadiacim organom, ako je tento definovany v bode
1.5. tejto Ramcovej zmluvy.

1.3.

The Institution is an entity which provides
healthcare and possesses technical devices needed
by Novartis for the performance of the clinical
studies and is able to ensure conduct of the clinical
tr studies in accordance with the conditions defined
in this Framework agreement and in Individual
Agreement and in the generally binding legal
regulations. The Institution represents and warrants
that its facilities to be used for the clinical studies
properly meet all the conditions stipulated by
applicable laws and other guidelines specified in para.
3.9. hereof and that they were approved by the
Governing Body as defined in para. 1.5, hereof

1.4.

Kazdé jednotlivé klinické skudanie §pecifikované v
Jednotlivej zmluve (v Ramcovej zmluve ako
. Klinickeé skii$anie*) bude vykondvané na zaklade
prisiuiného protokolu k prisluinému Klinickému
skiSaniu (d’alej len ,.Protokol®); pre vylidenie
akychkolvek pochybnosti, sa Klinickym ski§anim
rozumic prisluiné Klinické skuanie podFa
Jednotlivej zmluvy.

1.4.

Each individual Clinical study specified in the
specific Individual Agreement (hereinafter referred
to as the “Clinical study” or as the “Clinical trial”)
shall be conducted based on the respective protocol
to the respective Clinical study (hereinafter referred
to as the “Protocol”); in order to prevent any
misunderstandings, the Clinical study means each
Clinical study under Individual Agreement.

1.5.

Klinické sktifanie bude vykonané na zdiklade
avstlade s prishidnym povolenim vydanym na
zaklade Nariadenia Eurdpskeho parlamentu a Rady
(EU) & 536/2014 zo 16. aprila 2014 o klinickom
skiganf{ liekov na humanne pouZitie, ktorym sa
zruduje smernica 2001/20/ES (d'alej len ako ,,EU-
CTR*). Povolenie bude sii¢astou dokumentacie k
Protokolu. Ingtiticia berie na vedomie, Ze na
priebeh klinického skiidania dohliadaja nasledujice
indtitiicie: Statny Gstav pre kontrohu lietiv (dalej len
LSUKL® ajalebo ,Riadiaci orgin“) a Eticka

1.5.

The clinical trial shall be conducted under and in
accordance with the relevant permission pursuant to
the Regulation (EU) No. 536/2014 of the European
Parliament and of the Council of 16 April 2014 on
clinical trials on medicinal produets for human use,
and repealing Directive 2001/20/EC (hereinafter
referred to s “EU-CTR”). The permission shall be
part of the Protocol documentation. Institution
acknowledges that The State Institute for Drug
Control (hercinafier referred to as “SIDC” and/or
“Governing Body”) and an Ethics Committee
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komisia (dalej len ,,EK*), ktoré boli zriadené a
zostavené podla platnych pravnych predpisov.
SUKL v Slovenskej republike predstavuje $tatnu
indtiticin alebo organ, ktorého kompetencie vo
vztahu ku klinickému skufaniu a sledovaniu
udajov o neZiaducich udalostiach a neZiaducich
uéinkoch produktov alebo liekov, zaznamenanych
u tcastnikov (ako sit definovani niZ§ie) st uvedené
v § 129 Zskona o lickoch . Zmluvné strany sa
taktie? zaviiznju, Ze Klinické skiG3anie bude
vykonavané v stlade so zdkonom &. 376/2004 Z., z.
o zdravotnej starostlivosti, sluzbach suvisiacich
s poskytovanim zdravotnej starostlivosti a 0 zmene
a doplneni niektorych zdkonov, v zneni neskorsich
predpisov (d’ale] len ,Zdkon o zdravotnej
starostlivosti), zakonom & 578/2004 Z. =z

o poskytovateloch  zdravotnej starostlivosti,
zdravotnickych  pracovnikoch, stavovskych
organizicich v zdravotnictve a 0 zmene

a doplneni niektorych zakonov, v zneni neskorSich
predpisov, Zakonom o liekoch a s Nariadenim
Eurépskeho parlamentu a Rady (EU) 2016/679 z
27. aprila 2016 o ochrane fyzickych osgéb pri
spracivani osobnych ddajov a o volnom pohybe
takychto udajov, ktorym sa zruSuje smernica
95/46/E8 (vieobecné nariadenie o ochrane uidajov)
(d'alej len ,Nariadenie®) a zékonom &. 18/2018
Z.z. oochrane osobnych udajov a ozmene
a doplneni niektorych zikonov, v znenf neskorSich
predpisov (d'alej len ,,Zakon o ochrane adajov™).

(hereinafter referred to as “EC”), established and
constituted in accordance with applicable laws
oversee the conduct of the Clinical study. The SIDC
is a state institution or body in Slovak republic
whose competence in relation the clinical trial and
for monitoring data on adverse events and adverse
reactions to products or medicines, which are
observed in the Participants (as defined below)
pursuant to Section 129 of Medicinal Products Act.
The Parties also agree that the Clinical study will be
performed in accordance with Act No. 576/2004
Coll. on healthcare, services related to healthcare
and on amendment and supplementation of certain
acts as amended (hereinafter referred to as the
~Healthcare Act“), Act No. 578/2004 Coll. on
providers of healthcare, healthcare professionals,
professional organizations in the health service and
on amendment and supplementation of certain acts
as amended, Medicinal Products Act and with
Regulation of the European parliament and of the
council 2016/679 from 27.4.2016 on the protection
of natural persons with regard to the processing of
personal data and on the free movement of such
data, and repealing Directive 95/46EC (General
Data Protection Regulation) (hereinafter referred to
as the “Regulation™) and Act no. 18/2018 Coll. on
Personal Data Protection and on Amendments to
Certain Laws, as amended (hereinafter referred to
as the “Personal Data Protection Act”).

1.6,

Skugajuci (dalej v Ramcove] zmluve ako
HSkifajuei) oznacuje zdravotnickeho pracovnika
(lckdra) s potrebnou kvalifikdciou, ktory bude
odborne zodpovedny za vyvkonavanie Klinického
skifania v danom mieste Klinického skiiania a za
dodrZziavanie prav subjektov hodnotenia, a pokial
Klinické skii$anie v jednom mieste bude vykonavat
tim 0s6b, bude Skuisajtci vedicim, ktory bude niest’
zodpovednost za cely tim (spoluskuiajici),
a v takomto pripade sa bude oznadovat aj ako
Zodpovedny skasajici (d'ale) v Ramcovej zmluve
ako ,Zodpovedny skiSajici). Konkrétny
Zodpovedny skufajici (pripadne aj konkrétni
spoluskigajtici) pre Klinické skii¥anie bude wréeny
v Jednotlivej zmluve. Zodpovedny skiiSajici
a spoluskii¥ajici musia byt zamestnancami
Ingtitucie. Pre vylicenie akychkol'vek pochybnosti,
sa Slaiajticim rozumie kazdy jednotlivy Skiadajici
podl'a Jednotlivej zmiuvy.

1.6.

Investigator (hereinafterin Framework Agreement
referred to as the “Investigator”™) means a
healthcare professional (physician) with relevant
qualification, who shall carry professional
responsibility for the conduct of the Clinical study
at the relevant trial site and for the rights of the
Study Subjects and if the Clinical Study shall be
conducied by a team of persons at a single place,
the Investigator shall be the supervisor carrying
responsibility for the entire team (co-investigators)
and in such case he/she shall be called responsible
investigator (hereinafter in Framework Agreement
referred to as the “Responsible investigator”). The
specific Responsible Investigator (and, where
appropriate, specific co-investigators) for the
Clinical Trial shall be specified in the Individual
Agreement. Responsible investigator and co-
investigators must be employees of the Institution.
In order to prevent any misunderstandings, the
Investigator means each respective Investigator
under Individual Agreement.

1.7.

Utastnik oznacduje udastnika klinického skii3ania,
osobu (pacienta alebo zdravého dobrovolnika),
ktory sa na zdklade informovaného sihlasu
zOastiyje Klinického skiania a kiorsj sa ma
podavat’ alebo podéva skuSany produkt alebo liek
(dalej len ,Subjeki hodnotenia™ alebo
LUéastnik“).

1.7.

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

1.8.

Organizdcia na klinicky vyskum (CRO) oznaduje
kazdi organiziciu, s kiorou Novartis uzavrie

1.8.

Clinical research organization (CRO) is each
organization with which Novartis concludes
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zmluvu o vykonan{ niektorych alebo vietlkych prav
a/alebo povinnosti, ktoré ma ako zadavatel alebo
zastupca zaddvatela v Slovenskej republike v
stivislosti 3 Klinickym skdSanim produktu alebo
lieku (d’alej len ,,CRO).

agreement on e¢xercising some or all rights and/or
performing some or all obligations that it has as a
sponsor or representative of the sponsor in the
Slovak Republic in connection with the Clinical
trial of the product or medicine (hereinafter referred
to as “CRO™).

1.9, Zmluyné sirany vyhlasuja, ze pred uzavretim tejto | 1.9. The Parties declare that before entering into this
Ramcove] zmluvy dokladne zvazili rizika a obtiaZe, Framework Agreement, they had considered the
tieto porovnali s ocakdvanym prinosom pre risks and difficulties, compared them with the
Ucastnikov a pre verejny zdujem a dosli k zéveru, expected benefit for the Participants and for the
ze otakavany prinos tohto Klinického sku¥ania public interest and arrived at the conclusion that the
ospravedifiuje pripadné predvidatelné rizikd a expected benefit of this Clinical trial justifies any
obtiaze. Zmluvné strany vyhlasuji, Ze si nie si potential expectable risks and difficulties. The
vedomé Ziadnych prekazok, ktoré by brénili tomu, Parties declare that they are not aware of any
aby sa dohodli na predmete, udele a v3etkych obstacles that would prevent them from agreeing on
ostatnych ustanoveniach tejto Ramcovej zmluvy. the subject-matter, purpose and all other provisions

of this Framework Agreement.
2. Predmet Ramecovej zmluvy 2. Subject-Matter of the Framework Agreement

2.1. Predmetom tejto Ramcovej zmluvy je vzijomna | 2.1. The subject-matter of this Framework Agreement
dohoda Zmluvnych strin  na  zdkladnych represents mutual agreement of the Parties on
podmienkach stivisiacich s vykondvanim fundamental terms related to the conduct of the
Klinickych sku$ani podla Jednotlivych zmlay Clinical studies under Individual Agreement
uzatvaranych na zdklade tejto Rdmcove) zmluvy. concluded on the basis of this Framework
Pre vyli€enie pochybnosti Zmluvné strany Agreement. For sake of clarity the Parties declare
uvadzajil, e im nie je dand povinnost’ podas trvania that there is no obligation imposed on the Novartis
tejto RAmcove) zmluvy nzatvirat' na jej zéklade o conclude Individual Agreements on the basis of
Jednotlivé zmluvy. this Framework Agreement.

2.2, Klinické skGfanie vykondvané podla uzavretej | 2.2. The Clinical study performed under concluded
Jednotlivej zmluvy bude  biomedicinskym Individual Agreement shall be a biomedical
vyskumom na ¢&lovelku na zéklade zdravotnej research in humans based on a medical indication
indikacie podla § 26 aZ 34 Zikona o zdravoingj according to Sections 26 to 34 of the Healthcare Act
starostlivosti a klinickym ski%anim liekov podl'a § and a clinical trial of medicines in accordance with
29 az 44 Zikona o liekoch. Sections 29 to 44 of the Medicinal Products Act.

2.3, Predmetom Jednotlive] zmluvy bude zéavizok | 2.3 The subject-matter of the Individual Agreement

InstitGcie umoZnitt na svojich pracoviskach
Klinické  skdfanie  asvyuZitim  vSetkych
technickych prostriedkov a zdvizok Inftiticie a
Skugajiceho vykonat' Klinické skisanie podla tejto
Ramcovej zmluvy, Jednotlivej Zmluvy a Protokohy,
ktoré v prospech Novartisu a Zadavatel'a vykona
Ingtitcia prostrednictvom zamestnancov  alebo
inych  zmlovnych  pracovnikov  Indtiticie
(Skidajuci, pripadni spoluskuSajtici) v stlade s
terminmi a podmienkami Protokolu v zmysle
Jednotlivej zmluvy oproti povinnosti Novartisu
zaplatitt InStitGcii a Sk#Sajlicemu pripadne
spoluskusajicim za priebeZné plnenie zmluvnych
povinnosti  odplatu  stanovent v Jednotlivych
zmluvach. V spojeni s tym Indtiticia vytvori
podmienky, poskytne v prospech Novartisu
potrebné sluzby, zabezpedi spravne uchovavanie
skiganych produktov alebo lieckov a bezpetnu
manipulaciu snimi najmi podla poZiadaviek
Zakona o liekoch a valitornych predpisov Institacie,
plynuly pristup SkiSajuceho k nim, zabezpedi
aumozni, aby Skuajiici dodrzal vietky zavizky a
povinnosti tak, ako je uvedené vtejto Ramcovej
zmluve a Jednotlivej zmluve a vyvinie primerané
Gsilie na dodrzanie £asového plinu v zmysle
Jednotlivej zmluvy; ka?dé omeskanie bez odkladu

represents the undertaking of the Institution to
enable conduct of the Clinical study at its sites, and
using of all technical facilities and the obligation of
the Institution and the Investigator to conduct the
Clinical study in accordance with this Framework
Agreement, Individual Agreement and the Protocol
by the Institution through the employees or other
contractual staff of the Institution (Investigators,
potential co-investigators) to the benefit of Novartis
and Sponsor and in accordance with the terms and
conditions of the Protocol of the Clinical study
pursuant to the Individual Agreement in contrast to
Novartis' obligation to pay to the Institution and the
Investigator or co-investigators the remuneration
set out in the Individual Contracts for the ongoing
performance of its contractual obligations. In this
connection, the Institution shall create conditions as
needed, provide necessary services to Novartis and
ensure correct storage of investigational products or
medicines and their safe handling namely pursuant
to the requirements of the Medicinal Products Act
and internal regulations of the Institution, provide
continuous access to them by the Investigator and
ensure and enable that the Investigator performs all
of his/her undertakings and obligations in the
manner set out in the Framework agreement and
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ohldsi Novartisu a vemoZne sa bude usilovat
Casovi stratu vyrovnat’,

Individual Agreement and exert appropriate efforts
in order to observe the schedule Tisted in the
Individual Agreement, promptly notifying Novartis
of any delay and exert all efforts in order to make
up for the lost time.

2.4,

Zmluvné strany si nie sl vedomé Ziadnej prekazky,
Itorda by branila alebo by mohla branit
nasledujicim vyhlaseniam:

- Skasajoci pri Klinickom skuSani bude ako
lekar plne kvalifikovany bez akéhokolvek
obmedzenia  prijimat  vietky lekédrske
rozhodnutia tykajlice sa Subjektov hodnotenia,
ktoré sa vstvislosti s Klinickym skdsanim
urobia alebo ktoré bude potrebné urobif, a
poskytovat' zdravotnl starostlivost’ sfivisiacu
s Klinickym sktSanim, k vykonu ktorej sa
Indtithicia  touto  Ramcovou  zmluvou
a Jednotlivou zmluvou zavizuje,

- vietky osoby, ktoré sa pripadne budd podiel'at

na vykondvani Klinického skii$ania, budd pre
plnenie svgjich uloh odborne vzdelané a
budu disponovat’ prisludnymi vedomostami
a skusenost’ami.

24.

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

- the Investigator in each Clinical study shall be
a physician who shall be fully and without
limits qualified to make all medical decisions
pertaining to the Study Subjects that will be or
will have to be made in connection with the
Clinical study, and provide healthcare
associated with the Clinical study which the
Institution undertake to conduct by means of
this Framework Agreement and Individual
Apgreement,

- all persons possibly involved in the conduct of
the Clinical study shall be professionally
qualified to perform their tasks and possess
relevant knowledge and experience.

2.5

Institicia vyhlasuje a Novartisu sa zavizuje, Ze
kazdy Skigajici bude zdravotnickym pracovnikom
a zamestnanec Indtiticie a kazdy SkdSajaci bude
vykonavat’ tdlohy podla tejlo Ramcovej zmluvy
a Jednotlivej zmluvy ako rzamestnanec Indtiticie
anie ako samostatny poskytovate! zdravotne]
starostlivosti v zmysle  platnfch  pravaych
predpisov. Zmluvné strany sa pri  kazdom
Klinickom skufani vramci Jedootlivej zmluvy
dohodntt na Skt¥ajicom a miniméilne jednom
spoluskiidajicom. V pripade, ak by Skuajici
prestal vykonavat’ ¢innost’ Slkafajiceho, na Glely
plnenia Jednotlivej zmluvy sa Zmluvné strany
dohodli, Ze prvy spoluskiiZajici sa automaticky
stane novym Skifajiicim. Zmluvné strany st
povinné uskutonit’ vietky Gkony, ktoré stvisia so
zimenou Sku¥ajiceho. V pripade, ak SkuSajici
prestane spliiat podmienky prvej vety tohto odseku,
bude Institicia povinnd tito skutoénost’ pisomne
ozndmit Novartisu bez zbytodného odkladu,
najneskdr viak do siedmych pracoviych dni
odkedy sa Intiticia dozvedela o takejto
skutoénosti.  Indtiticia bude v plnom rozsahu

zodpovedat za plnenie svojich povinnosti
vyplyvajicich  ztejto  Réamcove]  zmluvy,
Jednotlivej zmluvy aprislunych pravaych

predpisov a vytvori podmienky pre riadne plnenie
tychto povinnosti zo strany Ski¥ajiceho.

2.5.

The Institution represents and commits itself to
Novariis, that each Investigator shall be
a healthcare professional, and an employee of the
Institution and each Investigator will conduct the
activities under this Framework Agreement and the
Individual Agreement as an employee of the
Institution and not as an independent healthcare
provider in accordance with applicable laws. For
each Clinical study under the Individual
Agreement, the Parties shall agree on a Investigator
and at least one Co-Investigator. Should the
Investigator cease to perform the activity of the
Investigator, for the purpose of fulfilling the
Individual Agreement, the Contracting Parties
agree that the first Co-Investigator will
automatically become the new Investigator. The
parties are obliged to perform all actions related to
the change of the Investigator. In the event that the
Investigator ceases to meet the conditions of the
previous sentence, Institution shall be obliged to
provide a written notice to Novartis without undue
delay, but at the latest within seven business days
since the Institution has learned of such event. The
Institution shall be fully responsible for the
performance of the obligations under this
Framework Agreement, Individual Agreement and
relevant legal regulations and it shall be obliged to
ensure the proper fulfilment of those obligations by
the Investigator.

2.6.

Sacastou kaZdej Jednotlive] zmluvy bude
ustanovenie o tom, Ze SkuSajici sa oboznimil
stouto  Ramcovou  zmluvou  a vyhlisenie
Skugajiaceho, Ze sa zavdzuje dodriiaval povinnosti
Skigajiceho v zmysle tejto Ramcovej
zmluvya prislu§nych pravnych predpisov.

2.6.

Every Individual Agreement shall contain a
provision stating that the Investigator is acquainted
with this Framework Agreement and a statement of
the Investigator that he/she undertakes to comply
with the Investigator’s duties under this Framework
Agreement and relevant legal regulations.
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3. Zikladné podmienky realizicie klinického skiaSania

3. Basic Requirements for the Conduct of the Clinical

Trial

3.1.
3.1.1.

Kazdé Klinické skii$anie sa mdze zadat’ a7 po;
posideni podla EU-CTR, pricom hodnotiaca
sprava ohl'adom posadenia Ziadosti &ast’ [ a Cast’ 11
musi byt so zaverom ,prijatel'né”, pripadne
»prijatelné za podmienky spinenia osobitnych
podmienok”,

pisomnom ssithlase prisluiného orginu alebo
organizacie (spolognosti), ktory(a) vlastni alebo je
zodpovedny(4) za prevadzku priestorov, v ktorych
sa ma uskutodnit’ klinické skusanie, a to v pripade
ak tieto priestory nie sii vlastnené alebo za ich
prevadzku nezodpoveda Inétiticia,

tom ¢o bol formuldr informovaného sihlasu
schvaleny prislu$nym organom,

nadobudnut{ i¢innosti tejto Rdmcovej a Jednotlivej
zmluvy.

Tieto dokumenty sti pre =zagatie Klinického
skiifania nevyhnutné.

3.1

3.1.1.

Every Clinical study may only commence after:
assessment pursuant to the EU-CTR, whereby the
Report for the Application Evaluation Assessment
Part 1 and Pari 11 conclusion shall be ,,acceptable®
or as the case may be “acceptable subject to
compliance with specific conditions”
the written approval of relevant authority or
organisation (company) that owns or is responsible
for the administration of the facility in which the
clinical trial is to be performed has been obtained, if
such authority or organisation is not the Institution,
the informed consent form has been approved by the
relevant auhthority,
eniry into force of this Framework Agreement and
Individual Agreement,

These documents are inevitable for the Clinical
trial to commence.

3.2,

Klinické sktsanie sa vykond len na pracovisku (v
centre) alebo na pracoviskach (v centrach), ktoré
budt uvedené v Jednotlivej zmluve. Intiticia pri
kazdom konkrétnom Klinickom skugani zabezpeéi
a potvrdi, e kazdé pracovisko (centrum) bude mat’
nevyhmitné zariadenia a persondl na vykonanie
Klinického skufania a Ze tieto podmienky sa
nezmenia po celd dobu jeho vykongvania.

3.2.

The Clinical study shall be only conducted at the site
{centre) or sites (centres) listed in the Individual
Agreement. The Institution in each individual
Clinical study shall ensure and confirm that each site
(centre) possesses facilities and staff inevitable for
the conduct of the Clinical study and that these
conditions will not change during the entire period of
the Clinical study.

3.3

Novartis a CRO (ak existuje) si opravneni vykonat
indpekeiu kazdého navrhnutého pracoviska (centra)
pred zatiatkom i v priebehu Klinického skiania s
cielom presvedtit' sa, Ze pracovisko (centrum) je
vhodné a ma vietky potrebné zariadenia a personal
na vykonanie Klinického sknania.

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

34,

K. zmene miesta pracoviska (cenfra), v ktorom sa
bude vykondavat Klinické skiZanie, a k ukonéeniu
ucasti SkuSajicehe na vykonavani Klinického
skiifania niektorou zo Zmluvnych stran tejto
Ramcovej zmluvy, Jednotlive] zmluvy, k zmene &i
doplneniu Ski¥ajiceho, bude mbet prist’ len na
zaklade pisomnej dohody Novartisu a Indtiticie.
K ukon€eniu udasti SkuSajiceho na Klinickom
skuSani méze dbjst aj na zdklade rozhodnutia
Skisajuceho. Novartis bude mat prive vybraf
alebo  zamietnuf pre  Klinické sku3anie
akéhokol'vek mnového SkuSajiceho, ktorého
navrhne In3titicia. InStiticia vyhlasuje a Novartisu
sa zavizuje, Ze kazdy SkiSajuci bude
zdravotnickym  pracovnikom a zamestnanec
Ingtitucie a kazdy Skusajuci bude vykonavat tlohy
podla tejto Rémcovej zmluvy a Jednotlivej zmluvy
ako zamestnanec In3titicie a mie ako samostatny
poskytovatel' zdravotnej starostlivosti v zmysle
platnych pravnych predpisov.

Povinnostou nového Skusajiceho bude zaviazat sa
k plneniu podmienok stanovenych touto Ramcovou
zmiuvou a Jednotlivou zmluvou, uzatvorenfm
dodatku k Jednotlivej zmluve. Pokial' sa Novartis a
Initithcia nedohodnit na novom  SkuSajicom

34.

The change of the site (centre) in which the Clinical
study shall be performed, or discontinuation of the
participation of the Investigator in the conduct of
the Clinical study by any of the Parties of this
Framework Agreement, Individual Agreement or
the replacement or adding of an Investigator is
possible only upon a written agreement between
Novartis and the Institution. Discontinuation of the
participation of the Investigator in the conduct of
the Clinical study is also possible by his/her own
decision. Novartis is entitled to select or refuse any
new I[nvestigator proposed by the Institution for the
Clinical study. The Institution represents and
Novartis covenants that each Investigator shall be a
health care professional and employee of the
Institution, and each Investigator shall perform the
tasks under this Framework Agreement and the
Individual Agreement as an employee of the
Institution and not as an independent health care
provider within the meaning of applicable law. Any
new Investigator shall be obliged to undertake to
meet the conditions stipulated by this Framework
Agreement and the Individual Agreement related to
him/her by concluding an amendment to the
Individual Contract. If Novartis and the Institution
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v lehote 30 dni od navrhovanej zmeny v osobe
Skugajiceho alebo od odstipenia/ukondenia G&asti
pbvedného  Skudajiiceho, ktordkolvek zmluvna
strana Jednotlivej zmluvy bude opréavnend od
dotknutej/prislusnej Jednotlivej zmluvy odstipit’ s
okamzitou d¢innostou pisomnym ozndmenim,
ktoré¢ nadobuda wdinnost dorudenim druhej
zmluvnej strane Jednotlivej zmluvy. V pripade ak
Skadajici prestane byl zamestnancom Initittcie
a Indtitlicia nezabezpedi plnenie najmi podla bodu
2.5 tejto Ramcovej zmluvy, k ¢omu je Novartis
pripraveny poskytnit’ suéinnost, Novartis je
opravneny presunttf vykondvanie Klinického
stal Sknidajici zamestnancom alebo s ktorou zadal
zmluvne spolupracovat. Indtitcia sa zavizuje
poskytniitt Novartisu a Skusajicemu saéinnost’ pri
takomto presune Klinickéhe skOania do novej
intitficie.

Ingtitlicia sa zavdzuje v lehote 7 pracovnych dni
pfsomne informovat’” Novartis o skutofnosti, Ze
Skii%ajiici uZ dalej nebude vykondvat dlohy
Skiigajticeho alebo Ze tieto Glohy uZ Sku3ajici dalej
vykondvat nembZe. Indtiticia sa zavizuje
poskytntitt Novartisu potrebni sadinnost pri
hladani anahrddzani  Skafajiceho  novym
Skagajicim vyhovujucim Novartisu. Nabor novych
Subjektov hodnotenia musi byt pozastaveny do
¢asu kym ddjde k nahradeniu Skiifajuceho novym
Skigajicim. Indtiticia berie na vedomie, Ze
Novartis bude poskytovat' platby za Subjekty
hodnotenia, ktoré boli nabrané do Klinického
skiifania v éase vykondvania Klinického skuiania
SkiSajiicim aviak do vymenovania nového
Skasajticeho nebude poskytovat’ platby za pripadné
nové Subjekty hodnotenia.

Polas doby vyberu nového Skusajiceho sa
Zmluvné strany, v zaujme riadneho pokracovania v
navitevach Subjektov hodnotenia podl'a Protokolu,
dohodnt na ustanoveni dogasného Skasajaceho.

do not agree on the new Investigator within 30 days
from the proposed change of the Investigator or
within 30 days from the withdrawal of the original
Investigator, any Party of the Individual Agreement
will be entitled to withdraw from ithe
concerned/pertinent  Individual Agreement by
means of written notice. The withdrawal shall take
effect by the time of the delivery of such notice to
the other Party of the Individual Agreement. If the
Investigator stops to be an employee of the
Institution o and the Institution would fail to secure
the fulfilment namely of the point 2.5 of this
Framework Agreement, to which Novartis is ready
to cooperate, Novartis shall have the right to
transfer the conduct of the Clinical study from the
Institution to the new institution to which the
Investigator became an employee or started to be
affiliated with and the Institution agrees to fully
cooperate with Novartis and the Investigator in the
transition of such Clinical study.

The Institution shall inform Novartis in writing
within seven (7) business days about the fact that
the Investigator will not conduct the Clinical study
anymore or that the Investigator is unable to
continue to perform its duties as Investigator. The
Institution shall provide reasonable assistance in
finding a replacement acceptable to Novartis.
Enrolment of new Study Subjects shall be put on
hold until the new investigator has been appointed.
The Institution acknowledges that Novartis will
conlinue to make payments for Study Subjects
already enrolled by the prior Investigator but shall
not make payments for new Study Subjects.

During the selection process of the new Investigator,
Novartis shall agree immediately with the Institution
to appoint an ad interim Investigator in order to
continne to perform the Study Subjects’ visits
according to Protocol.

3.5.

Zodpovedny sktfajici bude méct’ podla svojho
uvazenia wréitt  dalfie  osoby  spomedzi
zamestnancov Inititlicie ako spoluskidajucich,
ktori buda asistovat pri vykonavani Klinického
skOfania (uvedené sa neuplatni na tych
spoluskiidajicich, ktori budd uvedeny priamo
v Jednotlivej zmluve). Zodpovedny skusajici bude
povinny do 7 pracovnych dni od urdenia kaZdej
takejto osoby ozndmit identifikadné udaje fejto
osoby Novartisu; uvedené rtovnako plati pri
akejkol'vek zmene takychto oséb. Zmena o0sob
Zodpovedného skii§ajiceho/spoluskiisajicich
uvedenych v Jednotlive] zmluve bude povaZzovana
za zmenu Jednotlivej zmluvy abude méct byt
realizovand len formou pisomného dodatku
k Jednotlive] zmluve. Novartis bude mat pravo
vyslovif nesihlas suéastou konkréme] osoby

The Responsible Investigator may, at his/her own
discretion, appeint further persons among employvees
of the Institution as co-investigators who will provide
their assistance in the course of the Clinical study
(this does not apply to those co-investigators who
will be listed directly in the Individual Agreement).
The Responsible Investigator will be obliged to
report to Novartis identification details of such
person within 7 business days from appointment of
such person; the same applies to any replacement of
such persons. Changing of these persons Responsible
Investigator/co-investigators will be considered as a
change to the Individual Agreement and can be
realized only by means of a written amendment to the
Individual Agreement. Novartis shall have the right
to express its disapproval of the participation of a
particular person in the Clinical study within 7
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v Klinickom skiani, a to do 7 pracovnych dni od
doruéenia ozndmenia udajov o takejto osobe alebo
o zmene takejto osoby, a zarovefi bude mat
povinnost'  ozndmit' tento  svoj  nesthlas
Zodpovednému skiigajlicemu a Indtiticif. Inititicia
a Zodpovedny skasajiici budd povinnf zabezpedit,
Ze osoba, voli ktorej bol takyto nestihlas vysloveny,
sa Klinického skuZania nezudastni. Zodpovedny
skuZajuci bude povinny zaznamendvat' a dohliadat’
na plnenie Gloh, ktoré boli spoluski¥ajicim
zverens., Zodpovedny skd3ajuci bude povinny
poskytniitt Novartisu svoj aktudlny podpfsany
Zivotopis ako aj aktualny podpisany Zivotopis
kI'i¢ovych €lenov ski3ajiceho timu ako aj pripadné
daliie  prisluné  dokumenty  osvedéujlice
jehofjej/ich kvalifikaciu a odborné skdsenosti. Na
spraciivanie osobnych Udajov  zamestnancov
Intitlcie v zmysle tohto bodu sa aplikuje ClL 12
tejto Rdmcovej zmluvy primerane.

business days from the delivery of the report with the
details of such person or the report announcing
replacement of such person, and at the same time has
obligation to notify the Responsible Investigator and
the Institution of such disapproval. The Institution
and the Responsible Investigator will be obliged to
ensure that the person against whom such
disapproval has been expressed may not participate
in the Clinical study. The Responsible Investigator
shall document and oversee the duties delegated to
the sub-investigators. The Responsible Investigator
shall provide Novartis with an up-to-date signed CV
of him/her and of all key investigational staff
members as well as all other relevant documents
establishing  his/her/their  qualification  and
professional experience. The processing of personal
data of employees of the Institution under this para.
shall be governed by the Article 12 hereof
accordingly.

3.6.

Ak Skagajaci alebo Indtiticia pouZije na vykonanie
niektore] analyzy & vysetrenia, ktoré je potrebné
pre  0&ely Klinického  skd3ania, externé
laboratorium, presvedéi sa, & je dostatoéne
materidlne a persondlne vybavené na to, aby
kompetentnym a profesionalnym  spOsobom
vykonavalo ¢&innost’ v stlade s poZiadavkami
sprivne] laboratérmej praxe; Indtiticia alebo
Skusajuci mbdze pouZil' externé laboratérium na
vykon len t¥ch analyz a vySetreni, ktoré podla tejto
Réamcovej zmluvy, Jednotlive] zmluvy alebo
Protokolu alebo ozndmenia Novartisu nemaja byt
vykonané v centralnych laboratéridch pre Klinické
skuidanie alebo inych Ilaboratéridach uréenych
Novartisom. Okrem vyuZivania zmluvnych
laboratdrii podla predchédzajticej vety alebo podla
iného pisomného vyjadrenia Novartisu, Skasajici
alebo Indtiticia nezrudi alebo neodstapi od Ziadnej
stidasti prace, ktori maji na zaklade tejto Ramcovej
zmluvy alebo Jednotlivej zmluvy vykonat),
a nenechajil plnit’ nijaké povinnosti podla tejto
Rémcovej zmluvy a Jednotlivej zmluvy inej osobe.
Aj vpripade stihlasu Novartisu so subdodavkou,
Indtitlicia a SkuSajuci budt zodpovedat' akoby
¢innosti vykonali sami. Vykondvanie laboratornych
vydetreni Lku Klinickému skufaniu  bude
zabezpetend, v pripadoch uréenych Novartisom
priamo zo strany Novartisu resp. Zaddvatefa
osobitnymi zmluvami s prisludnymi laboratériami a
Novartis ozndmi tieto laboratéria Indtitheii a
Sktigajicemu.

3.6.

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

Inititticia ani Zodpovedny skiifajuci neposkytni
spoluskisajicim Ziaden Materidl (tak ako je tento
definovany mniZSie vtejto Ramecove] zmluve),
pokial' nebudi mat stthlas od Novartisu na
menovanie spoluskaiajucich do ich funkcie (alebo
ak nebudlt uvedeny ako  spoluskdajuci
v Jednotlivej zmluve). Vietci spoluskddajici buda
adekvatnym sposobom preSkoleni, véas menovani

Institution and the Responsible Investigator should
net provide to Co-investigators any Material (as it is
defined further in this Framework Agreement) unless
they have approval from Novartis for appointment of
Co-investigators to their functions (or if they are not
listed as co-investigators in the Individual
Agreement). All Co-investigators will be adequately
refrained, timely appointed and will be continually
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a priebesne bude vedeny ich aktudlny zoznam.
Zodpovedny skasajtici bude zodpovedat’ za vedenie
timu spolusktfajtcich, na ktorych sa budi vo
vietkych ohladoch vztahovat’ rovnaké podmienky
ako na Zodpovedného skuifajuceho, ak Jednotliva
zmluva v konkrétnom pripade neuréuje inak.
[nititicia a uzatvorenim Jednotlivej zmluvy aj
Zodpovedny skidajiici buda zodpovedat’ za plnenie
tejto Ramcovej zmluvy a lednotlivej zmluvy
poskytované zamestnancami Indtitiicie a plnenie
podrla tejto Rameove) zmluvy a Jednotlivej zmluvy
bude  zverované  kompetentnym  osobam.
Zodpovedny skiajuci bude ukdadal vietky
prisluiné pokyny k plneniu Gloh vyplyvajucich
ztejlo Réamcove] zmluvy alJednotlivej zmluvy
osobam podielajicim sa na vykonavani Klinického
skigania v stilade s pokynmi Novartisu.

listed on the current list. Responsible Investigator
shall be responsible for leading the team of Co-
investigators, on whose will be in all respects
covered the same conditions as to the responsible
Investigator unless the Individual Agreement
specifies  otherwise in  aparticular case. The
Institution and by concluding an the Individual
Agreement also the Responsible Investigator shall be
responsible for proper fulfilment under this
Frameworlc Agreement and the Individual
Agreement provided by employees of the Institution
and the fulfilment under this Framework Agreement
and the Individual Agreement will be entrusted to
competent persons. Responsible Investigator will
give all the necessary instructions to all persons
involved in the Clinical study in accordance with the
instructions of Novartis.

3.8. Pred zadiatkom Klinického skifania poskytne | 3.8. Prior to the commencement of the Clinical study,
Novartis Zodpovednému skifajicemu a Indtitdcii Novartis shall provide to the Responsible
Protokol, CRF/eCRF a d’alsie slivisiace Investigator and the Institution, the Protocol,
dokumenty, ako aj vietky doleZité farmakologické, CRF/eCRF and other related documents, as well as,
toxikologické a klinické informacie, ktoré su any and all important pharmacological,
potrebné pre sprdvne napldnovanie a vykonanie toxicological and clinical information which is
Klinickeho skufania (d’alej len ,Snvisiaca needed for correct planning and conduct of the
dokumenticia®). Shvisiacu dokumentdciu bude Clinical study (hereinafter referred to as the
podla potreby aktualne dopliat i v priebehu “Related Documentation™). It shall update Relaied
Klinického  skufania. Povinnost  Novartisu Documentation as necessary even in the course of
poskytovat’ dokumenty a informacie, ktoré buda the Clinical study. The obligation of Novartis io
stiasfou Stvisiacej dokumentécie sa nevyZaduje v provide documents and information which are part
pripadoch, ak st tieto dokumenty a informéicie of Related Documentation is not necessary, if such
Fahko dostupné v publikovanych materidloch, alebo documents and information are easily available in
ak sa da opravnene predpokladal’, Zze Zodpovedny published materials, or if it can be reasonably
skigajiici  bude mal vzhladom na svoje assumed that the Responsible Investigator should
profesionalne vzdelanie dostatoéné vedomosti o have, as a result of his/her professional education,
tejto problematike. Protokol a vzory — Formuldre sufficient knowledge of the relevant issue. Protocol
informovaného suhlasu budu sucastou and patterns — Informed consent forms shall be part
Dolcumenticie tidie. of the Documentation of the study.

39. Indtiticia a Skigajici budd vykonadvat Klinické | 3.9. The Institution and Investigator are obliged to

skuanie v stlade s platnymi pravnymi predpismi, a
to najmid Zakonom o zdravoitnej starostlivosti,
Zakonom o liekoch, Nariadenim, Zalkonom o ochrane
osobnych ddajov, vykondvajlcimi predpismi
Ministerstva zdravotnictva Slovenskej republiky,
nariadeniami, smernicami a etickymi predpismi, a v
zhode s podmienkami a zdsadami stanovenymi
najmi:

a) v postadeni podla EU-CTR vydanom na
vykonanie  Klinického skddania a
pripadnymi dal3imi inStiticiami ako
vyplyva z prisluinych ustanoveni tejto
Rémcove] zmluvy a Jednotlivej zmluvy,

b) v Protokole a vietkych jeho dodatkoch
vydanych Novartisom a ozndmenych
In3titicii a/alebo Skuiajlicemu, ktoré sa
takto stavajd suéastou  podmienok
Jednotlive] zmluvy. Zmenu, porulenie
postupu €1 odchylku od Protokelu mébZe
vykonat len v pripade, Ze je nutné vylacit
okamZité  nebezpefenstvo  hroziace
Subjektu hodnotenia, pri€om budl povinni

conduct the Clinical study in accordance with
applicable laws, namely with the Healthcare Act,
the Medicinal Products Act, Regulation, Personal
Data Protection Act, implementing regulations of
the Ministry of Health of the Slovak Republic,
orders, directives and ethical regulations and in line
with the conditions and principles set out in:

a) the assessment pursuant to the EU-CTR
issued for the conduct of the Clinical trial
or any other institutions, as prescribed by
the refevant provisions of this Framework
Agreement and the Individual Agreement,

b)Y the Protocol and all annexes thereto issued
by Novartis and communicated to the
Institution and/or the Investigator, which
thereby become part of the conditions of
the  Individual  Agreement.  Any
amendment, breach of any procedure or
deviation from the Protocol is allowed
only in case it is necessary to exclude an
imminent danger for the Study Subject; in
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tuto  skutoénost’ okamZite oznamit
Novartisu akoukolvek formou, pisomne
vialk najneskér do 2 dni od okamihu, kedy
tato skuto€nost’ nastala, a v pripade ak to
stanoviuje prdvny predpis, Ramcova
zmluva, Jednotlivad zmiuva alebo Protokol,
oznamit’ tito skutognost’ aj Etickej komisii
¢i Riadiacemu organu, resp. akémukol'vek
inému  orginu  vsilade s platnou
legislativou;

¢) v indtrukeii Novartisu nazvanej ,.Prirucka pre
skG¥ajuceho™  (Imvestigator’s  Brochure)
obsahujucej vietky vdanej dobe zndme
informacie o Medicinskom produkte pouZitom
v Klinickom skiSani a jeho vlastnostiach,
Priru€ku Novartis odovzda SkuSajicemu pred
podpisom Jednotlivej zmluvy abude ju
aktualizovat’ v periodicite vyZadujicej stavom
Klinického sku3ania alebo stanovej pravnymi
predpismi. Priru€ka bude pripojend k
Dokumentacii §tadie,

d) Standardnymi  postupmi, manudlmi a
instrukciami Novartisu tykajlicimi sa realizicie
Klinického skuSania, ktoré budi poskytnuté
Indtiticii a/alebo Skuajucemu, s vynimkou
tych podmienck, ktoré si modifikované touto
Ramcovou zmluvou afalebo  Jednotlivou
zmluvou

e) Spravnou klinickon praxon (GCP ICH) a
podmienkami vychddzajucimi z Helsinskej
deklaracie. Spravna klinickd prax (GCP ICH)
ozmatuje medzindrodné smemice a zdsady
tykajtice sa spravnej klinickej praxe, ktoré
konkrétne urdil Novartis pre ticely Klinického
skusania, inak budu platit’ tie zasady GCP ICH,
ktoré boli prijaté v krajine alebo v krajinich,
kde sa klinické skuSanie vykondva. Helsinska
deklaricia  oznafuje  najnov8in  verziu
Helsinskej deklaricie svetovej  lekdrskej
asociicie v ase vykondvania Klinického

skii§ania, vritane vietkych zmien
uskutonenych v priecbehu  Klinického
ski(ania,

f) Konsolidovanou smernicou o spravngj klinickej
praxi Medzinarodnej konferencie o zosuladeni
technickych  poZiadaviek na  registraciu
farmaceutik na huménne pouZitie a ostatnymi
vieobecne zdvdznymi pravoymi predpismi a
platnymi poZiadavkami spravne] klinickej praxe,

Skusajici a Indtiticia podpisanim  Jednotlivej
zmluvy budi brat’ na vedomie, Ze Novartis a jeho
pridru¥ené osoby (tak ako st definované v bode
13,6, Ramcovej zmluyy) musia dodriavat
ustanovenia (i) zakona Spojeného krdlovstva
o uplatkarstve z roku 2010 (the Bribery Act 2010 of
the United Kingdom (Bribery Act)); (ii) zikona
Spojenych Stitov americkych o uplatkarskych
prakiikdch v zahraniéf z roku 1977 (the Foreign

c)

d)

€)

such situation they have to notify Novartis
of this matter immediately in any form, but
within 2 days from the occurrence of the
matter in writing, and if prescribed by a
legal regulation, this Framework
Agreement, Individual Agreement or
Protocol, to notify the Ethics Committee
or Governing Body as well, , or any other
authority pursuant to the applicable
legislation;

an instruction issued by Novartis named as
lnvestigator’s Brochure”, which shall contain
all known information in the given time on the
Medicinal product used in the Clinical study
and on its properties. Novartis shall provide the
Investigator with the Brochure before the
signing of the Individual Agreement and shall
periodically update the Brochure as required by
the status of the Clinical study or set out in the
legal regulations. The Brochure shall be
appended to the Documentation of Study,
standard procedures, manuals and instructions
of Novartis regarding the implementation of
Clinical study that will be provided to the
Institution and/or to the Investigator, except for
the conditions modified by this Framework
Agreement and/or the Individual Agreement,
good clinical practice (GCP ICH) and
conditions based on the Declaration of
Helsinki, Good clinical practice (GCP ICH)
means international directives and principles
pertaining to good clinical practice, which have
been specifically determined by Novartis for
the purposes of the Clinical study. If they have
not been set out specifically, the principles of
GCP ICH adopted in the country or countries
where the clinical study is conducted shall
apply. The Declaration of Helsinki means the
latest version of the Declaration of Helsinki
issued by the World Medical Association valid
at the time when the Clinical study is
conducted, including all amendments thereto
made in the course of the Clinical study,

Consolidated guideline on good clinical practice
of the International Conference on
Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use
and other generafly binding regulations and
applicable requirements for good clinical
practice.

The Investigator and the Institution by conclusion
of the Individual Agreement shall acknowledge that
Novartis and its Affiliates (as defined in art. 13.6.
of Framework Agreement) need to adhere to the
provisions of (i) the Bribery Act 2010 of the United
Kingdom (Bribery Act); (ii) the Foreign Corrupt
Practices Act 1977 of the United States of America
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Corrupt Practices Act 1977 of the United States of
America (FCPA)) a (iii} akychkolvek d'aliich
protikorupénych  pravinych predpisov  (dalej
spolo¢ne len “PrisluSné protikorupéné privne
predpisy”). Zhrutie klacovych principov
Prisluinych protikorupénych pravnych predpisov je
uvedené v prilohe tejto Ramcovej zmluvy.
SkaSajici a Indtitdcia nemdzu priamo alebo
nepriamo  povolit  ani  nabadat  svojich
zamestnancov, zastupcov, poradcov alebo inych
splnomocnencov, aby sa zapojili do akejkolvek
dinnosti, ktord je zakdzand  Prisluinymi
protikorupénymi pravnymi predpismi, vrétane
nplatkarstva, ilegalnych provizii, itegilneho
vyplacania vynosov alebo inych korupénych
obchodnych praktik.

Ingtitdeia a SkiSajici, uzatvorenim Jednotlivej
zmluvy, sa zavdzuji, 7e, 1) budi dodrZiaval
prisludné pravne predpisy, 2) budd dodrZiavat
vietky povinnosti podla Réamcovej zmluvy
a Jednotlivej zmluvy, 3) sa oboznimia s
Protokolom, ktory budi dodrZiavat® a rovnako tak
vynaloZzia vietko fsilie k tomu, aby tak postupovali
aj zamestnanci In$titdcie ako aj iné osoby
zO&astiiujice san a Klinickom skigani.

(FCPA) and (iii) any other applicable anti-
corruption legislation (jointly hereinafter referred to
as the “Applicable Anti-Corruption
Legislation™). A summary of the key principles of
the Applicable Anti-Corruption Legislation is set
out in Annex hereto. The Institution and the
Investigator shall not permit or induce employees,
agents, consultants or other representatives,
whether directly or indirectly, to engage in any
activity that is prohibited by the Applicable Anti-
Corruption  Legislation  including  bribery,
kickbacks, payoffs or other corrupt business
practices.

The Institution and the Investigator by concluding an
Individual Agreement undertake to 1) adhere to all
applicable laws, 2) comply with all obligations set
forth in this Framework Agreement and the
Individual Agreement, 3) fully understand and
adhere to the Protocol and will make every effort to
do the same for the Institution’s employees and other
persons involved in the Clinical study.

3.10.

Dokumenty uvedené v bode 3.8. tejto Ramcovej
zmluvy st déverné ako obchodné tajomstvo a
informacie o ich obsahu budt méct’ byt poskymuté
len zamestnancom Ingtitlicie na pracovisku
vykonavania Klinického sku3ania poverenym ¢&i
menovanym v zmysle CL 3. tejto Rémcovej zmluvy
a organom a indtitdciam uvedenym v tejto
Rémcove] zmluve a Jednotlivej zmluve.

3.10.

Documents listed in para 3.8. hereof are
confidential as business secret and information on
theirs content may only be provided to the staff of
the Institution on the site of the conducted Clinical
study which is delegated or appointed in accordance
with Article 3 hereof and to bodies and institutions
listed in this Framework Agreement and Individual
Agreement.

3.11

Zodpovednost za styk a rokovanie s Etickou
komisiou a Riadiacim organom, resp. inymi
organmi posudzujicimi klinické skidanie v ramei
Klinického skuSania preberie Novartis, pokial nie
je viejto Ramcovej zmluve, Jednotlivej zmluve
alebo  Zmluvnymi  stranami  dohodnuté v
konkrétnom  pripade inak.  Uchovévanie
dokumentacie a podavanie sprav sa bude riadit’
touto Ramcovou zmluvou, Jednotlivou zmluvou,
ich prilohami, dal$imi dokumentmi, na ktoré tato
Ramcova zmluva a‘alebo Jednotlivda zmluva
odkaznje, a vieobecne zaviznymi predpismi.

3.11.

Unless agreed otherwise in this Framework
Agreement, Individual Agreement or by the Parties
for a specific occasion, Novartis shall accept
responsibility for the liaison and negotiations with
the Ethics Committee and Governing Body, or other
authorities assessing the clinical trial during the
Clinical study. Maintenance of documentation and
reporting are governed by this Framework
Agreement, Individual Agreement, their annexes
and other documents to which this Framework
Agreement and/or Individual Agreement refers to
and by generally binding regulations.

3.12,

Do Klinického skuSania budi zaradené Subjekty

hodnotenia v poltoch uréenych v Jednotlive]
zmluve, AkdkoPvek zmena vpofte (zvyienie
poctu) Subjektov hodnotenia bude musiet’ byt
vopred pisomne schvilena Novartisom (e-mail
osoby povereng] monitorovanim Klinického
skuSania v sulade s bodom 5.1 Rdmcovej zmluvy,
zaslany Skii§ajiicemu, sa povaZuje za postadujici).

V pripade multicentrického Klinického skitfania
bude Novartis na zdklade svojho siobodného
uvarenia opravneny od Inititicie a Skigajliceho
poZadovat, aby ukondili nabor Subjektov
hodnotenia, ato pred dosiahnutim Jednotlivou

3.12. Study Subjects will be enrolled in the Clinical study in

the numbers set out in the Individual Agreement.
Any change in the number of the Study Subjects
{(increase in the number) shall require prior written
approval by Novartis (e-mail of the person entrusted
with monitoring the Clinical trial in accordance with
point 5.1 of the Framework Agreement, sent to the
Investigator, is considered sufficient).

In a multicentre Clinical study, Novartis reserves the
right, at its sole discretion, to require Institution and
Investigator to cease enrolment of Study Subjects
prior to enrolment of the targeted number of Study
Subjects. Institution and Investigator shall be obliged
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zmluvou predpokladaného poltu  Subjektov
hodnotenia  Klinického  skG$ania.  Inititicia
a SkuSajici budu po takejto poZiadavke Novartisu
povinni ukonéit’ ndbor Subjektov hodnotenia, ato
bez niroku na akikolvek kompenziciu stym
stvisiacu.

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

Zaradenie Utastnikov do Klinického skiifania je
moZné uskutoénit iba sich predchadzajlicim
pisomnym informovanym sthlasom apo ich
riadnom poudeni. Zaradenie Ulastnikov do
Klinického skiSania je moZné uskutoénit” iba po
overeni totozmosti Uastnika a jeho spdsobilosti na
pravne Ukony, ato najm# kontrolou obd&ianskeho
preukazu Utastnika audajov viiom uvedenych;
tato  skutofnost musi byt  vyznadend
v informovanom stihlase av zdrojovej
dokumentécii. VyZiadanie a udelenie
informovaného sthlasu od Utastnfkov/Utastnikmi
musi byt vsilade sProtokolom, etickymi
principmi, sprdvnou klinickou praxou a vietkymi
prisludnymi pravnymi predpismi. Novartis spracuje
a odovzdd SkuZajucemu formular pisomného
informovaného suhlasu Utastnika, suastou
ktorého je sihlas so zaradenim do klinického
skii§ania a pisomné poudenie pre Utastnika, ktoré
budil sifastou jedného dokumentn. Skiafajuci a
Injtiticia buda pouZivat fieto formuldre poskytnuté
Novartisom  bez  akychkovek  odchyliek
neschvalenych Novartisom. Indtiticia a Skusajici
berit na vedomie, Ze pouzitie formuldru
informovaného suhlasu Ska¥ajicim, nezbavuje
Ska3ajticeho a Indtiticiu zodpovednosti za plnenie
ich zakonnych, zmluvnych ainych prisludnych
povinnosti, ktoré v stivislosti s informovanym
stihlasom maju a je ich zodpovednostou, aby tieto
beli splnené. Inditicia a Skigajuci budd véas
informovat Novartis ak Uctastnik odvold svoj
stihlas.Zmluvné strany Jednotlivej zmluvy sa
zavizuju spolupracovat’ pri zohl'adneni osobitnych
poZiadaviek Ugastnikov.

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

Informovany sthlas musi Ugastnik riadne podpisat
efte pred vykonanim akéhokolvek vySetrenia
stvisiaceho s Klinickym sku3anim. Dokumenty
podpisané  U&astntkmi  (pri  neplnoletych
Uiastnikoch & Utastnikoch  nespdsobilych
k pravnym tdkonom, ich zdkonnymi zdstupcami) o
ich poudeni a sihlase musia byt uloZené v
Dokumenticii §tidie vedenej Skugajilcim. Jedno
vyhotovenie podpisaného formuldru
informovaného sthlasu musi byt Skidajicim
poskytnuté ~ Ugastnikovi  (pri  neplnoletych
Utastikoch a  Ucastnikoch  nesposobilych
k pravnym fikonom ich zakonnym zastupcom).

Pred zaradenim kardého potencidlncho uéastnika
do Klinického skufania je SkG3ajici povinny
zmedicinskeho hPadiska nezavisie vyhodnotit
vhodnost’ jeho/jej zaradenia do Klinického skusania
z hladiska podmienok stanovenvych v Protokole,
Skudajici  je povinny  konzultovat ]

3.14.

The informed consent must be duly signed by the
Participant prior to performance of any assessment
in connection with the Clinical trial. Documents
signed by the Participants (or by their legal
representatives in case of minor subjects and
subjects without legal capacity) regarding their
mnstruction and consent must be kept in the Trial
Documentation maintained by the Investigator. The
Investigator shall provide to the Participant (to
histher legal representatives in case of minor
subjects and subjects without legal capacity) one
copy of signed informed consent form.

Before entering a prospective participant into the
Clinical trial, the Investizator shall exercise
independent tedical judgement as to the
qualification of each prospective participant with the
requirements of the Protocol. The Investigator shall
consult with Novartis of all instances in which, in the
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Novartis akékolvek pochybnosti  Skiifajiceho
ohladom vhodnosti zaradenia potenciilneho
fidastnika do Klinického skisania.

Investigator's judgement, there is any question as to
any prospective participant’s suitability for
participation in the Clinical trial.

3.15.

Po zaradeni Ugastnika do Klinického skudania je
Skdasajoci  povinny informovat’ poskytovatela
zdravotnej starostlivosti, sktorym mé Ucastnik
uzatvorent dohodu o poskytovani zdravotnej
starostlivosti, Ze Utastnik je zaradeny do
Klinického ska3ania.

3.15.

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

3.1e6.

Pokial' SkaG8ajici zisti v priebehu Klinického
skti¥ania, ¥¢ Ufastnfk zaradeny do Klinického
skiSania nevyhovuje kritériam, bude o tom
Skisajuci okamzite pisomne informovat’ pisomne,
zastupeu Novartisu uvedeného v zahlavi Jednotlivej
zmluvy, a po dohode s nim Ugastnika z Klinického
skii¥ania vyradia.

3.16.

If during the clinical trial, the Investigator finds out
that a Participant enrolled in the Clinical trial does
not meet the relevant criteria, the Investigator will
immediately inform in writing the representative of
Novartis listed in the heading of the Individual
Agreement, and upon agreement with the
representative exclude such Participant from the
Clinical trial.

317

Novartis nebude vyZzadovat' od Indtiticie alebo
Skiigajuceho, spoluskisajicich ani od Ziadneho
Slena ich personalu, aby konal alebo sa podielal na
¢innosti, ktord je v rozpore so zdkonmi Slovenskej
republiky alebo v rozpore s lekarskou etikou.

307

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

3.18.

V stvislosti s Klinickym sk0fanim sa pred
zatiatkom Klinického sktdania ako aj poas jeho
realizicie uskutotnia investigatorské mitingy, na
ktorych sa oboznamia dfleZité farmakologicke,
toxikologické a klinické informécie, ktoré si
potrebné pre spravne naplanovanie a vykonanie
Klinického skuSania, a zilastnené osoby sa
pripravia a budi skolit odanom Klinickom
skudani, doéleZitych priebeZnych okolnostiach
a informéciach a postupoch v danom Klinickom
skitSani (d'alej len ,Investigitorské mitingy™).
Vzhl'adom k tomu, Ze Investigatorské mitingy budi
siidaston Klinického skdfania, Skufajoci (resp.
dohodnuty &len pripadného skifajiceho timu) sa
bude zGdastiiovat Investightorskych mitingov
podfa  pokynov  Novartisu.  Ulast na
Investigatorskom mitingu bude realizovana vZdy na
zaklade pokynov (napr. miesto, ¢as, spOsob, atd’.)
alen so sthlasom Novartisu. Ugast na
Investigatorskom mitingu sa d'alej bude spravovat’
podmienkami  organizitora  Investigatorského
mitingu. Néaklady sivisiace s ti¢astou Sluisajiceho
{resp. dohodnutého ¢lena pripadného sku3ajuceho
timu) na Investigitorskom mitingu nahradi
Novartis v rozsahu aza podmienok stanovenych
v Jednotlive] zmluve. Skii¥ajici (resp. dohodnuty
¢len pripadného skd¥ajiiceho timu) sa zuéasini
[nvestigatorského mitingu bezodplatne, tj. za 0¢ast’
na Investigdtorskom mitingu nebude prishichat
Skasajicemu Ziadna odmena. Odmefovanie
Ingtitlicie v stivislosti s i¢astou Ski3ajuceho (resp.
dohodnutéhe ¢lena pripadného skuajiceho timu)
na Investigdtorskom mitingu bude riefené podla
podmienok Jednotlivej zmluvy. Vietky
ustanovenia tejto Ramcove] zmluvy a Jednotlivej
zmluvy, vratane zavizku mléanlivosti, vlastnickeho
préava, publikacie, vysledky €innosti a ich pouZitie a
ochrana, préva dufevného a priemyselného

3.18.

In connection with the Clinical study, investigator
meetings will take place prior to the
commencement of the Clinical study as well as
during its conduct, in order to share important
pharmacological, toxicological and clinical
information needed for correct planning and
conduct of the Clinical study, and participants will
be preparing for and get trained with regard to the
particular Clinical study, important continuous
circumstances and information and procedures used
in the particular Clinical study (hereinafter referred
to as the “Investigator Meetings™). As Investigator
Meetings will be part of the Clinical study, the
Investigator (or approved member of the potential
Investigator’s team) shall attend such Investigator
Meetings as instructed by Novartis. Participation at
the Investigator Meeting will always be in
accordance with the instructions (e.g. venue, time,
method, etc.) and only with the consent of Novartis.
Participation at the Investigator Meeting will be
further governed by the conditions of the organizer
of the Investigator Meeting. Costs associated with
the participation of the Investigator (or approved
member of the potential Investigator’s team) in the
Investigator Meeting shall be reimbursed by
Novartis in the scope and under conditions
stipulated in the Individual Agreement. The
Investigator (event. the approved member of the
potential Investigator's team) shall attend the
Investigator Meeting without receiving any
payment, i.e. the Investigator will not be entitled to
any remuneration for the participation in the
Investigator Meeting. Remuneration for the
Institution in relation with the participation of the
Investigator (event. the approved member of the
potential Investigator's team) in the Investigator
Meeting shall be provided pursuant to the
conditions of the Individual Agreement. All
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vlastnictva, ochrana osobnych Gdajov, sa rovnako
vztahuji na pravne vztahy sivisiace s (¢ast'ou na
Investigitorskom  mitingu.  V pripade, Ze
Investigdtorsky miting sa s iastou Skiigajiceho
{resp. dohodnutého Elena pripadného skugajiceho
timu) uskutocni edte pred podpisom Jednotlivej
zmluvy, Zmluvné strany zhodne kondtatuji, Ze
ustanovenia tejto Ramcovej zmluvy a Jednotlivej
zmluvy sa vzfahujii aj na pravne vztahy stvisiace
s uéast’ou na takomto [nvestigatorskom mitingu.

provisions of this Framework Agreement and the
Individual Agreement, including the obligation of
confidentiality, ownership right, publications,
results of the activity and their use and protection,
mntellectual and industrial property rights, personal
data protection pertain equally to legal relations
associated with the participation at the Investigator
Meeting. In case the Investigator Meeting took
place before the Individual Agreement was signed
and the Investigator (or agreed member of the
potential Investigator’s team) attended the meeting,
the Parties jointly state that the provisions of this
Framework Agreement and the Individual
Agreement also apply to the legal relations
associated with the participation in such
Investigator Meeting,

4. Medicinske produkty a Material na klinické skii¥anie

4. Medicinal Products and Material for the Clinical

Trial

4.1.

Medicinsky produkt (dalej len , Medicinsky
produki®) oznaénje victky produkty alebo lieky
vratane placeba, ktoré sa podavaju Ucastnikovi v
pricbehu Klinického skii§ania, a tieZ prostriedky na
$pecidlne spdsoby podédvania tychto produktov
alebo lickov, potrebné na vykonanie Klinického
ski$ania, ktoré bezplatne dodéva alebo zabezpeduje
Novartis.

4.1.

A medicinal product (hereinafter referred to as the
“Medicinal Product”) means all products or
medicines including placebo, which are administered
to the Participant in the course of the Clinical trial, as
well as instruments for special methods of
administration of the same products or medicines,
which are needed for the conduct of the Clinical trial
and which are supplied or ensured by Novartis free
of charge.

4.2,

Materidl na Iklinické skudanie (dalej len
~Material) oznaluje v3etok ostatny material,
zariadenia a pombcky potrebné na vykonanie
Klinického skiiZania, ktoré bezplatne dodava alebo
zabezpeduje Novartis.

4.2

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

Novartis zabezpeti, aby bol vietok Medicinsky
produkt, vyrobeny alebo pripraveny v salade so
zasadami spravnej vyrobnej praxe. Medicinsky
produkt bude zabaleny a oznaeny spdsobom, ktory
zodpovedd charakieru Klinického ski3ania a
platnym predpisom a bude dodany v mnoZstve a v
gase, ktoré st nevyhnutne potrebné na to, aby
umoZnili Inftiticii alebo Skusajicemu vvkonat
Klinické skifanie v suilade stouto Ramcovou
zmluvou, Jednotlivou zmluvou a Protokolom.

4.3.

Novartis shall ensure that all Medicinal Products are
manufactured or prepared in accordance with the
principles of good manufacturing practice. The
Medicinal Product shall be packed and labelled in a
manner which corresponds with the nature of the
clinical trial and applicable laws and shall be
supplied in amounts and at the time as inevitable to
allow the Institution or Investigator to conduct the
Clinical trial in accordance with this Framework
Agreement, Individual Agreement and Protocol.

4.4.

Ak Indtitticia md zriadena lekdrefi v areali
pracoviska (centra) alebo na pracovisku ma
vytvorené podmienky uvedené v Protokole pre
uchovavanie Medicinskeho produkiu, vykona
skladovanie Medicinskych produktov (skiany
produkt alebo liek) v tejto lekdrmi resp. na tomto
vhodnom pracovisku za dohodnutd  Ghradu
s Novartisom uvedenti v Jednotlivej zmluve . Ak
Inétiticia nema takto zriadent lelcarefi alebo vhodné
pracovisko alebo v nich uchovavanie Medicinskych
produktov (skidaného produktu alebo lieku) nie je
moZné, Novartis zabezpe&{ osobitni lekéred, v
ktorej sa maji Medicinske produkty (ska¥any
produld alebo sktdany liek) uchovéavat'. Inititicia
zabezpedi plynuly prisun Medicinskeho produktu
SkuSajucim tak, aby mohli vykonat Klinické
skuganie vstlade s Ramcovou zmluvou,
Jednotlivou zmluvou a Protokolom. Inititicia

44,

If the Institution has its pharmacy at the site (centre)
or conditions for maintenance of the investigational
product per Protocol at its site have been created, it
shall  maintain  the  Medicinal  Products
(investigational product or medicine) in such
pharmacy or at such appropriate site for the agreed
consideration with Novartis set out in the Individual
Agreement. If the Institution does not have such
pharmacy or appropriate site or if the Medicinal
Products (investigational product or medicine)
cannot be maintained there, Novartis shall ensure a
special pharmacy where the Medicinal Products
(investigational product or medicine) will be kept.
The Institution shall ensure seamless supplies of the
Medicinal Product to the Investigators so that they
will be able to conduct the clinical trial in accordance
with the Framework Agreement, Individual
Agreement and Protocol. The Institution and the

Ramcova zmbuva o klinickom skusani — verzia 20.05.2024
Novartis / Fakultna nemocnica Trnava

15/51




a Skidajtici s povinni zabezpedit', aby bol vietok
Medicinsky produkt sprdvne a  bezpelne
uchovavany, prijimany, skladovany, vydédvany,
pouZivany, podivany a aby sa s nim bezpeéne
manipulovalo, Indtiticia a Skidfajiici st povinni
s Medicinskym produktom zaobchidzat' v silade
spokynmi vyrobcu, Zadavatela a Novartisu
apouZit ho vyhradne spOsobom predpisanym
v Protokole a v stlade s GCP ainymi prislusnymi
predpismi. Novartis sa zavizuje, 7e zabezpeli
bezplatne za%kolenie pracovnika nemocniéngj
lekadme  Indtiticie za Ofelom zabezpedenia
uchovania Medicinskeho produktu (skndaného
produkiu/lieku) v siillade s Protokolom a SkuSajuci
je povinny zabezpe¢it bezpedni manipulaciu
s Medicinskym  produktomm  ajeho  sprévne
uchovévanie.

Principal Investigator shall ensure that all Medicinal
Products are correctly and safely maintained,
received, stored, dispensed, used, administeredand
safely handled. The Institution and the Principal
Investigator undertake to handle the Medicinal
Product in accordance with the instructions of the
manufacturer, the Sponsor and Novartis and to use it
solely in the manner prescribed in the Protocol and in
accordance with GCP and other applicable
regulations. Novartis undertakes to cairy out the
training of the hospital pharmacy staff of the
Institution free of charge, in order to ensure the
preservation of Medicinal Product (Investigational
product / medicine) in accordance with the Protocel,
and the Principal Investigator ensure safe handling of
the Medicinal Product and its proper storage.

4.5.

Indtitdcia a Skudajici budh viest presné a aktudlne
zdznamy o vietkych Medicinskych produktoch,
ktoré dostali, a tiez presnit evidenciu, najmi
Medicinskych produktov, ktoré pouZili alebo
vydali, s uvedenim ditumu, druhu a mnoZstva
vydanych, pouZitych, prip. vritenych
Medicinskych produktov, a s nvedenfm osdb, ktoré
ich vydali alebo Utastnikov, ktorym boli tieto
Medicinske produkty vydané alebo podané, aby
bolo mo#né kedykolvek spitne dohladat’ pouZitie
kazdého balenia, a na poZiadanie Novartisu alebo
opravnenych §tdtnych alebo zahrani¢nych organov
titto evidenciu spristupnit’. V pripade, ak sa to pri
Klinickom skiSan{ vyZzaduje, méZu byt udaje
tykajice sa Utastnikov zaznamenané v kodovanej
forme.

4.5,

The Institution and the Investigator shall keep exact
and up-to-date records on all Medicinal Products that
they received, as well as exact records, in particular
on Medicinal Productswhich they used or dispensed,
indicating the date, type and amount of dispensed,
used or returned Medicinal products as well as
persons who dispensed them or Participants to whom
these Medicinal products have been dispensed or
administered, so that the use of each package can be
traced back any time, and make such records
available upon request of Novartis or competent
national or foreign authorities. If required during the
Clinical trial, the data regarding Participants can be
recorded in encoded form.

4.6.

Novartis mbZe poskytnit’ Indtitdcii a Sk0¥ajlicemu
Materidl potrebny k vykonaniu Klinického skusania
alebo stivisiaci s vykondvanim Klinického skusania
na zéklade svojho rozhodnutia za 0&efom v&asnej
ariadnej realizdcie Klinického skosania. Aj
vtakomto pripade vlastnikom poskytnuteho
Materidlu vidy ostiva Novartis, resp. Zadavatel
alebo ich pridruzené osoby, podla toho, vkoho
vlastnictve sa Materidl nachadza. Materidl mdze byt
pouZivany vyluéne IndtitGciou, Skusajicim a/alebo
schvdlenym timom spoluskifajucich.

4.6.

Novartis may provide the Institution and the
Investigator with Material necessary for the conduct
of the Clinical trial or associated with the conduct of
the Clinical trial at ifs discretion in order to ensure
early and proper conduct of the Clinical trial. Even
then Novartis, evenLl. the Sponsor or their affiliated
persons, whoever disposes of the Material, shall at afl
times remain the owner of Material so provided.
Material shall be used exclusively by the Institution,
the Investigators and/or the designated trial staff
(sub-investigators).

4.7,

V pripade poskytnutia Materidlu podla bodu 4.6.
vy&§ie, Indtitiicia a/alebo Skusajiici je opravnend/y
Material uzivat' riadne v shlade s G¢elom, na ktory
obvykle sluzi, pre poireby pracoviska (centra)
vykonavajaceho Klinické skaSanie podfa tejto
Ramcovej zmluvy a Jednotlivej zmluvy, zabezpedit
riadnu starostlivost’ podl'a ndvodu na pouZivanie a
predpisov  vyrobeov, chranit’ pred akymkolvek
poskodenim, stratou, odeudzenim alebo zni¢enim.
Novartis sa zavizuje a vyhlasuje, Ze v pripade
poskytnutia Materidlu, je tento vo funk&nom stave,
nemd ziadne viditené faktické-technické a pravne
vady, ktoré by branili uzivat’ Material na dohodnuty
uidel, potas doby poskytnutia Materialu.

4.7.

In case the Material is provided pursuant to para. 4.6.,
the Institution and/or the Investigator is entitled to
use the Material in a proper manner and in
accordance with the purpose which it usually serves
for, for the needs of the site (centre) performing the
Clinical trial according to this Framework
Agreement and Individual Agreement, to ensure
proper care according to the instructions for use and
regulations of the manufacturers and to protect it
from any damage, loss, theft or destruction.

Novartis covenants and represents that if the Material
is provided, the Material is in working order and has
no visible factual, technical or legal defects that
would prevent the use of the Material for the agreed
purpose during the period of the provision of the
Material.
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4.3.

In&titficia a Skafajici zodpovedaju za poskodenie
Materidlu

spbsobené  porufenim  pravnych
povinnosti,  najm#  vzniknuté  neodbornym
a nedetrnym zaobchidzanim 8 vypoZi€anym
Materidlom alebo vrozpore snivodom na

pouZivanie alebo predpismi vyrobcov, ako aj za
stratu, znifenie <&i odcudzenie zapoZifaného
Materidlu. Ingtiticia nezodpoveda len za vady
a poskodenia vzniknuté prirodzenym starnutim
a opotrebovanim Materialu alebo viastnou vnatornou
chybou Materidlu. Zmluvné strany sa dohodli, Ze
Novartis (1) nie je povinny poistitt Materidl proti
akejkolvek Skode spOscbene) na Materidli a/alebo
Materidlom a (ii) nie je povinny uskutoéfiovat
udrzbu Materidlu (. Pofas Klinického skisania
In3titucia a Ska3ajici buda bezodkiadne informovat
Novartis o akychkol'vek poruchach Materidlu, ktoré
vznikni po¢as doby prisludnéhe Klinického
skiidania.

Zodpovednost za $Skodu, vzniknutu v sdvislosti
suzfvanim Materidlu Skngajicim  a'alebo
Ingtitliciou, sjeho prevadzkovou poruchou ¢&i
chybnymi Udajmi dosiahnutymi Materidlom sa riadi
platnymi pravnymi predpismi. Pokial' nie je
Zmluvnymi stranami vyslovne dohodnuté inak,
poskytnutie Materidlu Novartisom podla tejto
Ramcovej zmluvy je bezodplatné.

1.8,

The Institution and the Investigator are responsible
for damage of the Material caused by violation of the
legal obligations, mainly caused by improper and
careless handling of borrowed Material or handling
contrary to the instructions for use or prescribed by
the manufacturer, as well as for the loss, destruction
or theft of borrowed Material. The Institution is not
responsible only for defects and damage caused by
the natural aging and common wear and tear of the
Material or inherent internal defect in the Material.
Novartis shall be not responsible to (i) insure the
Material against any damages caused to or by the
Material, and (if) do the maintenance of the Material
during the term of the Clinical trial. During the term
of the Clinical trial, Institution and the Investigator
shall be responsible for immediately notifying
Novartis of any malfunctioning Material
Responsibility for any damages incurred in
comnection with the use of the Material by the
Investigators and/or Institution, its operational defect
or wrong data obtained by the Material, shall be
governed by applicable law. Unless otherwise
expressly agreed by the contractual parties, Novartis
shall provide WMaterial under this Framework
Apreement free of charge.

49.

Odovzdanie Materidlu Institicii podla bodu 4.6.
vyi§ie potvrdi Novartis a Indtitacia vo forme
opravnanymi osobami Zmluvnych stran podpisaného
Protokolu o odovzdani a prevzati veci, ktory bude
obsahovat’ aspoii druh, mnoZstvo a  hodnotu
Materialy, tj. nadobidaciu cenu, dobu poskytnutia
Materialy, datum apodpisy odovzdavajuceho
a preberajiceho; Novartis a [nStitucia sa dohodli, Ze
na podpis Protokolu o odovzdani aprevzati veci
podla tejto vety s opravnen! vich mene aj ich
zamestnanci, ktori buda povereni vykonavanim tiloh
sivisiacich s klinickym ski$anim, pri¢om za
Indtiticiu je opravneny podpisovaf referent pre
zdravotnicku techniku (033/5938148) a za Novartis
aj ureny monitor. Dokumenticia odovzdavand spolu
s Materidlom bude predstavovat navod na pouZitie
v slovenskom alebo é&eskom jazykm, pripadne iné
predpisy vyrobcu na jeho uZivanie, idrzbu a servis,
ktorymi je Institticia povinné sa riadif, a v pripade
zdravotechnilcy aj vyhlasenie o zhode alebo certifikat
s registratnym  &fslom  SUKL.  V pripade
zdravotechniky, ktorgj uZivanie nie je beZné na
zédklade navodu na uZivanie, Novartis bezodplatne
vykona zalkolenie pracovnikov Indtiticie (vratane
Skisajiceho, pripadne spoluskii¥ajticich), o Som
bude spisany Protokol o zaskoleni, ktory bude
obsahovat’ aspofi  $pecifikdciu  odovzdaného
Materialu a identifikaciu zagkolenych os6b, datum
a podpisy za Novartis, Inititiciu a zagkolenych os6b.
Indtitiicia je povinnd zabezpedit’ potrebm stéinnost’
k odovzdaniu a zafkoleniu. IndtitGcia je povinnd
zabezpetit' oznafenie Materidlu ako veci, kford
vlastnicky patri Novartisu. Poskytnutie Materidlu

4.9.

Handover of the Material to the Institution in
accordance with para. 4.6. shall be confirmed in the
form of a signed Handover and Takeover by by
authorised persons of the Parties which shall indicate
at least the type and amount of the Material, purchase
price of Material, period of provision of Material and
contain date and signatures of the transferor and the
recipient; Novartis and the Institution hereby agree
that, on their behalf, also their employers in charge
of performing the duties related to the clinical trial
are entitled to sign the Handover and Takeover
Protocol, whereby for the Institution, also sign
medical technology officer 1is entitled to
sign(033/5938148) and for Novartis, also the
designated monitor is entitled to sign. The
documentation submitted together with the Material
will constitute instructions for use in the Slovak or
Czech language or other instructions of the
manufacturer for its use, maintenance and service,
which the Institution is obliged to follow, and in the
case of sanitary also declaration of conformity or
certificate with registration number of SIDC. For
sanitary technology whose use is not common on the
basis of the instructions for use, Novartis will carry
out training of the staff of the Institution (including
the Investigator, co-investigators) free of charge,
what will be drawn up the Protocol on the Training,
which will include ai least the specification of the
submitted Material and the identification of trained
persons, dates and signatures for Novartis, Institution
and trained persons. The Institution is obliged to
provide necessary cooperation in the submission and
training. The Institution is obliged to ensure to mark
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podla tejto Ramcovej zmluvy resp. Jednotlivej
zmluvy zo strany Novartisu nie je podnecovanfm pre
odporiuéanie, predpisovanie, kipu, doddvanie, predaj
alebo podéavanie liekov a poskytnutie Materialu nie
je  podmienené predpisanim & uZivanim
akéhokolvek licku & akymkolvek inym pinenim
alebo konanim zo strany Indtiticie alebo
Skusajiceho.

the Material as Novartis ownership. Provision of the
Material under this Framework Agreement resp.
Individual Agreement by Novartis does not represent
any motivation to recommend, prescribe, purchase,
supply, sale or administrate the medicinal products
and the provision of the Material is not conditioned
by prescription or use of any medicinal product or
another consideration or conduct by the Institution or
the Investigator,

4.10.

Ingtitficia a Skuajuci nepouziji Medicinske
produkty, Materidl, Dolaumentaciu 3tidie (ako je
definovand niz$ie) a Suvisiacu dokumenticiu na
Ziadny iny ucel okrem vykondvania Klinického
skifania wvstlade s Protokolom abez
predchadzajuceho pisomného sthlasu Novartisu
nedaji = Medicinske  produkty,  Materidl,
Dokumentaciu $tadie a Suvisiacu dokumentaciu
k dispozicii Ziadnej tretej strane okrem tych, ktoré
su uvedené v Protokole alebo tejto Ramcovej
zmluve, resp. Jednotlivej zmluve.

4.10.

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

4.11.

Po ukonéeni Klinického skii$ania vratia Intittcia /
Skuajuci vietok zvySny Medicinsky produkt
Novartisu a podaj(i vysvetlenie (ak sa to vyzaduje,
pisomne)  cohfadom  mnoZstva a  druhu
Medicinskeho produkiu, ktory bol znifeny alebo
chyba. Ak sa tak nestane, Novartis je oprivneny
vyadtovatl Institacii naklady na vietok Medicinsky
produkt, ktory podla podpisaného protokolu o jeho
odovzdant a prevzati nebol pouZity v stilade s touto
Ramcovou zmluvou, Jednotlivou zmluvou,
Protokolom alebo nebol vrateny Novartisu. Tym
nebude  dotknutd  akdkolvek ind prdvna
zodpovednost’ Initifiicie za neopravnené nakladanie
s Medicinskym produktom a spdsobent skodu.

4.11.

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

412.

V pripade poskytnutia Materialu podla bodu 4.6.
tejto Ramcovej zmluvy ana ziklade Jednotlivej
zmluvy je tento poskytnuty maximdlne na dobu
trvania Klinického skiifania. Ak bude mat’ Novartis
oddvodnent pochybnost’, e Materidl poskytnuty
podla bodu 4.6. tejto Ramcove] zmluvy i
akékol'vek jeho €asf’ boli pouzité na iné acely, neZ
tie, ktoré st uvedené v tejto Rdmcovej zmluve alebo
Jednotlivej zmluve, bude opravneny poZiadat
Indtitaeiu a Skasajiceho o spravu a ddkazy o pouZiti
Materiale. V pripade, e IndtitGicia a Skidajtci
nepreukaZu Novartisu poZadované skutodnosti do
10 dni po obdrZani takejto vyzvy, Novartis bude
opravneny ziadat' vratanie takéhoto Materidlu.
InStitlicia  aSkuZajaci budd  povinnf Material
poskytnuty podl'a bodu 4.6. tejto Ramcovej zmluvy
na poZiadanie Novartisu vratif, ak ho nebudi
pouZivaf riadne alebo ho budi vZivat v rozpore s
toute Ramcovou zmluvou, Jednotlivou zmluvou
alebo v rozpore sudelom apodmienkami
dohodnutymi v tejto Ramcovej zmluve, Jednotlivej
zmluve ato vidy vlehote do 10 dni odo diia
poZiadania Novartisu o vratanie  Materidlu.
Institicia a SkaZajuci sa zavizuji Material vratit
Novartisu v rovnakom stave, kvalite a v rovnakom

4.12.

In case of provision of Material according to para 4.6.
hereof and under the Individual Agreement, the
Material is provided for a period of the Clinical study
at the most. If Novartis will reasonably suspect that
the Material provided in accordance with para 4.6.
hereof or any part of it has been used for other
purposes than those listed in this Framework
Agreement or Individual Agreement, it will be
entitled to request that the Institution and the
Investigator provide a report and evidence regarding
the use of the Material. If the Institution and the
Institution fail to do so within 10 days after having
received such request, Novartis shall be entitled to
demand the return of such Material. The Institution
and the Investigator will be obliged to return the
Material provided pursuant to para 4.6, hereof on the
basis of the request of Novartis within 10 days, if not
used properly or used in conflict with this Framework
Agreement, Individual Agreement or purpose and
conditions agreed in this Framework Agreement,
Individual Agreement, or if so requested by Novartis.
Return the equipment which will be the subject of a
contract on borrowing shall be governed by the
provisions of the contract on borrowing. The
Institution and the Investigator undertake to return
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zloZeni ako ho prevzali, s prihliadnutim na obvyklé
opotrebenie.

the Material to Novartis in the same condition,
quality and composition as when taken over, taking
into account regular wear and tear.

4.13.

Inititiicia berie na vedomie, Ze v niektorych
pripadoch bude potrebné uzavriet' zmluvu medzi
Zmiuvnymi stranami, Skigajicim a nezivislym
doddvatelom za vifelom poskytovania priamych
sluZieb Subjektu hodnotenia (ako je napr.
podavanie alebo dorufenie Medicinskeho
produktu Subjektu hodnotenia domov).

Pre vyli¢enie akychkolfvek pochybnosti,
Novartis nebude mat’ pristup, aani sanebude
podiel'at’ na zdiel'ani osobnych udajov Subjektov
hednotenia medzi In§titiciou a tymto nezdvislym
dodavatelom.

The Institution acknowledges that in some cases it
will be necessary to enter into a agreement between
Parties, the Investigator and an independent vendor
in order to provide direct services to the Study
Subjects (such as the administration or delivery of the
Medicinal Product at Study Subject’s home).

For clarity purposes, Novartis will neither get access,
nor be involved in the sharing of Study Subjects’
personal data between the Institution and such
independent vendor.

5. Kontrola klinického skiiSania

5. Inspection of the Clinical Trial

SLls

Novartis alebo CRO  (ak existuje) poveria
dostatoéne kvalifikovani osobu alebo osoby
monitorovanim (vykondvanim dohladu) nad
Klinickym skifanim a uzkou spolupracou so
Skasajicim. Poverené osoby budi povinné sa
preukézat pisomnym poverenim, ktoré sa zaklada
do Dokumentdcie $tidie vedenej Skagajicim.

5.1

Novartis or CRO (if any) shall entrust a sufficienily
qualified person or persons with monitoring
{overseeing) the Clinical trial and close cooperation
with the Investigator. Designated persons are obliged
to present itself with written authority, which is
deposited in the Documentation of study led by the
Investigator.

52

Indtitiicia a Skusajioci buda spolupracoval s
Novartisom a s kvalifikovanymi osobami, ktoré
poveril Novartis alebo CRO (ak existuje) pri
vykondvani monitorovania a/alebo dohl'adu tymito
osobami nad priebehom Klinického skiSania, a to
za ucelom preverenia & je Klinické skndanie
vykondvané vsilade s Protokolom, Ramcovou
zmluvou, Jednotlivou zmluvou, platnymi pravnymi
predpismi a zasadami Spravnej klinickej praxe ako
aj za udelom preverenia presnosti informdcii
ziskanych v priebehu Klinického skifania, pricom
tieto  poverené osoby, sa vzmysle Zékona o
zdravotnej starostlivosti pri nahliadani do
zdravotnej dokumentacie Ucastnika klinického
ski¥ania preukazuji pisomnym plnomocenstvom s
tiradne osvedéenym podpisom, ktoré ostiava
sifastou dokumenticie v Centre klinického
skiSania. Indtiticia a Skidajici predovietkym
zabezpedia alebo poskytnii kazdej z tychto vyitie
uvedenych o0s6b pristup na vietky pracoviska, na
ktorych sa klinické skidanie vykondva za alelom
ich kontroly ako aj ku vietkym zdznamom, ktoré sa
uchovivaji pre potreby Klinického skisania, za
ucelom preverovania, Kkontroly a Kopirovania
udajov, dokumentov a informdcii tykajicich sa
Klinického skii¥ania. V miere, v ktorej to Indtiticii
a SkoSajiocemu pravne predpisy dovolujd,
Indtitiicia a Ski3ajici umoZnia Novartisu resp. jeho
poverenym osobam alebo osobdm poverenym CRO
(ak existuje) pristup ku vietkym zdznamom
tykajticim sa Ugastnikov a v potrebnej miere im tiez
umoZnia kontrolu zdznamov tykajlicich sa
Klinického skG3ania. Inititicia a  Skidajici
zabezpetia, aby Skufajicl afalebo &len timu
spoluskifajicich boli Novartisu resp. jecho
poverenym osobdm alebo osobam poverenym CRO

S

The Institution and Investigators shall cooperate with
Novartis and qualified persons appointed by Novartis
or CRO (if any) while monitoring or overseeing the
course of the clinical trial in order to verify whether
the Clinical trial is conducted in accordance with the
Protocol, Framework Agreement, Individual
Agreement, applicable laws and regulations and
principles of good clinical practice, as well as in
order to verify the accuracy of information collected
in course of the Clinical trial, while these authorized
persons, in accordance with the Healthcare Act,
when consulting the medical documentation of the
Clinical trial participant, shall present a written
power of attormey with an officially certified
signature, which shall remain a part of the
documentation in the clinical trial Centre. The
Institution and Investigators shall in particular ensure
or provide to each of such persons access to all sites
where the clinical trial is conducted in order to
inspect them, as well as access to all records
maintained for the needs of the clinical trial in order
to verify, inspect and copy the data, documents and
information relating to the Clinical trial. To the
extent allowed to the Institution and the Investigator
by legal regulations, the Institution and the
Investigators shall allow Novartis, event. ifs
authorised representatives or persons authorised by
CRO (if any) access to all records pertaining to the
Participants and to the necessary extent allow them
inspecting records related to the Clinical trial. The
Institution and the Investigator shall ensure that the
Investigator and/or the member of team of the sub-
investigators are available for Novartis and its
authorised representatives or persons authorised by
CRO (if any) during the above-mentioned
inspection/audit in order to discuss such records, data
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(ak existuje) kdispozicii pofas uvedeného
monitorovania/vykondvania kontroly, a fo za
icelom  prediskutovania  vyS§ie uvedenych
zaznamov, udajov a informacii a pripadného
odstranenia  akychkolvek pochybnosti s nimi
savisiacimi.

and information and to resolve any questions relating
to such records, data and information.

InititGcla wmoZni audit dodrZiavania najméi
Protokolu, tejto Ramcovej zmluvy, Jednotlivej
zmluvy, prisludnych pravnych predpisov a zasad
Spravnej klinickej praxe na pracovisku a v
priestoroch skladovania Medicinskeho produktu,
Materialu & wuZ auditormi Novartisu alebo
predstavitelmi riadiaceho organu ktorejkol'vek
krajiny, kde sa uvaZuje o registracii skuSaného
produktu alebo kde je registrovany skuSany liek,
resp. predstavitelmi akéhokolvek iného organu
s v sulade s platnou legislativou, a to aj po skon&eni
platnosti  tejto Ramcovej Zmluvy. Institicia
a Skufajaci vytvoria prisluinému dozomému
organu podmienky na vykonanie auditu a poskytnii
mu potrebnil siéinnost, Indtiticia a SkuSajuci
predovietkymm  zabezpedia  alebo  poskytnni
prishiinému  dozomému  orginu  pristup  ku
zarnamom, kioré sa uchovavaji pre potreby
Klinického ski3ania za 1celom preverovania,
kontroly akopirovania tdajov, dokumentov
a informacii tykajicich sa Klinického skdSania. V
miere, v ktorej to Indtitacii a Skasajlcemu pravne
predpisy dovoluji, Indtiticia a Skusajuci umoZnia
prisluinému dozornému orgénu pristup ku vietloym
zhznamom tykajiicich sa Uastnikov a v potrebnej
miere mu tieZ umoZnia kontrolu zdznamov
tykajucich sa Klinického skiidania. Skisajici bude
k dispozicii a zabezpedi, aby spoluskudajici boli
prisludnému dozornému organu k dispozicii podas
indpekeie/auditu, a to za icelom prediskutovania
vys§ie uvedenych zaznamov, Udajov a informacii
a pripadného odstrinenia akychkol'vek pochybnosti
s nimi stvisiacimi.

The Institution shall allow auditing the observance of
namely the Protocol, this Framework agreement,
Individual agreement, applicable laws and principles
of good clinical practice at the site and in the
premises where the Medicinal Product, Material is
kept, either by the auditors of Novartis or
representatives of the Governing Body of any
country where registration of the investigational
product is contemplated or where the investigational
product is regisiered or representatives of any other
authority pursuant to the applicable legislation, and
that even after expiry of this Framework Agreement.
The Institution and the Investigator shall create
conditions for the competent supervising authority to
enable it the performance of audit and shall provide
it with relevant assistance. The Institution and the
Investigator shall in particular ensure or provide to
competent supervising authority access to records
maintained for the needs of the Clinical trial in order
to verify, inspect and copy the data, documents and
information relating to the Clinical trial. To the
extent allowed to the Institution and the Investigator
by legal regulations, the Institution and the
Investigator shall allow competent supervising
authority access to all records pertaining to the
Participants and to the necessary extent allow them
inspecting records related to the Clinical trial. The
Investigator shall be available and shall ensure the
sub-investigators are available for competent
supervising authority during the above-mentioned
inspection/audit in order to discuss such records, data
and information and to resolve any questions relating
to such records, data and information.

54.

Ingtitdcia a Skdsajici budd Novartis okamZite,
najneskdr viak do 24 hodin od kedy sa otom
dozvedia, informovat v pripade, ¢ kompetentny
dozomy organ planuje, pripadne vZ neplanovane
zatne, vykondvanie in¥pekcie/auditu a poskyinti
Novartisu  kople  akychkolvek  pisomnosti
vypracovanych dozomym organom, ktoré sd
vysledkom takejto indpekeie/auditu, a to thned’ po
ich obdrZani. Inititdcia a Skadajici vyvinh vietku
snahu, aby ziskali pre Novartis povolenie za¢astnit’
sa takejto in§pekcie/auditu a v pripade, Ze to nebude
moZné su povinni zabezpedit’ véasné a nepretrZité
informovanie  Novartisu o prisbehu  danej
indpekcie/auditu.

5.4.

The Institution and the Investigator shall inform
Novartis immediately, but not later than within 24
hours after become aware of, if any competent
supervising authority plans an inspection/audit or
starts any unplanned inspection and shall provide
Novartis with copies of any documents elaborated by
the supervising authority, which result from such
inspection/audit, immediately after they have
obtained such documents. Institution and the
Investigator shall use their best efforts to obtain
approval for Novartis or its agents to be present at the
inspection/audit or otherwise keep Novartis timely
and constantly informed of the progress.

3.5

Ingtitiicia a Skasajaci sa zavizuji uskutodnit
akékolvek primerané kroky vyZadované zo sirany
Novartisu a/alebo prislugného dozomeého organu za
tidelom odstranenia nedostatkov zistenych poégas
auditu alebo indpekcie. Novartis bude mat’ zdroveti
privo preskimat a odsdhlasit akékolvek
pisomnosti uréené kompetentnému dozormému

SR

The Institution and the Investigator undertake to take
any appropriate steps required by Novartis and/or
competent supervising authority in order to remove
any deficiencies discovered during the audit or
inspection. At the same time, Novartis shall have the
right to inspect and approve any documents intended
for the competent supervising authority, which have
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orgénu vypracované v reakcii na in§pekciv/audit zo
strany takéhoto dozorného orgénu, a to prediym ako
takito pisomnost Intitiicia a Skdajuci tomuto
dozornému organu predloZia.

been prepared in response to an inspection/audit by
such supervising authority, before the Institution and
the Investigator submit such document to the
supervising authority.

5.6.

Prava a povinnosti v zmysle tohto Cl. 5 Rémcovej
zmluvy budd pre Klinické skdasanie trvaf aj pocas
doby 25 rokov po ukonéeni prisluiného Klinického
ski3ania.

5.6.

The rights and obligations under this Article 5
hereof shall remain in effect for the respective
Clinical study for 25 years after the end of the
respective Clinical study.

6. Dokumentacia a stifinnost’

6. Documentation and Collaboration

6.1.

Pokial’ sa nedohodlo inak, vietky zdznamy (najmé
av8ak nie vyluéne CRF zadznamy, zdznamy tykajlce
sa identifikacie Uéasmfka, zdravotné zaznamy,
laboratdrne testy atd’.), pri ktorych Novartis alebo
CRO vyZaduje, aby im boli predloZené Skagajicim
alebo Instituciou, budid mat formu, ktord stanovi
Novartis. Skii#ajici bude dbat’ na to, aby zaznamy
boli vyplnené kompletne a v silade s Protokolom.
Kazdé hlasenie/zdznam/sprava musi Skisajnci
schvalitt a podpisat. Toto schvalenie sa nemd
bezddvodne zdrZiavat’. Indtitlicia a Sktsajtci rudia
zato, Ze vietky CRF zdznamy predloZené Novartisu
budi pravdivé, Gpiné a spravne, a Ze budd presne
vyjadrovat' vysledky Klinického  skuania.
Institdcia a‘alebo Sku3ajici na poziadanie predloZia
tieto zdznamy alebo ich képie Novartisu alebo
Riadiacemu organu, resp. akémukolvek inému
organu svsulade s platnou legislativou. Tieto
zéznamy majii v primeranej miere ddverny
charakter.

6.1.

Unless agreed otherwise, all records (namely but not
exclusively CRFs, Participants’ identifications,
medical notes, laboratory tests etc.) required from the
Investigators or the Institution by Novartis or CRO
shall have the form prescribed by Novartis. The
Investigator shall ensure that the records are filled out
completely and in accordance with the Protocol.
Each report must be approved and signed by the
Investigator. Such approval should not be
unreasonably withheld. The Institution and the
Investigator warrant that all CRF records submitted
to Novartis shall be truthful, complete and correct
and that they exactly reflect the results of the Clinical
trial. Upon request, the Institution and/or the
Investigator shall submit such records or their copies
to Novartis or or Governing Body, or any other
authority pursuant to the applicable legislation.
These records are confidential in nature, as
appropriate.

6.2,

Skiajici zaisti spravne, ipiné, ¢itatelné a vasné
zarnamenavanie udajov opatrené prisludnym
ditumorm a podpisom v ziznamoch Uastnikov a vo
vietkych poslkytovanych dokumentoch uvedenych
v bode 6.1 Ramecovej zmluvy (v Rdmcovej zmluve
ako len . Dokumentacia Stadie®).

6.2.

The Investigator shall ensure correct, complete,
legible and timely recording of data, accompanied by
the relevant date and signature, in the records of the
Participant and all submitted documents mentioned
in the point 6.1 of the Framework agreement (in the
Framework agreement as the “Trial
Documentation”).

6.3.

Institlicia a Skugajfici budd Novartisu pravidelne a
véas poskytovat vietky wvysledky Kiinického
skifania a dalfie ndaje poZadované na zdklade
Protokolu (d’alej len ,,idaje’), a to prostrednictvom
riadne vyplnenych zéznamov Ufastnfkov (v
pisomnej alebo elektronickej forme — CRF
zaznamy). Skusajici bude vytvérat’ CRF zaznamy
do 5 dni od uskutonenia navitevy stanoverigj
Protokolom.

6.3,

The Institution and Investigator will regularly and
timely provide Novartis with all results of the
Clinical trial and other data required by the Protocol
(hereinafier reffered to as “Data™), via properly filled
case report forms of Participants (in written or
electronic form — CRF forms). The Investigator shall
produce the CRF forms within 5 days after the visit
set out in the Protocol.

6.4,

Indtitiicia bude uchovavat kompletné lekarske
zaznamy o Ugastnikoch, identifikaéné  kody
Ugastnikov a Dokumenticiu $tidie po dobu podla
platnych Pravnych predpisov 25 dvadsatpit. Po
rovnaki dobu Indtitiicia zabezpeti uchovéavanie
zdravotnej dokumenticie Ugasinikoy a ostatnych
zikladnych tdajov Klinického skitfania tak, aby sa
tito zdravotnd dokumenticia v plnom rozsahu
zachovala a bola &itatelnad polas celej doby
uloZenia a aby sa mohla na poZiadanie poskytnit
prisluinym organom na overovanie a hodnotenie. V
pripade zéniku Indtiticie sa Indtiticia zavizuje
bezodkladne informovat’ spolo¢nost’ Novartis a
postupovat’ podl'a pokynov spoloénosti Novartis,
aby vietky kopie takychto zdznamov odoslala

0.4.

The Institution shall maintain complete medical
records on Participants, identification codes of the
Participants and Trial Documentation for a period in
accordance with applicable law 25 (twenty five). For
the same period, the Institution shall ensure
maintenance of the medical tecords of the
Participants and other basic data of the Clinical trial
so that the documentation is fully retained and legible
during the entire maintenance period and can be
provided to relevant authorities for verification and
assessment, if so requested. In the event of the
termination of Institution, Institution undertakes to
promptily notify Novartis and follow Novartis’
instructions to transmit all copies of such records to
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uwréenému  dodavatelovi  alebo  externému
archivaénému zariadeniu na naklady spoloénosti
Novartts.

a designated vendor or off-site archiving facility at
Novartis’ expense.

6.5.

V pripade, 7e¢ v priebehu Klinického sknania
Novartis ziska délezité informéacie (napriklad
informacie tykajuce sa zavaZnych neZiaducich
G¢inkov), kioré sa opravnene povaZuji za
informécie, ktoré by mohli ovplyvnif’ rozhodovanie
resp. zaver posudzovania Klinického skii¥ania o (ak
by boli tieto informacie dostupné v ase prijatia
rozhodnutia), bezodkladne ozndmi tieto skutoénosti
Skisajicemu priamo alebo prostrednictvom CRO
{ak existuje), a spIni si vietky relevantné povinnosti
v tejto stvislosti.

6.5.

If in the course of the Clinical trial Novartis obtains
important information (for example information on
serious adverse reactions) which is reasonably
considered as information that might have influenced
the decision or the assessment of the Clinical trial (if
such information was available at the time of
decision-making), it shall immediately notify the
Investigator of such matters, directly or through CRO
(if any), and comply with all obligations in this
respect.

6.6.

V  spoluprici so Skifajicim, alebo inym
dohodnutym spdsobom, Novartis poskytne Gdaje o
vietkych  zdvaZnych  neZiaducich  déinkoch
Furdpske] agentire pre lieky, resp. Etickej komisii
afalebo Riadiacemu orginu (v sulade s EU-CTR),
alebo na poZiadanie aj =zdravotnej poistovni
vykondvajice] verejné  zdravotné  poistenie
Utastnika, a spolu so Skofajicim uskutodni
opatrenia, kioré je potrebné vykonat za tcelom
ochrany  Utastnikov  vystavenych  riziku.
Oznamovacie  povinnosti  SkaSajuceho  voci
prisluine] zdravotnej poistovni podfa § 44 Zakona
o lickoch tymto nie st nijako dotknuté.

6.6.

Novartis, in cooperation with the Investigator or in
any other agreed manner, shall provide the data on all
serious adverse reactions to the European Medicines
Agency, or Ethics Committee and/or the Governing
Body (as per the EU-CTR), or upon request also to
the health insurance company which provides public
health insurance to the Participant, and together with
the Investigator shall take measures necessary to
protect the Participants who are exposed to risk. This
is without any prejudice to reporting obligations of
the Investigator towards the pertinent health
insurance company under Section 44 of the
Medicinal Products Act.

6.7.

Ské3ajici ozndmi Novartisu vietky ddleZité
informacie uvedené v é&lanku 6.5. Ramcovej
zmluvy, ktoré zist{ v priebehu Klinického sktu§ania
a poskytne vietky relevantné informdcie
akémukolvek organu  vsilade s  plamoun
legistativou. Sucasne zabezpedi, 7¢ Utastnik bude
vnevyhnutnej miere informovany o vietkych
otazkach tykajicich sa Klinického skiidania.

6.7.

The Investigator notifies Novartis of all important
information listed in para. 6.5 Framework
agreement, which he/she detects in the course of the
Clinical trial and provided all relevant information to
any authority in accordance with applicable
legislation. At the same time, the Investigator shall
ensure that the Participant is informed of all issues
related to the clinical trial to the necessary extent.

6.8.

Ingtitticia a SkaSajici budn okamzite reagovat’ na
vietky Ziadosti Novartisu predkladané podas
Klinického  skifania tykajice sa  posiidenia
aprerokovania postupu  Klinického sktdania
astivisiacich otdzok so zéstupcami Novartisu.
Skuagajici sa za tymto cielom stretne so zastupcami
Novartisu  aposkytne potrebné  informdcie
a Zaznamy.

6.8.

The Institution and the Investigator shall
immediately respond to all requests by Novartis that
will be submitted during the Clinical trial and will
pertain to the evaluation and negotiation of the
Clinical trial progress and associated questions with
the representatives of Novartis. The Investigator for
this purpose he/she will meet with the representatives
of Novartis and provide them with the necessary
informaticn and records.

6.9.

Instithcia poskytne suéinnost pri zabezpelovani
a poskytovani podkladov, najmi o tom &i Indtiticia,
jej personal a pracoviska spliiaji podmienky pre
realizdciu Klinického skiganta a Spravnej klinickej
praxe.

6.9.

The Institution shall cooperate in order to ensure and
provide details, in particular as to whether the
Institution, its personnel and sites meet the conditions
for the conduct of the Clinical trial and of Good
clinical practice.

6.10.

Skugajici bude povinny oznamit zaradenie
Utastnika do Klinického skti%ania s uvedenim ¢isla
rozhodnutia o povoleni Klinického skusania a
datumu zaradenia Ugastntka do Klinického
ski8ania zdravotnej poistovni vykondvajucej
verejné zdravotné poistenie Ugastnika bezodkladne
po zaradeni Uastnika do Klinického sktgania;
prishidnost Uéastnfka k zdravotnej poistovni je
rozhodujtica v &ase zaradenia Ulastnika do
Klinického sku$ania.

6.10.

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

6.11.  SkiSajici bude poskytovat Novartisu i| 6.11. The Investigator shall cooperate with Novartis and
Zadavatelovi Klinického skigania sa&innost pri Sponsor of the clinical trial while performing the
plneni povinnost! zadavatela Klinického skugania obligations of the sponsor of the clinical trial
vyplyvajlicich zo Zakona o lickoch. resulting from the Medicinal Products Act.

7. Neziaduce udalosti a neZiaduce alinky 7. Adverse Events and Adverse Reactions

7.1. Skusajaci sa uzatvorenfm Jednotlive] zmluvy | 7.1. The Investigators by entering into the Individual
zaviaZu ¢ budd okamzite informovat Agreement undertake to immediately notify
Novartis, Riadiaci orgdn, alebo akykolvek iny Novattis, the Governing Body, or any other authority
organ s v sulade s platnou legislativou a prislu§na pursuant to the applicable legislation and the relevant
zdravotmi  poistoviiu  vykondvajliicu  verejné health insurance company providing public health
zdravotné poistenic  Ugastnika o vietkych insurance to the Participant of all serious adverse
zévainych neZiaducich udalostiach, ktoré sa tykaji events pertaining to the Participants, or of suspected
Utastnika, alebo o podozrenlach na neZiaduce adverse reactions pertaining to the material, in
adinky, ktoré sa tykajG materidlu, najmi particular to the Medicinal Products (investigational
Medicinskych produktov (skdSanych produktov products and medicines), which have occurred in the
a lickov), ktoré sa vyskytli v priebehu klinického course of the clinical trial, however not later than
skifania, najneskér viak do 24 hodin od ich within 24 hours after becoming aware of such events
zistenia, to vietko najmd vsulade s pokynmi and reactions, all in accordance namely with the
uvedenymi v Protokole. Hldsenia budi nasledne instructions set forth in the Protoco!. The Institution
doplnené InStiticiou a SkuZajicim o podrobné and Investigator shall subsequently supplement the
pisomné spravy v stlade so vietkymi préavnymi a reports with detailed written statement in accordance
regulatnymi poZiadavkami, Institicia a Skdsajaci with all legal and regulatory requirements. The
budit  vZdy spolupracovat s  Novartisom Institution and the Investigator will always cooperate
a zabezpefia spolupracu aj akejkolvek osoby with Novartis and will ensure that any person
zidastnenej na vykondvani Klinického skuania involved in the conduct of the Clinical trial shall
s Novartisom, ato pri jeho hliseniach vietkych cooperate with Novartis in its reports of all serious
zavaznych neZiaducich udalosti a podozreni na adverse events and suspected adverse reactions of
neziaduce G€inky Medicinskych produktov Medicinal Products (investigational products or
(skusanych produktov alebo liekov) Eurépskej medicines) to the European Medicines Agency or to
agenture pre lieky, resp. Riadiacemu organy, Governing Body, the Ethics Committes, the relevant
Etickej komisii, prislulnej zdravotnej poistovni health insurance company performing public health
vykondvajicej verejné zdravomé  poistenie insurance of the Participant, or the competent
Utastnika, pripadne prisluinym orgdnom &lenskych authorities of the Member States on whose territory
Staitov, na ktorych Uzemi sa vykoniva the multicentre clinical trial is performed, and in case
multicentrické klinické skaganie, a v pripade ak to it is stipulated by the legislation or required by
stanovuji pravne predpisy alebo oto poZiada Novartis, will provide the relevant anthorities with
Novartis, poskytni  (a/alebo  zabezpedia requested information, as well.
poskytnutie) prislunym orgdnom aj pozadované
informacie,

7.2. Po vyskyte zavaznych neZiaducich udalosti, prip. aj | 7.2. TFollowing the occurrence of serious adverse events,
ostatnych neziaducich udalosti, ¢ neZiaducich event. also other adverse events, or adverse reactions,
¢inkov uskutoéni Skoajiuci po konzulticii s Investigator, after having consulted Novartis, shall
Novartisom vSetky nevyhnutné opatrenia na take all measures necessary in order to protect the
ochranu Utastnikov, ktori st vystaven riziku. Participants exposed to risk.

8. Finanéné vyrovnanie 8. Financiai Compensation

8.1. Za riadne vykonanie Klinického skufania | 8.1. For the proper execution of the Clinical Study and
a odovzdanie vietkych podkladov, ktoré Institacia submission of all documents by the Institution and
a Skofajici v prospech Novartisu poskytnii podla the Investigators to Novartis, that should be provided
tejto Rémcovej zmluvy a Jednotlivej zmluvy, under this Framework Agreement and the Individual
zaplati Novartis hrady za podmienok a sp6sobom Agreement, Novartis shall pay compensation for the
v zmysle Jednotlivej zmluvy. conditions and manner according to the Tndividual

Agreement.
8.2. Ak Jednotlivd zmluva nebude uréovat inak, thrady | 8.2, Unless stated in the Individual Agreement

v zmysle bodu 8.1, tejto Rdmcovej zmluvy buda
obsahovat’ vietky naklady Indtitucic a Ski¥ajticeho
spojené s vykonanim  Klinického  skuigania
a s lietbou ochorenia, na ktoré je Klinické skidanie
zamerané, vratane nakladov na vySetrenia spojené s

otherwise, payments according to para. 8.1. hereof
shall cover all costs of the Institution and
Investigator associated with the conduct of the
Clinical study and treatment of the disease which is
the focus of the clinical trial, including costs of
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tymto Klinickym sk(3anim, ktoré si nad rémec
standardnej zdravotnej starostlivosti a ktoré nie si
hradené zverejného zdravomného poistenia,
avratane nékladov aodmeny za <innost
SktiSajiiceho (vratane spoluskidajicich). Uhrady
v zmysle bodu 8.1. tejto Ramcove] zmluvy budl
predstavovat’ jediny a vyluény spdsob finanéného
vyrovnania medzi Novatisom, Inititicion
a Skii§ajicim pripadne spoluskagajicimi
a Institdeia, ani Skidfajici, ani spoluskiZajici
nebud maft’ narok na akékol'vek d'aldie finanéné i
obdobné plnenie za plnenie poskytované podla
Jednotlivej zmluvy. Indtiticia a SladSajici budu
vyhradne zodpovedni za platbu vietkych dani a
ostatnych poplatkov, ktoré im méZu vzniknaf,
alebo mozu byt uloZené & splané v slvislosti
s pefiaznymi alebo nepefiaZnymi  plneniami
v zmysle Jednotlive] zmluvy & poskyinutymi na
zdklade Jednotlivej zmluvy, ktoré budi obsahovat
vietky takéto pripadné dane a poplatky. Zmluvné
strany kon$tatujti, Ze plnenie poskytnuté podfa
Jednotlive] zmluvy Indtiticii a Skusajucim bude
predstavovat’ prijem z vykondvania Klinického
skifania, ktory nie je predmetom dane z prijmu
vyberane] zriZkou.

Inititticia berie na vedomie a zdrovei stihlasi s tym,
#e Skigajoci uzavrie s Novartisom osobitnti zmluvu
(dalej len ,Zmluva o poskytovani odbornych
dinnosti), na zaklade ktorej SkuZajici priamo
obdrzi od Novartisu fthrady {odmenu) za sluZby
vykonané  Sktfajicim. InStiticia  vyhlasuje
a zavizuje sa, %¢ plnenie Zmluvy o poskytovanf
odbornych  &innosti  nezakladd  porusovanie
povinnosti ~ Skiajliceche  z pracovnoprivneho
vzfahu medzi Indtiticiou a Ski¥ajicim alebo
z vnitornych predpisov Indtitucie.

V pripade, ak Novartis uzavrie osobitné zmluvy
oposkytovani  odbornych  &innosti aj so
spoluskagajicim a/alebo inymi &lenmi skG3ajiceho
timu, tak Indtiticia s tymto vyjadruje sthlas a berie
na vedomie, Ze takyto spoluskdfajici a‘alebo
¢lenovia skifigajiceho timu obdrZi od Novartisu
thrady (odmenu) za sluZby priamo.

Zmluvné strany vzajomne vyhlasuju a zaviizuji sa,
#e thrady v savislosti s Klinickym ski%anim (i)
budi predstavovat’ redlnu trhovi hodnotu za
vykonanie Klinického sktgania, (ii) neboli
stanovené Ziadnym spdsobom, ktory zohladiuje
objem alebo hodnotu akychkol'vek odporigani,
nahrad alebo obchodov medzi Indtiticiou a/alebo
Skigajicim a spolognost'ou Novartis a (iii) nie su
pontikané ani poskytované, uplne alebo iastolne,
50 zdmerom priamo alebo nepriamo, nevyslovne
alebo vyslovne ovplyviiovat’ alebo povzbudzovat
ich prijemcu, aby nakupoval, predpisoval,
sprostredkival, preddval, zabezpefoval nikup

examinations associated with this clinical trial that
are beyond the standard healthcare and that are not
covered by the public health insurance, including
costs and reward for the activities of the
Investigator (including co-investigators). Payments
according to para. 8.1. hereof shall present the only
and exclusive method of financial compensation of
Novartis,the Institution, and the Investigator,
possibly co-investigators es and the Institution,
Investigator and co-investigators will not be entitled
to any further financial or similar performance
provided under the Individual Agreement. The
Institution and the Investigators shall be solely
responsible for the payment of all taxes and other
fees that it may incur or that may be levied or
payable in connection with monetary or non-
monetary settlement in accordance to the Individual
Agreement or provided under Individual
Agreement, which include all such potential taxes
and fees. The Parties declare that payment to the
Institution under the Individual Agreement forms
an income from the conduct of the Clinical study
which is not subject to withholding income tax.

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

In a case that Novartis concludes separate
professional service coniracts also with sub-
investigators and/or other members of investigator's
team, the Institution takes into consideration and
agrees that these sub-investigators and/or members
of investigator’s team shall receive direct payment
from Novartis for the services performed by them.

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

8.3 Prisluind uhrada bude realizovand 2 x ro¢ne vzdy | 8.3. Pertinent payment will be realized twice a year
za uplynulé obdobie spidine, poénfic prvym always for the previous period retrospectively,
zaradenym Utastnikom, podi‘a rozsahu Novartisom starting with the first included Participant, according
a Skifajucim odsihlasenych vykonanych &innosti to the scope of activities performed and approved by
(potet, druh a im =zodpovedajucu hodnotu Novartis and the Investigator (number, type and
Jjednotlivych tkonov realizovanych s jednotlivymi corresponding value of individual interventions in
Ugastnikmi a to nasledovne: individual Participants) as follows:

a) vidy za obdobie do 31.1. bude do 15.3. a) always for period until January 31 will be until
prisluiného kalendarneho roka Novartisom March 15 of the calendar year in question by
vygenerovany navrh faktiry (IP - Invoice Novartis generated an invoice proposal (IP -
Proposal) vypracovany na zéaklade Novartisom Invoice Proposal) drawn upon the basis of
a Skifajucim  odsdhlasenych  vykonanych activities performed during the respective
¢innosti do daného obdobia, period and approved by Novartis and the

Investigator,

b) vidy za obdobie do 31.7. bude do 15.9, b} always for period until July 31 will be until
prisluiného kalendarneho roka Novartisom September 15 of the calendar vear in question
vygenerovany navrh faktiry (IP - Invoice by Novartis generated an invoice proposal (IP
Proposal) vypracovany na zaklade Novartisom - Invoice Proposal) drawn up on the basis of
a Skifajucim  odsdhlasenych  vykonanych activities performed during the respective
¢innosti do daného obdobia. period and approved by Novartis and the

Investigator.

Novartis zadle vygenerovany [P Inititicii Novartis will send generated IP to Institution and

a Indtiticia na zéklade takto vypracovaného Institution in pursuance of such drawn up and

a dorugeného 1P, po jej odsihlaseni SkidSajacim, delivered IP, after approval of the Investigator, will

vystavi faktiru na sumu zodpovedajocu vyske issue an invoice to the amount corresponding to the

platby, ktord sa jej ma podla prilohy &. 2 Jednotlivej amount of payment that shall be provided to the
zmluvy poskytnit’ a tito faktiru dorudi Novartisu. Institution pursuant to Annex No. 2 of the Individual

Na faktire musi byt uvedeny kdd Klinického Agreement and it will deliver such invoice to

skisania a prilohou faktiry bude vystaveny IP. Novartis. The invoice must contain the code of the

Novartis vyplatf v stilade s prilohou &. 2 Jednotlivej Clinical trial and Annex of the invoice will be issued

zmluvy na zéklade riadne vystavenej a doruéenej IP. Novartis shall pay the remuneration in accordance

faktiry, prisluing &ast uhrady odmeny za with the Annex No. 2 of the Individual Agreement on

Specifikované obdobie, a to so splatnostiou 30 dni the basis of a duly issued and delivered invoice a

od dorufenia faktiry Novartisu. Na sumy, ktoré respective part of the payment for the specified

majli byt v zmysle prilohy €. 2 Jednotlivej zmluvy period, with maturity period of 30 days from the
vyplatené priamo SkiZajucemu, Skngajici dorudi delivery of the invoice to the Novartis. With respect

Novartisu pisommni Ziadost' o vyplatenie sumy vo to the payments that, in accordance with the Annex

vyike, ktord ma byt Skidajlicemu vyplatend; na No. 2 of the Individual Agreement, shall be paid

vystavenie a naleZitosti takejto Ziadosti ako aj na jej directly to the Investigator, the Investigator, shall
splatnost sa obdobne pouZiji ustanovenie tohto deliver to Novartis a written request for the payment
bodu ¢ fakturacii. in the amount that should be paid to the respective

Na sumy, ktoré maji byt v zmysle Jednotlivej person pursbant to Annex No. 2 hereto; the

zmluvy vyplatené priamo spoluski3ajicim, sa provisions of this paragraph on invoicing shall be

uplatnia ustanovenia Jednotlivej zmluvy. applied to the issuance as well as to the formalities
and due date of such request.
Amounts to be paid directly to the co-investigators
under the Individual Contract shall be subject to the
provisions of the Individual Contract.

8.4, V zmysle formularu informovaného suhlasu { 8.4. In the meaning of the Patient Informed Consent Form

pacienta, je Utastntkom za vykonané navitevy
vramei  Klinického skiSania  poskytovany
prispevok na nahradu cestovnych nékladov.
Skugajuci zabezped! vyplacanie tohto prispevku
zprostriedkov na to uelove poskytnutych
Novartisom. Spdsob a rozsah vyplacania prispevku
bude uvedeny v Jednotlivej zmluve.
Administrativnymi  &innostami stivisiacimi

Novartis will provide to the Participants for completed
visits during the Clinical trial the contribution for cover
their travel costs. The Investigator shall ensure payment
of this contribution from the resources provided for such
purpose by Novartis. The manner and scope of such
payment shall be described in the Individual Agreement.
Administrative activities related to direct payment of
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s priamym vyplatenim tohto prispevku Uéastnikom
bude priamo povereny Skiajtici;

such contribution to the Participants shall be directly
delegated to the Investigator;

8.5. Institiicia berie na vedomie, e v stlade s platnymi
pravoymi predpismi, najmi, nie viak vyluéne podla
Zakona o liekoch bude resp. mdZe byt spolocnost
Novartis alebo tretia osoba povinnd oznamovat
prislu$nym orginom a zvergjiiovat vysku a adel
peiiaznych alebo nepefiaZnych plneni poskytmutych
priamo alebo nepriamo zdravotnickemu pracovnikovi
alebo poskytovatelovi zdravotnej starostlivosti v
rozsahu a za podmienok stanovenych platnymi
pravnymi predpismi. Predmetom zverejnenia bude aj
vy§ka nahrad afalebo  nepeflaZnych  prijmov
poskytnutych Indtitdcii z titulu G¢asti Slaidajiceho na
mitingoch. Predmetom zverejnenia nebude vyika
odmeny Skaiajiceho za Klinické skti¥anie, kedZe
Skiidajiei bude Klinické skifanie vykondvat ako
zamestnanec Indtiticie. Institicia sa zavizuje poskytnit’
Novartisu akikolFvek siginnost’ nevyhnutne potrebni na
riadne plnenie oznamovacich povinnost{ Novartisu
podla Zakona o liekoch.

8.5 The Institution takes into account, that in accordance
with applicable laws, mainly, but not limited to the
Medicinal Products Act, Novartis or a third person will
be, or eventually may be obliged to notify the relevant
authorities and to disclose the amount and purpose of
any monetary or in-kind considerations directly or
indirectly provided to a healthcare professional or a
healthcare provider to the extent and under conditions
stipulated by applicable laws. The amount of
compensation and / or non-monetary income arising
from the Investigator’s participation in the investigator
meetings. The amount of the financial remuneration
founded to the Institution for the Investigator for the
Clinical study shall not be subject to disclosure as the
Investigator shall perform the Clinical study as an
employee of the Institution. The Institution undertakes
to provide Novartis with any assistance necessary for
duly fulfilment of reporting obligations of Novartis
under the Medicinal Products Act.

8.6. Indtiticia bude zodpovedat’ za presnost, tiplnost’ a
spraviiost’ udajov a informécif, ktoré Instificia poskytuje
spoloénosti Novartis v siivislosti s plnenim povinnosti podla
bodu 8.5. tejto Ramcovej zmluvy. V pripade poruSenia
tychto povinnosti alebo povinnosti poskytntit’ primerami
siGinnost’ Ingtiticiou bude Indtiticia povinna odikodnit
spoloénost Novartis za akékol'vek néroky, Zzaloby a
uplatnenia prava vznesené voéi spolo¢nosti Novartis, kody
a iné ujmy, néklady alebo vydavky, vratane ndkladov na
pravne sluzby spdsobené alebo vzniknuté spoloénosti
Novartis v stvislosti s konanim Intitieie poruSujicim
pravne predpisy alebo povinnosti podla tejto Ramcovej
zmluvy a Jednotlivej zmluvy.

8.6. The Institution shall be responsible for accuracy,
completeness and correctness of data and information which
will be provided by the Institution to Novartis in relation to
fulfilment of obligations under para. 8.5. hereof. In case the
Institution breaches these obligations or the obligations to
provide appropriate assistance, the Institution shall be
obliged to indemnify Novartis for any claims, actions and
exercise of rights raised against Novartis, damage and other
losses, costs or expenses, including expenses for legal
services caused or incurred to Novartis in relation to any
unlawful conduct of the Institution or any breach of the
Institution's obligations under this Framework Agreement
and Individual Agreement.

9. Zodpovednost® za §kodu a poistenie

9. Responsibility for Damage and Insurance

9.1. Novartis vyhlasuje, Ze Novartis, resp. Zadavatel
alebo ich pridruZené osoby =zabezpedia pred
uzavretim kaZ?dej Jednotlivej zmluvy poistenie
zodpovednosti Inititticie, Novartisu a Ugastnikov
za Skody vzniknuté na Zivote a zdravi Udastnikov
vratane smrti, nemajetkovej ujmy a nakladov
spojenych s lie¢bou komplikécii alebo pripadnych
trvalych nasledkov na zdravi alebo inej skody, ktord
méze byt Udastnikom spodsobend v dosledku
vykondvania Klinického skiania v zmysle s § 43
pism. h} bod 3 zakona Zikona o lickoch, vratane

vykondvania  urlitych  dinnosti  suvisiacich
s klinickym skdSanim, ako je napriklad podavanie
Medicinskeho  prodoktu  mime  pracoviska

Klinického sktifania. Novartis, resp. Zadavatel
d'alej zabezpeti poistenie zodpovednosti Intitficie
za $kodu, ktord mdze byt spdsobend Ulastnikovi
skifania v stlade s § 43 pism. h) bed 4. Zikona o
lickoch. Podra takéhoto poistenia zodpovednosti za
$kodu bude mat’ Indtiticia ako poisteny pravo, aby
v pripade poistnej udalosti poistitel’ (poistoviia) za
neho nahradil podla poistnych podmienok kodu
Utastnikovi, za ktori Indtiticia zodpoveda.
Naklady spojené suzavretim audrZiavanim

9.1. Novartis represents that, prior to conclusion of each
Individual agreement, Novartis, event. the Sponsor
or their affiliated persons had taken out liability
insurance of the Institution, Novartis and Participants
for damage to the life and the health of Participants
including death, non-pecuniary harm and for costs
associated with the treatment of complications or
potential persistent disability or other damage, that
may be caused to the Participants by the conduct of
the Clinical trial in terms of Section 43 (h) (3) of the
Medicinal Products Act, including in the event of
performance of certain clinical trial related activities
such as Medicinal Product administration outside of
the clinical site. Novartis, resp. the Sponsor shall
further provide liability insurance for the Institution
for damages that may be caused to the Participant in
accordance with Section 43(h)(4} of the Meadicinal
Act. According to such liability insurance, the
Institution as the insured entity shall, in case of an
insured event, have the right to be relieved from the
payment of damages to the Participant for which the
Institution is responsible and have the insurer
(insurance company) pay instead of it. Costs related
to the conclusion and maintenance of insurance
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poistnej zmluvy po cely Cas realizdcie Klinického
skofania  hradi  Novartis.  Pre  vylidenie
pochybnosti, zmluvné strany vyhlasuja, Ze
poistenie podia tohto odseku nenahradza poistenie
vztahujice sa kaktivitam, ktoré nesivisia
s Kliinickym ski¥anim, napr. beZzné poskytovanie
zdravotnych sluZieb.

contract during the entire period of the Clinical trial
is borne by Novartis. In order to eliminate any
doubts, Parties represent and warrant that this
insurance does not replace insurance covering
activitics which are not related to the Clinical trial,
e.g. regular provision os medical services.

9.2.

Pokial bude vofi Indtiticii uplatneny néarok na
nahradu Skody, ktorl je moZné preukazatelne
pri¢itat’ Novartisu alebo ufinkom Medicinskeho
produktu, poskytne Novartis ndhradu Skody v takej
vyike, v akej Ugastnik tispeine uplatnil svoj narok
na sude, resp. zabezpedi plnenie z prisludnej
poistnej zmluvy. Tento narok sa pritom musi
vyluéne tykat ujmyna zdravi (vratane smrii
a vratane nemajetkovej ujmy), ktord Ugastnikovi,
ktory sa zicastnil Klinického skiiZania, vznikla v
dosledku  uZivania  Medicinskeho  produktu
pouZitétho v radmci Klinického skigania (t].
skuSanie, hodnotenie alebo klinicky zikrok alebo
postup vykonavany v ramci Klinického skiisania,
ktorému by Utastnik nebol vystaveny, keby sa
Klinického sk(Sania nezitastnil), a io za
predpokladu, Ze narok nevznikol v désledku
porudenia povinnosti Ingtiticie alebo Skdsajiceho.

9.2,

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

Narok na nahradu gkody podPa predchadzajiicich
¢lankov nevznika, pripadne vznikd len v pomernej
vySke, najmi ak:

a) ujma na zdravi (vritane smrti) bola
spdsobend zavinenim &i spoluzavinenim
Utastika alebo jeho zikonného zastupen,
¢o aj z nedbanlivosti;

b} ujma na zdravi (vritane smrti} bola
spésobena  protiprdvnym  konanim,
zanedbanim alebo {(myselne zlym
spravanim, nedbanlivym  konanim,

nespravonym konanim, opomemutim &i
porufenim povinnosti stanovenej Indtiticii
alebe Skafajlicim pravhym predpisom,
touto Rdmcovou zmluvou, vritane
vietkych jej priloh, Jednotlivou zmluvou,
Protokelom alebo pisommnymi pokynmi
Novartisu;

c) Inititicia alebo SkuZajuci bez zbytoéného
odkladu, tj. najneskdr do 7 dni po tom, o
bol voéi €o len jednému z nich uplatneny
narok na nahradu Zkody, neozndmili tito
skutoCnost ako aj s fiou slivisiace prislu¥né
informdcie pisomne Novartisu,

d) Indtitticia alebo SkuSajuci neposkytne
informéacie alebo pomoc Novartisu alebo
jeho zdstupcom sivisiace s priebehom
rieSenia poZadovaného naroku, alebo ak st
poziadani,  neprenechaji  Novartisu
vykonanie obhajoby a vedenie vietkych
pravnych ukonov, ktoré z tejto skutoénostt
vyplyvaji;

93.

Claim for damages according to previous paragraphs

does not arise, or arises only in a proportional

amount, in particular if:

a) health-related harm  (including  death)
occurred due to the fault or contributory fault

of the Participant or his’her legal
representatives, also due to negligence;
b) health-related harm  (including  death)

occurred due to unlawful conduct, negligence
or intentional misconduct, neglectful conduct,
wrong conduct, omission or breach of
obligation assigned to the Institution or
Investigators by a legal regulation, this
Framework Agreement including any annexes
hereto, Individual Agreement, Protocol or
written instructions given by Novartis;

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

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

€) the Institution or Investigators admitted a
liability or claim filed by a third person
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e) Institicia  alebo  SkaZajuci  uznali
zodpovednost, resp. wnéarok vzneseny
iretou osobou bez toho, Ze by obdrzali
predchadzajici pisomny sihlas Novartisu,;

f) Indtiticia alebo Skidfajici porudili svoju
povinnost uchovévat’ a viest prisluind
dokumentéciu, pokial chybajica
dokumenticia mbze byt dévodom na
vznik alebo priznanie niroku na nihradu
gkody alebo jeho vyiky;

2) Indtiticia alebo  Skafajuci  porudili
informaéni povinnost, ktorl im stanovuje
tato Ramcova zmluva alebo platné pravne
predpisy;

h) Indtitucia alebo Skudajiici porudili svoju
povinnost’ poskytniat Utastnikovi riadnu
a bezodkladnt zdravotmi starostlivost,
vdosledku ¢oho 8koda na zdravi
Ukastnika vznikla alebo sa zvisila;

i} Medicinsky produkt, ktory spbsobil ujmu
na zdravi {(vratane smrti) nebol Skiisajliicim
podany v silade s Protokolom
a prisludnymi prévnymi predpismi;

N nebola preukdzand pricinnd savislost
medzi pouZitim Medicinskeho produktu
a spOsobenou ujmou na zdravi {vratane
smrti);

without having obtained previous written
consent by Novartis;

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

2} the Institution or the Investigator breached
their obligation to provide information which
they have under this Framework agreement or
applicable legal regulations;

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

i) The Medicinal Product causing the bodily
injury of the Participant (including death) was
not given by the Investigators in accordance
with the Protocol and relevant regulations;

)] a causal relationship was net proven between
the use of investigational medicine or product
Medicinal Product and the bodily injury
{including death);

9.4. Ingtiticia a SkaSajici bud pisomne v potrebnom | 9.4.  The Institution and the Investigator shall to necessary
rozsahu  informovat’  Novartis o vietkych extent inform Novartis in  writing of all
okolnostiach, o ktorych je moZné sa domnievat, Ze circumstances which might lead to a claim for
by mohli viest k vzniku naroku na nihradu gkody damages against Novartis or the Sponsor or
vogi Novartisu alebo Zadavatelovi alebo s tym associated legal proceeding and of which they are
stivisiaceho stidneho konania a ktorych st si priamo directly aware and shall inform Novartis
vedomi , a budi Novartis primerane informovat’ o appropriately on the development of such claim or
vyvoji takéhoto niroku alebo sidneho konania, aj legal proceedings, even if the Institution or
ked” sa Indtiticia alebo SlaiSajiici rozhodnii na Investigators decide not to file a claim for damages
ziklade tychto podmienok ndrok na nahradu $kody under given conditions. Likewise, Novartis shall
neuplatnit. Rovnako Novartis bude pisomne inform the Institution or the Investigator to the
v nevyhnutnom rozsahu informovat Inititliciu inevitable extent of all circumstances and progress of
alebo Skii$ajuceho o vietkych okolnostiach, ako aj such claim or legal proceedings lodged directly
o vyvoji takéhoto naroku alebo sidneho konania against Novartis.
vzneseného priamo proti Novartisu.

9.5. Zmluvné strany sa dohodli, Ze zodpovednost | 9.5. The Parties agree that the liability of Novartis, the
Novartisu, Indtiticie a Skigajucich za $kodu Institution and the Investigators for damages shall be
spbsosobent realizovanim Klinického skugania sa governed by the laws of the Slovak Republice.
riadi pravnym poriadkom Slovenskej republiky. Exemptions from liability for damages governed by
Vyluky zodpovednosti za skodu upravené v élanku Article 9 of this Framework Agreement shall be
9 tejio Ramcovej zmluvy sa uplatnia v rozsahu, applied to the extent in which they are not exempted
viktorom nie si  vylidené  kogeninymi by mandatory provisions of legislation of the Slovak
ustanoveniami  pravncho poriadku  Slovenskej Republic.
republiky.

9.6. Indtiticia je v zinysle zdkona &. 578/2004 Z.z. o | 9.6.  The Institution is within the meaning of Act No.

poskytovateFPoch zdravotnej starostlivosti,
zdravotnickych  pracovnikoch, stavovskych
organizaciach v zdravotnictve a o zmene a doplneni
niektorych zakonov v znen{ neskor§ich predpisov
povinna uzatvorit’ vlastné poistenie zodpovednosti
za $kodu, ktoré bude kryt jej zodpovednost za
$§kodu spbsobent osobdm v stvislosti s

578/2004 Coll. on health care providers, health care
professionals, professional organisations in health
care and on amendment and supplementation of
certain acts as amended, the Institution is obliged to
take out fts own liability insurance to cover its
liability for damage caused to persons in connection
with the provision of health care, with insurance
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poskytovanim zdravotnej starostlivosti, a to s
poistnym krytim splitajicim poZiadavky prévnych
predpisov. Skusajici sa mdze rozhodnfi’ uzavriet

dodatoéné  poistenie  sikromnej  profesnej
zodpovednosti za uskutoSfiovanie  klinickych
skiigant.

cover meeting the requirements of the legislation.
The Investigator may choose to take out additional
private professional indemnity insurance for the
conduct of clinical trials.

10. Doverné informacie

10. Confidential Information

10.1.

So v8etkymi informéciami a ddajmi, obchodnymi
tajomstvami, dévernymi zdznamami (zaznamy
ziskané na zdklade profesionalneho alebo
ddvernc¢ho vztahu, ktoré sa nesmu zverejnit bez
sihlasu strany, od ktorej boli ziskané) ainymi
dovernymi alebo stkromnymi informaciami
{vratane, okrem iného, Protokolu, CRF, informécii
na internetovych strankach Novartisu chrénenych
heslom, Dokumenticie  $tadie, Stvisiacej
dokumentacie, informacii o Struktire, zloXeni,
ingrediencitch, vzorcoch, know-how, technickych
postupoch a procesoch), ktoré boli poskytnuté
Indtiticii, Skifajicemu a/alebo zamestnancom
a spolupracovnikom Indtitiicie alebo ktoré boli
zhromaZdené, spracované, vytvorené alebo
sktorymi prisla do styku Inititacia, Skuiajfici
a/alebo zamestnanci a spolupracovnici IntitGcie
v stivislosti s Rémcovou zmluvou, Jeduootlivou
zmluvou alebo Klinickym skuganim (d'alej sihrnne
len . Déverné informdcie™), bez ohl'adu na to, & st
v papierovej, clektronickej alebo ingj forme, sa
bude zaobchidzat' ako s dbvernymi. Ingtiticia
a Skudajfici (uzatvorenim Jednotlive] zmluvy) sa
zaviizujl, Ze Doverné informacie nezverejnia tretej
strane, ani ich nepouZiju pre iné udely, pokial k
tomu nedostantl pfsomny sdhlas alebo pokyn na
spristupnenie Ddvernych informacii od Novartisu
apokial to nebude spadat pod povinné
zverejiiovanie v centrilnom registri zmliv v zmysle
prisludnych pravaych predpisov. Tento sihlas sa
diva z dbvodov objasnenia urditych skuto&nosti
CRO (ak existuje) alebo osobe, za kiori Skidajuci
zodpoveda, alebo zdravotnej poistovni Utastnika.
Toto zverejnenie Ddévernych informacii sa viak
poskytuje iba v miere poZadovanej pre udely
Klinického skuSania a stanovenej zakonom.
Déverné informdcie sa spristupnia personilu
pracoviska (centra) len v pripade, ak je personal
zaviazany  rovnakou mierou  zachovavania
dévernosti Dévernych informacii, pri¢om Institicia
7za konanie persondlu zodpovedd. InStiticia
a Skodajici si  povinni  akékoFvek Déverné
informacie  anosi¢e Ddvernych  informacii
vyslovene ozna¢it ako doverné a predmet
obchodného tajomstva ato najmi, nie viak
vyluéne, pri ich poskytnuti tretim osobam v silade
s Rdmcovou zmluvou alebo prisluinymi pravnymi
predpismi; pokial' je InStiticia povinnou osobou
v zmysle zakona ¢&. 211/2000 Z. z. o slobodnom
pristupe  k informécidm a o zmene a doplneni
niektorych zakonov, v znenf neskorsich predpisov
(dalej len ,Zikon oslobode informicii), je
povinnd tieto povinnosti dodrZiavat’ aj vo vztahu

10.1.

All information and data, trade secrets, privileged
records (records obtained based on a professional or
confidential relation, which must not be published
without the consent of the party which made them
available) and other confidential and private
information (including, but not limited to the
Protocol, CRF, information at password-protected
websites of Novartis, Trial Documentation, Related
Documentation, information on the structure,
composition, ingredients, patterns, know-how,
technical procedures and processes) which have been
disclosed to or collected, processed, developed or
encountered by the Institution, Investigator and/or
employees and co-workers of the Institution in
connection with the Framework Agreement,
Individual Agreement or Clinical trial (hereinafter
collectively referred to  as  “Confidential
Information”), irrespective of whether in paper,
electronic or any other form, shall be handled as
confidential. The Institution and Investigator (by
entering the Invidual Agreement) undertake not to
disclose such Confidential Information to a third
party or use them for other purposes, unless they
obtained a written consent or instruction from
Novartis to make such Confidential Information
available and if it does not come under the obligatory
publication on the central register of contracts under
the relevant legislation. This consent is granted in
order to clarify certain matters to CRO (if any) or a
person for which the Investigator are responsible, or
to the health insurance company of the Participant.
However, such disclosure of Confidential
Information is only allowed to the extent required for
the purposes of the Clinical trial and set out by law,
Confidential Information shall be made available to
the personnel at the site (centre), only if the personnel
are bound by the same duty of confidentiality, while
the Institution guarantees the actions of the
personnel, The Institution and the Investigator shall
expressly indicate any Confidential Information and
Confidential Information mediums as confidential
and subject to trade secret and that mainly, but not
limited to, by their provision to third persons in
accordance with the Framework Agreement or
applicable laws, in case the Institution is an obligee
pursuant to Act No. 211/2000 Coll. on Free Access
to Information and on Amendments to Certain Laws,
as amended (hereinafter referred to as the “Act on
Free Access to Information™), it is obliged to
comply with those obligations also in relation to
information, which are to be provided or disclosed in
accordance with the Act on Free Access to
Information.
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k informaciam, ktoré sa majii poskytovat’ alebo
zvergjfiovat v silade so Zakonom o slobode
informécii.

10.2.

Pokial jedna Zinluvna strana je zo zakonom
stanovenych ddvodov povinna Doverné informécie
komukol'vek spristupnit, oznidmi to bez zbyto&ného
odkladu pisommne druhej Zmluvnej strane, ak
nebude moct ziskat' jej predchadzajuci pisomny
stihlas; to neplati, pokial' k takému spristupneniu
ma dojst’ zo strany Novartisu a predmeingé Ddverné
informécie sa nedotykaji ani nemaji vztah
k In§titdcii resp. jej pacientom a zamestnancoin.
Novartis poskytne suhlas k zverejneniu informacii
v pripadoch, kde to vyZzaduje zakon alebo Riadiaci
organ. Zvergjnenie sa uskutocni len v poZadovanej
miere a v ¢ase poskytnutia tychto informacii musi
byt o tejto skutoénostl Novartis informovany.

10.2.

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

10.3.

Indtitticia a/alebo Sku3ajici budd pri predkladani
tdajov a Dokumentécie 3t0die Eurdpskej agentire
pre lieky resp. Riadiacemu orgénu a v pripade ak to
stanovuje pravny predpis, Ramcovd zmluva,
Jednotliva zmluva alebo Protokol aj Etickej komisii
azdravotne] poistovni, ktord vykondva verejné
zdravotné poistenie dotknutého Utastnika, vidy
spolupracovat s Novartisom, priom rozsah
predkladanych ddajov a Dokumenticie Stidie je
stanoveny maximélne dokumentaciou podla § 42
ods.] Zikona o liekoch a nesmi byt predloZené &i
spristupnené tie Doverné informacie, ktoré
predstavuji alebo priamo & nepriamo zahffiajt
informdcie na internetovych strdnkach Novartisu
chranenych  heslom, Dokumenticiu  Stadie,
Sitvisiacu dokumentéciu, informdicie o §truktire,
zloZeni, ingrediencidch, vzorcoch, know-how,
technickych postupoch aprocesoch €1 iné
informécie spadajice pod ochranu prav duevného
vlastnictva.

10.3.

When submitting data and Trial Documentation to
the European Medicines Agency or to Governing
Body and if so established by a legal regulation,
Framework Agreement, Individual Agreement or
Protocol, also to the Ethics Committee and the health
insurance company providing public health
insurance to the affected Participant, the Institution
and/or Investigators shall at all times cooperate with
Novartis with the scope of submitted data and Trial
Documentation being determined at most by the
documentation according to Section 42 para. 1 ofthe
Medicinal Producis Act; it is prohibited to submit or
make available such Confidential Information which
presents or directly or indirectly include information
at password-protected websites of Novartis, Trial

Documentation, Related Documentation,
information on the structure, composition,
ingredients,  patterns, know-how, technical

procedures and processes or any other information
that fall under the protection of intellectual property

rights.

104.

Povinnosti  tykajice sa ochrany Dovernych

informacii uvedené vy3iie neplatia alebo stracaju

platnost’ v pripade informdcii, pri ktorych moZze

Skusajuci/Intiticia potvrdit, Ze:

a) boli uz verejnosti dostupné alebo sa
postupne  stali  dostupnymi  inym
spdsobom, nez neopravnenym
zverejnenim informécii, ato najmé, nie
vEak vyluéne, neopravnenym zvergjnenim
zo strany Skidajliceho, Indtitdcie a/alebo

zamestnacov In3titicie a/alebo
spolupracovnikov Indtiticie,;
b) boli vz Skifajicemu/Intiticii znime

inak neZ poskytnutim od Novartisu alebo
ziskanim &i vytvorenim v priebehu alebo
v stivislosti s Klinickym sktSanim, &o
mébZe preukdzalpisomnymi ddkazmi;

c) boli  Skufajuocemu/Institicii  odhalené
trefou stranou, ktora ich dostala od
Novartisu priamo alebo nepriamo, a nie
dbévernym sposobom.

10.4,

Obligations relating to the protection of Confidential

Information above do not apply or lose validity in

relation to information in case of which the

Investigator/Institution can, , confirm that:

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

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

c) was disclosed to the Investigator/Institution
by a third party which received it from
Novartis, directly or indirectly, and not in
confidential manner.
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10.5.  Poukongeni platnosti prisludnej Jednotlivej zmluvy | 10.5. After expiry of the respective Individual Agreement,
Ingtitiicia a Skugajici zlikviduji alebo na Ziadost’ the Institution and the Investigator shall destroy or
Novartisu vratia vietky dokumenty, vzorky upon request by Novartis return all documents,
a material obsahujuci alebo tykajfici sa Dévernych samples and materials containing Confidential
informéaci, okrem jednej koépie Dévernych Information or relating to Confidential Information,
informacit, ktord sa musi podl'a pravnych predpisov except for a single copy of Confidential Information
uchovat’ v zdznamoch InstitGeie, ktoré buda which must be lawfully maintained in the
primerane utajené. Ak o to Novartis poZiada, musi Institution’s records that shall be kept in appropriate
Initithcia/Skisajiaci takdto likvidaciu bez odkladu confidence. If Novartis requests so, the
pisomne potvrdit. Institution/the Investigator must confirm such

disposal in writing without delay.

10.6. Informacie o Klinickom skiani mdé%u byt | 10.6. The information about the Clinical study may be
zvergjnené vo  vedeckej literatire  alebo published in the scientific literature or presented by
prezentovang odbornej verejnosti len professional public only with the prior written
s predchadzajicim pisomnym stihlasom Novartisu consent of Novartis in compliance with the principles
pri dodrZzan{ zdsad a predpisov Novartisu pre and rules for the disclosure of Novartis for disclosure
zvergjlovanie fdajov  ozndmenych s danym of data noticed with this consent.
sithlasom.

10.7.  VyS§ie uvedené povinnosti stanovené vtomto | 10.7. Obligations set out above in this article are binding
&lanku budd zaviizovat Inétitaciu a v konkrétnom for the Institution and in the respective Clinical study
Klinickom skusani aj prisluiného Skasajiiceho bez also for the pertinent Investigator without any
¢asového alebo miestneho obmedzenia na trvanie restrictions in terms of time or place and are not
zmluvného vztahu na zdklade tejto Ramcovej [imited to the period of contractual relationship based
zmluvy a/alebo Jednotlivej zmluvy, t.j. platia aj po on this Framework Agreement and/or Individual
skondeni platnosti tejto  Ramcovej zmluvy, Agreement, i.e. they shall survive after this
prislo¥nej  Jednotlivej zmluvy  a Klinického Framework  Agreement, pertinent Individual
skiania. Agreement and the Clinical study are over.

11, Publikicie 11. Publications

11.1.  Pojem ,publikicie” uvedeny vtejto Ramcovej | 11.1. The term “publications” used in this Framework
zmluve sa zamenitelne pouziva na oznadenie Agreement is used interchangeably to refer to peer-
recenzovanych vedeckych rukopisov (napr. reviewed scientific manuscripts (e. g. primary and
primarnych a sekundarnych rukopisov secondary manuscripts, submitted to scientific or
predloZenych do vedeckych alebo lekdrskych medical journals), scientific congress abstracts, and
casopisov), abstraktov z vedeckych kongresov a corresponding posters and oral presentations
zodpovedajicich posterov a Ustnych prezenticii.

11.2 Pri dodriani zésad a predpisov Novartisu pre | 11.2. While observing the principles and regulations of
publikovanie idajov a s predchddzajicim Novartis regarding publication of data and with the
pisommym sthlasom Novartisn mézu byt previous written consent by Novartis, information
informacie o Klinickom skidfani zverejnené vo regarding the Clinical trial may be published in
vedeckej literatire. scientific literature.

11.3 Novartis uznava zdujem Indtiticie na publikdcidch | 11.3, Novartis acknowledges the interest of the Institution

o Klinickom skufan! ajeho  prezenticiich
v Lasopisoch, na schddzach alebo inak, a preto tieto
publikécie a prezentacie povoli, ale za predpokladu,
Ze Inititficia poskytne Novartisu navrhované
prezenticie (Ustne alebo pisomné) najmenej 15
{pitndst) pracovnych dni avietky ostatné
navrhované publikdcie najmenej 45 (tyridsatpit)
pracovnych doi pred ich zverejnenim alebo ich
spristupnenim osobe, ktord nie je zamestnacom
Indtithicie aktorA nem& rovnakl povinnost
ml&anlivosti ako IndtitGcia podfa tejto Ramcovej
zmluvy a za predpokladu, e Novartis bude mat’
prdvoe poZiadatt o doplnenie kaZdej takejto
navrhovane] prezenticie alebo publikdcic na
ziklade dostatoénych dévodov, vratane okrem
iného:

a) zaistenia presnosti

publikicie;

prezentdcie alebo

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

a) ensuring accuracy of the presentation or

publication;
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b) zaistenia, aby stikromné informacie neboli
nedopatrenim ozndmené;

c) umoZnenia, aby prava  dulevného
vlastnictva boli chranené;
d) umoZnenia, aby boli poskyinuté prisluiné

dopliiujuice informécie.

b) ensuring that private information is not
accidentally disclosed;

c) allowing for the protection of intellectual
property rights;

dy  allowing for provision of
supplementing information.

relevant

11.4.

Novartis dodrziava autorské odporugania ICMIJE

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

tvorby publikdcie splnit vietky 3Styri autorské

kritéria ICMIJE, aby mohli byt do publikécie

zahrnutf ako autori, a to nasledovne:

a) podstaine prispeli ku koncepeii alebo
dizajnu diela; alebo k ziskaniu, analyze
alebo interpreticii idajov k dielu; a

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

c) schvalili konedn( verziu, ktord sa mi
uvergjnit’; a

d) stihlasia, Ze preberd plndl zodpovednost za
vietky aspekty price aby bolo

zabezpedené, Ze sa otazky tykajlice sa
presnosti alebo integrity ktorejkol'vek Easti
diela vyriedia.

11.4.

Novartis follows the ICMIE authorship guidelines
(www.icmje.org). All persons must therefore fulfill
atl four ICMJE authorship criteria during publication
development to be included as authors on the
publication, as follows:

a) substantial contributed to conception or

design of the work; or the acquisition,
analysis, or interpretation of data for the

work; and

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

c) approved the final version to be published;
and

d) agreed fo take all responsibility for all

aspects of the work in ensuring that
questions related to the accuracy or
integrity of any part of the work are
appropriately investigated and resolved.

11.5.

Forma  vietkych publikacii  tykajucich sa
Klinického skuZania awvztah dotknutych oséb
a Novartisu k nim podla zdkona & 185/2015 Z.z.
Autorsky zakon v zneni neskorSich predpisov
{(napr. autorstvo, spoluautorstvo, spolo¢né dielo,
siborné dielo, spojené diela) bude urtené
vzajomnou dohodou pri odsihlaseni publikécie,
prezentécie ¢i iného diela Novartisom podl'a tohto
¢lanku.

11.5.

The form of all publications relating to the Clinical
trial and relation of affected persons and Novartis to
them according to Act No. 185/2015 Coll, the
Copyright Act, as amended, (e.g. authorship, co-
authorship, joint work, summary work, compound
work) shall be determined by mutual agreement
during approval of the publication, presentation or
other work by Novartis pursuant to this Article.

11l.6.

Novartis méZe poZiadat, aby bola akidkolvek
publikicia alebo prezenticia aZ 4 (Styri) mesiace
pozdrzand scielom umoZnit pripravu a podanic
patentovej Ziadosti. Doba 4 (Styroch) mesiacov
zalne plynuf dfiom prijatia navrhovanej publikicie
alebo prezentacie, alcbo ditom, ked' sa vietky
prisluiné udaje =z Klinického skiiSania daju
k dispozicii Novartisu, podla toho, ktory ditum
nastane neskor§ie.

il.6.

Novartis may request that any publication or
presentation be delayed for as many as 4 (four)
months in order to allow preparation and filling of 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 when all
relevant data from the Clinical trial are available to
Novartis, whichever occurs later,

11.7.

Ak je Klinické skudanie multicentrickym klinickym
ski¥anim, prvé zverejnenie tidajov mus{ vychadzat
zo sthronych udajov od  vietkych centier
analyzovanych podfa Protokolu, pokial' sa vietci
skisajaci zagastneni v Klinickom skifani a
Novartis nedohodnti pisomne inak. Zverejnenie
tiastkovych sfiborov ddajov sa bude moct
uskutoénit’ aZ po zverejneni Gplnych tdajov.

11.7.

If the clinical trial is a multicentric Celinical trial, the
first publishing of data must be based on summary
data from all centres analyzed according to the
Protocol unless all 1 investigators participating in the
Clinical trial and Novartis agree otherwise in writing.
Publication of partial data sets shall not be made until
the full data is released.

11.8.

Rovnaké povinnosti platia aj pri publikacnej
ginnosti Skugajuceho. Ziadna odborna publikicia k
objavom & skdfanym produktom, pripravkom
alebo liekom nesmie byt Skiiajucim vydana pred
okamihom podania Ziadosti o patentovil prihlasku,
pokial' vzhlfadom k povahe vysledkov Klinického
skii§ania bude podanie takejto prihlasky prichddzat’
do uvahy.

. Same obligations apply also to publication activities

of the Investigator. No professional publication
related to discoveries or investigational products,
preparations or medicines may be issued by the
[nvestigators before the submission of patent
application, in case such application is possible while
taking into account the nature of the results of the
Clinical trial.

11.9.

Akdkolvek publikdcia alebo zverejnenie musia byt
v silade s prislu¥nymi pravonymi predpismi a musia

11.9.

Any such publication or disclosure must comply with
all applicable laws and must be limited to scientific
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byt" obmedzené len na publikiciu a zvergjnenie
vedeckych zisteni. Publikdcia alebo zverejnenie
nesmil najmd predstavovat propagiciu, resp.
reklamu podl'a prisluSnych pravnych predpisov.

findings. Such publications or disclosures must, in
particular, not constitute promotion under the
applicable laws.

11.10.

V stlade s akymikol'vek autorskymi pravami, ktoré
patria zverejiiujiicej osobe, spoloénost’ Novartis a
jej zastupcovia mbZu pouzivatl, odkazoval a §irif
dotlatky  vedeckych, lekarskych a inych
publikovanych ¢&lankov, vktorych je uvadzany
nazov Indtificie a/alebo Skaajiceho.

11.10.

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

11.11.

Novartis a jeho zdstupcovia méZu uviest
ziikastnenych  skuSajucich asnimi sivisiace
intiticie v &asti podakovanie rukopisu alebo
abstraktu predloZeného na uverejnenie podla
smernic ¢asopisu alebo kongresu. Na spracivanie
osobnych ddajov za felom podla tohto bodu sa
aplikuje primerane €. 12 tejto Ramcovej zmluvy.

11.11.

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

11.12.

Spolo¢nost’ Novartis a jej zdstupcovia mdZu na
ucely  vykonavania  Klinického  skifania
pouZivat/zverejnit’ kontaktné tdaje Indtitucie
a Skasajicecho (vratane sluZobnych telefénnych
gisiel), stav Klinického skii$ania v newsletteroch a
na celosvetovomm webe. Newslettre méZzu byt
distribuované do vietkych zafastnenych pracovisk
{centier) aprislu¥né prispevky zverejnené na
celosvetovom webe. Newslettre aprispevky na
celosvetovom webe sluZia na  poskytovanie
informécii potencidlnym G€astnikom klinického
ski¥ania o Klinickom skigani, &o im umoZfiuje
kontaktovat' ziifastnené pracoviskd (centrd). Na
spraclivanie osobnych udajov za udelom podla
tohto bodu sa aplikuje primerane &l 12 tejto
Ramcovej zmluvy.

11.12.

Novartis and its agents may use the Institution and
the Investigator contact details (including bussiness
telephone numbers), Clinical trial status in Clinical
trial specific newsletters and on the worldwide web
for the purpose of conducting this Clinical trial.
Newsletters may be distributed to all participating
sites {centers) and postings to the worldwide web.
Newsletters and postings to the worldwide web are
for the purpose of providing information to potential
participants to the clinical trial regarding the Clinical
trial giving them the ability to contact participating
sites (centres). Art. 12 of this Framework Agreement
shall apply accordingly for the processing of personal
data for the purpose under this para.

11.13.

Inititiicia a ani Skd3ajuci nie su opradvneni zvergjnit’
informaciu o existencli tejto Ramcovej zmluvy
alebo o jej stivise s Novartisom alebo pouZit’ nizov

spolotnosti  Novartis alebo jej  zastupcov
v tlaovych spravach, <&lankoch alebo inych
komunikaénych prostriedkoch, ato bez

predchadzajuceho vyslovného pisomného stihlasu
Novartisu, Aviak, za predpokladu, Ze Institucia je
povinnd plnit svoje oznamovacie povinnosti, je
oprévnena oznafit Zaddvatela ako zaddvatela
Klinického sku3ania a zverejnit’ vysku finanénych
prostriedkov, ktoré boli poskytmuté na Klinické
skifanie, avSak nesmie uviest' Ziadnu informaciu,
ktora by obsahovala nazov produktu pouZitého
v Klinickom skuSani alebo jeho terapeutického
vyuZitia, okrem pripadov ak si to vyZaduju
prislu§né pravne predpisy. Intiticia, Skusajtci a
skiifajici tim nesmi pouZit ndzov spoloénosti
Novartis alebo jej zastupcov alebo akukolvek ini
informéaciu, kitorda by obsahovala nazov
Medicinskeho produktu alebo Klinického skusania
na socialnych sietach, Zadavatel aj spoloénost
Novartis berll na vedomie, Ze Injtiticia je v zmysle
zakona ¢. 211/2000 Z.z. oslobodnom pristupe
kinformdcidm a o zmene a doplneni niektorych
zakonov(zdkon o slobode informdcii) v zneni

11.13.

Neither the Institution nor the Investigators shall
disclose the existence of this Framework Agreement
or its association with Novartis, or use the name of
Novartis or its agents in any press release, article or
other method of communication, without the express
prior written approval of Novartis. Provided,
however, that in order for the Institution to satisfy its
reporting obligations, it may identify the Sponsor as
the Clinical trial sponsor and disclose the amount of
funding received for the Clinical trial, but it shall not
include in any such report any information that
identifies any product by name or the therapeutic
area(s) involved in the Clinical trial, except as
otherwise required by the Applicable Laws. The
Institution, the Investigator and investigational staff
shall not use the name of Novartis or its agents or any
information that identifies the Medicinal product or
Clinical trial in any social media. The Sponsor and
Novartis acknowledge that the Institution is, within
the meaning of Act No. 211/2000 Coll. on free access
to information and on amendment and
supplementation of certain acts (Act on Freedom of
Information) on freedomn of information is obliged to
publish this Framework agreement in the Central
Register of Contracts maintained by the Office of the
Government of the Slovak Republic.
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neskorfich predpisov povinnd zvergjnit tito
Ramcovil zmluvu v centralnom registri zmliv
vedenom Uradom vlady Slovenskej republiky.

11.14.

Vysdie uvedené povinnosti zavizuji Injtiticiu
a Skiigajiceho nzatvorenim Jednotlivej zmluvy bez
¢asového alebo miestneho obmedzenia na trvanie
zmluvného vzi'ahu na ziklade tejto Ramcovej
zmluvy, tj. platia aj po skonéeni platnosti tejto
Ramcove] zmluvy, Jednotlivej zmluvy a
prisluiného Klinického skuania.

11.14. Obligations set out above are binding for the

Institution and the Investigator by entering into
Individual Agreement without any restrictions in

terms of time or place and are not limited to the

peried of contractual relationship based on this
Framework Agreement, i.e. they shall survive after
this Framework Agreement, Individual Agreement
and the Clinical trial are over.

12. Osobné fidaje

12. Personal Daia

12.1.

Injtiticia, SkaSajici aj Novartis budil povinni
v priebehu Klinického skifania aj po jeho skondeni
dodrziavat’ a dbat’ na prisluiné pravne predpisy na
ochranu osobnych tdajov, tdajov zo zdravome]
dokumentécie a informécii o osobnych pomeroch
Subjektov hodnotenia zaradenych do Klinického
skti$ania.

12.1.

The Institution, Investigator and Novartis will be
obliged to observe and respect during the Clinical
study and after its completion relevant legal
regulations governing the protection of personal
data, medical records data and information on
personal circumstances of the Study Subjects
enrolled in the Clinical study.

12.2.

Pre ugely tejto Rdmcove] zmluvy a Jednotlive]
zmluvy sa Zaddvatel aj Indtiticia povaZuji za
prevadzkovatel'ov  osobnych Udajov v zmysle
Nariadenia. KaXd4 zo strdn bude samostatne
zodpovednd za dodrZiavanie svojich povinnosti ako
prevadzkovatela v zmysle Nariadenia
a prisludnych pravnych predpisov. Indtiticia sa
povaZuje za prevadzkovatel'a ohl'adom spractvania
osobnych 0dajov  vy¥luéne v sivislosti s
poskytovanim zdravotnej starostlivosti.

12.2,

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

123.

Zadavatel' bude povaZovany za prevadzkovatela
ohfadom spracivania udajov tykajicich sa
vykonavania Klinického skt¥ania, ktorymi st
osobné tdaje Utastnikov a Sku¥ajiceho (dalej len
,.Osobné idaje”). Indtiticia a Skigajici berfl na
vedomie, %e pri vykondvani Klinického skti¥ania
podla Jednotlivej zmluvy budi vystupovat
v pozicli sprostredkovatela v zmysle ¢l. 4 bodu §
Nariadenia, nakolko tieto osobné udaje budd
spracivat  vmene Zadavatela. Zastupcom
Zadavatel'a je v zmysle ¢l. 27 Nariadenia Novartis,
ktory Zadévatela zastupuje, pokial ide o povinnosti
Zadavatela v zmysle Nariadenia.

12.3.

The Sponsor shall be considered as Data Controller
with respect to the processing of data regarding the
conduct of the Clinical trial, which include personal
data of Participants and personal data of the
Investigator (hereinafter referred to as the
“Personal data”). The Institution and the
Investigator take into account, that conducting of
the Clinical trial under the Individual Agreement
shall act as a processor pursuant to art. 4 para 8 of
the Regulation since such personal data shall be
processed on behalf of the Sponsor. Representative
of the Sponsor is pursuant to art. 27 of the
Regulation Novartis who represents the Sponsor
with regard to its respective obligations under the
Regulation,

i2.4,

Spracivanie Osobnych tdajov bude vykonidvané
v stlade s touto Ramcovou zmluvou, Jednotlivou
zmluvouy, Protokolom, formulirom informovaného
siihlasu a pisomnymi pokynmi Novartisu. Osobné
adaje poskytované IndtitGeion a Skasajtcim v CRF
zaznamoch budi spractvané iba pre udely tejto
Réamcovej zmluvy a Jednotlivej zmluvy. Ingtittcia
bude viak mbct’ didaje zozbierané pocas Klinického
skiSania pouZit pri poskytovani zdravotnej
starostlivosti Uastnikom.

12.4.

The processing of Personal Data shall be performed
in compliance with this Framework Agreement,
Individual Agreement. Protocol, the informed
consent form, and any written instruction issued by
Novartis. Personal data provided by the Institution
and the Investigator in CRF forms shall be
processed solely for the purposes of this Framework
Agreement and the Individual Agreement. The
Institution however may use the data collected in
the course of the Clinical trial for the purpose of
health care provisions for the Participants.

12.5.

Institticia a Ska%ajici budi na zdklade tejto
Ramcovej zmluvy a Jednotlivej zmluvy spracivat
Osobné tidaje za delom najmi podla ¢&l. 2 tejto
Ramcovej zmluvy pri zachovani zisad spractivania

12555

The Institution and the Investigator shall process
the Personal data of the Parficipants under this
Framework Agreement and Individual Agreement
for the purpose of namely art. 2 hereof in
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osobuych udajov v zmysle Nariadenia, ato pocas
trvania Jednotlivej zmluvy, ak osobitmé prévne
predpisy neuréuji dihiiu lehotu.

compliance with the principles relating to
processing of personal data under the Regulation
during the term of the Individual Agreement, unless
specific legislation does specify otherwise.

12.6.

Indtiticiaa Skiifajici budi povinni do spracivania
Osobnych udajov podla tejto Rdmcovej zmluvy

aJednotlive]  zmluvy  nezapojit  dalsieho
sprostredkovatela bez predchadzajiceho
osobitného  alebo  v3eobecného  pisomného

povolenia Novartisu, alebo Zadavatela, ak tato
Ramcova zmluva neurduje inak.

12.6.

The Institution and the Investigator shall be obliged
not to engage another processor without prior
specific or general written authorization of Novartis
or the Sponsor to the processing of the Personal data
under this Framework Agreement and Individual
Agreement, unless this Framework Agreement
specifies otherwise.

12.7.

Injtiticia a SkuSajuci budi povinni spracavaf
Osobné udaje len na zaklade zdokumentovanych
pokynov Novartisu alebo Zaddvatel'a, a to aj pokial
by islo o prenos Osobnych udajov do tretej krajiny
alebo medzindrodnej organizacii, ak osobitné
pravne predpisy neuréuji inak.

12.7.

The Institution and the Investigator shall be obliged
to process the personal data only on documented
instructions from Novartis or the Sponsor,
including with regard to transfers of personal data
to a third country or an international organization,
unless required by the specific legislation
otherwise.

12.8.

Indtiticia a SkiSajici budd povinni zabezpedit, aby
sa vietky osoby, ktoré poverili vykondvanim
spracivania Osobnych udajov, zaviazali, e
zachovajl  dévernost  vietkych  ziskanych
informécii.

12.8.

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

12.9.

Indtiticia a Skusajici budi povinni zachovavat
dbvernost’ Osobnych tidajov. Osobné tidaje nesmu
byt poskytnuté alebo prevedené akejkolvek tretej
osobe bez predo3i¢ho pisomného sithlasu Novartisu
alebo Zaddvatel'a, ak tito Radmcova zmluva alebo
Jednotlivd zmluva alebo prisluiné pravne predpisy
neustanovuji inak.

12.9.

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

12.10.

Initithcia a Skafajici buda povinni prijaf so
zretefom na najnoviie poznatky, niklady na
vykonanie takychto opatreni a na povahu, rozsah a
kontext a tcely spractvania, ako aj na rizika s
roznou pravdepodobnostou a zdvaZnostou pre
prava a slobody fyzickych os6b, primerans
technické a organizaéné opatrenia s ciefom zaistit
troveil bezpetnosti spractvania Osobnych udajov
primerani tomuto riziku.

12.10.

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

12.11.

Institiicia a Skidajiici budi zabezpetovat’ procesy
na zistovanie areakciu na porufenie spractivania
Osobnych udajov ako to vyplyva z prisluinych

pravnych  predpisov, vratane poru¥enia
zabezpefenia smerujoce  k nghodnému  alebo
nezakonnému znieniu, strate, zmene,

neautorizovanému  prezradeniu  alebo  pristupu
k Osobnym udajom. Ingtiticia a Skusajici budt
informovat’ Novartis o akomkolvek porugeni
spracitvania Osobnych udajov bez zbytodného
odkladu, ale nie neskér ako do 24 hodin od zistenia
takéhoto porugenia. Inititicia, Skidajuci a Novartis
budt primerane spolupracovat’ pri ndprave takéhoto
porusenia pred tym, ako budi informovat prislugny
orgin o takomto porudend.

12.11.

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

12.12.

Institucia a SkuSajlici su povinni v o najviciej
miere pomdhat Novarlisu a Zadavatelovi
vhodnymi technickymi a organizatnymi
opatreniami pri plneni povinnosti Novartisu, resp.
Zadavatela reagovat’ na ziadosti o vykon prav
dotknutych 0s6b v zmysle Nariadenia.

12.12.

The Institution and the Investigator shall be obliged
to assist Novartis or the Sponsor by appropriate
technical and organizational measures, insofar as
this is possible, for the fulfilment of Novartis’ or the
Sponsor’s obligation to respond to requests for

Ramcova zmluva o klinickom skodani — verzia 20.05.2024
Novartis / Fakultnd nemocnica Trnava

35/51




exercising the data subject’s rights laid down in the
Regulation.

12.13. Tnititicia a Skusajici st povinni po ukongeni | 12.13. The Institution and the Principal Investigator shall
Ginposti podfa tejto Rémcove] zmluvy resp. be obliged, at the choice of Novartis or the Sponsor,
Jednotlive] zmluvy na zdklade rozhodnutia delete or return all the Personal data to Novartis,
Novartisu alebo Zaddvatela vietky Osobné udaje after the provision of the activities under this
vymazat alebo vratit Novartisu a vymazat Framework Agreement resp. the Individual
existujuce koépie, ak osobitné pravne predpisy Agreement is over, unless specific legislation
nepozaduji uchovévanie tychto Osobnych tdajov. requires storage of the Personal data.

12.14. Institdcia a SkGSajuci budi povinni poskytnut | 12.14.  The Institution and the Investigator shall be obliged
Novartisu alebo Zadavatelovi vietky informéacie to make available to Novartis or the Sponsor all
potrebné pre preukdzanie splnenia povinnosti inforimation necessary to demonstrate compliance
Novartisu, resp. Zaddvatel'a v zmysle Nariadenia a with the obligation laid down in the Regulation and
umoznit audity, ako aj kontroly vykondvané to allow for and contribute to aundits, including
Novartisom, Zadavatelom alebo inym auditorom, inspections, conducted by Novartis, the Sponsor or
ktorého poveril Novartis alebo Zaddvatel a by another auditor mandated by Novartis or the
prispievat’ k nim. Sponsor.

12.15. Intiticia a Skudajici budii povinni bez zbytotného | 12.15.  The Institution and the Investigator shall be obliged
odkladu informovat’ Novartis, ak sa podla ich to immediately inform Novartis if, in their opinion,
nazoru pokynom Novartisu alebo Zadivatela an instruction from Novartis or the Sponsor
porusuje Nariadenie, alebo iné pravne predpisy infringes the Regulation or other legal act regarding
tykajtce sa ochrany osobnych udajov. the data protection.

12.16. Indtiticia a Sku3ajiici budi povinni v priebehu | 12.16. The Institution and the Investigator shall during the
realizdcie &innosti podla tejto Radmcovej zmluvy implementation of activities under this Framework
resp. Jednotlive] zmluvy a aj po skonfenf ich Agreement resp. the Individual Agreement and also
platnosti dodrziaval’ a dbat’ na prisluiné pravne after the expiry of these agreements respect and
predpisy na ochranu osobnych tidajov a informacii observe the relevant legislation on protection of
o osobnych pomeroch Utastnikov zaradenych do personal data and information on personal matters
Klinického ski§ania, of the Participants enrolled in the Clinical trial.

12.17. Pred zatiatkom apodas trvania Klinického | 12.17. Prior to the commencement and in the course of the
sktiZania Indtiticia ajej zamestnanci resp. ini Clinical trial, the Institution and its employees or
zmluvni pracovnici poskytmi informécie tykajtce other contractual staff shall provide information
sa Indtiticie a osobné tdaje, ktoré sa tykaju relating to the Institution and personal data
Skuzajiceho, spoluskuajicich, zamesinancov regarding the Investigator, sub-investigators ,
alebo dalgich pracovnikov. Takéto informicie employees or other workers. Such information
tykajtce sa Indtiticie a osobné tdaje zahriiuji mena relating to the Institution and personal data include
a priezviskd, kontaktné informdcie, pracovné names and surnames, confact information, work
skiisenosti, odbornit  kvalifikaciu, publikacie, experience, professional qualification, publications,
stihrny, dosiahnuté vzdelanie, informicie o vykone summaries, achieved education, information on job
povolania, vybaveni  pracoviska, kapacite performance, site equipment, worker capacity and
pracovnikov a d'aliie, ktoré suvisia s vykondvanim other information associated with the conduct of the
Klinického skiSania na pracovisku Indtiticia Clinical trial at the site. The Institution agrees with
sthlasi spouZitim aspracovanim informdcii the use and processing of information relating to the
tykajucich sa Inititicie. Indtiticia a Skusajuci buda Institution. The Institution and the Investigator shall
informovat tieto osoby o spractivani ich osobnych inform these persons about processing of their
udajov aich pravach ako dotknutych oséb, ato personal data and their rights as a data subject by
prostrednictvom informécie pre dotknut osobu, providing an information for the data subject, which
ktorej vzor tvori prilohu ¢ 1 tejto Ramcovej model is attached as Annex No. 1 hereto.
zmluvy.

12.18. Novartis mdZe byt poziadany poskytnatf urdité | 12.18. Novartis may be required to disclose certain
informdcie  prislu§nym  tradom v réznych information to relevant authorities in different
jurisdikciach za GCelom zostladenia s lokalnymi jurisdictions in order to comply with local laws or
zakonmi alebo  farmaceutickymi  pravidlami, pharmaceutical industry codes that may constifute

ktorymi mézu byt aj osobné idaje za ielom siiladu
s predpismi regulujicimi klinické skiania, ato
najmd, ale nie vyluéne nazvu Inititicie, mena
a priezviska SkuZajiceho, kontaktnych informacii
na centrum Klinického skugania, ndzvu Klinického
skufania, Zadavatela, kopie tejto Rémcovej
zmluvy, Jednotlivej zmluvy a nékladov a poplatkov

personal data in order to comply with laws
regulating clinical studies, including but not limited
to the Tnstitution’s name, Investigator’s first name
and last name, Clinical study site contact
information, name of the Clinical study, Sponsor,
copy of this Framework Agreement and the
Individual Agreement, and costs and fees relating to
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v sttvislosti s €innostou centra v zmysle Jednotlivej
zmluvy. Novartis na zaklade pisomného poZiadania
poskytne zoznam takychto zverejneni, ktoré sa
bud tykat Indtitficie a/alebo Skifajiceho. Na
spracivanie osobnych tidajov Skifajliceho podfa
tohto bodu sa pouZije tento &lanok Ramcovej
zmluvy.

study site’s activities performed under the
Individual Agreement. Novartis will provide upon
written request a list of any such disclosure made
regarding the Institution and/or the Investigator.
This Article of the Agreement shall be used for the
processing of personal data of the Investigator
pursuant to this para.

12.19.

Skusajuci bude povinny poskytnif Novartisu svoj
aktualny podpisany Zivotopis ako aj aktudlny
podpisany Zivotopis kI'i€ovych Elenov skadajaceho
timu ako aj pripadné d'aliie prisluiné dokumenty
osvedéujice jeho/jej/ich kvalifikdciu a odbomné
skiisenosti. Na spraciivanie osobnych tdajov
zamestnancov Intiticie v zmysle tohto bodu sa
pouZije tento ¢linok Ramcovej zmluvy.,

12.19.  The Investigator shall document and oversee the

duties delegated to the sub-investigators. The
Investigator shall provide Novartis with an up-to-
date signed CV of him/her and of all key
investigational staff members as well as all other
relevant documents establishing his/her/their
qualification and professional experience. The
processing of personal data of employees of the
Institution under this para. shall be governed by the
this article of the Framework Agreement
accordingly.

13.

Vlastnictvo materialov, idajov a vysledkov

13. Ownership of Materials, Data and Results

13.1.

Pokial nie je pisommne dohodnuté inak, vietok
Materigl, Suvisiaca dokumenticia, vratane
dokumentov, udajov, informdcii, pristrojov
a zariadeni, pombcok, Medicinskych produktov,
ktoré dodal Novartis, €i uz v pisomnej, tstnej,
elektronicke] alebo inej podobe, za fidelom
Klinického skiSania si azostani majetkom
Novartisu, resp. Zadavatela alebo ich pridruzenych
0s0b podFa tohto, v koho vlastnictve sa nachadzaju.

13.1.

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

13.2.

V pripade, Ze pri Klinickom skii§ani bude pouZivat
Indtiticia, Skudajlici alebo zamestnanci InStiticie
pristrojové vybavenie Intitucie, ktoré vyzaduje
servis, kalibraciu alebo ind osobitnd starostlivost,
Indtitiicia sa zaviizuje udrZiavat’ také pristrojové
vybavenie spdsobilé riadnej prevadzky, o ¢om je
povinné Novartisu na vyZiadanie poskyinit
zodpovedajiicu dokumentéciu (laboratdrne
certifikéty, referenéné hodnoty, revizne sprévy na
powzité pristroje a zariadenia, doklady o ich
kalibracii, certifikacii a pravidelnych kontrolach,
vratane inych dokladov v zmysle pravnych
predpisov, ktoré stvisia s riadnym a bezpe&nym
uXivanim pristrojov a zariadeni a iné). Indtiticia
vyhlasuje a ruéi, Ze predmetné pristrojové
vybavenie [ntitiicie bude riadne spiiiat’ podmienky
stanovené platnymi pravnymi predpismi a
ostatnymi predpismi 3pecifikovanymi v bode 3.9.
tejto Ramcove] zmluvy, a Ze budfi schvélené
Riadiacim organom.

13.2.

In the case that the Institution, the Investigator or
employees of the Institution use in the course of the
Clinical trial devices of the Institution that require
servicing, calibration or any other special care, the
Institution agrees to maintain such devices in due
operational condition and to provide relevant
documentation (laboratory certificates, reference
values, reforence values, audit reports on used
instruments and equipment, evidence of their
calibration, certification and periodic inspections,
including other legal documentation related to the
proper and safe use of the instruments and
equipment, etc.) thereof to Novartis upon the request
of Novartis. The Institution represents and warrants
that pertinent devices of the Institution shall meet all
the conditions stipulated by applicable law and other
regulations specified in para 3.9. hereof and that they
were approved by the Governing Body.

13.3.

Pokial' nebude pisomne dohodnuté inak,
Dokumentacia $§todie, vietky zdznamy, vratane
elektronickych, ktoré boli vytvorené v stvislosti
s Klinickym skG3anim, programy a rbzne druhy
navrhov zabezpetovanych alebo vykondvanych v
zaujme Novartisu alebo Zadavatel'a, a tiez vietky
udaje, informacie, dokumenty, objavy a vynalezy
ziskaneé, vyplyvajiice alebo vyvinuté v priebehu
alebo ako suast’ Klinického skdfania alebo pri
plneni tejto Ramcovej zmluvy resp. Jednotlive;
zmluvy si a zostani vyhradnym vlastnictvom

. Unless agreed otherwise in writing, the Trial

Documentation, all records, including electronic,
which have been produced in connection with the
Clinical trial, programmes and various types of
proposals ensured or executed in the interest of
Novartis or the Sponsor, as well as all data,
information, documents, discoveries and inventions
obtained, resulting or developed in the course of or
as a part of the Clinical trial or during the
performance of this Framework Agreement resp.
Individual Agreement, are and shall remain exclusive
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Novartisu alebo Zadavatela resp. majetkové prava
knim pri predmetoch dulevného vlastnictva su
a zostani vyhradnym vlastnictvom Novartisu alebo
Zadavatela. Novartis alebo Zadédvatel ich méZe
pouzit’ a‘alebo nakladat’ s nimi a/alebo ich previest’
podla vlastného uvaZenia bez d'aldej platby alebo
ingj povinnosti vo&i Institicii alebo Skufajficim;
InstitGcia ani Skisajici nebudd mat’ na ne Ziadne
prava akéhokoFvek drihu.

property of Novartis or the Sponsor, event. the
ownership rights to them, in case of items forming
intellectual property, are and shall remain exclusive
property of Novartis or the Sponsor. Novartis or the
Sponsor may use them and/or transfer them at its own
discretion without further payment to or other
obligation towards the Institution or Investigators;
neither the Institution and the Investigators shall have
any rights of any kind to them.

13.4.

Ingtitiicia sthlasi stym, 7e bude bez odkladu
vybavovat’ vietky dokumenty a vykondvat® vietky
d'alfie opatrenia, ktoré mdZe Novartis dévodne
pozadovat’, aby mohol ziskat prospech zo svojich
prav  podlfa tejto Ramcove] zmluvy, resp.
Jednotlivej zmluvy, a bude pdsobit’ na to, aby si
rovanako podinali aj Skagajiei, spoluskagajici, jej
zamestnanci a spolupracovnici. Okrem iného to
zahffia uskutodnenie vietkych potrebnych krokov
pre prevedenie vlastnictva vietkych udajov,
informacii, dokumentov, vyndlezov a objavov,
resp. vietkych majetkovych prav pri predmetoch
duSevného  vlastnictva, na Novartis alebo
ZadavateFa alebo nimi urfené osoby a pomoc
Novartisu alebo Zadavatelovi pri spractvani
apoddvani Zadosti opatenty & iné prava
priemyselného alebo duSevného vlastnictva. Pre
vhrady podla &l 8 iejto Ramcovej zmluvy
v prospech Indtiticie a Skudajicieho sa usudzuje,
7e¢ zahfila ohrady splatné  SkaSajicemu,
spoluskasajicim, zamestnancom a/alebo
spolupracovnikom Inititiicie v silade s prislusnymi
zékonmi, za vietky vynalezy &i patenty €1 iné prava
priemyselného alebo du¥evného vlastnictva
prevedené na Novartis alebo Zadavatela alebo nimi
urfené osoby v sivislosti s predmetom  tejto
Ramcovej zmluvy, resp. Jednotlivej zmhuvy.

13.4.

The Institution agrees to promptly obtain all
documents and take any other measures that Novartis
can reasonably require to benefit from its rights under
this Framework Agreement, resp. Individual
Agreement and shall ensure that the Investigators,
sub-investigators, its employees and co-workers act
equally. Among other things, this includes taking all
measures necessary for transfer of ownership of all
data, information, documents, inventions and
discoveries, or all ownership rights in case of items
forming intellectual property, to Novartis or the
Sponsor or to any persons appointed by them, and
assistance to Novartis and the Sponsor with
processing and submission of patent applications or
other industrial or intellectual property rights. For the
payments according to Art. 8 hereof to the Institution
and the Investigators it is deemed that the payments
also include coverage of such costs and payments
payable to the Investigator, sub-investigators,
employees and/or co-workers of the Institution in
accordance with applicable laws, for all inventions or
patents or any other industrial or intellectual property
rights transferred to Novartis or the Sponsor or to any
persons appointed by them in relation to the subject
matter of this Framework Agreement, resp.
Individual Agreement

Vysledok Klinického skifania ako aj vietky
materialy, dokumenty, udaje ainformacie, aj
Ciastkové, ziskané pri jeho dosiahnuti, mbdZe
Novartis a Zadavatel' pouZit' pri svojej innosti,
najmé pri vyskume a vyvoji, vyrobe, registricii,
predaji, vypracovani vedeckych §tadii a odbornych
prac, marketingn; pri dodrzani platnych pravnych
predpisov.

13.5.

Resuli of the Clinical trial and all materials,
documents, data and information, also partial,
obtained in the process leading to the achievement of
such result, may be used by Novartis or the Sponsor
in the course of its activities, in particular in research
and development, manufacturing, registration, sale,
elaboration of scientific studies and professional
works and marketing, while observing all applicable
legal regulations.

Za pridruZené osoby sa najmd na ulely tejto
Ramcovej zmluvy pokladajit (i) ovladané osoby
v zmysle § 66a ods. 1 ObZ, (i) ovladajice osoby
v zmysle § 66a ods. 2 ObZ, (iii) osoba ovladana tou
istou ovladajucou osobou a (iv) osoba, ktord je
Elenom tej tstej skupiny (tj. pre Novartis ¢lenom
skupiny WNovartis apri Zadavatelovi ¢&lenom
skupiny, do ktorej patri aj Zadavatel).

13.6.

Afflitiates shall be namely for purposes of this
Framework Agreement considered (i) controlled
persons pursuant to Section 66a para. 1 of CC, (ii)
controlling persons pursuant to Section 66a para. 2 of
CC, (iii) a person controlled by the same controlling
person and (iv) person being a member of the same
group (i.e. if it concerns Novartis, then member of
Novartis Group and, if it concerns the Sponsor, a
member of the same group, of which the Sponsor is
a member).

14, Doba platnosti Jednotlivyeh zmhiy

14. Individual Agreements Validity Period

14.1.

Jednotlivd zmluva sa uzatvira na dobu trvania
prisivného Klinického ski3ania ajej platnost
skonéi najneskdr diiom zéniku povolenia na
vykonavanie prisludného Klinického skudania

14.1.

Individual Agreement is concluded for the period of
the respective Clinical study and its validity shall
terminate at the latest at the date of the expiry of the
authorization for the conducting of the respective
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v Slovenskej tepublike. Predpokladany termin
skongenia Klinického skudania bude uvedeny
vJednotlivej zmluve. Novartis bude opravneny
jednostranne prediZit’ trvanie Klinického skasania
a posunutie predpokladancho datumu ukonéenia
Klinického skusania v silade s povolenim na
vykondvanie Klinického skugania v Slovenskej
republike. Novartis bude povinny dorudit
oznémenie o prediZeni trvania Klinického sktisania
v pisomnej forme Indtiticii, a to podla moznosti
najneskér 30 dni pred povodnym plénovanym
terminom skonéenia Klinického skugania.

Clinical study in the Stovak Republic. The expected
duration of the Clinical study will be stated in the
Individual Agreement. Novartis shall be entitled to
extend the period of the Clinical study unilaterally,
and to postpone the expected date on which the
Clinical study will be finished in accordance with
permission to conduct the Clinical study in the
Slovak Republic. Novartis shall be obliged to deliver
the mentioned decision on the extension of the
Clinical study in written form to the Instituation, if
possible, within 30 days before the originally planned
deadline of the Clinical study.

14.2. Platnost Jednotlivej zmluvy sa automaticky skondi | 14.2. Validity of the Individual Agreement shall expire
jej splmenim po dosiahnuti ciefov Klinického automatically by its fulfilment after achievement of
skiSania  a odovzdani  vietkych  produktov, the targets of the Clinical trial and handover of all
protokolov, CRF ziznamov, Dokumentacie $tidie, products, protocols, CRF records, Trial
Suvisiacej dokumenticie a Materidlu spoloénosti Documentation, Related Documentation, and
Novartis. Jednotlivd zmluva moze byt ukontend aj Material to Novartis. The Individual Agreement can
dohodou zmluvnych stran. also be terminated by agreement of the Parties,

14.3.  Ktorékol'vek zmluvna strana je opravnena odstipit’ | 14.3. Either Party may withdraw from the Individual

od Jednotlivej zmluvy pisomnym odstipenim,

ktor¢ nadobida U&innost dorudenim druhej

zmluvnej strane na adresu jej sidla, a to v

nasledujuacich pripadoch:

a) ak niektora zmluvna strana porusi niektorsé
z ustanoveni tejto Ramcovej zmluvy alebo
Jednotlivej zmluvy a neodstrani zdvadny
stav ani v lehote 30-tich dni od dorugenia
vyzvy k naprave, patri toto pravo strane
poskodenej;

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

c) ak je mniektord strana v platobnej
neschopnosti alebo ide do likvidacie z
inych pri¢in ako je transformacia aleho
zluovanie, nemd urleného néstupcu,
ktory by prevzal jej aktiva (majetok)
a zaviizky a neuzavrie dohodu alebo iné
vysporiadanie so svojimi verite'mi;

d) ak niektord zmluvnd strana  strati
opravnenie, ktoré je pre riadne a véasné
plnenie povinnosti vyplyvajicich z tejto

Ramcovej zmluvy, resp. Jednotlivej
zmluvy nevyhnutné;
€) ak potrebné oprévnenie, povolenie, suhlas

alebo vynimka je odvolané, odloZena jeho
platnost, alebo vyprii doba, na ktorii bolo
vydané bez toho, aby bolo prisluine

predizeng;

1j)] z ddvodov uvedenvch v bode 3.4 abode
8.6. tejto Ramcovej zmluvy;

g} ak je ohrozené zdravie a bezpetnost
Subjektov hodnotenia.

Novartis je opravneny odstipit od Jednotlivej
zmluvy pisomnym odstipenim, ktoré nadobuda
uginnost dorufenim ostatnym zmluvnym stranam
Jednotlivej zmluvy, a to v pripade ak sa v lehote 90

Agreement in writing with effectiveness upon
delivery to the other Party to the registered office
address in following cases:

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

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

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

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

€) if the required awthorization, permit, consent
or exception is withdrawn or its validity
delayed or the period for which it was issued
expires without prolongation;

f} from reasons stated in point 3.4 and point 8.6
of this Framework Agreement;

g} if there is a risk to the health and safety of the
Study Subjects.

If no Participants have been recruited at the trial site
(center) within 90 days after the site initfation visit,
Novartis may terminate the Indvidual Agreement in
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dni od inicianizatnej navitevy centra (pracoviska)
(Site Imitiation Visit) nepodarilo nabrat do
Klinického skifania ziadneho U&astnika.

Pre vylugenie pochybnosti sa uvadza, Ze od
konkrétnej Jednotlive] zmluvy bude mdct’ prisluina
zmluvna strana odstipit, iba ak sa vy3sie uvedeny
dévod podla tohto bodu vzfahuje na dant
Jednotlivil zmluvu.

writing with effectiveness upon delivery to the other
contractual parties of such Individual Agreement,

For the avoidance of doubt, it is stated that the
relevant Party will be entitled to withdraw from a
particular Individual Agreement only if the above
reason under this point applies to that Individual
Agreement.

14.4.  Okrem ukonenia platnosti Jednotlivej zmluvy | 14.4.  In addition to termination of validity of the
podra predchadzajicich ustanoveni, mé Novartis Individual agreement pursuant to previous
pravo kedykolvek s okamZitym u€inkom prerudit’ provisions, Novartis is entitled to immediately
alebo ukonéit' Klinické skifanie pisomnym suspend or terminate the conduct of the Clinical
ozndmenim doruéenym druhej zmluvne] strane trial at any time by means of a written notice
Jednotlivej zmluvy priamo alebo prostrednictvom delivered to the other confractual party of the
CRO (ak existuje). Bez toho, aby Novartis Individual Agreement directly or through CRO (if
akymkolvek spdsobom obmedzoval toto svoje any). Without any restrictions of its right to suspend
pravo na prerufenie alebo ukonéenie Klinického or terminate the conduct of Clinical trial for any
skii§ania, Novartis za normélnych okolnosti prerusi reason, Novartis shall under usual circumstances
alebo ukondi Klinické ski3anie v nasledujficich suspend or terminate the conduct of the Clinical
pripadoch: trial in following cases:

a) ak vyskyt zavaznych neZiaducich i¢inkov a) if the occurrence of serious adverse reactions
alebo podozreni na ne pri podavani or suspected serious adverse reactions
Medicinskych produktov podas associated with the administration of the
Klinického ska%ania alebo ohrozenie Medicinal products or medicines in the
bezpednosti  Uastnikov poukazuje na course of the Clinical trial or risk to the safety
potrebu prerulenia alebo ukon&enia of the Participants show that it is necessary to
Klinického ski$ania; suspend or end the Clinical trial;

b) ak si Novartis Zela prerusif’ alebo ukon&it b) if Novartis wishes to suspend or end the
Klinické skGianie z komercnych Clinical trial for commercial reasons, for
dévodov, =z dbvodov efektivnosti, reasons of efficacy, for reasons of corporate
z dovodov koncernovej politiky policy of conducting clinical trials, for
vykonavania klinickych skigani, reasons originating outside the Slovak
z dévodov majicich povod mimo uzemia Republic or even without giving reasons;
Slovenskej republiky alebo aj bez
uvedenia dévodov; c) in case Novartis is reasonably convinced that

c) ak je Novartis opradvnene presvedéeny, Ze the Clinical trial cannot be finished
Klinické skiifanie nemdZe byt tspeine successfully, including due to the fact (but
dokoncené, vratane dbévodu (ale aj bez also without it} that the Clinical trial would
neho), ¥¢ by sa Klinického sknsania not have enough Participants or a sufficient
nezigastnil dostatoény podet Utastnikov number of sites could not be found in due
alebo sa v stanovenom d<ase nenafiel time.
dostatoény podet pracovisk.

14.5. V pripade ukontenia Klinického skigania pred [14.5. In case the Clinical study will be terminated betore
uplynutim doby uvedenej v bode 14.1., 14.3. alebo the expiry of the period referred to in point 14.1,,
144, tejto Ramcove] zmluvy, ubradi Novartis 14.3. alebo 14.4. hereof, Novartis shall pay the
Ingtitacii a Skofajucemu a spoluski3ajicim Insiitution and the Investigator and the co-
odmenu pomernym spdsobom za sluzby poskytnuté investigators remuneration in appropriate manner for
a7 do datumu ukonéenia daného Klinického services provided unti! the day on which the specific
skusania podla podmienock uvedenych v tejio Clinical study was terminated according to the
Ramcovej zmluve a Jednotlive] zmluve. Indtitticia provisions of this Framework Agreement and the
ani Novartis nebude mat’ narok na nadhradu inych Individual Agreement. The Institution nor Novartis
nakladov &i uglého zisku. will not be entitled to reimbursement of other costs

or lost profit.

14.6.  Institucia a SkuSajuci po obdrZani oznamenia o |14.6.  The Institution and Investigator following receipt of

odstipeni od Jednotlivej zmluvy bezodkladne
ukonéia vykonavanie prisluiného Klinického
skifania vrozsahu, ktory je z hfadiska vietkych
Subjektov hodnotenia lekarsky pripustny. Bez

the notice of withdrawal from the respective
Individual Agreement shall promptly end the
performance of the specific Clinical study to the
extent that will be medically feasible from the
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ohl'adu na vys&ie uvedené budd viak Intiticia
a Sku3ajuci v pripade, ak ddjde k ukonéeniu
Jednotlivej zmluvy inym spdsobom ako je uvedené
vbode 14.2. tejlo Ramcovej zmluvy, povinni
vykonat’ vietky fikony nevyhnutné na zabezpeenie
bezpetnosti  aochrany  zdravia  Subjektov
hodnotenia a riadneho ukongenia Klinického
skafania. Skdadajici, ktory prestane vykondvat
funkein Skifajuceho/Zodpovedného skii¥ajiiceho,
za podmienky, Ze ned6jde k ukonéeniu platnosti
prisludnej Jednotlivej zmluvy bude  povinny
poskytndt  nevyhnuinii  sa&innost’  a pomoc
dalfiemu (novému) Skadajucemu/Zodpovednému
skufajiicemu uréenému v sttlade s touto Ramecovou
zmluvou aprislunou Jednotlivou zmluvou,
Indtiticii a Novartisu za néelom zabezpedenia
kontinuity vykonavania Klinického skiifania.

V pripade predfasného wukondenia Klinického
skidania z akéhokol'vek dévodu budi Instithcia a
Skufajaci povinni poskytnit’ Novartisu nevyhnutne
poZadovanll sufinnost’ za ufelom zabezpelenia
riadneho presunutia Klinického skufania k trete]
osobe ako aj v zaujme zabezpedenia bezpetnosti
a ochrany zdravia Subjektov hodnotenia.

perspective of all Study Subjects. Regardless the
above-mentioned, the Institution and the Investigator
shall, in case the Individual Agreement is terminated
by a manner other than stated in point 14.2. of this
Framework Agreement, execute all acts necessary for
ensuring of safety and health protection of the Study
Subjects and of proper finishing of the Clinical study.
The Investigator shall observe the obligations under
this point also in such case that he/she stops to
perform the function of the Investigator/Responsible
Investigator and, at the same time, the pertinent
Individual Agreement does not terminate; in such
case the Investigator shall be abliged to provide
necessary assistance and cooperation to the next
Investigator/Responsible investigator appointed in
accordance with this Framework Agreement and the
pertinent Individual Agreement, to the Institution and
to Novartis for the purpose of ensuring continuity of
the Clinical study.

In the event of early termination for any reason, the
Institution and the Investigator shall provide all such
assistance as Novartis shall reasonably require in
order to ensure an efficient handover of the conduct
of the Clinical study to a third party and with due
regard for the safety and welfare of the Study
Subjects.

14.7. Po ukongeni Jednotlivej zmluvy zakéhokolvek | 14.7.  Upon termination of the Individual Agreement for
dovodu Indtiticia a Skuiajici odovzdaji, resp. any reason the Institution and the Investigator shall
bud povinni zabezpefif odovzdanie vietkych return or shall ensure that all documents, Clinical
dokumentov, vysledkov Klinického ska3ania, trial results, products, protocols, CRF records, Trial
produktov, protokolov, CRF ZAZNAmov, Documentation, Related Documentation, not-used
Dokumentacie 3tidie, Stvisiacej dokumentacie, Medicinal Products and Material is returned to
nespofrebovaného  Medicinskehe produktu a Novartis.

Materialu spoloénosti Novartis.

Ukonéenic Jednotlivej zmluvy nebude mat vplyv Termination of the Individual Agreement shall be
na pravo niektorej z jej zmluvnych stran vykonat without prejudice to the right of either party to take
pravne opatrenia vo&i druhej zmluvnej strane v legal measures against the other party in connection
stvislosti s predchadzajiicim porugenim Jednotlive] with the previous breach of the Individual Agreement
zmluvy druhou zmluvnou stranou. by the other Party.

14.8.  Ustanovenia uvedené v iejto Ramcovej zmluve a | 14.8. Provisions of this Framework Agreement and the
v Jednotlivej] zmluve, ktoré sa buda tykat Individual Agreement that pertain to ensuring
zabezpefenia dbverného charakteru informdcii, confidential nature of information, obligations of
povinnosti  hlasenia  neZiaddcich  udalosti reporting of adverse events and adverse reactions,
aneZiadicich Géinkov, publikdcii, oscbnych publications, personal data, intellectual property,
udajov, dulevného vlastnictva, vlastnictva, ownership, record keeping as well as other
uchovavania zdznamov, ako aj d'aliie ustanovenia, provisions, in case of which it is reasonably believed
u ktorych sa na zaklade ich naleZitosti usudzuje, ze that they shall survive termination or expiry of the
budun platit’ d'alej aj po ukonéeni platnosti Ramcove;j Framework Agreement, resp. Individual Agreement,
zmluvy, resp. Jednotlivej zmluvy, budi nadalej v shall continue to be valid irrespective of the fact that
platnosti bez ohladu na ukonéenie Ramcovej the Framework Agreement, resp. Individual
zmluvy, resp. Jednotlivej zmluvy. Agreement will be terminated.

15. Osobitné ustanovenia 15. Special Provisions
15.1.  Novartis, Intiticia ani prisludny Skusajici nebudi | 15.1. Novartis, the Institution and the relevant Investigator

zodpovedni za nedodrzanie alebo oneskorenie
plnenia zavdzkov v siovislosii s Klinickym
skianim v pripade, ak toto nedodrzanie alebo
oneskorenie bolo spdsobené okolnostami, ktoré st
mimo redlnej moZnosti ovplyvnenia zifastnenou
zmluvnou stranou a ak sa tymto okolnostiam alebo

shall not be liable for non-observance or delayed
performance of their obligations in connection with
the Clinical trial, if such non-cbservance or delay
was caused by circumstances beyond real coutrol of
the participating Party and if such circumstances or
their consequences could not be prevented, averted
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jei nasledkom nedalo vyhnit', odvratit’ alebo
prekonat’ ani pri dodrZani dostato¢nej miery
opatrnosti, pri¢om tito okolnost’ v &ase vzniku
zavizku zmluvnd strana nemohla nepredvidat’
Takouto okolnost'ou viak nie je okolnost, kiord
vznikla aZ v Zase, ked povinnd strana bola
vomefkani sploenim svoje] povinnosti, alebo
vznikia z jej hospodarskych pomerov,

or overcome, even while exercising sufficient level
of caution, and if the Party was not able to foreseen
such circumstances at the time when such obligation
was created. However, such circumstances do not
include any circumstance that occurred at the time
when the obliged Party was in default with meeting
its obligation, or it occurred due to that Party’s
economic situation.

15.2.

Skigajuci je pracovnik nezavisly od Novartisu a
Ziadne ustanovenie tejto Ramcovej zmluvy a/alebo
Jednotlivej zmluvy ho nedefinuje resp. nebude
definovat’ ako zamestnanca, zdstupcu alebo
spolo¢ntka Novartisu. Indtiticia zodpovedi za
plnenie povinnost! tykajtcich sa platieb dani,
socidlneho a zdravotného poistenia, ktoré sa
vztahujit na predmet Rimcovej zmluvy a/alebo
Jednotlivej zmluvy, ak to prichadza do avahy, nie
viak tych, ktoré sa tvkaji SkuZajuceho,
spoluskui$ajacich, zamestnancov
a spolupracovnikov Instittcie.

152

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

15.3.

Zmluvné strany sa dohodli, Ze svoje vzijomné
pohladdvky  zRamcovej zmluvy  a/alebo
Jednotlivej zmluvy nepostapia (ani s nimi nebudd
inak obchodovat’) tretej strane bez
predchddzajiiceho  pisomného sahlasu  druhej
Zmluvnej strany (pisomny sthlas InStitdcie je
podmieneny predchadzajicim pisomnym sihlasom
Ministerstva zdravotnictva Slovenske] republiky,
inak je tento sthlas neplatny). Pre vylugenie
akychkol'vek pochybnosti postipenie pohladavky
bez predchadzajiiceho pisomného sthlasu druhej
strany spdsobuje neplatnost’ takéhoto ikonu.

. The Parties agree not to assign (or otherwise deal

with) their mutual claims from Framework
Agreement and/or Individual Agreement to a third
party without the prior written consent of the other
Party (the written consent of the Institution is
conditional upon the prior written consent of the
Ministry of Health of the Slovak Republic, otherwise
such consent shall be null and void). For the
avoidance of doubt, assignment of a claim without
the prior written consent of the other Party shall
render such act null and void

15.4.

KaZdé ozndmenie podavané v svislosti s touto
Ramcovou zmluvou a/alebo Jednotlivou zmluvou
musi byt pisomné, ak nie je vtejto Ramcovej
zmluve a/alebo Jednotlivej zmluve stanovené inak,
amusi byt dorudené osobne, alebo zaslané
doporugenou poStou na adresu uvedenu
v Rdmcovej zmluve a/alebo Jednotlive] zmluve &i
na ind adresu ozndmen\ pisomne zvy$nej zmhuvnej
strane. Za pisomné doruéovanie podfa tejto
Rimcove] zmluvy a/alebo Jednotlivej zmluvy sa
rozumie dorudovanie osobne, podtou, kuriérom,
mailom. V pripade zmeny & zruSenia Ramcovej
zmluvy a/alebo Jednotlivej zmluvy sa nim povaZuje
doruovanie osobne, podtou alebo kuriérom,
pri¢om pisomnost odosland postou alebo kuriérom
sa povazuje za dorudent vdefi, kedy adresat
potvrdil jej prijatie. Za den doruéenia pisomnosti sa
povazuje aj defi, v ktory adresdt odoprie
doru€ovani pisomnost prevzial, alebo v kiory
méarne uplynie odbernd lehota pre vyzdvihnutie si
zasielky na podte, alebo v ktory je na doruovansj
zasielke preukdzatelne vyznafena poznamka, Ze
cadresat sa odstahoval®, ,adresit je neznamy*
alebo ind poznidmia podobného vyznamu, ato aj
v pripade, Ze zvySnd zmluvnd strana pisomnost
neprevezme alebo sa o0 nej nedozvie.

154,

Every notice given in connection with this
Framework  Agreement and/or  Individual
Agreement shall be in writing, unless otherwise
stated in the Framework Agreement and/or
Individual Agreement, and shall be delivered in
person or sent by registered mail to the address
specified in the Framework Agreement and/or
Individual Agreement or to another address notified
in writing to other Party. A written service under this
Framework Agreement and/or Individual Agreement
shall mean a personal service, service by mail,
courier, mail. In case of a change or termination of
this Framework  Agreement and/or Individual
Agreement it shall mean a personal service, service
by mail or courier, and a document sent by post or
courier shall be deemed delivered on day of its
acceptance by the addressee. The date of service of a
document shall be considered the day of denial of a
served document, or the day of expiration of a
retrieval period of a served document at post office,
or the day of marking of a clearly mark on a served
document “addressee has moved”, “addressee is
unknown” or other mark with similar meaning, even
if the other Party does not take over the document or
does not know about it.
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15.5.

Institicia a Skasajici sa podpisanim Jednotlivej
zmluvy zavizuji, Ze, ¥e zo strany prislugnych
Statnych organov sa unich v minulosti ani v &ase
podpisu Jednotlivej zmluvy
neuskuto¢nilo/neuskutodiiuje vysetrovanie a/alebo
nateny vykon rozhodnutia, ktoré by saviseli
s vykonavanfm klinickych skdani alebo im zo
strany tychto orgdnov nebolo/nie je udelené
upozornenie/varovanie, ktoré by  suviselo
s vykondvanim klinickych skugani {dalej spoloéne
len ,Zasah prisluSného organu®), o kiorych by
Novartis nemal vedomost’. Inititicia a Skigajnci
budli povinni bezodkladne informovaf Novartis
o skuto€nosti, Ze im bol ohliseny vykon Zasahu
prislusného orgdnu v stvislosti s dodriavanim
etickych, vedeckych, regula¢énych &tandardov
upravujucich vedenie kiinickych skugani alebo ¥e
uz takyto Zasah prisluiného orginu unich
prebicha, ato vpripadoch ak sa tento Zasah
prisiuiného orginu iyka skutotnostf a ¢innosti,
ktor¢ nastali pred alebo po¢as doby vykondvania
Klinického skiiania podra Jednotlivej zmluvy.

By their signation of the Individual
Agreement the Institution and the Investigator shall
certify and watrant that they are not the subject of
any past or pending governmental or regulatory
investigation, inquiry, waming, or enforcement
action (hereinafter collectively referred to as
“Competent Authority Action”) related to their
conduct of clinical study that has not been disclosed
to Novartis. The Institution and the Investigator
will be obliged to notify Novartis promptly if they
receive notice of or becomes the subject of any
Competent Authority Action regarding their
compliance with ethical, scientific, or regulatory
standards for the conduct of clinical study, if the
Competent Authority Action relates to events or
activities that occurred prior to or during the period
in which the Clinical study under the Individual
Agreement was conducted.

15.6.

Indtitiicia a Skufajici sa podpisom Jednotlivej
zmluvy zaviizuji , Ze nie st vzajomne ani vo vztahu
k Novartisu v konflikte zdujmov, ktory by
znemoZziioval alebo ovplyviioval vykon ich &innosti
podfa Jednotlivej zmluvy. Inititucia a Skiajaci
budi povinnf Novartis bezodkladne informovaf’ ak
by takyto konfiikt zdujmov podas platnosti
Jednotlivej zmluvy nastal a taktie? sa podpisom
Jednotlive] zmluvy zaviizuji, %e vykonom ich
innosti podla Jednotlivej zmluvy neporusujit
Ziadnu zmluvu, ktor( pripadne majii uzatvorend
s inou trefou osobou.

Indtitiicia a Skiigajici budi povinni zabezpe&it, e
Skiidajuici ako aj vSetci spoluskiidajiici zidastneni
na Klinickom skii§ani poskytni Novartisu alebo
nim urfenej osobe zverejnenie finanénych
informécii, ktoré podFa 21 CFR, &asti 54 vyZaduje
Urad pre kontrolu potravin a liefiv Spojenych
Statov americkych {Food and Drug
Administration), a to na takych formuldroch, ktord
im dodé alebo schvali Novartis alebo nim uréena
osoba. Poas platnosti Jednotlivej zmluvy ako a
Jjeden (1) rok po ukonéen{ Tednotlivej zmluvy, budii
Institicia a Skidajici povinni poskytnit’ suginnost
Novartisw/ZadavatePovi  alebo  nim uréenym
osobdm  vziskani aktualizovanych  vyddie
uvedenych formularov.

By their signation of the Individual
Agreement the Institution and the Investigator
confirm and warrant that there is no conflict of
interests between them or between them and
Novartis that would inhibit or affect their
performance of the work specified in the Individual
Agreement. The Institution and the Investigator will
be obliged to promptly inform Novartis in the event
any conflict of interests arises during the
performance of the Individual Agreement and by
their signation of the Individual Agreement they
also warrant that their performance under the
Individual Agreement does not violate any other
agreement they may have with any other third party.

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

15.7.

Vo vietkych materialoch tykajucich sa &nnosti
podla Jednotlivej zmluvy, ktoré si urdené

externému  publiku bude Skafajici  povinny
zverefnit/uviest/spomenir’;
a) Ze  spolotnost  Novartis  vyuZiva

Skasajiceho na vykon odbornych ¢innosti
suvisiacich s vykondvanim Klinického
skasania a

15.7.

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

a) that Novartis has retained Investigator for
professional services in relation to the
conduct of the Clinical study and
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b} akékolvek iné vzfahy medzi Novartisom
a Skofajicim, ktorych
zvergjnenie/uvedenie/spomenutie by
rozumni a moralna osoba povaZovala za
hodné zverejnenia/uvedenia/spomenutia

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

16. Zaveretné ustanovenia

16. Final Provisions

16.1.

Tiato Rémcovd zmiuva sa uzatvara na dobu
neur¢iti. Tato Ramcovi zmluvu je mozné ukonéit
pisomnou dohodou Zmluvnych stran. Ustanovenia
bodov 14.7. al14.8. Ramcove] zmluvy platia
obdobne aj v pripade ukongenia Rdmcovej Zmiuvy.

16.1.

This Framework Agreement is concluded for an
unlimited period of time. This Framework
Agreement may be terminated by a written
agreement of the Parties. The provisions of para
14.7 and 14.8 hereof will apply accordingly to cases
of termination of the Framework Agreement.

16.2.

Zmluvné strany sa zavizuji, Ze budd vidy
postupovat’ tak, aby vietky zdleZitosti, ktoré budu
aspoft jednou zo zmluvnych strén povazované za
potrebné, riefili bez zbytotného odkladu a
prietahov, teda v €o najkratiej moZne] dobe a
zaroveli s vynaloZenim najniZ$fch moZnych
nékladov.

16.2,

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

16.3.

Prava a povinnosti Zmluvnych stran, ktoré nie su
upravené touto Ramcovou zmluvou, ako aj pravny
vzt'ah zaloZeny touto Radmcovou zmluvou sa riadi
platnym pravom Slovenskej republiky. Zmluvné
strany sa v silade s ustanovenim § 262 ods. 1 a2
ObZ vyslovne dohodli, Ze ich zdvézkovy vzt'ah
upraveny touto Rémecovou zmluvou sa bude riadit
ObZ. Pre pripadné stidne spory sa bude uplatfiovat’
prislusnost’ slovenskych siudov.

16.3.

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

16.4.

Tato Ramcova zmluva predstavuje Gpint dohodu
Zmluvnych sirdn s prihliadnutim na jej predmet.
Ustanovenia Jednotlivych zmluvy tym viak ncbudi
dotknuté. V pripade rozporu medzi ustanoveniami
Ramcovej zmluvy a prislusnej Jednotlivej zmluvy
budit mat prednost’ ustanovenia Jednotlivej
zmluvy.

16.4.

This Framework Agreement represents the entire
understanding between the Parties which respect to
the subject matter hereof. This shall, however, be
without prejudice to the provisions of the Individual
Agreements. In case of any discrepancies between
the Framework Agreement and the respective
Individual Agreement, the provisions of such
Individual Agreement shall prevail.

16.5.

V pripade rozporn medzi ustanoveniami Jednotlivej
zmluvy aProtokolu, ktoré sa tykaji vedenia
Klinického skit$ania, maji ustanovenia Protokolu
prednost.

16.5.

To the extent that there may be any inconsistency
between the Individual Agreement and the
Protocol, the Protocol shall take precedence in
relation with trial procedures.

16.6.

V pripade, Ze by ktorékolvek z ustanoveni tejto
Ramcovej zmluvy bolo & sa dodatofne stalo
neplatnym alebo neinnym, bud( ostatné jej
ustanovenia posudzované ako oddelitelné a
platnost’ & G¢innost tejto Ramcovej zmluvy ako
celku zostane zachovand. Pre tento pripad sa
Gdastnici Rdmcovej zmluvy zavéizuji na ziklade
vzajomne] dohody nahradit neplatné alebo
neudinné ustanovenia takym ustanovenim, ktoré
bude najlepsie zodpovedat’ Ucelu tejto Ramcovej
zmluvy a v6li Zmluvnych stran pri jej uzavreti.

16.6.

If any provision of this Framework Agreement was
or later became invalid or ineffective, the remaining
provisions shall be regarded as severable and
validity or effectiveness of this Framework
Agreement as a whole shall be maintained. In such
case the Parties to the Framework Agreement
underiake that they will, by their mutual agreement,
replace such invalid or ineffective provisions with a
provision that best corresponds with the purpose of
this Framework Agreement and the will of the
Parties at the time of conclusion of the Framework
Agreement,

16.7.

Ziadne  zricknutie sa  nejake]  néleZitosti,
ustanovenia alebo podmienky tejto  Ramcovej
zmluvy, & uZ konanim alebo inak, v jednom alebo
vo viacerych pripadoch, sa nebude povaZzovat' za

16.7.

No waiver of any matter, provision or condition of
this Framework Agreement, either based on actions
or otherwise, in a single case or in several cases,
shall be regarded as continuing or permanent
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daliie alebo trvalé zrieknutie sa nejakej takejto
naleZitosti, ustanovenia alebo podmienky alebo
nejake] inej naleZitosti, ustanovenia alebo
podmienky tejto Ramcovej zmluvy, alebo sa takto
vysvetlovat.

waiver of any such matter, provision or condition or
of any other matter, provision or condition of this
Framework Agreement or shall be interpreted as
such waiver.

16.8.

Tuto Ramcovii zmluvu je moZno menit’ a dopliiovat
Ien na zéklade jej pisomného dodatku, ktory bude
za taky oznadeny, prisluine oéislovany, s ddtumom
a podpisom vietkych Zmluvnych stran.

16.8.

This Framework Agreement may only be amended
and supplemented by means of a writien
amendment hereto, which shall be marked as such,
numbered appropriately and shall contain the date
and signatures of all Parties..

16.9.

Pre vylufenie akychkolvek pochybnosti Zmluvné
strany tymto prehlasuju, Ze tito Ramcovd zmluva
pre nich nezaklada Ziadne prédva a povinnosti bez
uzatvorene] konkrétnej Jednotlivej zmluvy.
Ustanovenia tejtoc Ramcovej zmluvy sa stand
obsahom zmluvného vztahu vzniknutého aZ na
zéklade uzatvorene]j Jednotlivej zmluvy.

16.9.

For the avoidance of any doubt, the Parties hereby
represent that without a specific Individual
Agreement concluded this Framework Agreement
shall constitute no rights and obligations for them.
The provisions of this Framework Agreement shall
become the content of the contractual relationship
established only on the basis of the concluded
Individual Agreement.

16.10.

Novartis bude opravneny zmenit Protokol kaZdej
Jednotlivej zmluvy uzavretej na ziklade tejto
Ramcovej zmluvy po splneni podmienok
aspdsobom stanovenym zdkonom. Ak bude
upraveny Protokol, bude Novartis povinny zmenu,
upravu & doplnenie Protokolu pisomne oznémit
druhej zmluvnej strane Jednotlivej zmluvy
s pisomnym doloZenim zmeneného Protokolu ato
formou dodatku k Jednotlivej zmluve. Zmluvné
strany Jednotlive] zmliuvy budi zaviazané
postupovat podla zmeneného Protokolu odo dfia
udinnosti dodatku k Jednotlivej zmiuve. V pripade
rozporu medzi znenim Protokolu a Ramcovou
zmluvou, ma prednost znenie Protokolu.
V pripade, ¢ zmena Protokolu bude znamenat
zvySenie rozsahu &innosti, ktoré majd vplyv na
fihrady podla Jednotlivej zmluvy, tak Institicia
uzatvori dodatok k Jednotlivej zmluve aZ po
dohode Zmluvnych strén  ouprave 1hrad
gpecifikovanych v Jednotlivej zmluve.

16.10.

Novartis shall be entitled to amend the Protocol of
every Individual Agreement concluded on the basis
of this Framework Agreement after fulfilling the
conditions and in the manner prescribed by the law.
If the Protocol will be modified, Novartis shall be
obliged to notify the other party of the Individual
Agreement in  writing about the change,
modification or supplementation of the Protocol
and also to submit the amended Protocol in writing
in the form of an amendment to the Individual
Agreement. The parties of the Individual
Agreement shall be obliged to proceed in
accordance with such amendment to the Protocol
from the day of effectiveness of such amendment to
the Individual Agreement. In case of any
discrepancies between the wording of the Protocol
and this Framework Agreement, the wording of the
Protocol shall prevail. If an amendment to the
Protocol will increase the scope of activities that
affect payments under the Individual Agreement,
the Institution shall conclude an amendment to the
Individual Agreement only after the Contracting
Parties agreed on the adjustment of payments
specified in the Individual Agreement.

16.11.

Této Rémcova zmluva nadobida platnost’ dilom jej
podpisania  vietkymi Zmluvnymi  stranami
autinnost ditom nasledujocim po dni  jej

zverejnenia v centrdlnom registri zmldv na
www.crzgov.sk.  nakolko ide  opovinne

zverejfiovami zmluvu v zmysle § 5a ods. 1 Zakona
o slobode informacii. Novartis zdroveri udeluje
svoj suhlas so zverejnenim tejto Rdmcovej zmluvy
podla predchiadzajiice]j vety. Indtiticia bezodkladne
zaSle Ramcovii zmluvu na zverejnenig; pokial
neddjde k zverejneniu do 7 dni odo dfia jej
uzavretia, modZe Novartis podat’ ndvrh na Jej
zverejnenie. Indtiticia  sa  zavizuje  dorudit
Novartisu  pfsomné  potvrdenie o zverejneni
Ramcovej zmluvy bez zbytoéného odkladu po jej
zverejneni, Inftitcia je povinnd zabezpeCit
nespristupnenie tych ustanoveni tejto Rémcovej

16.11.

This Framework Agreement shall be valid upon
signature by all parties and enter into force on the
day following the day after its publication in terms
a central register of contracts on www.crz.gov.sk,
because it is an Agreement which must be disclosed
pursuant to Section 5a para. 1 of Act on Free Access
to Information. Novartis also gives his consent to
the publication according to the previous sentence.
The Institution shall Immediately send the
Framework Agreement for disclosure; if the
Framework Agreement will not be disclosed within
7 days following its conclusion, Novartis may
submit a proposal for disclosure. The Institution
undertakes to deliver to Novartis a written
confirmation about the disclosure of the Framework
Agreement without undue delay after its
publication. The Institution is obliged to ensure the
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zmluvy, ktoré obsahujii informaciu, ktora sa podla
platnych pravanych predpisov nespristupfiuje.

non-disclosure of these provisions of this
Framework Agreement, which is under the current
legislation confidential.

16.12. Tato Ramcova zmluva je vyhotovend vdvoch | 16.12. This Framework Agreement is executed in two
vyhotoveniach, jedenkrat pre Novartis, jedenkrat copies, one for Novartis, one for the Institution.
Indtitdciu.

16.13. Téato Ramcova zmluva je vyhotovend v slovensko- | 16.13.  This Framework Agreement is executed in Slovak-
anglicke] wverzii. V pripade rtozporu medzi Engiish version. In case of any discrepancies
slovenskou a anglickou jazykovou verziou between these two versions of the Framework
Rémcove] zmluvy, jej priloh alebo pripadnych Agreement, its Annexes or possible amendments,
dodatkov, m4 prednost slovenskd verzia. the Slovak version shall prevail.

[6.14. Prilohami tejto Zmluvy si; 16.14.  Annexes of this Agreement are the following:

Priloha &. 1: Informacia pre dotknutil osobu Annex No. 1: Information for the data subject

Priloha ¢. 2: Prislugné protikorupéné pravne predpisy Annex No. 2: Applicable Anti-Corruption

Legislation

16.15. Zmluvné strany vyhlasuji, Ze si Ramcova zmluvu | 16.15. The Parties declare that they have read this
precitali, jej obsahu porozumeli, Ze ju uzavreli Framework Agreement, understood its content and
slobodne avane, urfite azrozumitelne, ana that they have entered into the Framework
potvrdenie toho, ¥e obsah tejto Ramcovej zmluvy Agreement freely and seriously, definitely and
zodpoveda ich skutonej aslobodnej vdli, ju clearly, and in witness of the fact that the content of
vlastnoruéne podpisali. this Framework Agreement corresponds with their

true and free will, they attach their authentic
signatures.

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

Ing. Peter Takdcs, na zdklade plnomocenstva/based on power of attorney

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

PharmDr. Andrea Urbanové, na zgklade plnomocenstva/based on power of attorney

Za Inititiciu potvrdil a odsuhlasil/For the Institotion confirmed and approved:

=

s

a [

Datum/Date:
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Priloha €. 1
Informdcia pre dotknuté osobu

Annex No. 1
Information for the data subject

V zmysle ustanovenia Elanku 13 Nariadenia GDPR

Prevadzkovatel: Novartis Pharma AG, so sidlom
Lichtstrasse 35, Bazilej 4056, Svajéiarsko (d’alej len
~Previdzkovatel™)

Zastupca Preyédzkovatel’a: Novartis Slovakia, s.r.0.,
so sidlom inZkova 22B, 811 02 Bratislava, Slovenska
republika, ICO: 36 723 304 (d’alej len ,,Zastupea®)

Dotknutou osobou bude Skadajici/Zodpovedny skigajiici,
spolusiiSajiici a iny persondl InStiticie v zmysle Ramcovej
zmluvy a prislusnej Jednotlivej zmluvy.

(d’alej len ,,Dotknuta osoba®)

Této informécia je adresovand Skasajicemu/Zodpovednému
skiifajicemu a skifajicemu timu a dalfim zamestnancom
Indtiticie (napr. sestry, lekdrnici, technici), ktorych osobné
udaje mdZzu byt spracivané pri vykonavani Klinického
skiiZania v zmysle prisludnej Jednotlivej zmluvy.

Této informicia bude Dotknutej osobe poskytnuta na
zabezpedenie transparentnosti v stivislosti so zbieranim,
pouZitim a spristupfiovanim osobnych tdajov Dotknutej osoby
Prevadzkovatelom pre udely v stvislosti s vykonavanim
Klinického skugania v zmysle prisludnej Jednotlivej zmiuvy.

Osobné udaje Dotknutej osoby v rozsahu meno, priczvisko,

kontaktné informécie, pracovné skisenosti, odborna
kvalifikacia, publikdcie, sthrny, dosiahnuté vzdelanie,
informécie ovykone povolania budl spracované =za
nasledovnymi uéelmi:

a) vykonavanie Klinického  skiifania, spractvanic

a vyhodnocovanie vysledkov Klinického skagania;

b) kontrolu aoverenie vedecke] integrity Klinického
skiSania $tatnymi a riadiacimi in§titGciami,
Prevadzkovatelom alebo Zastupcomn, CRO (ak existuje),
monitorujicou osobou, ich zastupcami;

cy registracia vysledkov Klinického skafania, vratane
registracie Medicinskeho produkiu v réznych krajinach;

d) archivacia po dobu stanovent pravnymi predpismi;

e) splnenie pravnych poZiadaviek alebo poZiadaviek
riadiacich indtitdcil, uchovéivanie v databaze pracovisk,
skifajucich aostatnych zamestnancov na pouZitie
v buddcich klinickych skiifaniach;

f)  prenosu tychio Gdajov do krajin mimo Gzemia Slovenskej
republiky, vyhodnocovania <&innosti  pracovisk a
skdsajucich pri Klinickom sktigant,

gy planovaf afalebo vykondvat d'aldie aktivity stvisiace
s Klinickym ski8anim a pripadne Vs o nich informovat,

In accordance with the art. 13 of GDPR Regulation

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

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

Data subject shall be the Investigator/ Responsible
Investigator, co-investigators and other staff of the
Institution according to the Framework Agreement and the
pertinent Individual Agreement.

(hereinafter referred to as “Data subject®)

This information is addressed to the
Investigato/Responsible Investigator , investigational staff,
and other employees of the Institution (such as nurses,
pharmacists, technicians) whose personal data may be
processed in the course of the Clinical trial according to the
pertinent Individual Agreement.

This information shall be provided to the Data subject to
ensure transparency in relation to collection, use and
disclosure of Data subject’s personal data by the Controller
for purposes related to the conduct of Clinical study which
is being carried according to the pertinent Individual
Agreement.

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

a) conduct of the Clinical study, processing and
evaluation of the results of the Clinical study;,

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

¢) registration of the results of the Clinical study,
including registration of the Medicinal product in
vatious countries;

d) archiving for the period prescribed by legal
regulations;

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

f)  transfer of such data to countries outside the Slovak
Republic, evaluation of activities of sites and
investigators during the Clinical study,

g) to plan and/or conduct further activities related to
Clinical trial and optionally inform you thereof,
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1) zdielat' informécie sinymi subjektmi ohladom
planovania a vykonavania Klinického skosania,

7a%e osobné fidaje budi spractivané na zéklade oprdvneného
Aujmu Previdzkovatela, ktorym je ziujem Prevédzkovatel'a
ia riadnom priebelu klinickych skiSani, kiorych je/bude
-adavatelom alebo na ktorych bude spolupracovat. Vale
isobné Gidaje budi takisto spracfivané na plnenie zadkonnych
wovinnosti Prevadzkovatel'a, ktoré mu vyplyvaji z osobitnych
wravnych predpisov tykajicich sa klinickych skuSani.

Jsobné adaje mézu byt poskytnuté aj d'alifm subjektom,
nedzi kioré patria spolognosti patriace do nadnirodnej skupiny
Jovartis, organizacie na klinicky vyskum spolupracujice so
kupinou Novartis, na%i partneri alebo dodévatelia, nadi
wskytovatelia IT systémov, akykolvek subjekt, ktory by
r budicnosti nadobudol pravo stivisiace s Klinickym ski3anim
d PrevadzkovatelFa, prislugni eticka komisia a ndrodné alebo
nedzindrodné prisluiné urady. Vietky tieto osoby st viak
wovinné zachovavat’ dévernost’ a bezpednost osobnych Gdajov.

Jsobné udaje méZu byt prenesené do Svajdiarska (ktoré
abezpeduje v zmysle rozhodnutia Komisie & 200/518/ES
wimerani ochranu osobnych 1dajov), do krajin Eurdpskeho
wspodarskeho priestorn, alebo do tretich krajin, ako si napr.
spojené taty americké, ktoré nemusia zarucovat’ takl Uroveni
schrany Osobnych adajov, akd je poskytovana v zmysle
Jartadenia GDPR. Prevadzkovatel’ viak zabezpefuje, aby bola
rachovand dévernost a bezpenost Vagich osobnych tidajov na
‘ovnakej trovni ako garantuje Nariadenie GDPR.

vramci poskytovania udajov vridmei skupiny Novartis
rrevadzkovatel prijal Zavizné podnikové pravidla, tj. systém
yrincipov, pravidiel a nastrojov, poskytovanych v ramci prava
Jurépskej (nie, aby bol zabezpefeny dostatocny level
rabezpe®enia prenosu osobnych udajov mimo Eurdpsky
10spodérsky priestor a Svajéiarsko. O tychto pravidlach sa
nézete viace] dogitat’ na stranke: www.novartis.com/privacy-
solicy.

Dsobné udaje budi Prevadzkovatel'om spracivané po dobu
rvania Jednotlive] Zmluvy, ak osobitné pravne predpisy
2euréuj dihdiu lehotu. Prosim berte na vedomie, Ze Zadavatel’
ie povinny uchovdvat' Dokumentdciu tadie najmenej 15
-okov,

Ako Dotknutd osoba miéte v zmysle Nariadenia nasledujuce
prava, o ktorych ste boli riadne poudeny a informovany:

pravo ziskat” potvrdenic o tom, &i sa spractivajii Vase
osobné adaje, a pravo ziskat’ pristup k takymto udajom
vratane urenia Géelov spracivania, kategorii osobnych
idajov, identifikdcin oséb, ktorym boli alebo budn
osobné udaje poskytnuté, predpokladani dobu
uchovavania osobnych udajov, existencie priva na
opravu osobnych tdajov alebo ich vymazanie alebo
obmedzenie spractvania, alebo prava namietat’ proti
takémuto spractivaniu, prava podaf staznost Uradu na

h) to share information with other subjects in order to
plan and conduet clinical trials.

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

Personal data can be transferred to the other subjects
including companies belonging to the Novartis group,
clinical research organizations cooperating with Novartis
group, our partners or providers, our 1T systems providers,
any subject, which might receive any right related to the
Clinical study from the Controller, relevant ethics
committee and national or international relevant authorities.
All these subjects are obliged to protect the confidentiality
and security of personal data.

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

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

policy.

Personal data shall be processed by the Controller during the
term of the Individual Agreement, unless specific legisiation
does not provide a longer term. Please note that the
Controller is required to retain Documentation study for a
minimum of 15 years.

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

- the right to obtain the confirmation as to whether or
not the personal data concerning you are being
processed, and where that is the case, access to the
personal data including the purposes of the
processing, the categories of personal data
concerned, identification of the persons to whom the
personal data have been or will be disclosed, the
envisaged period for which the personal data will be
stored, the existence of the right to request
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ochranu osobnych ddajov, existencie automatizovangho
rozhodovania vritane profilovania ohl'adom osobnych
Odajov. Osobné tdaje budi poskytnuté v strojovo
Citatenom formdte. Toto poivrdenie bude vydané
bezplatne, aviak za kazdé dal§ie kopie, o ktoré
poziadate, Vam mozZe byt aétovany primerany poplatok
zodpovedajuci ndkladom na vyhotovenie takéhoto
potvrdenia. Mate takisto pravo preniest tieto Gdaje
inému subjektu, ktory bude Vase osobné udaje dalej
spracovavat. Toto prdvo sa viak nevzt'ahuje na
spractivanie nevyhmutné na splnenie ilohy realizovanej
vo verejnom zaujme anesmie mat nepriaznivé
dosledky na prava a slobody inych,

- pravo na to, aby boli osobné 1idaje, ktoré st spractivané
asi nesprivne, bez zbytotného odkladu opravené.
Takisto méte pravo na doplnenie nefiplnych osobnych
tdajov, a to prostrednictvom poskytnutia doplnkového
vyhlasenia,

- prdvo na vymazanie osobnych fidajov, ak nie sit osobné
idaje potrebné pre uéely, na ktoré sa ziskavali alebo
spracivali, ak sa osobné tdaje spracivali nezdkonne,
alebo ak osobné udaje musia byt vymazané v zmysle
osobitnych priavnych predpisov. Osobné vdaje viak
nemusia byt vymazané, ak je ich zachovanie potrebné
na uplatnenie prava na slobodu prejavu a na informacie,
na splnenie zdkonnej povinnosti podla osobitnych
predpisov, na splnenie tlohy realizovanej vo verejnom
ziujme, zddvodov vergjného zaujmu v oblasti
verejného zdravia, na udely archivacie vo vergjnom
zaujme, alebo na Géely vedeckého alebo historického
vyskumu €i na Statistické tcely, ana preukazovanie,
uplatiiovanie alebo obhajovanie pravnych narokov,

- pravo na obmedzenie spraciivania osobnych dajov, ak
ste napadli spriavnost osobnych udajov, ato poéas
obdobia umoZiujiceho overit’ spravnost’ osobnych
udajov, spractivanie osobnych udajov je protizdkonné a
namietate proti vymazaniu osobnych Gdajov a ziadate
namiesto toho obmedzenie ich pouZitia, ak uZ nie s
osobné Udaje potrebné na 1gely sprachGvania, ale ich
potrebujete na preukdzanie, uplatfiovanie alebo
obhajovanie pravnych narokov,

- praivo podat’ staZnost proti spracfivaniu osobnych
udajov dozornému organu, ktorym je v Slovenskej
republike Urad na ochranu osobnych udajov Slovenskej
republiky, so sidlom Hraniéna 12, 820 07 Bratislava.

Beriete na vedomie, Ze mate moZnost’ kedykoPvek kontaktovat’
Oddelenic  ochrany  osobnych  Gdajov na  adrese
privacy.slovalda@novartis.com v pripade, Ze budete mat’
akékol'vek otdzky tykajice sa zbierania, spracovania alebo
pouZitia osobnych tdajov ako je uvedené vyssie.

rectification or erasure of personal data or restriction
of processing of personal data or to object to such
processing, the right to lodge a complaint with the
Office for personal data protection, the existence of
automated decision-making, including profiling.
Personal data shall be provided in a machine-
readable format. Such confirmation shall be provided
free of charge, however, for each additional copy
requested, a reasonable fee can be charged taking
into account the administrative costs of providing of
such confirmation. You have also right to transmit
those data to another subject for further processing.
Such right shall not apply to processing necessary for
the performance of a task carried out in the public
interest and must not affect the rights and freedoms
of others,

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

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

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

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

You take into account, that you are at any time entitled to
contact the Data Privacy Department on the electronical
address: privacy.slovakia@novartis.com in case you have
any questions regarding the collecting, processing or usage
of the personal data as described above.
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Priloha &. 2 — Prisluné protikornpéné pravidld

Appendix No. 2 — Applicable Anti-Corruption Legislation

Ingtiticia {Centrum), Skdsajtci, ¢lenovia ski¥ajiceho timu
akazdd dalSia osoba, ktora sa zuCastiuje Klinického
skudania (d'alej ako .,Skd3ajice strany*) bude pocas celého
vykondvania Klinického ski%ania konat vsilade so
zdkonom &, 300/2005 7. z. Trestny zakon v platnom zneni ,
zakonom ¢, 54/2019 Z. z. oochrane oznamovatel'ov
protispoloéenske] ¢innosti a 0 zmene a doplnenf nicktorych
zdkonov v platnom znend, a vietkymi ostatnymi zaviznymi
predpismi o boji proti Gplatkarstvu a korupceii, ktorymi st
v Spojenom krilovstve Zakon o Oplatkarstve z rolau 2010
a v Spojenych $tdtoch americkych Zakon o zahrani€nych
korupénych praktikdch zrolku 1977 (spolu dalej ako
»Prisluiné protikorupéné pravidla™)

The Institution (the Center), the Investigator, the
investigational staff and any other person contributing to the
Clinical Trial (the Trial Parties) shall at all times in the conduct
of the Clinical Trial comply with the Act n300/2005 Coll
Criminal Code, Act No.: 54/2019 Coll. on the protection of the
whistle-blowers and on the amending and supplementing
certain acts, and any other applicable anti-bribery and anti-
corruption legislation, which in the United Kingdom is the
Bribery Act 2010 and in the United States of America the
Foreign Corrupt Practices Act 1977 (together the Applicable
Anti-Corruption Legislation).

Je na zodpovednosti Skusajlicich stran zabezpetit, aby boli
oboznameni s ustanoveniami Prisluinych protikorup&nych
pravidiel a aby tieto dodrZiavali, Bez ohladu na vy33ie
uvedené nasledujuci text predstavuje zhrnutie hlavnych
zasad, ktoré st Skusajice strany povinné dodrziavat.
{A) SkiSajice strany musia vZdy konat bezihonne,
destne a dodrZziavat najvy3Sie etické dtandardy.
(B) Skuiajuce strany nesmil Ziadnej osobe poskytout,
dat’ alebo ponidkat Ziadnu platbu, dar, ani iny
benefit &i vyhodu za téelom:
(i) zabezpedenia akejkolvek neopravnene
vyhody; alebo
(it) nabadania prijemcu alebo inej osoby, aby
vykonala alebo nevykonala dkony, ktoré
predstavujii poruSenie jej povinnosti
alebo zodpovednosti (alebo za (celom
odmefiovania takéhoto spravania).
Toto obmedzenie sa pouZije vZdy aza vietkych
okolnosti. Pre vylatenie akychkol'vek pochybnosti
sa uvadza, ze sa aplikuje na rokovanie s
Hverejnymi Einitel'mi“, ako aj na rokovanie so
zamestnancami a zastupcami sukromnych
spolocnosti.
Rokovaniam s verejnymi ¢initel'mi sa v¥ak musi
venoval’ osobitnd pozornost. SkuSajuce strany
nesmi  poskyiovat, davat alebo pomikat
akékolvek platby, dary alebo iné benefity alebo
vyhody za ugelom ovplyvnenia konania alebo
rozhodovania  verejného  ¢&initela  (alebo
podnecovania takéhoto &initela aby vyuZil svoj
vplyv na ind osobu, subjekt alebo &tatny orgén
alebo aby ovplyvnil akékol'vek konanie alebo
rozhodovanie takejto inej osoby, subjektu alebo
§tameho organu).
Pojem ,Verejny <Zinitel™ zahffia kaZdd osobu
konajlicu vmene ktoré¢hokolvek ministerstva,
agenflry alebo subjektu 3tifmej spravy alebo
ktoréhokol'vek &tdtneho 3tatom kontrolovaného
podniku. Napriklad to =zahffia zdraveinickych
pracovnfkov  zamestnanych v tatom  alebo
samospravou viastnenej nemocnici alebo klinike
a zastupcov verejnych medzindrodnych
organizacii.
Skusajice strany nesmu poskytovat, ddvat’ alebo
ponukat’ akékolvek platby, dary alebo iné benefity
alebo vyvhody Ziadnej osobe, ak vedia, alebo sa

(©

(D)

(E)

It is the responsibility of the Trial Parties to ensure that they are

familiar with, and comply with, the provisions of the

Applicable Aunti-Corruption Legislation. Nevertheless, the

following is intended as a summary of the key principles which

the Trial Parties are obliged to follow.

(A) The Trial Parties must at all times act with integrity

and honesty and comply with the highest ethical

standards.

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

payment, gift or other benefit or advantage to any

person for the purposes of:

6] securing any improper advantage; or

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

(B)

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

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

person, entity or government instrumentality).

(D) The term "Public Official” includes any person acting
on behalf of any government department, agency or
instrumentality or any state-owned or controlled
enterprise. By way of example, this includes health
care professionals employed by a state- or local
municipality-run ~ hospital  or  clinic, and
representatives of public international organizations.

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

person whilst knowing or suspecting that all or a
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(F)

(@)

domnievaji, Ze vietky alebo &ast tychto peiiazi,

daru, benefitu alebo vyhody budu pouzité, & uz

priamo alebo nepriamo, na G¢ely porufenia bodov

(B) alebo {C) uvedenych vyisie.

Ingtitiicia bude viest’ a udrZiavat’ zépisy, zdznamy

aufty, ktoré budi v primerane] miere presne

a spravodlivo odrazat’ transakcie a dispozicie

s majetkom Ingtiticie;

Indtiticia navrhne abude udrZiavat systém

viutornych  uétovnych  kontrol, ktoré budd

poskytoval’ primerané zaruky, Ze —

(i) transakcie sa vykondvaji v silade so
vieobecnym alebo konkrétnym
povolenim vedenia;

(id) transakcie s0 zaznamenavané podla

potreby

4))] aby bolo moiné zostavit
adtovnd  zdvierku vsalade so
vieobecne uzndvanymi
aftovnymi  zdsadami  alebo
akymikolvek inymi kritériami,
kioré sa na tieto vykazy
vztahujd, a

(1) na dodrZiavanie 1¢tovania

aktiv;

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

(iv) zaznamenané Ultovanie aktiv bude
porovnavané s existujucimi  aktivami
v primeranych intervaloch a podniknil sa
pristuiné kroky s ohladom na akékol'vek
rozdiely,

(F)

(G)

portion of such money, gift, benefit or advantage will
be used, whether directly or indirectly, in breach of (B)
or {C) above.

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

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

(i) fransactions are executed in accordance with
management’s  general or  specific
authorization;

(i1} transactions are recorded as necessary
(D to permit preparation of financial

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

(In to maintain accountability for
assets;
(iii) access to assets is permifted only in

accordance  with  management’s
general or specific authorization; and
(iv) the recorded accountability for assets is
compared with the existing assets at
reasonable intervals and appropriate action is
taken with respect to any differences.
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