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RAMCOVA ZMLUVA O KLINICKOM SKUSANI

uzatvorena podla § 269 ods. 2 a nasl. zékona ¢. 513/1991 Zb.
Obchodny zakonnik v platnom zneni (d’alej len ,,Obchodny
zakonnik”) (d’alej len ,,Ramcova zmluva“) medzi:

FRAMEWORK CLINICAL TRIAL AGREEMENT

concluded pursuant to Section 269 (2) of Act no, 513/1991 of
Coll., the Commercial Code, as amended (hereinafter referred
to as the “Commercial Code”) (hereinafter referred to as the
“Framework Agreement”) between:

Novartis Slovakia s.r.o.

so sidlom: Zizkova 22B, 811 02 Bratislava

1CO: 36 723 304

DIC: 2022302425

ICDPH: SK 2022302425

zapisany: Vv Obchodnom registri Okresného sudu
Bratislava |, oddiel: Sro, vlozka &.: 44016/B

Statutarny Mateja Cotar, konatel

zéstupca:

v mene ktorého kona/zastipeny:

Mgr. Hana Mrazova, na zéklade plnomocenstva zo dia
18.12.2020

PharmDr. Katarina Nosjean, na zdklade plnomocenstva zo
dna 18.12.2020

Tatra banka, a.s.
TATRSKBX
SK8611000000002926123169

bankové spojenie:
SWIFT:
IBAN:

(dalej len ,,Novartis®)

ako splnomocneny zastupca zadavatela na zaklade plnej
moci zo 10.11.2020

a
Univerzitna nemocnica L. Pasteura KoSice

sidlo: Rastislavova 43, 041 90 Kosice, Slovenska
republika
Statna prispevkova organizacia zriadena Zriad'ovacou

listinou MZ SR ¢. 1842/1990-A/I-2 zo diia 18.12.1990

1CO: 00 606 707
DIC: 2021141969
IC DPH: SK 2021141969

MUDr. Jan Slavik, MBA,
generalny riaditel’

MUDr. Luboslav Bena, PhD.,
vykonny riaditel’ pre lieCebno-
preventivnu starostlivost’

Statna pokladnica, Radlinského
32, 810 05 Bratislava, SR

Statutarny organ:

Bankové spojenie:

SWIFT: SPSRSKBA
IBAN: SKO06 8180 0000 0070 0028 0550
Specificky symbol: ¢islo protokolu

variabilny symbol: ¢islo faktary

(dalej len ,,InStitacia“)

Novartis Slovakia s.r.o.

Registered office: Zizkova 22B, 811 02 Bratislava

Company ID: 36 723 304
Tax No.: 2022302425
VAT No.: SK 2022302425

Registration: Commercial Register of District
Court Bratislava I, Section: Sro,

Insertion No. 44016/B

Mateja Cotar, managing
director

Statutory
representative:
Represented by:
Mgr. Hana Mrazova, based on the power of attorney dated
18.12.2020

PharmDr. Katarina Nosjean, based on the power of attorney
dated 18.12.2020

Bank Details: Tatra banka, a.s.
SWIFT: TATRSKBX
IBAN: SK8611000000002926123169

(hereinafter referred to as the “Novartis”)

acting as authorized representative of the sponsor upon
authorizations dated 10.11.2020

and
Univerzitna nemocnica L. Pasteura KoSice

Reqgistered office: Rastislavova 43, 041 90 Kosice,
Slovak republic
State contributory organization established by Founding

Charter of MZ SR ¢. 1842/1990-A/I1-2 dated 18.12.1990

Company ID: 00 606 707
Tax ID: 2021141969
VAT ID: SK 2021141969

MUDr. Jan Slavik, MBA,

general director

MUDr. Cuboslav Bena, PhD.,
executive director for medical and
preventive care

Statutory representative:

Bank details: Statna pokladnica, Radlinského
32, 810 05 Bratislava, Slovak
Republic

SWIFT: SPSRSKBA

IBAN: SKO06 8180 0000 0070 0028 0550

specific symbol: protocol No.

variable symbol: invoice No.

(hereinafter referred to as the “Institution”)
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(Novartis a Institucia d’alej spolo¢ne ako ,,Zmluvné strany*
a samostatne ,,Zmluvna strana‘®)

(Novartis and Institution hereinafter jointly referred to as the
“Parties” and separately as the “Party”)

CL. 1. Preambula

Article 1. Preamble

1.1

Novartis je splnomocnenym zastupcom zadavatela
— Novartis Pharma AG, Lichtenstrasse, 35, 4056
Bazilej. Svajéiarsko, registraéné &islo CHE-
103.882.596 (dalej len ,,Zadavatel’) na zaklade
plnej moci udelenej splnomocnenym zastupcom
Zadavatela pre EU zo diia 07.12.2018, ktorym je
Novartis Pharma Arzneimittel GmbH, Roonstrasse
25, Norimberg, 90429, Nemecko, zapisany
vV obchodnom registri sudu Norimberg, registratné
¢islo: HRB 21252 v Slovenskej republike podla § 29
ods. 10 zakona ¢. 362/2011 Z. z. o liekoch a
zdravotnickych pomockach a o zmene a doplneni
niektorych zakonov, v zneni neskorSich predpisov
(dalej len ,,Zakon o liekoch®), a ma zaujem
realizovat’ na izemi Slovenskej republiky klinické
skiSania vyvinutych produktov alebo lickov
v Institdcii, a to prave v spolupraci s Institiciou a
podl'a podmienok definovanych v tejto Ramcovej
zmluve av konkrétnej jednotlivej zmluve
o klinickom skuSani uzavretej na zéklade tejto
Réamcovej zmluvy pre konkrétne jednotlivé klinické
skaSanie (d’alej len ,Jednotlivdi zmluva®)
s Institaciou ako druhou Zmluvnou stranou; pre
vylucenie akychkol'vek pochybnosti sa Jednotlivou
zmluvou rozumie prislu$nd Jednotliva zmluva
uzatvorena na zaklade tejto Ramcovej zmluvy medzi
Novartisom a Instituciou k prislusnému
konkrétnemu  klinickému  sk@iSaniu.  Novartis
uzatvara tito Ramcovu zmluvu a Jednotlivii zmluvu
vo vlastnom mene ana vlastny ucet. Uvedené
splnomocnenie nezbavuje Zadavatela jeho
zodpovednosti vyplyvajiucej z platnych pravnych
predpisov.

1.1.

Novartis is the authorized representative of the
sponsor — Novartis Pharma AG, Lichtenstrasse 35,
4056 Basel, Switzerland, registration No. CHE-
103.882.596 (hereinafter referred to as the
“Sponsor”) based on a power of attorney of 7
December 2018 granted by the authorized
representative of the Sponsor for EU, which is
Novartis Pharma Arzneimittel GmbH, Roonstrasse
25, Nurnberg, 90429, Germany registered in the
commercial register of the Court of Nuremberg,
registration number: HRB 21252 in the Slovak
Republic pursuant to Section 29 (10) of Act No.
362/2011 Coll. on Medicinal Products 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;
in order to prevent any misunderstandings, the
Individual Agreement means respective Individual
Agreement concluded on the basis of this
Framework Agreement between Novartis and the
Institution related to respective clinical study. The
Above-stated Authorisations do not exclude liability
of the Sponsor following from the valid legal
regulations.

1.2.

Institacia je subjektom, ktory poskytuje zdravotnu
starostlivost a disponuje vSetkymi technickymi
prostriedkami, ktoré Novartis potrebuje pre
vykonavanie klinickych skasani, aje schopna
zabezpeCit' realizaciu klinickych skusani podla
podmienok definovanych v tejto Ramcovej zmluve
a Jednotlivej zmluve avSeobecne zavéznych
pravnych predpisoch. Institucia prehlasuje a ruci, ze
jej zariadenia, ktoré sa majui pouzit na vykon
klinickych skiiani, riadne spliaji  podmienky
stanovené  pravnymi  predpismi  a ostatnymi
zasadami/in§trukciami Specifikovanymi v bode 3.9.
tejto Ramcovej zmluvy, a Ze boli schvalené Riadiacim
organom, ako je tento definovany v bode 1.4. tejto
Rémcovej zmluvy.

1.2.

The Institution is an entity which provides
healthcare and possesses all 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. 1.4. hereof.

1.3.

Kazdé jednotlivé Klinické skusanie Specifikované v
Jednotlivej zmluve (d’alej len ,,Klinické ski$anie)
bude vykonavané na zaklade prislusného protokolu
k prislusnému Klinickému skuSaniu (d’alej len
»~Protokol“);  pre  vylicenie  akychkol'vek
pochybnosti, sa Klinickym skG$anim rozumie
prislusné Klinické skusanie podla Jednotlivej
zmluvy.

1.3.

Each individual Clinical study specified in the
specific Individual Agreement (hereinafter referred
to as the “Clinical study”) 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.
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1.4. Klinické skuSanie bude vykonané na zaklade | 1.4. The Clinical study shall be conducted under and in
avsulade sprislusnym povolenim Riadiaceho accordance with relevant permission issued by the
organu vydanym k vykonavaniu Klinického Governing Body with relation to the conduct of the
skiiania. Riadiaci organ predstavuje §tatnu Clinical study. The Governing Body is a state
inStituciu alebo organ, ktory je zodpovedny za institution or body responsible for permitting and
povolovanie a sledovanie priebehu Klinického monitoring of the course of the Clinical study and
skiania a za sledovanie tdajov o neZiaducich for monitoring of data on adverse events and adverse
udalostiach a neziaducich u¢inkoch produktov alebo reactions to products or medicines, which are
lickov, zaznamenanych u Subjektov hodnotenia observed in the Study Subjects (as defined in para.
(ako su definovani v bode 1.6. tejto Ramcovej 1.6. hereof) (hereinafter referred to as the
zmluvy) (d’alej len ,,Riadiaci organ‘). V Slovenskej “Governing Body”). In the Slovak Republic, the
republike je Riadiacim organom Statny Gstav pre Governing Body is the State Institute for Drug
kontrolu lie¢iv (dalej len ,,.SUKL). Povolenie bude Control (hereinafter referred to as “SIDC”). The
st¢astou dokumentacie k Protokolu. Zmluvné permission shall be part of the Protocol
strany sa taktiez zavizuju, ze Klinické skusanie bude documentation. The Parties also agree that the
vykonavané v sulade so zékonom ¢&. 576/2004 Z. z. Clinical study will be performed in accordance with
0 zdravotnej starostlivosti, sluzbach suvisiacich Act No. 576/2004 Coll. On Healthcare, Services
s poskytovanim zdravotnej starostlivosti a 0 zmene Related to Healthcare and on Amendment and
a doplneni niektorych zakonov, v zneni neskor§ich Supplementation of Certain Acts as amended
predpisov  (dalej len ,Zakon o zdravotnej (hereinafter referred to as the ,,Healthcare Act®),
starostlivosti),, zakonom ¢. 578/2004 Z. z. Act No. 578/2004 Coll. on providers of Healthcare,
0 poskytovatel'och zdravotnej starostlivosti, healthcare professionals, professional organizations
zdravotnickych pracovnikoch, stavovskych in the health service and on Amendment and
organizaciach v zdravotnictve a 0 zmene a doplneni Supplementation of Certain Acts as amended,
niektorych zakonov, v zneni neskorsich predpisov, Medicinal Products Act and with Regulation of the
Zakonom o liekoch a s Nariadenim Europskeho European parliament and of the council 2016/679
parlamentu a Rady (EU) 2016/679 z 27. aprila 2016 from 27.4.2016 on the protection of natural persons
o ochrane fyzickych os6b pri spractivani osobnych with regard to the processing of personal data and on
udajov a o vol'nom pohybe takychto udajov, ktorym the free movement of such data, and repealing
sa zruSuje smernica 95/46/ES (vSeobecné nariadenie Directive 95/46EC (General Data Protection
0 ochrane udajov) (d’alej len ,Nariadenie®) a Regulation) (hereinafter referred to as the
zakonom €. 18/2018 Z.z. o ochrane osobnych udajov “Regulation”) and Act no. 18/2018 Coll. on
a 0 zmene a doplneni niektorych zakonov, v zneni Personal Data Protection and on Amendments to
neskorsich predpisov (d’alej len ,,Zakon o ochrane Certain Laws, as amended (hereinafter referred to as
udajov®). the “Personal Data Protection Act”).

1.5. Skusajuci  (dalej len ,Skisajuci“) oznacuje | 1.5. Investigator (hereinafter referred to as the
zdravotnickeho pracovnika (lekara) s potrebnou “Investigator”) means a healthcare professional
kvalifikaciou, ktory bude odborne zodpovedny za (physician) with relevant qualification, who shall
vykonavanie Klinického ski$ania v danom mieste carry professional responsibility for the conduct of
Klinického ska$ania aza dodrziavanie prav the Clinical study at the relevant trial site and for the
Subjektov hodnotenia, a pokial’ Klinické skti$anie v rights of the Study Subjects and if the Clinical Study
jednom mieste bude vykonavat' tim os6b, bude shall be conducted by a team of persons at a single
Skuisajuci vedacim, ktory bude niest’ zodpovednost’ place, the Investigator shall be the supervisor
za cely tim (spoluskusajuci), a v takomto pripade sa carrying responsibility for the entire team (co-
bude oznacovat aj ako zodpovedny skusajuci. investigators) and in such case he/she shall be called
Konkrétny Zodpovedny skusajuci (pripadne aj responsible investigator. The specific Responsible
konkrétni spoluskusajuci) pre Klinické skuSanie Investigator (and, where appropriate, specific co-
bude ureny v Jednotlivej Zmluve. Zodpovedny investigators) for the Clinical Trial shall be specified
skusajuci a spolusktsajuci musia byt in the Individual Agreement. Responsible
zamestnancami Ingtitacie. Pre  vylaCenie investigator and co-investigators must be employees
akychkol'vek pochybnosti, sa SkuSajucim rozumie of the Institution. In order to prevent any
kazdy jednotlivy SkuSajuci podla Jednotlivej misunderstandings, the Investigator means each
zmluvy. respective Investigator under Individual Agreement.

1.6. Subjekt  hodnotenia  (dalej len ,,Subjekt | 1.6. Study Subject (hereinafter referred to as the “Study

hodnotenia‘“ alebo ,,I'Jéastnik“) oznacuje Ucastnika
Klinického skasania, osobu (pacienta alebo
zdravého dobrovolnika), ktory sa na zaklade
informovaného suhlasu zacastiuje Klinického
skusania a ktorému sa ma podavat alebo podava
skusany produkt alebo liek.

Subject” or “Participant”) means clinical study
participant, a person (patient or healthy volunteer)
who is taking part in the clinical study and to whom
the investigational product or medicine is to be
administered based on the informed consent form.
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CL2. Predmet Rimcovej zmluvy

Article 2.

Subject-Matter of the Framework
Agreement

2.1.

Predmetom tejto Ramcovej zmluvy je vzajomna
dohoda  Zmluvnych stran na  zakladnych
podmienkach suvisiacich s vykonavanim
Klinickych sk@sani podla Jednotlivych zmlav
uzatvaranych na zaklade tejto Ramcovej zmluvy.
Pre vylacenie pochybnosti Zmluvné strany
uvadzaju, ze im nie je dana povinnost’ pocas trvania
tejto Ramcovej zmluvy uzatvarat na jej zaklade
Jednotlivé zmluvy.

2.1.

The subject-matter of this Framework Agreement
represents mutual agreement of the Parties on
fundamental terms related to the conduct of the
Clinical studies wunder Individual Agreement
concluded on the basis of this Framework
Agreement. For sake of clarity the Parties declare
that there is no obligation imposed on the Novartis
to conclude Individual Agreements on the basis of
this Framework Agreement.

2.2.

Klinické sktSanie vykonavané podla uzavretej
Jednotlivej  zmluvy  bude  biomedicinskym
vyskumom na cloveku na zaklade zdravotnej
indikacie podla § 26 aZz 34 Zakona o zdravotnej
starostlivosti a klinickym skG$anim liekov podla §
29 az 44 Zakona o liekoch.

2.2.

The Clinical study performed under concluded
Individual Agreement shall be a biomedical research
in humans based on a medical indication according
to Sections 26 to 34 of the Healthcare Act and a
clinical trial of medicines in accordance with
Sections 29 to 44 of the Medicinal Products Act.

2.3.

Predmetom Jednotlivej zmluvy bude zavdzok
Institicie umoznit’ na svojich pracoviskach Klinické
skusanie  asvyuzitim vSetkych technickych
prostriedkov vykonat’ Klinické sktisanie podl'a tejto
Ramcovej zmluvy, Jednotlivej Zmluvy a Protokolu,
ktoré v prospech Novartisu a Zadavatela vykona
Institacia prostrednictvom zamestnancov alebo
inych zmluvnych pracovnikov Institacie (Skusajaci,
pripadni spoluskus$ajiici) v stlade s terminmi a
podmienkami  Protokolu v zmysle Jednotlivej
zmluvy oproti povinnosti Novartisu zaplatit’
Institicii za priebezné plnenie  zmluvnych
povinnosti  odplatu  stanoveni v Jednotlivych
Zmluvach. V spojeni s tym Institicia vytvori
podmienky, poskytne v prospech Novartisu
potrebné sluzby, zabezpeCi spravne uchovavanie
skasanych produktov alebo liekov a bezpecnu
manipuldciu Snimi najmd podla poziadaviek
Zakona o liekoch a vnutornych predpisov Institucie,
plynuly pristup Skusajuceho k nim, zabezpeci
a umozni, aby SkusSajuci dodrzal vsetky zaviazky a
povinnosti tak, ako je uvedené v tejto Ramcovej
zmluve a Jednotlivej zmluve a vyvinie primerané
usilie na dodrzanie &asového planu Vv zmysle
Jednotlivej zmluvy; kazdé omeskanie bez odkladu
ohlasi Novartisu a vSemozne sa bude usilovat
casovu stratu vyrovnat'.

2.3.

The subject-matter of the Individual Agreement
represents the undertaking of the Institution to
enable conduct of the Clinical study at its sites, and
using of all technical facilities, 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 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 Individual Agreement and exert
appropriate efforts in order to observe the schedule
listed in the Individual Agreement, promptly
notifying Novartis of any delay and exert all efforts
in order to make up for the lost time.

24.

Zmluvné strany si nie su vedomé ziadnej prekazky,
ktora by branila alebo by mohla branit’ nasledujucim
vyhlaseniam:

- Skusajuci pri Klinickom skusani bude ako lekar
plne  kvalifikovany  bez  akéhokol'vek
obmedzenia  prijimatt  vSetky  lekarske
rozhodnutia tykajiice sa Subjektov hodnotenia,
ktoré sa v suvislosti s Klinickym skuSanim
urobia alebo ktoré bude potrebné urobit, a
poskytovat’ zdravotnu starostlivost’ suvisiacu
s Klinickym sktsanim, k vykonu ktorej sa
Institacia touto Rémcovou zmluvou
a Jednotlivou zmluvou zavézuje,

2.4.

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
Agreement,
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- vSetky osoby, ktoré sa pripadne budt podiel’at
na vykonéavani Klinického skusania, budua pre
plnenie svojich uloh odborne vzdelané a
budu disponovat’ prislusnymi vedomost'ami
a sklisenost’ami.

- 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 prehlasuje a Novartisu sa zavidzuje, Ze
kazdy Skusajuci bude zdravotnickym pracovnikom
a zamestnanec InStiticie a kazdy Skusajuci bude
vykonavat' ulohy podla tejto Ramcovej zmluvy
a Jednotlivej zmluvy ako zamestnanec Institicie
anie ako samostatny poskytovatel zdravotnej
starostlivosti v zmysle platnych pravnych predpisov.
Zmluvné strany sa pri kazdom Klinickom skuSani
v ramci Jednotlivej zmluvy dohodni na hlavnom
skusajucom a minimalne jednom spoluskusajicom.
V pripade, ak by hlavny skusajtci prestal vykonavat’
¢innost’ hlavného skusajuceho, na tucely plnenia
Jednotlivej zmluvy sa Zmluvné strany dohodli, Ze
prvy spolusktsajuci sa automaticky stane novym
hlavnym skusajucim. Zmluvné strany si povinné
uskutocnit’ vSetky tkony, ktoré stivisia so zmenou
hlavného skuisajuceho. V pripade, ak Skusajuci
prestane spiiat’ podmienky prvej vety tohto odseku,
bude Institucia povinnd tito skuto¢nost’ pisomne
oznamit Novartisu bez zbytocného odkladu,
najneskor vSak do siedmych pracovnych dni odkedy
sa Institicia dozvedela o takejto skutoénosti.
Institicia bude v plnom rozsahu zodpovedat za
plnenie povinnosti vyplyvajucich z tejto Ramcovej
zmluvy, Jednotlivej zmluvy a prislusnych pravnych
predpisov a bude povinna zabezpecit’ riadne plnenie
tychto povinnosti zo strany SkuSajaceho.

2.5.

The Institution represents and commits itself to
Novartis, 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 Principal Investigator and at least one Co-
Investigator. Should the Principal Investigator cease
to perform the activity of the Principal Investigator,
for the purpose of fulfilling the Individual
Agreement, the Contracting Parties agree that the
first Co-Investigator will automatically become the
new Principal Investigator. The parties are obliged
to perform all actions related to the change of the
Principal 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.

Stucastou kazdej Jednotlivej zmluvy bude
ustanovenie otom, ze SkuaSajici sa oboznamil
s touto Ramcovou zmluvou a prislusnou Jednotlivou
zmluvou a prehlasenie Sktsajiiceho, Zze sa zavizuje
dodrziavat’ povinnosti Skusajuceho v zmysle tejto
Ramcovej zmluvy, Jednotlivej zmluvy a prislusnych
pravnych predpisov.

2.6.

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

Ziakladné podmienky realizacie Klinického
skuSania

Article 3.

Basic Requirements for the Conduct of the
Clinical study

3.1

Kazdé Klinické ska$anie sa bude moct’ zacat’ az :

a) po pisomnom kladnom stanovisku
vydanom Etickou komisiou a po schvaleni
Riadiacim organom opravnenym
povolovat a kontrolovat vykonavanie
Klinického skusSania,

b) po pisomnom sthlase prislusného organu
alebo organizacie (spolocnosti), ktory(a)
vlastni alebo je zodpovedny(d) za
prevadzku priestorov, v ktorych sa ma
uskuto¢nit’  Klinické  skuSanie, ato
Vv pripade ak tieto priestory nie su vlastnené
alebo za ich prevadzku nezodpoveda
InStitacia,

3.1.

The Clinical study may only commence after:

a) positive written statement has been issued
by the Ethics Committee and after it has
been approved by the Governing Body
authorized to permit and inspect the
conduct of the Clinical study,

b) the written approval of relevant authority or
organisation (company) that owns or is
responsible for the administration of the
facility in which the Clinical study is to be
performed has been obtained, if  such

authority or organisation is not the
Institution,
c) the informed consent form (para 3.13.) has

been approved by the relevant authority.
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c) po tom ¢o bol formular informovaného
sthlasu (bod 3.13) schvaleny prislusnym
orgénom.

Tieto dokumenty su pre zacatie Klinického
skusania nevyhnutné.

Etickd komisia oznacuje komisiu, ktora je miestne
prislu§nd pre pracovisko (centrum), v ktorom sa
bude vykonavat Klinické skasanie (dalej len
»Eticka komisia“). Jej tlohou bude z etického
hladiska zhodnotit’ ciele Klinického skusania a s
nimi spojené rizikd pre Subjekty hodnotenia este
pred zaciatkom Klinického skuiSania.

These documents are inevitable for the Clinical
study to commence.

Ethics Committee means a committee for the
location of the site (centre) in which the clinical
study is to be conducted (hereinafter referred to as
the “Ethics committee™). Its role is to evaluate,
from ethical point of view, the targets of the clinical
study and associated risks for the Study Subjects
prior to the commencement of the clinical study.

3.2.

Klinické skuSanie sa vykona len na pracovisku (v
centre) alebo na pracoviskach (v centrach), ktoré
budtl uvedené v Jednotlivej zmluve. Institacia pri
kazdom konkrétnom Klinickom sktsani zabezpeéi a
potvrdi, ze kazdé pracovisko (centrum) bude mat
nevyhnutné zariadenia a personal na vykonanie
klinick¢ého skuSania a Zze tieto podmienky sa
nezmenia po celi dobu jeho vykonavania.

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 bude opravneny vykonat inSpekciu
kazdého navrhnutého pracoviska (centra) pred
zaCiatkom i v priebehu Klinického skusania s
cielom presvedCit’ sa, ze pracovisko (centrum) je
vhodné a ma vsetky potrebné zariadenia a personal
na vykonanie Klinického skugania.

3.3.

Novartis shall be authorized to inspect each
proposed site before commencement and during
conduct of the Clinical study in order to make certain
that the site (centre) is suitable and has all facilities
and staff necessary for the conduct of the Clinical
study.

3.4.

K zmene miesta pracoviska (centra), v ktorom sa
bude vykonavat Klinické skusanie, a k ukonceniu
ucasti SkuSajuceho na vykonavani Klinického
skiSania niektorou zo Zmluvnych stran tejto
Ramcovej zmluvy, kzmene ¢i  doplneniu
Skusajuceho, bude moct prist len na zaklade
pisomnej dohody Novartisu a Institucie.
Kukonceniu tucasti Skusajuceho na Klinickom
skaSani moze dojst aj na zdklade rozhodnutia
Skuisajiceho. Novartis bude mat’ pravo vybrat alebo
zamietnut pre Klinické skuSanie akéhokol'vek
nového skusajiceho, ktorého navrhne Institucia.
Zodpovednym skuasajiicim a spolusktisajucim bude
moct’ byt’ len zamestnanec Institucie. Povinnostou
nového skuSajuceho bude zaviazat sa k plneniu
podmienok stanovenych touto Ramcovou zmluvou
a Jednotlivou zmluvou. Pokial sa Novartis a
Institacia nedohodnil na novom skusajucom v lehote
30 dni od navrhovanej zmeny v osobe Skusajiceho
alebo od odstapenia/ukoncenia ucasti pdvodného
Sktsajuceho, ktorakol'vek zmluvna strana bude
opravnena od dotknutej/prislusnej Jednotlivej
zmluvy odstapit’ s okamzZitou G¢innost’ou pisomnym
oznamenim, ktoré nadobuda ucinnost dorucenim
druhej zmluvnej strane. V pripade ak Skusajuci
prestane byt zamestnancom alebo zmluvnym
spolupracovnikom Instittcie a Institacia
nezabezpeCi plnenie najmd podla bodu 2.5 tejto
Ramcovej zmluvy, k ¢omu je Novartis pripraveny
poskytnut’ suéinnost, Novartis je opravneny
presunut’  vykonavanie  Klinického  sktiSania
z InStiticie _do novej institacie, ktorej sa stal

3.4.

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, 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 investigator
proposed by the Institution for the Clinical study.
Responsible Investigator and the co-investigator can
be only the employee of the Institution. 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. If
Novartis and the Institution 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
will be entitled to withdraw from the
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. If the Investigator stops to be an employee of
the Institution or ceases to be affiliated with the
Institution 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
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Skusajici zamestnancom alebo s ktorou zacal
zmluvne spolupracovat. Institicia sa zavdzuje
poskytnut’ Novartisu a Skusajicemu sacinnost’ pri
takomto presune Klinického skiisania do novej
institacie.

Institucia sa zavédzuje v lehote 7 pracovnych dni
pisomne informovat’ Novartis o skuto¢nosti, Ze
Skusajuci uz dalej nebude vykonavat tlohy
Skusajuceho alebo Ze tieto tlohy uz Skusajuci dalej
vykonavat' nemdze. Institiicia sa zavézuje poskytnat’
Novartisu ~ potrebni ~ sG¢innost’ pri  hladani
a nahradzani SkuSajuceho novym skusajucim
vyhovujucim Novartisu. Nabor novych Subjektov
hodnotenia musi byt pozastaveny do Casu kym
dojde k nahradeniu Skusajiiceho novym skusajicim.
InStiticia berie na vedomie, ze Novartis bude
poskytovat’ platby za Subjekty hodnotenia, ktoré
boli nabrané do Klinického skaSania v Case
vykonavania Klinického skusania Skusajucim avSak
do vymenovania nového skusSajuceho nebude
poskytovat’ platby za pripadné nové Subjekty
hodnotenia.

Pocas doby vyberu nového Skusajuceho sa Zmluvné
strany, Vv zaujme riadneho pokraovania v
navstevach Subjektov hodnotenia podl'a Protokolu,
dohodnt na ustanoveni do¢asného sktisajuceho.

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
continue 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
continue to perform the Study Subjects’ visits
according to Protocol

3.5.

Zodpovedny skuSajici bude moct podla svojho
uvazenia  urCit  dalSie  osoby  spomedzi
zamestnancov Institicie ako spoluskusajucich, ktori
budu asistovat’ pri vykonavani Klinického skusania
(uvedené sa neuplatni na tych spoluskusajtcich,
ktori budt uvedeny priamo v Jednotlivej zmluve).
Zodpovedny sktSajici bude povinny do 7
pracovnych dni od urenia kazdej takejto osoby
oznamit identifika¢né idaje tejto osoby Novartisu;
uvedené rovnako plati pri akejkolvek zmene
takychto o0sob. Zmena os6b Zodpovedného
skusajticeho/spoluskusajiacich bude povazovana za
zmenu Jednotlivej zmluvy abude moct byt
realizovana len formou pisomného dodatku
k Jednotlivej zmluve. Novartis bude mat’ pravo
vyslovit' nestihlas sucastou konkrétnej osoby
v Klinickom skusSani, a to do 7 pracovnych dni od
dorucenia oznamenia Gdajov o takejto osobe alebo o
zmene takejto osoby, a zdroven bude mat’ povinnost’
oznamit" tento svoj nesthlas Zodpovednému
sktsajucemu a Institacii. Institicia a Zodpovedny
skusajuci budu povinni zabezpecit', ze osoba, voci
ktorej bol takyto nesthlas vysloveny, sa Klinického
skiisania nezlcastni. Skisajuci bude povinny
zaznamenavat' a dohliadat’ na plnenie Uloh, ktoré
boli spoluskuSajucim zverené. Skuasajuci bude
povinny poskytnut’ Novartisu svoj aktudlny
podpisany zivotopis ako aj aktualny podpisany
zivotopis kl'ucovych ¢lenov skusajuceho timu ako aj
pripadné d’alSie prislusné dokumenty osvedcujice
jeho/jej/ich kvalifikdciu a odborné sktisenosti. Na

3.5.

The Responsible Investigator may, at his/her own
discretion, appoint further persons among
employees 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
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 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
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spracuvanie  osobnych udajov  zamestnancov
Institicie v zmysle tohto bodu sa aplikuje CI. 12
tejto Ramcovej zmluvy primerane.

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 Skusajuci alebo Institucia pouZzije na vykonanie
niektorej analyzy ¢i vySetrenia, ktoré je potrebné pre
ucely Klinického skuSania, externé laboratdrium,
presved¢i sa, C¢i je dostatone materidlne
a personalne vybavené na to, aby kompetentnym a
profesionalnym spésobom vykondvalo cinnost v
sulade s poziadavkami spravnej laboratornej praxe;
Institicia alebo Skusajiici moéze pouZit externé
laboratérium na vykon len tych analyz a vysetreni,
ktoré podla tejto Ramcovej zmluvy, Jednotlivej
zmluvy alebo Protokolu alebo oznamenia Novartisu
nemaju byt vykonané v centralnych laboratoriach
pre Klinické skusanie alebo inych laboratoriach
uréenych  Novartisom.  Okrem  vyuzivania
zmluvnych laboratérii podl'a predchadzajicej vety
alebo podl'a iného pisomného vyjadrenia Novartisu,
Skusajuci alebo Institucia nezru$i alebo neodstupi
od ziadnej sucasti prace, ktori maju na zaklade tejto
Ramcovej zmluvy alebo Jednotlivej zmluvy
vykonat’, a nenechaju plnit’ nijaké povinnosti podla
tejto Ramcovej zmluvy a Jednotlivej zmluvy inegj
osobe. Aj vpripade suhlasu Novartisu so
subdodavkou,  Institacia  a Skasajuci  budu
zodpovedat akoby ¢innosti  vykonali sami.
Vykonavanie  laboratornych  vySetreni  ku
Klinickému  skG$aniu ~ bude  zabezpecdené,
Vv pripadoch urc¢enych Novartisom priamo zo strany
Novartisu resp. Zadavatel'a osobitnymi zmluvami s
prislusnymi laboratoriami a Novartis oznami tieto
laboratoria Institucii.

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 of those
laboratories.

3.7.

Institucia ani Zodpovedny skuasajuci neposkytna
spoluskti$ajucim Ziaden Material (tak ako je tento
definovany nizsie v tejto Rdmcovej Zmluve), pokial
nebudi mat’ suhlas od Novartisu na menovanie
spoluskuasajucich do ich funkcie (alebo ak nebudu
uvedeny ako spoluskusajuci v Jednotlivej zmluve).
Vsetci spoluskusajuci budu adekvatnym sposobom
preskoleni, v€as menovani a priebezne bude vedeny
ich aktudlny zoznam. Zodpovedny skusajtici bude
zodpovedat’ za vedenie timu Spoluskusajucich, na
ktorych sa buda vo vSetkych ohladoch vzt'ahovat’
rovnaké podmienky ako na Zodpovedného
skusajuceho, ak Jednotlivda zmluva v konkrétnom
pripade neurcuje inak. InStiticia a Zodpovedny
skusajuci budu zodpovedat za plnenie tejto
Ramcovej Zmluvy  aJednotlivej zmluvy
poskytované zamestnancami InStitucie a zavézuju
sa, ze plnenie podla tejto Ramcovej Zmluvy
a Jednotlivej zmluvy bude zverované
kompetentnym osobam. Zodpovedny skusajici
bude ukladat’ vSetky prislusné pokyny k plneniu
uloh vyplyvajucich ztejto Ramcovej zmluvy

3.7.

Institution and the Responsible Investigator should
not 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 retrained, timely appointed and will be
continually 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 the Responsible Investigator shall be
responsible for proper fulfilment under this
Framework Agreement and the Individual
Agreement provided by employees of the Institution
and undertake that the fulfilment under this
Framework Agreement and the Individual
Agreement will be entrusted to competent persons.
Responsible Investigator will give all the necessary
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a Jednotlivej zmluvy osobam podielajiicim sa na
vykonavani klinického ski$ania v stilade s pokynmi
Novartisu.

instructions to all persons involved in the clinical
study in accordance with the instructions of
Novartis.

3.8. Pred zaciatkom Klinického skusania poskytne | 3.8. Prior to the commencement of the Clinical study,
Novartis Zodpovednému skiSajucemu a Institacii Novartis shall provide to the Responsible
Protokol, CRF/eCRF a d’al$ie stvisiace dokumenty, Investigator and the Institution, the Protocol,
ako aj vSetky délezité  farmakologické, CRF/eCRF and other related documents, as well as,
toxikologické a klinické informacie, ktoré sa any and all important pharmacological,
potrebné pre spravne naplanovanie a vykonanie toxicological and clinical information which is
Klinického skuSania (d’alej len ,Sivisiaca needed for correct planning and conduct of the
dokumentacia“). Suvisiacu dokumentaciu bude Clinical study (hereinafter referred to as the
podla potreby aktualne dopihat i v priebehu “Related Documentation”). It shall update Related
Klinického  skuSania.  Povinnost  Novartisu Documentation as necessary even in the course of
poskytovat dokumenty a informacie, ktoré budu the Clinical study. The obligation of Novartis to
stéast’'ou Suvisiacej dokumentacie sa nevyzaduje v provide documents and information which are part
pripadoch, ak su tieto dokumenty a informacie 'ahko of Related Documentation is not necessary, if such
dostupné v publikovanych materialoch, alebo ak sa documents and information are easily available in
da opravnene predpokladat, ze Zodpovedny published materials, or if it can be reasonably
skaSajuci  bude mat 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 — Formulare sufficient knowledge of the relevant issue. Protocol
informovaného suhlasu budu sucast'ou and patterns — Informed consent forms shall be part
dokumentacie Klinického skusania. of the documentation of the Clinical study.

3.9. Institicia a SkuSajuci sa zavizuji vykonavat' | 3.9. The Institution and Investigator are obliged to

Klinické skuSanie v stlade s platnymi pravnymi

predpismi, a to najmd Zakonom o zdravotnej
starostlivosti, Zakonom o0 liekoch, Nariadenim,
Zakonom 0 ochrane osobnych udajov,

vykonavajucimi predpismi Ministerstva zdravotnictva

Slovenskej republiky, najmé vyhlaskou Ministerstva

zdravotnictva ¢. 433/2011 Z. z. ktorou sa ustanovuju

podrobnosti 0 poziadavkach na pracovisko, na ktorom
sa vykonava klinické skuSanie, o nalezitostiach
ziadosti o jeho schvélenie, ziadosti o Stanovisko

k etike klinického skusania a nalezitostiach tohto

stanoviska, vzneni  neskorSich  predpisov,

nariadeniami, smernicami a etickymi predpismi, a v

zhode s podmienkami a zisadami stanovenymi

najmé:

a) v povoleni vydanom na vykonanie Klinického
skuSania Riadiacim organom a pripadnymi
d’al§imi institiciami ako vyplyva z prislusnych
ustanoveni tejto Ramcovej zmluvy a Jednotlivej
zmluvy,

b) v Protokole a vSetkych jeho dodatkoch
vydanych Novartisom a oznamenych Institucii,
ktoré sa takto stavaji sucastou podmienok
Jednotlivej Zmluvy. Zmenu, poruSenie postupu
¢i odchylku od Protokolu méze vykonat’ len v
pripade, ze je nutné vylucit okamzité
nebezpedenstvo hroziace Subjektu hodnotenia,
pri¢om budu povinni tuto skuto¢nost’ okamzite
oznamit® Novartisu akoukol'vek formou,
pisomne vSak najneskor do 2 dni od okamihu,
kedy tato skutocnost’ nastala, a v pripade ak to
stanovuje pravny predpis, Ramcova zmluva,
Jednotliva zmluva alebo Protokol, ozndmit’ tito
skutocnost’ aj Etickej komisii ¢i Riadiacemu
organu,

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, mainly
with regard to the Decree of the Ministry of Health
No. 433/2011 Coll. which establishes details of the
requirements for the Workplace, where the clinical
study is to be conducted, on requirements for the
application for approval of the clinical study, for the
application for opinion on ethics of the clinical study
and on the requirements of such opinion, as
amended, orders, directives and ethical regulations
and in line with the conditions and principles set out
in:

a) the permitissued for the conduct of the Clinical
study by the Governing Body or any other
institutions, as prescribed by the relevant
provisions of this Framework Agreement and
the Individual Agreement,

b) the Protocol and all annexes thereto issued by
Novartis and communicated to the Institution,
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 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,

c) an instruction issued by Novartis named as
LInvestigator’s Brochure”, which shall contain
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c) v instrukcii Novartisu nazvanej ,,Prirucka pre
skusajiiceho™ (Investigator’s Brochure)
obsahujucej vSetky v danej dobe zname
informacie o Medicinskom produkte pouzitom
v Klinickom skusani a jeho vlastnostiach.
Priru¢ku Novartis odovzda SkuSajucemu pred
podpisom Jednotlivej zmluvy abude ju
aktualizovat’ v periodicite vyzadujucej stavom
Klinického skusania alebo stanovej pravnymi
predpismi. Prirucka bude pripojend k
dokumentacii Klinického skasania,

d) Standardnymi = postupmi, manudlmi a
instrukciami Novartisu tykajicimi sa realizacie
klinického skusania, ktoré budu poskytnuté
Institicii a/alebo Skusajicemu, s vynimkou
tych podmienok, ktoré st modifikované touto
Ramcovou zmluvou a/alebo Jednotlivou
zmluvou,

e) Spravnou klinickou praxou (GCP ICH) a
podmienkami vychadzajucimi z Helsinskej
deklaracie. Spravna klinicka prax (GCP ICH)
oznacuje medzindrodné smernice a zasady
tykajuce sa spravnej klinickej praxe, ktoré
konkrétne urcil Novartis pre ucely Klinického
sktisania, inak budu platit’ tie zasady GCP ICH,
ktoré boli prijaté v krajine alebo v krajinach, kde
sa klinické skuSanie vykonava. Helsinska
deklaracia oznacuje najnovsiu verziu Helsinske;j
deklaracie svetovej lekarskej asociacie v Case
vykonavania Klinického sktSania, vratane
vSetkych zmien uskuto¢nenych v priebehu
Klinického skiiSania,

f) Konsolidovanou smernicou o spravnej klinicke;j
praxi Medzinarodnej konferencie o zostladeni
technickych ~ poziadavieck na  registraciu
farmaceutik na humanne pouzitie a ostatnymi
vseobecne zavdznymi pravnymi predpismi a
platnymi poziadavkami spravnej klinickej praxe,

Sktsajuci  a Institucia  podpisanim  Jednotlivej
zmluvy budd brat’ na vedomie, Ze Novartis a jeho
pridruzené osoby (tak ako st definované v bode
13.6.) musia dodrziavat’ ustanovenia (i) zakona
Spojeného kralovstva o Uplatkarstve z roku 2010
(the Bribery Act 2010 of the United Kingdom
(Bribery Act)); (ii)) zékona Spojenych Statov
americkych o uplatkarskych praktikach v zahrani¢i
z roku 1977 (the Foreign Corrupt Practices Act 1977
of the United States of America (FCPA)) a (iii)
akychkol'vek dalSich protikorupénych pravnych
predpisov  (d’alej spoloéne len “Prislusné
protikorupéné pravne predpisy”’). Zhrnutie
kli€ovych principov Prislusnych protikorupénych
pravnych predpisov je uvedené v prilohe tejto
Zmluvy. Skusajuci a InStiticia nemdzu priamo
alebo nepriamo povolit ani nabadat svojich
zamestnancov, zastupcov, poradcov alebo inych
splnomocnencov, aby sa zapojili do akejkol'vek
Cinnosti, ktorda je  zakdzand  Prislusnymi
protikorupénymi pradvnymi predpismi, vratane

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 Clinical study documents,

d) 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,

e) 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,

f) Consolidated guideline on good clinical practice
of the International Conference on Harmonisation
of Technical Requirements for Registration of
Pharmaceuticals for Human Use and other
generally 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.)
need to adhere to the provisions of (i) the Bribery
Act 2010 of the United Kingdom (Bribery Act); (ii)
the Foreign Corrupt Practices Act 1977 of the United
States of America (FCPA) and (iii) any other
applicable anti-corruption legislation  (jointly
hereinafter referred to as the “Applicable Anti-
Corruption Legislation”). A summary of the key
principles of the Applicable Anti-Corruption
Legislation is set out in Annex 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.
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uplatkarstva, ilegalnych provizii, ilegalneho
vyplacania vynosov alebo inych korupénych
obchodnych praktik.

Institicia a Skusajuci sa zavizuju, ze Skusajici,
zamestnanci Institicie ako aj iné osoby zucastiujuce
sa na Klinickom skuSani 1) budd dodrziavat
prislu§né pravne predpisy, 2) budd dodrZiavat
vSetky povinnosti podla Ramcovej zmluvy
aJednotlivej zmluvy, 3) sa oboznidmia s
Protokolom, ktory budu dodrziavat.

The Institution and the Investigator shall ensure that
the Investigator and the Institution’s employees and
other persons involved in the Clinical study will 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.

3.10.

Dokumenty uvedené v bode 3.8. tejto Ramcovej
zmluvy su doéverné ako obchodné tajomstvo a
informacie o ich obsahu budi méct’ byt poskytnuté
len zamestnancom InStitGcie na pracovisku
vykonavania Klinického skuSania poverenym i
menovanym v zmysle Cl. 3. tejto Ramcovej zmluvy
a organom a in§titiciam uvedenym v tejto Ramcovej
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 orgdnom v ramci Klinického
skusania preberie Novartis, pokial’ nie je v tejto
Ramcovej zmluve, Jednotlivej zmluve alebo
Zmluvnymi stranami dohodnuté v konkrétnom
pripade inak. Uchovavanie dokumenticie a
podavanie sprav sa bude riadit’ touto Ramcovou
zmluvou, Jednotlivou zmluvou, ich prilohami,
d’alsimi dokumentmi, na ktoré tato Ramcova zmluva
a/alebo Jednotliva zmluva odkazuje, a vSeobecne
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 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 poctoch urCenych v Jednotlivej
zmluve. Akakol'vek zmena v pocte (zvySenie poctu)
Subjektov hodnotenia bude musiet byt vopred
pisomne schvalena Novartisom.

V pripade multicentrického Klinického skusania
bude Novartis na zaklade svojho slobodného
uvazenia opravneny od Institicie a Skusajuceho

pozadovat, aby ukoncili nabor  Subjektov
hodnotenia, ato pred dosiahnutim Jednotlivou
Zmluvou predpokladaného poétu  Subjektov
hodnotenia  Klinického  skt8ania.  Institacia

a Skusajuci budu po takejto poziadavke Novartisu
povinni ukonéit’ nabor Subjektov hodnotenia, a to
bez naroku na akukolvek kompenzaciu s tym
stvisiacu.

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.

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

3.13.

Zaradenie Subjektov hodnotenia do Klinického
skiisania bude mozné uskutoénit’ iba sich
predchadzajicim pisomnym informovanym
sthlasom apo ich riadnom poudeni. Zaradenie
Subjektov hodnotenia do Klinického sktisania bude
mozné uskutoCnit’ iba po overeni totoznosti
Subjektu hodnotenia a jeho spdsobilosti na pravne
ukony, a to najmé kontrolou obc¢ianskeho preukazu
Subjektu hodnotenia a udajov v iom uvedenych;

tato skuto¢nost’ musi byt  vyznacena
v informovanom sthlase a v zdrojovej
dokumentacii. Vyziadanie a udelenie

informovaného suhlasu od Subjektov hodnotenia

3.13.

Enrolment of the Study Subjects in the Clinical
study is only possible with their prior written
informed consent and after they had been properly
instructed. Enrolment of the Study Subjects in the
Clinical study is only possible after the identity of
the Study Subject and his/her legal capacity have
been verified, in particular by means of checking the
identity card of such Study Subject and data
included therein; this fact must be indicated in the
Informed Consent Form and source documentation.
The informed consent has to be obtained from the
Study Subjects and given by the Study Subjects in
accordance with the Protocol, ethical principles,
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musi byt vsulade s Protokolom, etickymi
principmi, spravnou klinickou praxou a vsetkymi
prislu$nymi pravnymi predpismi. Novartis spracuje
a odovzda SkuSajicemu schvaleny pisomny
formular  informovaného  suhlasu  Subjektu
hodnotenia so zaradenim do Klinického skti$ania a
pisomného poucenia pre Subjekt hodnotenia, ktoré
budi sucastou jedného dokumentu. SkuSajuci
a Institicia sa zaviazu pouzivat tieto formulare
poskytnuté Novartisom bez akychkol'vek odchylok
neschvalenych Novartisom. InStiticia a Skusajuci
uzavretim Jednotlivej zmluvy berti na vedomie, ze
pouzitiec  formularu  informovaného  sthlasu
Skusajucim, nezbavuje SkuSajiceho a Instituciu
zodpovednosti za plnenie ich zékonnych,
zmluvnych ainych prislusnych povinnosti, ktoré
Vv suvislosti s informovanym suhlasom maja a bude
ich zodpovednostou, aby tieto boli splnené.
Institicia a Skusajuci buddi vc€as informovat
Novartis ak Subjekt hodnotenia odvola svoj suhlas
alebo ak bude nesthlasit’ s pouzitim svojich
osobnych tdajov. Zmluvné strany a Skusajuci buda
povinni spolupracovat’ pri zohl'adneni osobitnych
poziadaviek  Subjektov  hodnotenia.  Jedno
vyhotovenie podpisaného formularu informovaného
stihlasu musi byt Skusajucim poskytnuté Subjektu
hodnotenia (pri neplnoletych Subjektoch hodnotenia
a Subjektoch hodnotenia nespdsobilych k pravnym
ukonom ich zédkonnym zastupcom).

Pred zaradenim kazdého potencialneho u¢astnika do
Klinického skuSania bude Skua$ajici povinny
z medicinskeho hl'adiska nezavisle vyhodnotit
vhodnost’ jeho/jej zaradenia do Klinického skusania
z hladiska podmienok stanovenych v Protokole.
Skusajuci bude povinny informovat Novartis
0 akychkol'vek  pochybnostiach  Skusajuceho
ohladom vhodnosti zaradenia potencialneho
ucastnika do Klinického skuSania a nasledne
re§pektovat’  rozhodnutie Novartisu ohl'adom
jeholjej zaradenia alebo nezaradenia do Klinického
skusania.

good clinical practice and all applicable laws.
Novartis shall process and submit to the Investigator
an approved draft form of written informed consent
with enrolment to the Clinical study for the Study
Subject and a written instruction form for the Study
Subject; both forms will be included in a single
document. The Investigator and the Institution shall
undertake to use those forms provided by Novartis
without any differences not approved by Novartis.
By conclusion of the Individual Agreement, the
Institution and the Investigator shall acknowledge
that the use of the Informed Consent Form does not
release the Institution and the Investigator from their
legal, contractual or other relevant obligations
relating to informed consent, and that it will remain
their responsibility to ensure that those obligations
are complied with. The Institution and the
Investigator shall timely inform Novartis when a
Study Subject withdraws consent or opposes the use
of his/her personal data. The Parties and the
Investigator shall be obliged to collaborate in the
context of Study Subjects’ individual requests. The
Investigator shall provide to the Study Subject (to
his/her 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 study, the Investigator shall exercise
independent medical judgement as to the
qualification of each prospective participant with the
requirements of the Protocol. The Investigator shall
advise Novartis of all instances in which, in the
Investigator's judgement, there is any question as to
any prospective participant’s suitability for
participation in the clinical study and abide by
Novartis's decision as to whether or not to enroll that
prospective participant.

3.14. Informovany sthlas bude musiet Subjekt | 3.14.  The informed consent must be duly signed by the
hodnotenia riadne podpisat’ este pred vykonanim Study subject prior to performance of any
akéhokol'vek vySetrenia stvisiaceho s Klinickym assessment in connection with the Clinical study.
skiiSanim. Dokumenty podpisané  Subjektmi Documents signed by the Study subjects (or by their
hodnotenia (pri neplnoletych Subjektoch hodnotenia legal representatives in case of minor subjects and
a Subjektoch hodnotenia nespdsobilych k pravnym subjects without legal capacity) regarding their
ukonom, ich zakonnymi zastupcami) o ich pouceni instruction and consent must be kept in the Clinical
a suhlase musia byt uloZzené v dokumentécii study documentation maintained by the Investigator.
0 Klinickom skuSani vedenej Skusajucim.

3.15.  Po zaradeni Subjektu hodnotenia do Klinického | 3.15.  After enrolment of the Study Subject in the Clinical
skusania bude Skuasajici povinny informovat study, the Investigator shall be obliged to inform the
poskytovatela zdravotnej starostlivosti, s ktorym healthcare provider with whom the Study Subject
bude mat’ Subjekt hodnotenia uzatvorenti dohodu o entered into the contract on healthcare provision that
poskytovani zdravotnej starostlivosti, ze Subjekt the Study Subject is enrolled in the Clinical study.
hodnotenia je zaradeny do Klinického sku$ania.

3.16.  Pokial Skusajuci zisti v priebehu Klinického | 3.16.  If during the Clinical study, the Investigator finds

skisania, Zze Subjekt hodnotenia zaradeny do
Klinického skuSania nevyhovuje kritéridm, bude o

out that a Study Subject enrolled in the Clinical
study does not meet the relevant criteria, the
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tom SkusSajuci okamzite informovat pisomne,
formou doporuceného listu doru¢eného do vlastnych
rak zastupcu Novartisu uvedeného v zahlavi
Jednotlivej zmluvy a po dohode snim, Subjekt
hodnotenia z Klinického skui$ania vyradi.

Investigator will immediately inform in writing, by
means of a registered letter delivered to the attention
of the representative of Novartis listed in the heading
of the Individual Agreement, and upon agreement
with the representative exclude such Study Subject
from the Clinical study.

3.17.  Novartis nebude vyzadovat od Institucie alebo | 3.17.  Novartis will not require that the Institution or
Skusajaceho, ani od Ziadneho ¢lena ich personalu, Investigator or any member of their staff acts or
aby konal alebo sa podiel’al na ¢innosti, ktora je v participates in actions which are in conflict with the
rozpore so zakonmi Slovenskej republiky alebo v laws of the Slovak Republic or medical ethics.
rozpore s lekarskou etikou.

3.18. V suvislosti sKlinickym skusanim sa pred | 3.18.  In connection with the Clinical study, investigator

zaCiatkom Klinického skuSania ako aj pocas jeho
realizacie uskutoCnia investigatorské mitingy, na
ktorych sa oboznamia délezité farmakologické,
toxikologické a klinické informacie, ktoré su
potrebné pre spravne naplanovanie a vykonanie
Klinického sktSania, a =zucastnené osoby sa
pripravia a budu $kolit’ o danom Klinickom sktsani,
délezitych priebeznych okolnostiach a informaciach
a postupoch v danom Klinickom skusani (d’alej len
HInvestigatorské mitingy*). Vzhl'adom k tomu, Ze
Investigatorské mitingy budt stcastou Klinického
skuSania, Skusajuci (resp. dohodnuty clen
pripadného skuSajiceho timu) sa bude zucastiiovat’
Investigatorskych ~ mitingov  podla  pokynov
Novartisu. Ugast’ na Investigatorskom mitingu bude
realizovana vzdy na zaklade pokynov (napr. miesto,
Cas, spdsob, atd’.) alen so suhlasom Novartisu.
Ucast’ na Investigatorskom mitingu sa d’alej bude
spravovat podmienkami organizatora
Investigatorského mitingu. Naklady suvisiace
sucastou Skusajuceho (resp. dohodnutého clena
pripadného skusajiceho timu) na Investigatorskom
mitingu nahradi Novartis v rozsahu a za podmienok
stanovenych v Jednotlivej zmluve. Skuasajaci (resp.
dohodnuty ¢len pripadného skusajaceho timu) sa
zicCastni Investigatorského mitingu bezodplatne, t.].
za ucast na Investigatorskom mitingu nebude
prislaichatt  Skusajucemu  ziadna  odmena.
Odmenovanie Institacie v suvislosti s ucastou
Skusajuceho (resp. dohodnutého ¢lena pripadného
skuSajiiceho timu) na Investigdtorskom mitingu
bude rieSené podl'a podmienok Jednotlivej zmluvy.
Vsetky ustanovenia tejto Ramcovej zmluvy a
Jednotlivej zmluvy, vratane zavdzku mlcanlivosti,
vlastnickeho prava, publikacie, vysledky cinnosti
aich pouzitie a ochrana, prava dusevného
a priemyselného vlastnictva, ochrana osobnych
udajov, sa rovnako vztahuju na pravne vztahy
suvisiace s ucastou na Investigatorskom mitingu.
V pripade, ze Investigatorsky miting sa s icastou
Skusajuceho (resp. dohodnutého clena pripadného
skusajuceho timu) uskuto¢ni este pred podpisom
Jednotlivej Zmluvy, Zmluvné strany zhodne
konstatuju, Zze ustanovenia tejto Ramcovej zmluvy
a Jednotlivej zmluvy sa vztahuju aj na pravne
vztahy  stvisiace sucastou na  takomto
Investigatorskom mitingu.

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
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,
intellectual and industrial property rights, personal
data protection pertain equally to legal relations
associated with the participation at the Investigator
Meeting. In case the Investigator Meeting took place
before 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
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Framework Agreement and the Individual
Agreement also apply to the legal relations
associated with the participation in such Investigator
Meeting.

3.19. Institicia vyhlasuje a Novartisu sa zavdzuje, ze | 3.19.  The Institution represents and undertakes that the
pocas trvania klinického skuSania vykonavaného Institution and the Investigator shall ensure the
podla  Protokolu, tejto ~ Ramcovej  zmluvy possibility of the unblinding of Study Subjects in the
a Jednotlivej zmluvy, Institacia a Skasajici course of the Clinical study under the Protocol, this
zabezpetia moznost  odslepenia  Subjektov Framework Agreement and the Individual
hodnotenia kedykol'vek, to znamena 24 hodin Agreement at any time, that means 24 hours a day, 7
denne, 7 dni v tyzdni, tak ako to bude vyZzadovat days a week, as required by the Protocol. For this
Protokol. Za tymto ucelom poskytni Subjektom purpose, they shall provide Study Subjects with
hodnotenia telefonicky kontakt na Skusajiiceho a na telephone contacts to the Investigator and to the
prislusny personal Instittcie, ktory sa bude podiel’at’ relevant staff of the Institution participating in the
na vykondvani Klinického ski$ania podla Clinical study under the Individual Agreement with
Jednotlivej zmluvy, priCom na tychto telefonnych at least one of these persons being available on these
¢islach bude 24 hodin denne a7 dni v tyzdni telephone numbers 24 hours a day, 7 days a week.
zastihnutel'na asponi jedna z uvedenych 0s6b.

3.20.  InStitucia nezrusi alebo neodstapi od ziadnej sucasti | 3.20.  Institution shall not cancel or withdraw from any
prace, ktort bude povinna na zaklade tejto part of the work, which will be performed under this
Ramcovej zmluvy a/alebo Individualnej zmluvy Framework  Agreement  and/or  Individual
vykonat’, a nenecha plnit' nijaké povinnosti podla Agreement and shall not leave to perform any of
Ramcovej zmluvy a/alebo Individualnej zmluvy inej obligation under this Framework Agreement and/or
osobe ako opravnenej podl'a tejto Ramcovej zmluvy Individual Agreement to another person except by
a/alebo Individualnej zmluvy, okrem pripadu authorized persons under this Framework
predchadzajiaceho pisomného stihlasu Novartisu. Aj Agreement and/or Individual Agreement, unless the
v pripade stGhlasu Novartisu so subdodavkou, prior written consent of Novartis. Even in case that
Institicia bude zodpovedat’ akoby ¢innosti vykonala Novartis agreed with subcontract, the Institution and
sama. the shall be responsible so as the activities will be

carried out by it.
ClL. 4. Medicinske produkty a Material na Klinické Article 4. Medical Products and Materials for the
sku§anie Clinical Study

4.1. Medicinsky produkt (d’alej len ako ,,Medicinsky | 4.1. A medical product (hereinafter referred to as the
produkt<) oznacuje vSetky produkty alebo lieky “Medicinal Product”) means all products or
vratane placeba, ktoré sa budu podavat’ Subjektu medicines including placebo, which will be
hodnotenia v priebehu Klinického skusania, a tiez administered to the Study Subjects in the course of
prostriedky na $pecidlne spésoby podavania tych the Clinical study, as well as instruments for special
istych produktov alebo liekov, potrebné na methods of administration of the same products or
vykonanie Klinického ska$ania, ktoré bezplatne medications, which will be needed for the conduct
v¢as a vV mnozstve podla Protokolu dodd Novartis of the Clinical study and which will be supplied by
Institacii. Novartis free of charge, on time and in amount

settled in Protocol to the Institution.

4.2. Material na Klinické skaSanie (dalej len ako | 4.2. Material for the Clinical study (hereinafter referred
,Material“) oznaCuje vSetok ostatny material, to as the “Material”) means any other material,
zariadenia a pomocky potrebné na vykonanie facilities and aids necessary for the conduct of the
Klinického skuSania, ktoré bezplatne vcas Clinical study, which will be supplied by Novartis
a v mnozstve podla Protokolu doda Novartis free of charge, on time and in amount settled in
Institacii. Ustanovenie bodu 4.6. tejto Ramcovej Protocol to the Institution. Provision of point 4.6.
Zmluvy nie je tymto dotknuté. hereof is not affected thereby.

4.3. Novartis zabezpeci, aby bol vsetok Medicinsky | 4.3. Novartis shall ensure that all Medical Product is

produkt vyrobeny alebo pripraveny v sulade so
zasadami spravnej vyrobnej praxe. Medicinsky
produkt bude zabaleny a oznaCeny spésobom, ktory
zodpovedd charakteru Klinického skusSania a
platnym predpisom a bude dodany v mnozstve a v
Case, ktoré su nevyhnutne potrebné na to, aby
umoznili InStitacii alebo Skusajucemu vykonat’
Klinické skusanie v sulade stouto Ramcovou
Zmluvou, Jednotlivou zmluvou a Protokolom.

manufactured or prepared in accordance with the
principles of good manufacturing practice. The
Medical Product shall be packed and labelled in a
manner which corresponds with the nature of the
Clinical study 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 study in accordance with this Framework
Agreement, Individual Agreement and Protocol.
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44,

Novartis dodd/odovzda Medicinske produkty do
nemocni¢nej lekarne Institacie, ktora, vykona
skladovanie Medicinskych produktov (skusany
produkt alebo liek). InStiticia zabezpeci plynuly
prisun Medicinskeho produktu Skusajucemu tak,
aby mohol vykonat Klinické skusanie v sulade s
Ramcovou zmluvou aJednotlivou zmluvou.
Institacia a SkuSajuci zabezpecia, aby bol vsetok
Medicinsky  produkt spravne a  bezpetne
uchovavany, prijimany, skladovany, vydavany a aby

sa s nim bezpecne manipulovalo. InStiticia
a Skusajuci  budii s Medicinskym  produktom
zaobchadzat  vsulade spokynmi  vyrobcu,

Zadavatela a Novartisu apouziji ho vyhradne
sposobom predpisanym v Protokole av sulade
s GCP a inymi prislusnymi predpismi.

44.

Novartis shall supply/transmit Medical Products
into the hospital pharmacy of the Institution, which
carry out storage of Medical products (testing
product or medicine). The Institution shall ensure
continuous supply of the Medical Product to the
Investigator so that the Investigator may conduct the
Clinical study in accordance with the Framework
Agreement and the Individual Agreement. The
Institution and Investigator shall ensure that all
Medical Products are correctly and safely
maintained, received, stored, dispensed and safely
handled. The Institution and Investigator shall
handle the Medical Product in accordance with the
instructions of the manufacturer, the Sponsor and
Novartis and shall use it solely in the manner
prescribed in the Protocol and in accordance with
GCP and other applicable regulations.

45,

Institucia a Skasajuci budua viest’ presné a aktualne
zaznamy o vSetkych Medicinskych produktoch,
ktoré dostane, a tiez presni evidenciu, najméi
skusanych produktov alebo liekov, ktoré pouZije
alebo vyda, s uvedenim datumu, druhu a mnozstva
vydanych a pouzitych, prip. vratenych skuSanych
produktov alebo liekov, a s uvedenim osob, ktoré ich
vydali alebo Subjektov hodnotenia, ktorym budu
tieto produkty alebo lieky vydané alebo podané, aby
bolo mozné kedykol'vek spitne dohl'adat’ pouzitie
kazdého balenia, a na poziadanie Novartisu alebo
opravnenych Statnych alebo zahrani¢nych organov
tuto evidenciu spristupnit. V pripade, ak sa to pri
Klinickom skt$ani bude vyzadovat, m6zu byt tdaje
tykajuce sa Subjektov hodnotenia zaznamenané v
kédovanej forme.

4.5.

The Institution and the Investigator shall keep exact
and up-to-date records on all Medical Products that
they shall receive, as well as exact records, in
particular on investigational products or medicines
which they will use or dispense, indicating the date,
type and amount of dispensed, used or returned
investigational products or medicines as well as
persons who will dispense them or Study Subjects to
whom these investigational products or medicines
will be 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 pertinent Clinical study, the data
regarding Study Subjects can be recorded in encoded
form.

4.6.

Novartis bude moct’ poskytnat’ Institicii Material
potrebny k vykonaniu Klinického skusania alebo
stvisiaci s vykonavanim Klinického skuSania na
zaklade svojho rozhodnutia za ucelom vcasnej
ariadnej realizacie Klinického skuSania. Aj
v takomto pripade vlastnikom poskytnutého
Materialu vzdy ostava Novartis. Materidlom podl'a
tohto bodu bude vyluéne zdravotnicka technika.
Material moze byt pouzivany vylucne Institiciou,
Skusajucim a/alebo schvalenym sku$ajiicim timom.

4.6.

Novartis may provide the Institution with Material
necessary for the conduct of the Clinical study or
associated with the conduct of the Clinical study at
its discretion in order to ensure early and proper
conduct of the Clinical study. Even then Novartis,
shall at all times remain the owner of the provided
Material. Material described in this para shall be
solely medical equipment. Material shall be used
exclusively by the Institution, the Investigator
and/or the designated trial staff.

4.7.

V pripade poskytnutia Materialu podl'a bodu 4.6.
tejto Ramcovej zmluvy, Institicia bude opravnena
Material uzivat' riadne v stlade s ti¢elom, na ktory
obvykle sluzi, pre potreby centra vykonavajiiceho
Klinické skuSanie podla tejto Ramcovej zmluvy
a Jednotlivej Zmluvy,  zabezpecit  riadnu
starostlivost podla ndvodu na pouzivanie a
predpisov vyrobcov, chranit’ pred akymkolvek
poskodenim, stratou, odcudzenim alebo znicenim.
Institicia nebude zodpovedat’ za vady a poskodenia
vzniknuté prirodzenym starnutim a opotrebovanim
Materialu alebo vlastnou vnutornou chybou
Materialu. Novartis nebude povinny poistit’ Material
proti akejkol'vek Skode sposobenej na Materiali
a/alebo Materidlom, najmd ak pojde o Material
V hodnote do 15.000 EUR (ak nebude dohodnuté
inak). Institicia a/alebo SkuSajuci budii povinni

4.7.

In case the Material is provided pursuant to para. 4.6.
hereof, the Institution will be 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 centre performing the Clinical study according
to this 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. The Institution will not be
responsible for defects and damages due to natural
aging and common wear and tear of the Material or
inherent internal defect in the Material. Novartis
shall be not responsible to insure the Material
against any damages caused to or by the Material,
namely in case of Material of a value up to EUR
15.000 (if not agreed otherwise). During the term of
the Clinical study, Institution and/or Investigator
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bezodkladne informovat’ Novartis o akychkol'vek
poruchach Materialu, ktoré vzniknu pocas doby
Klinického skusania. Pokial nie je zmluvnymi
stranami vyslovne dohodnuté inak, poskytnutie
Materialu Novartisom podla tejto Zmluvy, ako aj
nahradenie poskodeného, zni¢ené¢ho, odcudzeného
alebo stratené¢ho Materidlu, je bezodplatné. Pre
vylucenie akychkolvek pochybnosti Zmluvné
strany  prehlasuju, Ze InStiticia  nenesie
zodpovednost’ za akékol'vek poskodenie, zniCenie,
odcudzenie alebo stratu Materidlu pri¢om Novartis
Si V tejto suvislosti neuplatni voci Institcii alebo jej
zamestnancom Ziadne naroky.

shall be responsible for immediately notifying
Novartis of any malfunctioning Material. Unless
otherwise expressly agreed by the Parties, Novartis
shall provide Material under this Agreement, as well
as the replacement of damaged, destructed, stolen or
lost Material, free of charge. For the avoidance of
any doubt, the Parties declare that the Institution
shall not be liable for any damage, destruction, theft
or loss of the Material, and Novartis will not assert
any claims against the Institution or its employees in
this regard.

4.8.

Ohladom Materialu podla bodu 4.6. uzavru
Zmluvné strany samostatnu zmluvu o vypozZicke,
ktorti za Institaciu bude opravneny podpisat’ vyluéne
Statutarny organ Institicie (riaditel’); Zodpovedny
skusajtici nebude opravneny na prevzatie takéhoto
Materialu ani na podpisanie zmluvy o vypozicke.
Dokumentéacia odovzdavand spolu s Materidlom
bude predstavovat’ navod na pouzitie v slovenskom
alebo ¢eskom jazyku, pripadne iné predpisy vyrobcu
na jeho uzivanie, udrzbu a servis, ktorymi je
Institacia povinna sa riadit’. Institiicia bude povinna
zabezpelit' oznafenie Materialu ako veci, ktora
vlastnicky patri Novartisu. Poskytnutie Materialu
podla tejto Ramcovej zmluvy ana
zaklade uzatvorenej Jednotlivej zmluvy zo strany
Novartisu nie je podnecovanim pre odporacanie,
predpisovanie, kupu, dodavanie, predaj alebo
podavanie liekov a poskytnutie Materidlu nie je
podmienené predpisanim ¢i uzivanim akéhokol'vek
lieku ¢i akymkol'vek inym plnenim alebo konanim
zo strany Institacie alebo Skusajuceho.

4.8.

The Parties shall conclude a separate contract on
borrowing regarding the Material under para. 4.6.
hereof., whilst such contract may be signed on
behalf of the Institution only by its statutory body
(director); The Responsible Investigator shall not be
allowed to take-over such Material nor to sign the
contract on borrowing. 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. The Institution will be obliged to
ensure to mark the Material as Novartis’ ownership.
Provision of the Material under this Framework
Agreement and under a concluded 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.

4.9.

Institicia a Skusajuci nepouziji  Medicinske
produkty, Material, Dokumentaciu Stadie (ako je
definovana v bode 6.2. tejto Ramcovej zmluvy)
a Suvisiacu dokumentaciu na ziadny iny cel okrem
vykonavania Klinického skusania Vv stlade s
Protokolom abez predchadzajuceho pisomného
sthlasu Novartisu nedaji Medicinske produkty,
Material, Dokumentaciu  Studie  a Stvisiacu
dokumentaciu k dispozicii Zziadnej tretej strane
okrem tych, ktoré su uvedené v tejto Ramcovej
zmluve, v Jednotlivej zmluve alebo v Protokole.

4.9.

The Institution and Investigator shall not use
Medicinal Products, Material, Study Documentation
(as defined in para. 6.2. hereof) and Related
Documentation for any purpose other than conduct
of the Clinical study in accordance with the Protocol
and shall not make the Medicinal Products, Material,
Study Documentation and Related Documentation
available to any third party except those listed in this
Framework Agreement, Individual Agreement or
the Protocol, without the prior written consent of
Novartis.

4.10.

Po ukonceni Klinického skuSania vrati Institicia /
Skusajuci  vsetok zvySny Medicinsky produkt
tykajuci sa konkrétneho Klinického skusania
Novartisu a podd vysvetlenie (ak sa to vyzaduje,
pisomne) ohl'adom mnozstva a druhu Medicinskeho
produktu, ktory bol zniCeny alebo chyba. Tym
nebude  dotknutd  akdkol'vek ind  pravna
zodpovednost’ Institucie za neopravnené nakladanie
S Medicinskym produktom a spdsobenu skodu.

4.10.

After completion of the Clinical study, the
Institution / Investigator shall return any remaining
Medical Products relevant to the pertinent Clinical
study to Novartis with the explanation (in writing, if
so required) of the amount and type of the Medical
Product that have been destroyed or is missing. This
is without prejudice to any other legal responsibility
of the Institution for any improper handling of the
Medical Product and for any caused damage.
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4.11.  V pripade poskytnutia Materidlu podl'a bodu 4.6. | 4.11.  In case of provision of Material according to para.
tejto Ramcovej zmluvy ana zéklade Jednotlivej 4.6. hereof and under the Individual Agreement, the
zmluvy je tento poskytnuty maximalne na dobu Material is provided for a period of the Clinical
trvania Klinického skuSania. Ak bude mat’ Novartis study at the most. If Novartis will reasonably suspect
odovodnent pochybnost’, ze Material poskytnuty that the Material provided in accordance with para.
podla bodu 4.6. tejto Ramcovej zmluvy ¢&i 4.6. hereof or any part of it has been used for other
akakol'vek jeho ¢ast’ boli pouzité na iné ulely, nez purposes than those listed in this Framework
tie, ktoré st uvedené v tejto Ramcovej zmluve alebo Agreement or Individual Agreement, it will be
Jednotlivej zmluve, bude opravneny poZiadat entitled to request that the Institution provides a
Institiciu o spravu a dékazy o pouziti Materidlu. V report and evidence regarding the use of the
pripade, Ze InStiticia nepreukaze Novartisu Material. If the Institution fails to do so within 10
pozadované skuto¢nosti do 10 dni po obdrzani days after having received such request, Novartis
takejto vyzvy, Novartis bude opravneny ziadat shall be entitled to demand the return of such
ratanie takéhoto Materialu. Institiicia bude povinna Material. The Institution will be obliged to return the
Material poskytnuty podl'a bodu 4.6. tejto Ramcovej Material provided pursuant to para. 4.6. hereof on
zmluvy na poziadanie Novartisu vratit, ak ho the basis of the request of Novartis within 10 days,
nebude pouzivat' riadne alebo ho bude uzivat if not used properly or used in conflict with this
V rozpore s touto Ramcovou zmluvou, Jednotlivou Framework Agreement, Individual Agreement or
zmluvou alebo v rozpore s uc¢elom a podmienkami purpose and conditions agreed in this Framework
dohodnutymi v tejto Ramcovej zmluve, Jednotlivej Agreement, Individual Agreement, or if so requested
zmluve ato vzdy vlehote do 10 dni odo dna by Novartis. Return the equipment which will be the
poziadania Novartisu o vratanie Materialu. Vratenie subject of a contract on borrowing shall be governed
zariadenia, ktoré bude predmetom samostatnej by the provisions of the contract on borrowing. The
zmluvy  ovypozicke sa bude  spravovat Institution undertakes to return the Material to
ustanoveniami tejto zmluvy o vypozicke. Institacia Novartis in the same condition, quality and
sa zavdzuje Material vratit' Novartisu v rovnakom composition as when taken over, taking into account
stave, kvalite a v rovnakom zloZeni ako ho prevzala, regular wear and tear.

s prihliadnutim na obvyklé opotrebenie.

4.12. Institicia berie na vedomie, Ze v niektorych | 4.12.  The Institution acknowledges that in some cases it
pripadoch bude potrebné uzavriet trojstrannu will be necessary to enter into a tripartite agreement
zmluvu medzi Zmluvnymi stranami a nezavislym between Parties and an independent vendor in order
dodavatelom za ucelom poskytovania priamych to provide direct services to the Study Subjects (such
sluzieb Subjektu hodnotenia (ako je napr. podavanie as the administration or delivery of the Medicinal
alebo dorucenie Medicinskeho produktu Subjektu Product at Study Subject’s home).
hodnotenia domov).

Pre vyla¢enie akychkol'vek pochybnosti, Novartis For clarity purposes, Novartis will neither get
nebude mat’ pristup, a ani sa nebude podielat’ na access, nor be involved in the sharing of Study
zdiel'ani osobnych tdajov Subjektov hodnotenia Subjects’ personal data between the Institution and
medzi In§titiciou a tymto nezavislym dodavatel'om. such independent vendor.

CL. 5. Kontrola Klinického skai§ania Article 5. Inspection of the Clinical study

5.1. Novartis poveri pri Klinickom ska$ani dostato¢ne | 5.1. Novartis shall entrust in Clinical study a sufficiently
kvalifikovani osobu alebo osoby monitorovanim qualified person or persons with monitoring
(vykonavanim dohl'adu) nad Klinickym skiisanim a (overseeing) the Clinical study and with close
uzkou spolupracou so Skusajucim tohto Klinického cooperation with the Investigator of such Clinical
skusania. Poverené osoby budi povinné sa study. Designated persons are obliged to present
preukazat’ pisomnym poverenim, ktoré sa zaklada itself with written authority, which is deposited in
do dokumentacie Klinického skuSania vedenej the documentation of clinical study led by the
Skusajucim. Investigator.

5.2. Institicia a Skusajuci buddl spolupracovat’ s | 5.2. The Institution and Investigator shall cooperate with

Novartisom a s kvalifikovanymi osobami, ktoré
poveril Novartis, za u¢elom monitorovania alebo
vykonavania dohladu nad priebehom Klinického
skuSania Vv sulade s platnymi predpismi a zasadami
Spravnej klinickej praxe ako aj za uc¢elom preverenia
presnosti  informacii  ziskanych v priebehu
Klinického sktsania. InStiticia a Skusajuci
predovsetkym zabezpecia alebo poskytni kazdej z
tychto o0sob pristup na vSetky pracoviska, na ktorych
sa Klinické skuiSanie bude vykonavat’ za uc¢elom ich

Novartis and qualified persons appointed by
Novartis in order to monitor or oversee the course of
the Clinical study in accordance with valid
regulations and principles of good clinical practice,
as well as in order to verify the accuracy of
information collected in course of the Clinical study.
The Institution and Investigator shall in particular
ensure or provide to each of such persons access to
all sites where the Clinical study will be conducted
in order to inspect them, as well as access to all
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kontroly ako aj ku vSetkym zdznamom, ktoré sa
budt uchovavat’ pre potreby Klinického sktisania, za
ucelom preverovania, kontroly a kopirovania
udajov, dokumentov a informacii tykajacich sa
Klinického sku$ania. V miere, v ktorej to Institacii a
Skusajucemu pravne predpisy dovolia, Institicia
a Skusajuci  umoznia Novartisu resp. jeho
poverenym osobam pristup ku vSetkym zadznamom
tykajicim sa Subjektov hodnotenia a v potrebnej
miere im tiez umoznia kontrolu zaznamov
tykajucich sa Klinického skusania. InStitucia a
Skusajici  zabezpeéia, aby SkuSajuci a/alebo
¢lenovia skusajiiceho timu boli Novartisu resp. jeho
poverenym osobam k dispozicii pocas uvedeného

records maintained for the needs of the Clinical
study, in order to verify, inspect and copy the data,
documents and information relating to the Clinical
study. To the extent allowed to the Institution and
the Investigator by legal regulations, the Institution
and the Investigator shall allow Novartis, event. its
authorised representatives access to all records
pertaining to the Study Subjects and to the necessary
extent allow them inspecting records related to the
Clinical study. The Institution and the Investigator
shall ensure that the Investigator and/or other
relevant clinical trial staff is available for Novartis
and its authorised representatives during the above-
mentioned inspection/audit in order to discuss such

monitorovania/vykondvania kontroly, a to =za records, data and information and to resolve any
ucelom  prediskutovania  vySSie  uvedenych questions relating to such records, data and
zaznamov, Udajov a informacii a pripadného information.

odstranenia  akychkol'vek pochybnosti s nimi

suvisiacimi.

5.3. Institicia umozni pri Klinickom skasani audit | 5.3. The Institution shall allow in Clinical study auditing
dodrziavania najmid Protokolu, tejto Ramcovej the observance of namely the Protocol, this
zmluvy a Jednotlivej zmluvy, prislusnych pravnych Framework Agreement, Individual Agreement,
predpisov a zasad Spravnej klinickej praxe na applicable laws and principles of good clinical
pracovisku a v  priestoroch  skladovania practice at the site and in the premises where the
Medicinskeho produktu a Materialu ¢i uz auditormi Medicinal Product and Material will be kept, either
Novartisu alebo predstavitelmi Riadiaceho organu by the auditors of Novartis or representatives of the
ktorejkol'vek krajiny, kde sa bude uvazovat Governing Body of any country where registration
0 registracii ski8aného produktu alebo kde bude of the investigational product will be contemplated
registrovany skaSany liek, a to aj po skonceni or where the investigational product will be
platnosti Jednotlivej zmluvy. InStitacia a SkaSajuci registered, and that even after expiry of Individual
vytvoria prislusnému dozornému organu primerané Agreement. The Institution and the Investigator
podmienky na vykonanie auditu a poskytni mu shall create appropriate conditions for the competent
potrebnt  sucinnost.  Institdcia a  SkuaSajaci supervising authority to enable it the performance of
predovsetkym  zabezpefia  alebo  poskytna audit and shall provide it with relevant assistance.
prislusnému  dozornému organu pristup ku The Institution and Investigator shall in particular
zaznamom, ktoré sa uchovavaju pre potreby ensure or provide to competent supervising authority
Klinického skiania za 1felom preverovania, access to records maintained for the needs of the
kontroly  akopirovania udajov, dokumentov Clinical study in order to verify, inspect and copy the
a informacii tykajtcich sa Klinického skuSania. V data, documents and information relating to the
miere, v ktorej to Institicii a SkaSajucemu pravne Clinical study. To the extent allowed to the
predpisy dovolia, Institucia a Skii8ajici umoznia Institution and the Investigator by legal regulations,
prislusnému dozornému organu pristup ku vsetkym the Institution and the Investigator shall allow
zaznamom tykajucim sa Subjektov hodnotenia a v competent supervising authority access to all records
potrebnej miere mu tiez umoznia kontrolu zaznamov pertaining to the Study Subjects and to the necessary
tykajicich sa Klinického skuSania. Institicia extent allow them inspecting records related to the
zabezpeci, aby SkuSajuci a/alebo cClenovia Clinical study. The Institution shall ensure that the
skusajuceho timu boli prislusnému dozornému Investigator and/or other relevant Clinical study
organu K dispozicii po¢as inSpekcie/auditu, a to za staff is available for competent supervising authority
ucelom  prediskutovania  vys$Sie  uvedenych during the above-mentioned inspection/audit in
zaznamov, udajov a informacii a pripadného order to discuss such records, data and information
odstranenia  akychkol'vek  pochybnosti s nimi and to resolve any questions relating to such records,
stvisiacimi. data and information.

5.4, Institicia a SkuaSajuci budi Novartis okamzite, | 5.4. The Institution and Investigator shall inform

najneskor vSak do 24 hodin informovat’ v pripade,
ze kompetentny dozorny organ bude planovat,
pripadne  neplanovane  zaCne, vykonavanie
in$pekcie/auditu a umoznia Novartisu uéast’ na tejto
in§pekcii/audite a poskytnid  Novartisu kopie
akychkol'vek pisomnosti vypracovanych dozornym
organom, ktoré sut  vysledkom takejto

Novartis immediately, but not later than within 24
hours, if any competent supervising authority plans
an inspection/audit or starts any unplanned
inspection/audit and shall allow Novartis to be
present at such inspection/audit and provide
Novartis with copies of any documents elaborated
by the supervising authority, which result from such
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in§pekcie/auditu, a to ihned po ich obdrzani.
Institucia a Skusajici vyvini vSetku snahu, aby
ziskali pre Novartis povolenie zlcastnit’ sa takejto
inSpekcie/auditu a v pripade, Ze to nebude mozné,
budi povinni zabezpeit vc€asné a nepretrzité
informovanie ~ Novartisu o priebehu  danej
in§pekcie/auditu.

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.

5.5.

Institacia a Skusajuci budi povinni uskutocnit
akékol'vek primerané kroky vyzadované zo strany
Novartisu a/alebo prislusného dozorného organu za
udelom odstranenia nedostatkov zistenych auditom
alebo inSpekciou. InStiticia a SkuSajici budu
povinni  informovat  apredlozit  Novartisu
akékol'vek pisomnosti uréené kompetentnému
dozomému organu vypracované v reakcii na
in§pekciu/audit zo strany takéhoto dozorného
organu, pricom Novartis bude opravneny pozadovat’
doplnenie alebo upravu pisomnosti vzhl'adom na
odborné informacie a skutkovy stav.

5.5.

The Institution and Investigator shall be obliged to
take any appropriate steps required by Novartis
and/or competent supervising authority in order to
remove any deficiencies by the audit or by an
inspection. The Institution and the Investigator shall
be obliged to inform and submit to Novartis any
documents  determined by the competent
supervisory authority developed as reaction to
inspection/audit by such supervisory authority,
where Novartis shall be entitled to demand the
amendment or adaptation of documents in the view
of vocational information and facts.

5.6.

Prava a povinnosti v zmysle tohto Cl. 5 Ramcovej
zmluvy budu pre Klinické skusanie trvat’ aj pocas
doby 15 rokov po ukonéeni prislusného Klinického
skusania.

5.6.

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

Cl. 6. Dokumentacia a sucinnost’

Article 6.

Documentation and Collaboration

6.1.

Pokial’ sa nedohodne inak, vSetky zdznamy (najma
avSak nie vyluéne CRF zaznamy, zaznamy tykajuce
sa identifikdcie Subjektu hodnotenia, zdravotné
zdznamy, laboratorne testy atd’.), pri ktorych
Novartis budu vyzadovat, aby mu boli predlozené
Skusajucim, budid mat formu, ktoru stanovi
Novartis. Sktsajuci bude dbat’ na to, aby zaznamy
boli vyplnené kompletne a v sulade s Protokolom.
Kazdé hlasenie/zaznam/spravu  bude  musiet’
Skusajuci schvalit’ a podpisat. Toto schvalenie sa
nebude moct’ bezdovodne zdrziavat. Institicia a
Skuigajici buda rucit’ za to, ze vsetky CRF zaznamy
predlozené Novartisu budi pravdivé, uplné a
spravne, a Ze budi presne vyjadrovat vysledky
Klinického sktsania. Institicia a/alebo Skusajtci na
poziadanie predlozia tieto zaznamy alebo ich kopie
Novartisu alebo Riadiacemu orgéanu. Tieto zdznamy
budu mat’ v primeranej miere doverny charakter a su
obchodnym tajomstvom.

6.1.

Unless agreed otherwise, all records (namely but not
exclusively CRFs, Study Subjects’ identifications,
medical notes, laboratory tests etc.) required from
the Investigator by Novartis 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 will
have to be approved and signed by the Investigator.
Such approval should not be unreasonably withheld.
The Institution and the Investigator shall warrant
that all CRF records submitted to Novartis shall be
truthful, complete and correct and that they will
exactly reflect the results of the Clinical study. Upon
request, the Institution and/or the Investigator shall
submit such records or their copies to Novartis or
Governing Body. These records will have in
reasonable degree confidential nature and represent
a trade secret.

6.2.

Skusajuci zaisti spravne, uplné, Citatelné a vcasné
zaznamenavanie Uudajov  opatrené prisluSnym
datumom a podpisom v zdznamoch Subjektov
hodnotenia a vo vsetkych poskytovanych spravach
(d’alej len ,,Dokumentacia Stidie®).

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 Study Subjects and all submitted reports
(hereinafter  referred to as the “Study
Documentation”).

6.3.

Institacia a Skasajuci buda Novartisu pravidelne a
vcas poskytovat vSetky vysledky Klinického
skusania a dalSie udaje pozadované na zdklade
Protokolu Klinického sktiania (d’alej len ,,udaje”),
a to prostrednictvom riadne vyplnenych zaznamov
Subjektov  hodnotenia (v pisomnej alebo
elektronickej forme — CRF zaznamy). InStitacia a
Skusajuci budu vytvarat’ CRF zaznamy do 5 dni od
uskutocnenia navstevy stanovenej Protokolom.

6.3.

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

6.4.

Institicia zabezpeci, aby Skusajuci uchovaval
kompletné zdznamy o Subjektoch hodnotenia

6.4.

The Institution shall ensure that the Investigator
shall maintain complete records on Study Subjects
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a identifikatné  kody  Subjektov  hodnotenia
a dokumentaciu o Klinickom skasani po dobu
najmenej 15 (pétnast) rokov od ukoncenia
Klinického skti$ania alebo po dlhsiu dobu, ak sa na
takejto Zmluvné strany dohodnu. Po rovnaka dobu
Institicia  zabezpeci uchovavanie zdravotnej
dokumentacie Subjektov hodnotenia a ostatnych
zakladnych tdajov Klinického skusania tak, aby sa
dokumentacia v plnom rozsahu zachovala a bola
Citatel'nd pocas celej doby uloZenia a aby sa mohla
na poziadanie poskytnit’ prisluSnym organom na
overovanie a hodnotenie.

and identification codes of the Study Subjects and
documents related to the Clinical study for a period
of at least 15 (fifteen) years from the completion of
the Clinical study, or for such longer period which
shall be mutually agreed between the Parties. For the
same period, the Institution shall ensure
maintenance of the medical records of the Study
Subjects and other basic data of the Clinical study 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.

6.5. V pripade, ze v priebehu Klinického skuSania | 6.5. If in the course of the Clinical study Novartis obtains
Novartis ziska dolezité informacie (napriklad important information (for example information on
informacie tykajuce sa zavaznych neZiaducich serious adverse reactions) which is reasonably
uéinkov), ktoré sa opravnene povazuji za considered as information that might have
informacie, ktoré by mohli ovplyvnit’ rozhodovanie influenced the decision-making of the Ethics
Etickej komisie pri vydavani stanoviska k etike Committee when issuing the statement on the ethics
Klinického skuSania (ak by boli tieto informacie of the Clinical study (if such information was
dostupné v Case prijatia rozhodnutia), bezodkladne available at the time of decision-making), it shall
oznami apredlozi tieto informacie Etickym immediately notify and submit such information to
komisidm. the Ethics Committees.

6.6. Novartis poskytne tdaje o vSetkych zavaznych | 6.6. Novartis shall provide information about all serious
neziaducich Géinkoch Etickej komisii a Riadiacemu adverse reactions to the Ethics Committee and the
organu, ktory bude povolovat a kontrolovat Governing Body which shall allow and oversee the
vykonavanie Klinického ska$ania, a spolu so performance of the Clinical study, and together with
Sku$ajucim uskutoéni opatrenia, ktoré bude the Investigator shall take steps which need to be
potrebné vykonat' za Géelom ochrany Subjektov taken to protect the Study Subjects at risk.
hodnotenia vystavenych riziku.

6.7. Skusajuci riadne a v€as oznami Novartisu a Etickej | 6.7. The Investigator will duly and timely notify Novartis
komisii v8etky dolezité informacie uvedené v bode and the Ethics Committee of all important
6.5. tejto Ramcovej zmluvy, ktoré zisti v priebehu information referred to in para. 6.5. hereof, which
Klinického skusania. Sicasne zabezpeci, Ze Subjekt shall be detected in the course of the Clinical study.
hodnotenia bude riadne a véas v nevyhnutnej miere He/she shall also ensure that the Study subject shall
informovany o vSetkych otazkach tykajucich sa be informed in the necessary extent on all matters
Klinického sku$ania. related to Clinical study.

6.8. Institicia a Skusajuci budd okamzite reagovat’ na | 6.8. The Institution and the Investigator shall
vSetky Ziadosti Novartisu predkladané pocas immediately respond to all requests by Novartis that
Klinického skusSania tykajice sa postdenia will be submitted during the Clinical study and will
a prerokovania postupu  Klinického skusania pertain to the evaluation and negotiation of the
a suvisiacich otazok so zastupcami Novartisu. Clinical study progress and associated questions
Institicia ruci za to, ze Skusajuci sa za tymto uéelom with the representatives of Novartis. The Institution
stretne so zastupcami Novartisu a poskytne potrebné warrants that to this end, the Investigator shall meet
informacie  azaznamy vrozsahu av salade the representatives of Novartis and provide them
S prislusnymi pravnymi predpismi. with the necessary information and records in scope

and in accordance with relevant legislation.

6.9. Institicia poskytne sucinnost’ pri zabezpecovani | 6.9. The Institution shall cooperate in order to ensure and
a poskytovani podkladov, najmé ¢i Institacia, jej provide details, in particular as to whether the
personal a pracoviska spliiaji podmienky pre Institution, its personnel and sites meet the
realizaciu Klinického skusania a Spravnej klinickej conditions for the conduct of the Clinical study and
praxe. of good clinical practice.

6.10.  Skasajuci bude povinny oznamit’ zaradenie Subjektu | 6.10.  The Investigator shall be obliged to notify the health

hodnotenia do Klinického sktiSania s uvedenim cisla
rozhodnutia o0 povoleni Klinického ski$ania a
datumu zaradenia Subjektu hodnotenia do
Klinického  skuSania  zdravotnej  poistovni
vykonavajucej verejné zdravotné poistenie Subjektu
hodnotenia bezodkladne po zaradeni Subjektu
hodnotenia do Klinického skuSania; prislusnost’
Subjektu hodnotenia k zdravotnej poistovni bude

insurance company providing public health
insurance to the Study Subject of the enrolment of
the Study Subject in the Clinical study, together with
the number of authorization for the conduct of the
Clinical study and date of inclusion of the Study
Subject in the Clinical study and he/she shall do so
immediately after enrolment of the Study Subject in
the Clinical study; the determining factor will be the
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rozhodujuca v ¢ase zaradenia Subjektu hodnotenia
do Klinického skusania.

insurance of the Study Subject by the pertinent
health insurance company at the time of enrolment
of the Study Subject in the Clinical study.

CL. 7. Neziadiice udalosti a neZiadiice i¢inky Article 7. Adverse Events and Adverse Reactions

7.1. Institicia a Skusajuci budu okamzite informovat’ | 7.1. The Institution and Investigator shall notify
Novartis, Riadiaci organ a prislusnii zdravotnt Novartis, the Governing Body and the relevant
poistoviiu  vykonavajucu  verejné  zdravotné health insurance company providing public health
poistenie  Subjektu hodnotenia o  vSetkych insurance to the Study Subject of all serious adverse
zavaznych neziaducich udalostiach, ktoré sa tykaju events pertaining to the Study Subject, or of
Subjektu hodnotenia, alebo o podozreniach na suspected adverse reactions pertaining to the
neziaduce Géinky, ktoré sa budu tykat’ Medicinskeho Medicinal Product or the Material, in particular to
produktu alebo Materidlu, najmid skuSanych the investigational products and medicines, which
produktov a liekov, ktoré sa vyskytnu v priebehu will occur in the course of the Clinical study, within
Klinického skiisania, najneskér do 24 hodin od ich 24 hours after becoming aware of such events and
zistenia, ato vSetko najmid v sulade s pokynmi reactions, all in accordance namely with the
uvedenymi v Protokole. Hlasenia budu nasledne instructions set forth in the Protocol. The Institution
doplnené Institiiciou a SkaSajucim o podrobné and the Investigator shall subsequently supplement
pisomné spravy v sulade so vSetkymi pravnymi a the reports with detailed written statement in
regulaénymi poziadavkami. Institucia a SkuSajuci accordance with all legal and regulatory
budu vzdy spolupracovat’ s Novartisom requirements. The Institution and the Investigator
a zabezpecia spolupracu aj akejkol'vek osoby will always cooperate with Novartis and will ensure
zGCastnenej na vykonavani Klinického skuSania that any person involved in the conduct of the
s Novartisom, ato pri jeho hlaseniach vSetkych clinical trial shall cooperate with Novartis in its
zavaznych neziaducich udalosti a podozreni na reports of all serious adverse events and suspected
neziaduce  u¢inky  Medicinskych  produktov adverse  reactions of Medicinal  Products
(sktsanych produktov alebo liekov) Riadiacemu (investigational ~ products or medicines) to
organu, Etickej komisii, prislusnej zdravotnej Governing Body, the Ethics Committee, the relevant
poistovni  vykonavajucej verejné  zdravotné health insurance company performing public health
poistenie Subjektu hodnotenia, pripadne prislu$nym insurance of the Study Subject, or the competent
organom ¢lenskych $tatov, na ktorych tizemi sa bude authorities of the Member States on whose territory
vykonavat’ multicentrické Klinické skusanie, a v will be performed the multicentre Clinical study, and
pripade ak to stanovuju pravne predpisy alebo o to in case it is stipulated by the legislation or required
poziada Novartis, poskytni (a/alebo zabezpelia by Novartis, will provide the relevant authorities
poskytnutie) prislusnym organom aj pozadované also with requested information in scope and in
informacie vrozsahu vsulade s prislusnymi accordance with relevant legislation.
pravnymi predpismi.

7.2. Po vyskyte zavaznych neziaducich udalosti, ¢i | 7.2. Following the occurrence of serious adverse events,
neziaducich u¢inkov uskutoéni SkuaSajuci po or adverse reactions, the Investigator, after having
konzultacii s Novartisom vSetky nevyhnutné consulted Novartis, shall take all measures
opatrenia na ochranu Subjektov hodnotenia, ktori necessary in order to protect the Study Subjects
budi vystaveni riziku. exposed to risk.

CL 8. Finanéné vyrovnanie Article 8. Financial Compensation

8.1. Za riadne vykonanie Klinického skusania | 8.1. For the proper execution of the Clinical Study and
a odovzdanie vsetkych podkladov, ktoré Institacia v submission of all documents by the Institution to
prospech Novartisu poskytne podl'a tejto Radmcovej Novartis, that should be provided under this
zmluvy aJednotlivej zmluvy, zaplati Novartis Framework Agreement and the Individual
uhrady za podmienok a spdsobom v zmysle Agreement, Novartis shall pay compensation for the
Jednotlivej zmluvy. conditions and manner according to the Individual

Agreement.
8.2. Ak Jednotliva zmluva nebude urcovat’ inak, Ghrady | 8.2. Unless stated in the Individual Agreement

v zmysle bodu 8.1. tejto Ramcovej zmluvy budd
obsahovat vSetky naklady InStiticie spojené
s vykonanim Klinického sktiSania vratane nékladov
aodmien za cinnost SkuSajuceho, pripadnych
spoluskusajucich a pripadnych inych zamestnancov
Institicie  zucCastitujucich sa na vykonavani
Klinického skiigania. Uhrady v zmysle bodu 8.1.
tejto Ramcovej zmluvy budu predstavovat jediny a
vyluény sposob finanéného vyrovnania medzi
Zmluvnymi stranami a Institucia, ani Skisajtci, ani

otherwise, payments according to para. 8.1. hereof
shall cover all costs of the Institution associated with
the conduct of the Clinical study, including costs of
the Investigator, potential co-investigators and
employees of the Institution associated with the
Clinical study. Payments according to para. 8.1.
hereof shall present the only and exclusive method
of financial compensation of the Parties and the
Institution, Investigator and co-investigators will not
be entitled to any further financial or similar
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spoluskusajuci nebudi mat’ narok na akékolvek
dalsie finanéné ¢&i obdobné plnenie za plnenie
poskytované podla Jednotlivej zmluvy. Institicia
bude vyhradne zodpovedna za platbu vsetkych dani
a ostatnych poplatkov, ktoré jej moézu vzniknut,
alebo moézu byt ulozené ¢i splatné v suvislosti
Speiaznymi  alebo  nepefiaznymi  plneniami
v zmysle Jednotlivej zmluvy ¢i poskytnutymi na
zaklade Jednotlivej Zmluvy, ktoré budu obsahovat
vSetky takéto pripadné dane a poplatky. Zmluvné
strany kon$tatuju, ze plnenie poskytnuté podla
Jednotlivej Zmluvy Institucii bude predstavovat’
prijem z vykonavania Klinického skusania, ktory
nie je predmetom dane z prijmu vyberanej zraZkou,
ale bude zdanovany samotnou Institiciou.

Zmluvné strany vzajomne prehlasujii a zavédzuju sa,
ze uhrady v suvislosti s Klinickym sktsanim (i)
budi predstavovat realnu trhovi hodnotu za
vykonanie  Klinického skuaSania, (ii) neboli
stanovené ziadnym spdsobom, ktory zohladiuje
objem alebo hodnotu akychkol'vek odportcani,
nahrad alebo obchodov medzi Institiciou a/alebo
Skusajicim a spolo¢nostou Novartis a (iii) nie su
ponukané ani poskytované, uplne alebo Ciastocne, so
zédmerom priamo alebo nepriamo, nevyslovne alebo
vyslovne ovplyviiovat' alebo povzbudzovat' ich
prijemcu, aby nakupoval, predpisoval,
sprostredkuval, predaval, zabezpecoval nakup alebo
predaj produktu Novartisu alebo nepredstavujt
odmenu za ich minulé spravanie.

performance provided under the Individual
Agreement. The Institution 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 but will be
taxed by the Institution itself.

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

8.3.

Uhrada v zmysle Jednotlivej zmluvy bude
realizovana 1 x $tvrtro¢ne vzdy za dané uplynulé Y-
ro¢né obdobie spitne, pocnuc prvym zaradenym
Subjektom hodnotenia v danom Klinickom skus$ani,
podla rozsahu Novartisom a  Skusajucim
odsuhlasenych vykonanych ¢innosti (pocet, druh a
im zodpovedajucu hodnotu jednotlivych ukonov
realizovanych s jednotlivymi Subjektmi
hodnotenia), a to nasledovne:
a) vzdy za obdobie od 01.01. do 31.3. bude do
30.04. Novartisom odoslany vygenerovany

navrh faktary (IP - Invoice Proposal)
vypracovany  na  zaklade = Novartisom
a Skusajucim  odsuhlasenych  vykonanych

¢innosti za dané Y4-ro¢né obdobie,
b) vzdy za obdobie od 01.04. do 30.06. bude do
31.07. Novartisom odoslany vygenerovany

navrh faktary (IP - Invoice Proposal)
vypracovany  na  zaklade  Novartisom
a Skusajucim  odsuhlasenych  vykonanych

¢innosti za dané “4-rocné obdobie,
c) vzdy za obdobie od 01.07. do 30.09. bude do
31.10. Novartisom odoslany vygenerovany

navrh  faktary IP  (Invoice  Proposal)
vypracovany na zaklade Novartisom a
Skusajucim  odsthlasenych  vykonanych

¢innosti za dané Y-roéné obdobie,
d) vZdy za obdobie 01.10. do 31.12. bude do 10.01.
Novatisom odoslany  vygenerovany navrh

8.3.

Payment according to the Individual Agreement will
be realized once in every quarter-year always for the
given previous quarter-year-period retrospectively,
starting with the first included Study Subject in the
respective Clinical study, according to the scope of
activities performed and approved by Novartis and
the Investigator (number, type and corresponding
value of individual interventions in individual Study

Subjects) as follows:

a) always for period from 01.01. until 31.03. will
be until 30.04. by Novartis generated an invoice
proposal (IP - Invoice Proposal) drawn upon the
basis of Novartis and the Investigator approved
activities provided in pertinent quarterly period,

b) always for period from 01.04. until 30.06. will
be until 31.07. by Novartis generated an IP
(Invoice Proposal) drawn up on the basis of
Novartis and the Investigator approved
activities provided in pertinent quarterly period,

c) always for period from 01.07. until 30.09. will
be until 31.10. by Novartis generated an IP
(Invoice Proposal) drawn up on the basis of
Novartis and the Investigator approved
activities provided in pertinent quarterly period,

d) always for period from 01.10. until 31.12. will
be until 31.01. by Novartis generated an IP
(Invoice Proposal) drawn up on the basis of
Novartis and the Investigator approved
activities provided in pertinent quarterly period.
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faktiry IP (Invoice Proposal) vypracovany na
zaklade Novartisom a Skusajucim
odsuhlasenych vykonanych ¢innosti za dané
Ya-rocné obdobie.

Novartis po skonceni $tvrtroku zasle vygenerovany
IP Institicii aInStiticia na zéklade takto
vypracovaného a doruc¢eného IP do 15 kalendarnych
dni vystavi faktaru, ktora doru¢i Novartisu. Na
faktire musi byt uvedeny kod daného Klinického
skusania a prilohou faktary bude vystaveny IP.
Novartis zaplati Institicii na zaklade riadne
vystavenej a doruéenej faktury prislusna cast’
thrady za $pecifikované Y-roéné obdobie, a to so
splatnost’ou 30 dni od dorucenia faktary Novartisu.

Novartis will send within 15 days after end of each
quarterly period generated IP to the Institution and
the Institution in pursuance of such drawn up and
delivered IP shall issue an invoice, which will be
delivered to Novartis. The invoice must contain the
code of the respective Clinical study and issued IP
will form an Annex of the invoice. Novartis shall
pay to the Institution on the basis of a duly issued
and delivered invoice a respective part of the
payment for the specified quarterly period, with
maturity period of 30 days from the delivery of the
invoice to the Novartis.

8.4.

V zmysle formularu informovaného suhlasu
pacienta, bude Subjektom hodnotenia za vykonané
navstevy v ramci Klinického ski$ania poskytovany
prispevok na nahradu cestovnych nakladov
a pripadne casu straveného v Institucii. Institicia
zabezpedi vyplacanie tohto prispevku z prostriedkov
na to ucelovo poskytnutych Novartisom. Spdsob
arozsah vyplacania prispevku bude uvedeny
v Jednotlivej zmluve. Administrativnymi
¢innostami suvisiacimi s priamym vyplatenim tohto
prispevku Subjektom hodnotenia mézu byt priamo
povereni zamestnanci Institacie, ktori budd v takom
pripade povinni dodrziavat’ rovnaké povinnosti ako
st ulozené Institucii pre pripad vyplaty prispevku zo
strany Institucie.

8.4.

In the meaning of the Patient Informed Consent
Form Novartis will provide to the Study Subjects for
completed visits during the Clinical study the
contribution for cover their travel costs and, where
appropriate, the time spent in the Institution. The
Institution shall ensure payment of this contribution
from the resources provided for such purpose by
Novartis. The manner and scope of such payment
will be described in the Individual Agreement.
Administrative activities related to direct payment of
such contribution to the Study Subjects may be
directly delegated to the employees of the Institution
whereby these employees shall be obliged to, in such
case, comply with the same obligations as the
Institution in the event when the contribution shall
be paid by the Institution.

8.5.

Novartis sa zavdzuje, ze uhradi vSetky naklady
spojené s  Klinickym  skasanim v rozsahu
stanovenom prislusnym zakonom (Zékon o liekoch),
vratane nakladov na Material uvedeny v Protokole a
nakladov spojenych s laboratérnymi, zobrazovacimi
a inymi vySetreniami uvedenymi v Protokole a
nakladov suvisiacich s poskytnutim ustavnej
zdravotnej  starostlivosti, ak je poskytnuta
v suvislosti s Klinickym skasanim.

8.5.

Novartis agrees to pay all costs associated with the
Clinical study in the extent provided by applicable
law (Medicinal Products Act), including costs of
Material listed in the Protocol and the costs
associated with laboratory, imaging and other
examinations under the Protocol and the costs
associated with the provision of institutional care if
is granted in the context of Clinical study.

8.6.

Institicia berie na vedomie, Ze v sulade s platnymi
pravnymi predpismi, najmé, nie v§ak vylu¢ne podl'a
Zakona o liekoch bude resp. méze byt spolo¢nost’
Novartis alebo tretia osoba povinna oznamovat
prislusnym organom a zverejiiovat’ vysku a ucel
penaznych alebo nepeniaznych plneni poskytnutych
priamo alebo nepriamo zdravotnickemu
pracovnikovi alebo poskytovatelovi zdravotnej
starostlivosti v rozsahu a za podmienok stanovenych
platnymi  pravnymi  predpismi.  Predmetom
zverejnenia bude aj vyska nédhrad a/alebo
nepenaznych prijmov  poskytnutych Institacii
ztitulu ucCasti  SkuSajuiceho na  mitingoch.
Predmetom zverejnenia nebude vySka odmeny
Skusajuceho za Klinické skusanie, ked’ze Skusajtci
bude Klinické skisanie vykonavat’ ako zamestnanec
Institdcie. InStitGcia sa zavdzuje poskytnut
Novartisu  akikol'vek  sulinnost’ nevyhnutne

8.6.

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
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potrebnt na riadne plnenie oznamovacich
povinnosti Novartisu podl'a Zakona o liekoch.

fulfilment of reporting obligations of Novartis under
the Medicinal Products Act.

8.7. Institucia bude zodpovedat’ za presnost’, Gplnost’ a | 8.7. The Institution shall be responsible for accuracy,
spravnost udajov a informacii, ktoré Institicia completeness and correctness of data and
poskytuje spolo¢nosti Novartis v suvislosti s information which will be provided by the
plnenim povinnosti podl'a bodu 8.6. tejto Ramcove;j Institution to Novartis in relation to fulfilment of
Zmluvy. V pripade poruSenia tychto povinnosti obligations under para. 8.6. hereof. In case the
alebo povinnosti poskytnut’ primerant stéinnost’ Institution breaches these obligations or the
Institiciou bude InStiticia povinnd odskodnit’ obligations to provide appropriate assistance, the
spolo¢nost’ Novartis za akékol'vek naroky, zaloby a Institution shall be obliged to indemnify Novartis for
uplatnenia prava vznesené voéi spolo¢nosti any claims, actions and exercise of rights raised
Novartis, $kody a iné ujmy, naklady alebo vydavky, against Novartis, damage and other losses, costs or
vratane nakladov na pravne sluzby sposobené alebo expenses, including expenses for legal services
vzniknuté spoloCnosti Novartis v suvislosti s caused or incurred to Novartis in relation to any
konanim Institicie porusujicim pravne predpisy unlawful conduct of the Institution or any breach of
alebo povinnosti podla tejto Ramcovej zmluvy the Institution's obligations under this Framework
a Jednotlivej zmluvy. Agreement and Individual Agreement.

8.8. Zmluvné strany sa dohodli, pre pripad, Ze zdravotna | 8.8. The Parties agree, in case the health insurance
poist'oviia odmietne thradu zdravotnej company shall refuse to pay the health care payment
starostlivosti, ktora bude Institiciou poskytnuta which was provided by the Institution for the Study
Subjektu  hodnotenia v Klinickom skasani a Subject in the Clinical study and report to the health
vykdzana  zdravotnej  poistovni  Subjektu insurance of the Study Subject of the Clinical study,
hodnotenia, ze Zadavatel bude povinny uhradit’ the Sponsor shall be obliged to pay the payment to
Institacii sumu, ktorti neuhradi zdravotna poistoviia the Institution in the amount which failed to be paid
Subjektu hodnotenia z dovodu, ze Subjekt by the health insurance of the Study Subject for the
hodnotenia je alebo v minulosti bol zaradeny do reason that the Study Subject is or previously was
klinického skusania a naklady ma hradit’ Zadavatel included in the clinical study and the cost should be
vzhladom na rozsah Klinického skt$ania a tikony paid by the Sponsor, according to the extent of the
podla Protokolu, ako aj s tym suvisiace majetkové clinical study and acts according to the Protocol, as
sankcie, ak si ich zdravotna poistoviia voci Institucii well as the related property sanctions if their health
uplatni; pokial' dovodom uloZenia sankcii su insurance applies against the Institution; unless the
poruSenia na strane Institucie, Sktsajiceho alebo reason for the imposition of sanctions are violations
spoluskusajucich, tieto sankcie nehradi Zadavatel. on the part of Institutions, Investigator or co-
Indtiticia  bude povinna  ihned  oznamit’ investigators, these sanctions will be not paid by
Zadavatelovi alebo Novartisu, ze zdravotna Sponsor. The Institution shall be obliged to
poistoviia odmieta thradu zdravotnej starostlivosti, immediately notify the Sponsor or Novartis that the
umoznit’ Zadavatel'ovi alebo Novartisu poskytnut’ health insurance company refuses payment of health
vyjadrenia zdravotnej poistovni a poskytnat care, and allows to Sponsor or Novartis to give the
st¢innost’ na spolo¢né konanie voéi zdravotnej statements to the health insurance company and
poistovni v prislusnom administrativnom konani. provide synergies for joint action against the health
Za spravne vedenie dokumentacie a vykazovanie insurance company in the administrative
vykonov zdravotnej poistovni Subjektu hodnotenia proceedings. For proper leading of the
bude zodpovedat Skusajuci a Spoluskisajici documentation and reporting to the health insurance
spolocne a nerozdielne. PoruSenie povinnosti of the Study Subject shall be responsible and
Zadavatel'a uvedenej v tomto bode bude dévodom accountable Investigator and co-investigators jointly
na odstapenie od Jednotlivej Zmluvy zo strany and severally. Breach of the Sponsors’ obligation
Institacie. contained in this point is reason to withdraw from

the Individual Agreement by the Institution.
CL9. Zodpovednost’ za §kodu a poistenie Article 9. Responsibility for Damage and Insurance
9.1. Institicia a Hlavny skaSajuci sa zavizuju Novartisu | 9.1. The Institution and the Principal Investigator agree

nahradit’ uyjmu (vratane ujmy nemajetkovej a smrti
Subjektu hodnotenia) vzniknutej z dévodu (i)
nedbanlivého alebo umyselného protipravneho
konania alebo opomenutia a / alebo (ii) porusenia
ktorejkol'vek z povinnosti prijatych na zaklade tejto
Zmluvy ako aj (iii) porusenia pravnych predpisov
ktorymkol'vek z nich, alebo ktorymkol'vek zo
zamestnancov  InStiticie  alebo  zmluvnych
partnerov, ktori budu participovat’ na plneni tejto
Zmluvy. Narok na ndhradu Skody nevznika,

to indemnify Novartis for any damage (including
non-pecuniary damage and death of Trial Subject)
incurred as a result of (i) a negligent or willful illegal
act or omission and/or (ii) a breach of any
obligations assumed under this Agreement as well as
(iii) breach of legal regulations by either of them or
any employee of the Institution or contractors used
for the purposes of fulfilment of this Agreement.
Claim for damages does not arise, or arises only in a
proportional amount, if health-related harm
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pripadne vznika len v pomernej vyske, ak ujma na
zdravi (vratane smrti) bola spésobena zavinenim ¢i
spoluzavinenim Subjektu hodnotenia & jeho
zakonného zastupcu, ¢o aj z nedbanlivosti.

(including death) occurred due to the fault or
contributory fault of the Trial Subject or his/her legal
representative, also due to negligence.

9.2 Novartis je Institucii a Hlavnému skaSajucemu | 9.2. Novartis must indemnify the Institution and the
(Institacia alebo Hlavny skuSajuci d’alej na tcely Principal Investigator (hereinafter the Institution and
odskodnovania oznacovani len "OdS$kodiiovana the Principal Investigator collectively for the
strana") povinny nahradit ujmu (vratane ujmy purposes of indemnification referred to as the
nemajetkovej) v rozsahu, v akom je vo¢i nim na “Indemnified Party”) for damage (including non-
prislu$nom stude Subjektom hodnotenia alebo inymi, pecuniary damage) to the extent to which a Trial
na to podla platnych pravnych predpisov Subject or any other under law entitled person
opravnenymi osobami, uspes$ne uplatneny narok na successfully claims damage to health (including
nahradu ujmy na zdravi (vratane smrti) vzniknutej z death) as a result of using the Medicinal product or
dévodu uzivania Medicinskeho produktu alebo any clinical intervention or procedure required by
akéhokol'vek vykonu alebo postupu vykonaného na the Protocol in a competent court of justice, provided
Subjekte hodnotenia podl'a poziadaviek Protokolu, a that such damage:
to za podmienky, Ze tato ujma:

9.2.1. nevznikla z dévodu, Ze Odskodiiovana strana 9.2.1. did not arise from the failure of the Indemnified
nekonala v stlade (a) s podmienkami tejto Party to comply with (a) the terms of this
Zmluvy; a/alebo (b) Protokolom; a/alebo (c) Agreement; and/or (b) the Protocol, and/or (c)
vSetkymi prislusnymi pravnymi predpismi a all applicable laws and regulations governing the
pravidlami upravujicimi vykonavanie performance of the Clinical Trial, and/or (d)
Klinického skus$ania; a/alebo (d) safety measures and written instructions of
bezpeCnostnymi opatreniami a pisomnymi Novartis or its Affiliates; and/or
pokynmi Novartisu alebo jeho Prepojenych
0s0b; a/alebo

9.2.2. nevznikla z dovodu nedbanlivostného alebo 9.2.2.  does not arise from a negligent or willful illegal
umyselného protipravneho konania alebo act or omission of the Indemnified Party; and/or
opomenutia OdSkodniovanej strany; a/alebo

9.2.3. nie je plne hradena z poistenia dohodnutého v 9.2.3. is not fully covered by insurance taken out in
silade s pravnymi predpismi v prospech compliance with applicable laws for the benefit
Odskodnovanej strany. of the Indemnified Party

9.3. Dalej plati, ze ak vznikne taka ujma iba séasti z | 9.3. In the case that such damage incurs only in part due
dovodov na strane OdSkodnovanej strany to reasons on the part of the Indemnified Party as
uvedenych v ¢l. 9.2.1., alebo 9.2.2., Odskodiovane;j specified in Article 9.2.1. or 9.2.2., the Indemnified
strane vznika narok na nahradu ujmy voc¢i Novartisu Party shall be entitled to indemnification from
v rozsahu, v akom vznikla §koda mimo dévodov Novartis to the extent to which the reasons indicated
uvedenych v ¢l. 9.2.1. a/alebo 9.2.2. in Article 9.2.1. and/or 9.2.2. did not contribute to

the damage.

9.4. Préavo Institicie a Hlavného skti$ajuceho na nahradu | 9.4. The Institution and the Principal Investigator shall
ujmy podla ¢l. 9.2. dalej nevznikne a Novartis not be entitled to indemnification under Article 9.2.
nebude mat’ povinnost’ nahradu skody poskytnuat, v and Novartis shall not provide indemnification, if
rozsahu, v ktorom bude mat’ porusenie niektorej z the Contracting Partners breach any of the following
niz§ie uvedenych povinnosti zo strany Institicie obligations and such breach has a negative impact of
a Hlavného ska$ajuceho negativny vplyv na the Institution and the Principal Investigator on the
moznost Uspesne sa branit proti uplatnenému possibility of successful defense against the lodged
naroku na nédhradu ujmy: claim:

9.4.1. Instituicia a Hlavny skuSajuci sa zavédzuju 9.4.1. The Institution and the Principal Investigator
pisomne informovat’ Novartis o kazdom naroku agree to notify Novartis in writing and as much
a/alebo Zalobe ako aj o vsetkych stvisiacich as possible about a claim and/or lawsuit, as well
informaciach v maximalnom moznom rozsahu, as about all pertinent information relating
podra tychto ustanoveni o nahrade ujmy, a to do thereto, according to these provisions on
pétnastich (15) dni odo dna, ked’ sa o nich indemnification not later than within fifteen (15)
dozvedia, a suCasne sa zavidzuji umoZnit’ days of learning about such a claim or lawsuit
Novartisu, aby schvaloval vSetky ukony a and to allow Novartis to approve all acts and
obranu proti takto uplatnenému naroku alebo defense against such a claim or lawsuit,
zalobe vratane rozhodovania o urovnani sporu; a including the right to decide on its settlement;

9.4.2. Institicia a Hlavny skaSajici sa povinni and

spolupracovat’ s Novartisom a jeho pravnymi
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zastupcami a poistovateImi pri obrane proti 9.4.2. The Institution and the Principal Investigator

takému naroku alebo Zalobe, a zabezpedit’ takuto must cooperate and require its employees to

spolupracu zo strany svojich zamestnancov; a cooperate, with Novartis and its attorneys and

9.4.3. Institucia a Hlavny ska$ajici nesmi uznat' ani insurers in the defense of such a claim or lawsuit;

uspokojit’ ziadny takyto narok mimo alebo v and

ramci sudneho konania bez predchadzajuceho

pisomného sthlasu Novartisu. 9.4.3. The Institution and the Principal Investigator
may not recognize or settle any such claim or
lawsuit without the prior written consent of
Novartis.

9.5. Novartis je OdSkodiovanej strane povinny nahradit’ | 9.5. Novartis is obliged to indemnify the Indemnified
ujmu na zdravi (vratane smrti), ktord vznikla Party for health damage (including death) to Trial
Subjektu hodnotenia vyhradne v dosledku uzivania Subject as a result of using the Medicinal product
Medicinskeho produktu pouzittho v ramci and used in Clinical Trial or as a result of any
Klinického sktsania alebo v désledku akéhokol'vek performance or procedure performed on the Subject
vykonu alebo postupu vykonaného na Subjekte Studies as required by the Protocol, provided that
hodnotenia podla poziadaviek Protokolu, a to za such claim was not due to a breach of the obligations
predpokladu, Ze narok nevznikol v désledku of the Institution and the Principal Investigator.
porusenia  povinnosti  Institicie  a Hlavného
skusajuceho.

9.6. Novartis  zabezpe¢i pred uzavretim kazdej | 9.6. Prior to conclusion of each Individual Agreement,
Jednotlivej zmluvy poistenie  zodpovednosti Novartis will take out liability insurance on behalf
Institacie, Novartisu a Subjektov hodnotenia za of the Institution, Novartis and Study Subjects for
Skody vzniknuté na zdravi Subjektov hodnotenia damage to the health of Study Subjects including
vratane smrti a nakladov spojenych s liecbou death, and for costs associated with the treatment of
komplikacii alebo pripadnych trvalych nasledkov complications or potential persistent disability
v dosledku vykonavania Klinického skuSania v resulting from the conduct of the Clinical study in
zmysle Zakona o liekoch vratane vykonavania terms of the Medicinal Products Act including in the
ur¢itych ¢innosti suvisiacich s Klinickym sku$anim, event of performance of certain Clinical study
ako je napriklad podavanie Medicinskeho produktu related activities such as Medicinal Product
mimo pracoviska Klinického skuSania. Podla administration outside of the clinical site. According
takéhoto poistenia zodpovednosti za Skodu bude to such liability insurance, the Institution as the
mat’ InStiticia ako poisteny pravo, aby v pripade insured entity shall, in case of an insured event, have
poistnej udalosti poistovatel’ (poistoviia) za neho the right to be relieved from the payment of damages
nahradil $kodu Subjektu hodnotenia, za ktoru to the Study Subject for which the Institution will be
Institicia bude zodpovedat. Naklady spojené responsible and have the insurer (insurance
S uzavretim a udrziavanim takejto poistnej zmluvy company) pay instead of it. Costs related to the
po cely &as realizacie Klinického skuSania bude conclusion and maintenance of insurance contract
hradit’ Novartis. Ramcova poistnda zmluva na during the entire period of the Clinical study will be
poistenie zodpovednosti za S$kodu z klinického borne by Novartis. Framework insurance contract
skti$ania a na poistenie prevadzkovej zodpovednosti for liability insurance of clinical study and the
za $kodu, ¢islo poistnej zmluvy ¢. 4100352-2021 je operational insurance liability, contract number no.
prilohou tejto Ramcovej zmluvy. Poistny certifikat 4100352-2021 forms an annex to this Framework
ku konkrétnemu Klinickému skiisaniu bude prilohou Agreement. The insurance certificate to the pertinent
konkrétnej Jednotlivej zmluvy. Clinical study shall form annex to the pertinent

Individual Agreement.

9.7. Institicia a SkuSajuci budi mat’ pocas celej doby | 9.7. During the entire period of the Clinical study, the
realizacie  Klinického skuSania ~ poistenie Institution and the Investigator shall maintain
zodpovednosti za Skodu vrozsahu podla relevant and appropriate liability insurance within
prislunych pravnych predpisov. Na Ziadost the scope under the relevant legislation. Upon
Novartisu Institacia a/alebo SkuaSajuci poskytna request by Novartis, the Institution and/or the
doklad preukazujuci toto poistenie. Investigator shall provide proof of such insurance.

CL 10. Déverné informacie Article 10. Confidential Information
10.1.  So vSetkymi informaciami a udajmi, obchodnymi | 10.1.  All information and data, trade secrets, privileged

tajomstvami, dbévernymi zdznamami (zaznamy
ziskané na zéklade profesionalneho alebo doverného
vztahu, ktoré sa nesmil zverejnit’ bez stihlasu strany,
od ktorej boli ziskané) a inymi dovernymi alebo
stkromnymi informaciami (vratane, okrem iného,
Protokolu, CRF, informacii na internetovych

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
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strankach Novartisu chranenych heslom,
Dokumentacie $tudie, Suvisiacej dokumentacie,
informacii o S$trukture, zlozeni, ingredienciach,
vzorcoch, know-how, technickych postupoch a
procesoch), ktoré budi poskytnuté Institucii,
Skusajucemu a/alebo zamestnancom
a spolupracovnikom Institucie alebo ktoré budu
zhromazdené, spracované, vytvorené alebo s
ktorymi pride Institcia, Skusajuci a/alebo
zamestnanci a spolupracovnici Institucie do styku
v suvislosti s Rdmcovou zmluvou, Jednotlivou
zmluvou alebo Klinickym skasanim (d’alej stihrnne
len ,,Doverné informacie*), bez ohl'adu na to, ¢i
budu v listinnej, elektronickej alebo inej forme, sa
bude zaobchadzat ako Sdovernymi. Institicia
a Skasajuci  budu  povinni tieto  informacie
nezverejnit’ a nespristupnit’ tretej strane, ani ich
nepouzit’ pre iné ucely, pokial' k tomu nedostant
predchadzajici pisomny sthlas od Novartisu.
Takéto spristupnenie vSak poskytne iba v miere
pozadovanej pre Tucely Klinického skusania.
Doverné informacie sa spristupnia persondlu
pracoviska (centra) len v pripade, ak bude personal
zaviazany  rovnakou mierou  zachovéavania
dovernosti informacii, pricom Institicia zodpoveda
za konanie personalu.

websites of Novartis, Study Documentation, Related
Documentation, information on the structure,
composition, ingredients, patterns, know-how,
technical procedures and processes) which will be
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 study (hereinafter
jointly referred to as “Confidential Information”),
irrespective of whether in paper, electronic or any
other form, shall be handled as confidential. The
Institution and Investigator shall be prohibited to
disclose such information to a third party or use them
for other purposes, unless they will obtain a previous
written consent from Novartis to make such
information  available. Such disclosure of
information will only be allowed to the extent
required for the purposes of the Clinical study.
Confidential Information shall be made available to
the personnel at the site (centre), only if the
personnel will be bound by the same duty of
confidentiality, while the Institution guarantees the
actions of the personnel.

10.2.  Pokial jedna Zmluvna strana bude zo zdkonom | 10.2.  If either Party will be for statutory reasons obliged
stanovenych dévodov povinna Doverné informacie to make Confidential Information available to
komukol'vek spristupnit’, oznami to bez zbytocného anyone, it shall notify the other Party in writing
odkladu pisomne druhej Zmluvnej strane. without delay. Information shall only be disclosed to
Informacie budi poskytnuté len Vv nevyhnutnej the requested extent. This does apply to such
pozadovanej miere v sulade so zakonom. Uvedené situation, when the disclosure shall be made by
neplati, pokial’ k takému spristupneniu ma dojst’ zo Novartis and the respective  Confidential
strany Novartisu a predmetné Déverné informacie Information do not concern, nor has any relation to
sa nedotykaju ani nemaju vzt'ah k Institacii resp. jej the Institution, event. its patients and employees.
pacientom a zamestnancom.

10.3.  InStitGcia a/alebo Skusajuci bude pri predkladani | 10.3.  When submitting data and documentation on the
udajov  a dokumentacie o Klinickom  sktsani Clinical study to the Governing Body and if so
Riadiacemu organu aV pripade ak to stanovuje established by a legal regulation, this Framework
pravny predpis, tato Ramcova zmluva, Jednotliva Agreement, Individual Agreement or Protocol, also
zmluva alebo Protokol aj Etickej komisii to the Ethics Committee and the health insurance
a zdravotnej poistovni, ktora vykonava verejné company providing public health insurance to the
zdravotné  poistenie  dotknutého  Subjektu affected Study Subject, the Institution and/or
hodnotenia, vzdy spolupracovat’ s Novartisom, Investigator shall at all times cooperate with
pricom rozsah predkladanych udajov Novartis with the scope of submitted data and
a dokumentacie o klinickom skii$ani je stanoveny documentation on the Clinical study being
maximalne dokumentaciou podla § 42 ods. 1 determined at most by the documentation according
Zakona o liekoch anesmi byt predlozené C¢i to Section 42 (1) of the Medicinal Products Act; it
spristupnené tie Déverné informacie, ktoré will be prohibited to submit or make available such
predstavuju alebo priamo ¢i nepriamo zahifiaji Confidential Information which presents or directly
informacie na internetovych strankach Novartisu or indirectly include information at password-
chranenych  heslom, Dokumentaciu  $tudie, protected  websites  of  Novartis,  Study
Suvisiacu dokumentéciu, informacie o Strukture, Documentation, Related Documentation,
zlozeni, ingredienciach, vzorcoch, know-how, information on the structure, composition,
technickych  postupoch aprocesoch ¢i iné ingredients,  patterns,  know-how, technical
informacie spadajuce pod ochranu prav dusevného procedures and processes or any other information
vlastnictva. that fall under the protection of intellectual property

rights.

10.4.  Povinnosti tykajice sa ochrany Dovernych | 10.4.  Obligations relating to the protection of Confidential

informacii uvedené vysSie neplatia alebo stracaju

Information above do not apply or lose validity in
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platnost’ v pripade informacii, pri ktorych bude moct

v miere akceptovanej Novartisom

Skusajuci/Institicia potvrdit, Ze:

a) boli uz verejnosti dostupné alebo sa postupne
stali dostupnymi inym spOsobom, nez
neopravnenym zverejnenim informacii, ato
najmd, nie vSak vyluéne, neopravnenym
zverejnenim zo strany SkuSajuceho, Institucie
a/alebo  zamestnancov InStitucie  a/alebo
spolupracovnikov Institucie,

b) boli uz Skusajicemu/Institacii zndme inak nez
poskytnutim od Novartisu alebo ziskanim ¢i
vytvorenim v priebehu alebo v suvislosti
S Klinickym skGSanim, ¢o modze preukazat
pisomnymi dokazmi,

c) stranou, ktora sa nepodielala na ¢innostiach
v zmysle tejto Ramcovej zmluvy a/alebo
Jednotlivej zmluvy, a ked’ tieto informacie nie
si  predmetom povinnosti zachovavania
mlcanlivosti v prospech  Novartisu  alebo
niektorej z jeho pridruzenych osob.

relation to information in case of which the

Investigator/Institution will be able to, to the degree

acceptable by Novartis, confirm that:

a) it was publicly available or became
progressively available in another way and not
by unauthorized disclosure of information,
including, but not limited to unauthorized
disclosure by the Institution, Investigator 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 study, which they can prove by
written evidence,

c) was disclosed to the Investigator/Institution by
a third party not engaged in the activities which
are subject to this Framework Agreement and/or
Individual Agreement, where such information
is not subject to an obligation of confidentiality
in favor of Novartis or any of its affiliates.

10.5.  Po ukonceni platnosti prislusnej Jednotlivej zmluvy | 10.5.  After expiry of the respective Individual Agreement,
Institacia zlikviduje alebo na Ziadost’ Novartisu vrati the Institution shall destroy or upon request by
vSetky prislusné dokumenty, vzorky a material Novartis return all respective documents, samples
obsahujuci Doverné informacie alebo tykajlci sa and materials containing Confidential Information
ich, okrem jednej kopie Dévernych informacii, ktora or relating to Confidential Information, except for a
sa musi podla pravnych predpisov uchovat single copy of Confidential Information which must
Vv zaznamoch InStitucie, ktoré budi primerane be lawfully maintained in the Institution’s records
utajené. Ak o to Novartis poziada, musi Institiucia that shall be kept in appropriate confidence. If
takuto likvidaciu bez odkladu pisomne potvrdit’. Novartis requests so, the Institution must confirm

such disposal in writing without delay.

10.6. Informacie o Klinickom skG8ani mo6zu byt | 10.6.  The information about the Clinical study may be
zverejnené  vo  vedeckej literature  alebo published in the scientific literature or presented by
prezentované odborne;j verejnosti len professional public only with the prior written
s predchadzajucim pisomnym suhlasom Novartisu consent of Novartis in compliance with the
pri dodrzani zasad a predpisov Novartisu pre principles and rules for the disclosure of Novartis for
zverejfiovanie  udajov  oznamenych s danym disclosure of data noticed with this consent.
stthlasom.

10.7.  Vys$8ie uvedené povinnosti stanovené vtomto | 10.7.  Obligations set out above in this article are binding
¢lanku buda zavézovat' Instituciu a v konkrétnom for the Institution and in the respective Clinical
Klinickom skt$ani aj prislu§ného Skusajuceho bez study also for the pertinent Investigator without any
Casového alebo miestneho obmedzenia na trvanie restrictions in terms of time or place and are not
zmluvného vztahu na zaklade tejto Ramcovej limited to the period of contractual relationship
zmluvy a/alebo Jednotlivej zmluvy, t.j. platia aj po based on this Framework Agreement and/or
skonCeni platnosti tejto Ramcovej zmluvy, Individual Agreement, i.e. they shall survive after
prislusnej  Jednotlivej zmluvy a Klinického this Framework Agreement, pertinent Individual
skusania. Agreement and the Clinical study are over.

CL 11. Publikicie Avrticle 11. Publications
11.1.  Pojem ,publikacie“ uvedeny v tejto Ramcovej | 11.1.  The term “publications” used in this Framework

zmluve sa zamenitelne pouziva na oznacenie
recenzovanych  vedeckych  rukopisov  (napr.
primarnych a sekundarnych rukopisov predlozenych
do vedeckych alebo lekarskych casopisov),
abstraktov ~ z vedeckych kongresov  a
zodpovedajucich posterov a ustnych prezentécii.

Agreement is used interchangeably to refer to peer-
reviewed scientific manuscripts (e. g. primary and
secondary manuscripts, submitted to scientific or
medical journals), scientific congress abstracts, and
corresponding posters and oral presentations.
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11.2.  Novartis uznava zaujem Institicie na publikaciach | 11.2.  Novartis acknowledges the interest of the Institution
0 Klinickom  skaSani ajeho  prezentaciach in the publications on the Clinical study and its
Vv ¢asopisoch, na schddzach alebo inak, a preto tieto presentations in journals, meetings or otherwise, and
publikécie a prezentacie povoli, ale za predpokladu, therefore shall permit such publications and
ze Institucia poskytne Novartisu navrhované presentations, provided, however, that the Institution
prezentacie (Ustne alebo pisomne) najmenej 15 submits to Novartis proposed presentations (oral or
(patnast’) pracovnych dni pred ich zverejnenim written) at least 15 (fifteen) business days before
a vsetky ostatné navrhované publikacie najmenej 45 their publishing and any other proposed publications
(Styridsat’pét’) pracovnych dni pred ich zverejnenim at least 45 (forty-five) business days prior to being
alebo ich spristupnenim osobe, ktord nie je disclosed or submitted to anyone who is not
zamestnancom In§titicie aktord nema rovnaku employed by the Institution and is not under an
povinnost mléanlivosti ako InStitucia, resp. obligation of non-disclosure at least substantially
skugajiici  podla tejto  Ramcovej zmluvy identical to that imposed on the Investigator by this
a Jednotlivej zmluvy a za predpokladu, Zze Novartis Framework Agreement and the Individual
bude mat’ pravo poziadat’ o doplnenie kazdej takejto Agreement and provided that Novartis shall have the
navrhovanej prezentacie alebo publikacie na zaklade right to request supplementation of each such
dostato¢nych dovodov, vratane okrem iného: proposed presentation or publication on sufficient
a) zaistenia presnosti prezentacie alebo grounds, including, but not limited to:

publikacie, a) ensuring accuracy of the presentation or

b) zaistenia, aby sikromné informacie neboli publication,
nedopatrenim oznamené, b) ensuring that private information is not

C) umoznenia, aby prava  duSevného accidentally disclosed,
vlastnictva boli chranené, C) allowing for the protection of intellectual

d) umoznenia, aby boli poskytnuté prislu§né property rights,
doplnujuce informacie. d) allowing for provision of relevant

supplementing information.

11.3.  Novartis dodrziava autorské odporu¢ania ICMJE | 11.3.  Novartis follows the ICMJE authorship guidelines
(www.icmje.org). Vsetky osoby musia preto pocas (www.icmje.org). All persons must therefore fulfill
tvorby publikacie splnit’ vSetky S$tyri autorské all four ICMJE authorship criteria during
kritéria ICMJE, aby mohli byt do publikacie publication development to be included as authors
zahrnuti ako autori, a to nasledovne: on the publication, as follows:

a) podstatne prispeli ku koncepcii alebo a) substantial contributed to conception or
dizajnu diela; alebo k ziskaniu, analyze design of the work; or the acquisition,
alebo interpretacii udajov k dielu; a analysis, or interpretation of data for the

b) vypracovali dielo alebo kriticky work; and
prehodnotili jeho intelektualny obsah; a b) drafted the work or revising it critically for

c) schvalili koneént verziu, ktord sa ma important intellectual content; and
uverejnit’; a c) approved the final version to be published;

d) stihlasia, ze prebert plni zodpovednost’ za and
vSetky aspekty prace aby bolo zabezpeené, d) agreed to take all responsibility for all
7e sa otazky tykajuce sa presnosti alebo aspects of the work in ensuring that
integrity ktorejkol'vek Casti diela vyrieSia. questions related to the accuracy or

integrity of any part of the work are
appropriately investigated and resolved.

11.4.  Forma vsetkych publikacii tykajucich sa Klinického | 11.4.  The form of all publications relating to the Clinical
sktisania a vzt'ah dotknutych os6b a Novartisu k nim study and relation of affected persons and Novartis
podla zakona ¢. 185/2015 Z. z. Autorsky zakon to them according to the Act No. 185/2015 Coll., the
Vv zneni neskorsich predpisov (d’alej len ,,Autorsky Copyright Act, as amended (hereinafter referred to
zakon“) (napr. autorstvo, spoluautorstvo, spolo¢né as the “Copyright Act”), (e.g. authorship, co-
dielo, siborné dielo, spojené diela) bude urcené authorship, joint work, summary work, compound
vzajomnou dohodou Zmluvnych stran  pri work) shall be determined by mutual agreement of
odsuhlaseni publikacie, prezentacie ¢i iného diela. the Parties during approval of the publication,

presentation or other work.

11.5. Autori za napisanie publikacie neobdrzia ziadnu | 11.5.  Authors will not receive remuneration for their
odmenu ani priamo od spoloc¢nosti Novartis, ani writing of a publication, either directly from
prostrednictvom odbornej lekarskej agentury. Novartis or through a professional medical writing

agency.

11.6.  Novartis bude moct’ poziadat’, aby bola akakol'vek | 11.6.  Novartis may request that any publication or

publikacia alebo prezentdcia az 4 (Styri) mesiace
pozdrzand s cielom umoznit’ pripravu a vyplnenie

presentation is to be delayed for as many as 4 (four)
months in order to allow production and filling out
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patentovej ziadosti. Doba 4 (Styroch) mesiacov
zacne plynit’ ditom prijatia navrhovanej publikacie
alebo prezentacie, alebo diom, ked sa vSetky
prislusné udaje z prislusného Klinického skusSania
daju k dispozicii Novartisu, podl'a toho, ktory datum
nastane neskorsie.

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 respective Clinical
study will be available to Novartis, whichever
occurs later.

11.7. Ak  bude prislusné  Klinické  skusanie | 11.7.  If the pertinent Clinical study will be a multicentric
multicentrickym  klinickym  skaSanim, prvé clinical study, the first publishing of data must be
zverejnenie udajov musi vychadzat’ zo suhrnnych based on summary data from all centres analyzed
udajov od vsetkych centier analyzovanych podla according to the pertinent Protocol unless all
prislu§ného Protokolu, pokial’ sa vSetci zodpovedni responsible investigators participating in the
skti8ajuci zadastneni v Klinickom sktsani a Novartis Clinical study and Novartis will agree otherwise in
nedohodnu pisomne inak. Zverejnenie ¢iastkovych writing. Publication of partial data sets shall not be
stborov udajov sa bude méct’ uskutoénit’ az po made until the full data is released.
zverejneni uplnych udajov.

11.8.  Rovnaké povinnosti buda platit’ aj pri publika¢nej | 11.8.  Same obligations apply also to publication activities
ginnosti Skusajuceho. Ziadna odborna publikacia k of the Investigator. No professional publication
objavom ¢i sktSanym pripravkom alebo liekom related to discoveries or investigational products, or
nebude moct’ byt’ Skusajucim vydana pred podanim medications may be issued by the Investigator
ziadosti o patentova prihlasku, pokial’ vzhladom k before the submission of patent application, in case
povahe vysledkov prislusného Klinického skuSania such application is possible while taking into
bude podanie takejto prihlasky prichadzat’ do Givahy. account the nature of the results of the respective

Clinical study.

11.9.  Akékol'vek publikacia alebo zverejnenie budd | 11.9.  Any such publication or disclosure must comply
musiet’ byt vsulade s prisluSnymi pravnymi with all applicable laws and must be limited to
predpismi a budi musiet’ byt obmedzené len na scientific findings. Such publications or disclosures
publikaciu  a zverejnenie  vedeckych  zisteni. must, in particular, not constitute promotion under
Publikacia alebo zverejnenie nesmi najmi the applicable laws.
predstavovat’ propagaciu, resp. reklamu podla
prislusnych pravnych predpisov.

11.10. 'V shlade s akymikol'vek autorskymi pravami, ktoré | 11.10. Subject to any copyright rights owned by the
budu patrit zverejiiujucej osobe, spolo¢nost’ applicable publisher, Novartis and its agents may
Novartis a jej zastupcovia budi moct pouzivat, use, refer to and disseminate reprints of scientific,
odkazovat’ a §irit’ dotlacky vedeckych, lekarskych a medical and other published articles which disclose
inych publikovanych ¢lankov, Vv ktorych je the name of the Institution and/or the Investigator.
uvadzany nazov Institicie a/alebo Skusajiceho.

11.11. Novartis a jeho zastupcovia moézu uviest | 11.11. Novartis and its agents may list participating
zGCastnenych  skSajicich asnimi  savisiace investigators and their institutional affiliations in the
inStitucie Vv Casti pod’akovanie rukopisu alebo acknowledgement section of the manuscript or
abstraktu predlozeného na uverejnenie podla abstract submitted for publication according to the
smernic Casopisu alebo kongresu. Na spractivanie journal or congress guidelines. Article 12 of this
osobnych udajov za Gcelom podla tohto bodu sa Framework Agreement shall apply accordingly for
aplikuje primerane Cl. 12 tejto Ramcovej zmluvy. the processing of personal data for the purpose under

this para.

11.12.  Spolo¢nost’ Novartis a jej zastupcovia buda moct' na | 11.12.  Novartis and its agents may use the Institution and

ucely vykonévania Klinického skusania
pouzivat/zverejnit  kontaktné tudaje Institicie
a Skusajuceho, stav Klinického skisania v
newsletteroch a na celosvetovom webe. Newslettre
budii moct byt distribuované do vsetkych
zuCastnenych  pracovisk (centier) a prislusné
prispevky zverejnené na celosvetovom webe.
Newslettre a prispevky na celosvetovom webe
slizia na poskytovanie informdcii potencialnym
udastnikom  Klinického skaSania o Klinickom
sktisani, ¢o im umoziuje kontaktovat' zucastnené
pracoviska (centra). Na spraciivanie osobnych
udajov za ucelom podla tohto bodu sa aplikuje
primerane Cl. 12 tejto Ramcovej Zmluvy.

the Investigator contact details and Clinical study
status in Clinical study specific newsletters and on
the worldwide web for the purpose of conducting
this Clinical study. 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
study regarding the Clinical study giving them the
ability to contact participating sites (centres). Article
12 of this Framework Agreement shall apply
accordingly for the processing of personal data for
the purpose under this para.

Ramcova zmluva o klinickom skusani — verzia 06.09.2021
Novartis / Univerzitnd nemocnica L. Pasteura KoSice

31/50




11.13.

Institicia a ani Skasajlici nebudi opravneni
zverejnit' informaciu o existencii tejto Ramcovej
zmluvy a Jednotlivej zmluvy alebo o ich suvise
s Novartisom alebo pouzit nazov spolocnosti
Novartis alebo jej zastupcov v tlacovych spravach,
¢lankoch alebo inych komunikacnych
prostriedkoch, ato bez  predchadzajuceho
vyslovného pisomného suhlasu Novartisu. Avsak,
za predpokladu, ze Institicia bude povinna plnit
svoje oznamovacie povinnosti, bude opravnena
oznalit Zadavatela ako zadavatela Klinického
skusania a zverejnit’ vySku finanénych prostriedkov,
ktoré boli poskytnuté na Klinické skusanie, avSak
nesmie wuviest Ziadnu informaciu, ktora by
obsahovala nazov produktu pouzitého v Klinickom
skusani alebo jeho terapeutického vyuzitia, okrem
pripadov ak si to vyzaduju prislusné pravne
predpisy. Institicia, Skasajici a sksajtci tim nesmua
pouzit nazov spolocnosti Novartis alebo jej
zastupcov alebo akukol'vek int informéciu, ktora by
obsahovala ndzov Medicinskeho produktu alebo
Klinického skui$ania na socialnych siet’ach.

11.13.

Neither the Institution nor the Investigator shall
disclose the existence of this Framework Agreement
and the Individual Agreement or their association
with Novartis, or use the name of Novartis or its
agents in any press release, article or other method
of communication, without the express prior written
approval of Novartis. Provided, however, that in
order for the Institution to satisfy its reporting
obligations, it may identify the Sponsor as the Trial
sponsor and disclose the amount of funding received
for the Clinical study, 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 study, 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 the Clinical
study in any social media.

11.14.

VysSie uvedené povinnosti stanovené v tomto
¢lanku budu zavizovat Institiciu a prislusného
Skusajuceho bez ¢asového alebo miestneho
obmedzenia na trvanie zmluvného vztahu na
zéklade tejto Radmcovej zmluvy a/alebo Jednotlivej
zmluvy, t.j. budu platit’ aj po skonceni platnosti tejto
Ramcovej zmluvy, Jednotlivej Zmluvy a
prislusného Klinického skusania.

11.14.

Obligations set out above in this article will be
binding for the Institution and pertinent Investigator
without any restrictions in terms of time or place and
are not limited to the period of contractual
relationship based on this Framework Agreement
and/or Individual Agreement, i.e. they shall survive
after this Framework Agreement, Individual
Agreement and the pertinent Clinical study are over.

CL 12. Osobné tidaje

Article 12. Personal data

12.1.

Institacia, Skusajuci aj Novartis budu povinni
Vv priebehu Klinického skusania aj po jeho skonceni
dodrziavat’ a dbat’ na prislusné pravne predpisy na
ochranu osobnych udajov, tdajov zo zdravotnej
dokumentacie a informacii o osobnych pomeroch
Subjektov hodnotenia zaradenych do Klinického
sktiSania.

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 ucely tejto Ramcovej zmluvy a Jednotlivej
zmluvy sa Zadavatel' aj InStiticia povazuji za
prevadzkovatelov  osobnych udajov v zmysle
Nariadenia. Kazda zo stran bude samostatne
zodpovedna za dodrziavanie svojich povinnosti ako
prevadzkovatel'a v zmysle Nariadenia a prislusnych
pravnych predpisov. InStiticia sa povazuje za
prevadzkovatela ohladom spractivania osobnych
udajov  vylucne v suvislosti 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 defined by the Regulation. Each of the Parties
shall be individually and separately responsible
complying with the obligations that apply to it as a
controller under the Regulation and relevant
legislation. The Institution shall be considered Data
Controller solely with respect to the provision of
health care.

12.3.

Zadavatel' bude povazovany za prevadzkovatela
ohladom spracivania udajov tykajicich sa
vykonavania Klinického skuSania, ktorymi su
osobné¢ tudaje Subjektov hodnotenia a udaje
Skusajuceho a skasajuceho timu (d’alej len ,,Osobné
udaje”). InsStiticia a Skusajuci pri vykonavani
Klinického skasania podla Jednotlivej zmluvy budu
vystupovat’ Vv pozicii sprostredkovatel’a v zmysle Cl.
4 bodu 8 Nariadenia, nakol’ko tieto osobné udaje
budua spracuvat v mene Zadavatela. Zastupcom
Zadavatel'a je v zmysle ¢l. 27 Nariadenia Novartis,

12.3.

The Sponsor shall be considered as Data Controller
with respect to the processing of data regarding the
conduct of the Clinical study, which include
personal data of Study Subjects and personal data of
the Investigator and the investigational staff
(hereinafter referred to as the “Personal data”). The
Institution and the Investigator by conducting of the
Clinical study under the Individual Agreement shall
act as processors 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
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ktory Zadavatel'a zastupuje, pokial’ ide o povinnosti
Zadavatel'a v zmysle Nariadenia.

Regulation Novartis who represents the Sponsor
with regard to its respective obligations under the
Regulation.

12.4.  Spractivanie Osobnych tdajov bude vykonavané | 12.4.  The processing of Personal Data shall be performed
v sulade s touto Ramcovou zmluvou, Jednotlivou in compliance with this Framework Agreement,
zmluvou, Protokolom, formuldrom informovaného Individual Agreement, Protocol, the informed
stihlasu a pisomnymi pokynmi Novartisu. Osobné consent form, and any written instruction issued by
udaje poskytované Institiciou a Skasajucim v CRF Novartis. Personal data provided by the Institution
zdznamoch buda spracivané iba pre ucely and the Investigator in CRF forms shall be processed
Jednotlivej zmluvy. Institicia bude vsak moct’ udaje solely for the purposes of the Individual Agreement.
zozbierané pocas Klinického skusania pouZzit' pri The Institution however may use the data collected
poskytovani zdravotnej starostlivosti Subjektom in the course of the Clinical study for the purpose of
hodnotenia. health care provisions for the Participants.

12.5. InStiticia a SkaSajuci budi na zaklade tejto | 12.5.  The Institution and the Investigator shall process the
Ramcovej zmluvy a Jednotlivej zmluvy spractavat Personal data of the Study Subjects under this
Osobné udaje za u¢elom najmi podla Cl. 2 tejto Framework Agreement and the Individual
Ramcovej zmluvy pri zachovani zésad spractivania Agreement for the purpose of namely Article 2
osobnych udajov v zmysle Nariadenia, ato pocas hereof in compliance with the principles relating to
trvania Jednotlivej zmluvy, ak osobitné pravne processing of personal data under the Regulation
predpisy neuréuju dlhsiu lehotu. during the term of the Individual Agreement, unless

specific legislation does specify otherwise.

12.6.  Institicia a Skusajuci budd povinni do spractivania | 12.6.  The Institution and the Investigator shall be obliged
Osobnych udajov podla tejto Ramcovej zmluvy not to engage another processor without prior
a Jednotlivej zmluvy nezapojit d’alSicho specific or general written authorization of Novartis
sprostredkovatel’a bez predchadzajiceho osobitného to the processing of the Personal data under this
alebo vSeobecného pisomného povolenia Novartisu, Framework Agreement and the Individual
ak tato Zmluva neurcuje inak. Agreement, unless this Agreement specifies

otherwise.

12.7.  InStiticia a Skusajaci budd povinni spracavat' | 12.7.  The Institution and the Investigator shall be obliged
Osobné tdaje len na zaklade zdokumentovanych to process the personal data only on documented
pokynov Novartisu, a to aj pokial’ by islo o prenos instructions from Novartis, including with regard to
Osobnych tdajov do tretej krajiny alebo transfers of personal data to a third country or an
medzinarodnej organizacii, ak osobitné pravne international organization, unless required by the
predpisy neurcuju inak. specific legislation otherwise.

12.8. Institicia a Skasajaci buda povinni zabezpedit, aby | 12.8.  The Institution and the Investigator shall be obliged
sa vSetky osoby, ktoré poverili vykonavanim to ensure, that all persons authorized to process the
spracuvania Osobnych udajov, zaviazali, Ze personal data by the Institution or the Investigator,
zachovaji  dovernost  vSetkych  ziskanych have committed themselves to confidentiality of all
informacii. obtained information.

12.9. InStiticia a Ska$ajici budu povinni zachovavat' | 12.9.  The Institution and the Investigator shall be obliged
doévernost’” Osobnych udajov. Osobné udaje nesmu to ensure that the Personal data are kept confidential.
byt poskytnuté alebo prevedené akejkol'vek tretej The Personal data shall not be disclosed or
osobe bez predoslého pisomného suhlasu Novartisu, transferred to any third party without prior written
ak tato Ramcova zmluva alebo Jednotlivd zmluva consent of Novartis unless this Framework
alebo prislu§né pravne predpisy neustanovuji inak. Agreement or the Individual Agreement or relevant

legislation provides otherwise.

12.10. InStitdcia a Skusajiici budi povinni prijat so | 12.10. The Institution and the Investigator shall be obliged
zretelom na najnovsie poznatky, naklady na to implement, taking into account the state of the art,
vykonanie takychto opatreni a na povahu, rozsah a the costs of implementation and the nature, scope,
kontext a ucely spractivania, ako aj na rizika s context and purposed of processing as well as the
roéznou pravdepodobnost’ou a zavaznost'ou pre prava risk of varying likelihood and severity for the rights
a slobody fyzickych osob, primerané technické a and freedoms of natural persons, appropriate
organiza¢né opatrenia s cielom zaistit' Groven technical and organizational measures to ensure a
bezpeCnosti  spracuvania  Osobnych  udajov level of security appropriate to the risk.
primeranu tomuto riziku.

12.11. InStitGcia a SkuSajuci budu zabezpeCovat’ procesy | 12.11. The Institution and the Investigator shall maintain

na zistovanie areakciu na porusenie spraciivania
Osobnych udajov ako to vyplyva z prislusnych
pravnych predpisov, vratane porusenia
zabezpecenia  smerujuce  k ndhodnému  alebo

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,
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nezakonnému zniceniu, strate, zmene,
neautorizovanému prezradeniu alebo pristupu
k Osobnym tdajom. Institicia a Skusajici budu
informovat Novartis o akomkol'vek poruseni
spracuvania Osobnych tudajov bez zbyto¢ného
odkladu, ale nie neskor ako do 24 hodin od zistenia
takéhoto porusenia. Institicia, Skusajici a Novartis
budu primerane spolupracovat’ pri naprave takéhoto
porusenia pred tym, ako budu informovat’ prislusny
organ o takomto poruseni.

unauthorized disclosure of, or access to, Personal
data being processed. The Institution and the
Investigator shall notify Novartis of any Personal
data breach without undue delay, but no later than
24 hours of discovery of such breach. The
Institution, the Investigator and Novartis shall
reasonably cooperate to remediate such breach
before reporting such breach to the relevant
authority.

12.12.

Institacia a Skusajuci budu povinni v ¢o najvacsej
miere pomahat’” Novartisu vhodnymi technickymi
a organiza¢nymi opatreniami pri plneni povinnosti
Novartisu, resp. Zadavatel'a reagovat’ na Ziadosti
0 vykon prav dotknutych os6b v zmysle Nariadenia.

12.12.

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

12.13.

Institucia a Skasajuci budu povinni po ukonceni
¢innosti podla Jednotlivej Zmluvy na zaklade
rozhodnutia Novartisu vSetky Osobné udaje
vymazat alebo vratitt Novartisu a vymazat
existujice kopie, ak osobitné pravne predpisy
nepozaduji uchovavanie tychto Osobnych tudajov.

12.13.

The Institution and the Investigator shall be obliged,
at the choice of Novartis, delete or return all the
Personal data to Novartis, after the provision of the
activities under the Individual Agreement is over,
unless specific legislation requires storage of the
Personal data.

12.14.

Institicia a SkuSajici budu povinni poskytnut
Novartisu ~ vSetky informacie potrebné pre
preukédzanie splnenia povinnosti Nowvartisu, resp.
Zadavatela v zmysle Nariadenia a umoznit’ audity,
ako aj kontroly vykonavané Novartisom, inym
auditorom, ktorého poveril Novartis a prispievat
k nim.

12.14.

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

12.15.

Institacia a Skasajuci budu povinni bez zbytoéného
odkladu informovat’ Novartis, ak sa podla ich
nazoru pokynom Novartisu porusuje Nariadenie,
alebo iné pravne predpisy tykajuce sa ochrany
osobnych udajov.

12.15.

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

12.16.

Pred zaciatkom a pocas trvania kazdého Klinického
skuSania InStitucia ajej zamestnanci resp. ini
zmluvni pracovnici poskytni informacie tykajuce sa
Institicie a osobné udaje, ktoré sa tykaju
Skusajuceho, spolusktisajucich, zamestnancov alebo
d’alsich pracovnikov. Takéto informacie tykajuce sa
Institicie a osobné udaje zahriluji mena a

priezviskd, kontaktné informdacie, pracovné
skusenosti, odbornt  kvalifikdciu, publikécie,
suhrny, dosiahnuté vzdelanie, informécie o vykone
povolania,  vybaveni  pracoviska,  kapacite

pracovnikov a d’alSie, ktoré suvisia s vykonavanim
klinického sktiania na pracovisku. Institiicia suhlasi
S pouzitim a spracovanim informacii tykajtcich sa
Institacie. Institicia a Skusajici buda informovat’
tieto osoby 0 spractivani ich osobnych udajov a ich
pravach ako dotknutych oséb, a to prostrednictvom
informacie pre dotknuti osobu, ktorej vzor tvori
prilohu ¢. 1 tejto Ramcovej Zmluvy.

12.16.

Prior to the commencement and in the course of the
every Clinical study, the Institution and its
employees or other contractual staff shall provide
information relating to the Institution and personal
data regarding the Investigator, sub-investigators,
employees or other workers. Such information
relating to the Institution and personal data include
names and surnames, contact information, work
experience, professional qualification, publications,
summaries, achieved education, information on job
performance, site equipment, worker capacity and
other information associated with the conduct of the
clinical trial at the site. The Institution agrees with
the use and processing of information relating to the
Institution. The Institution and the Investigator shall
inform these persons about processing of their
personal data and their rights as a data subject by
providing an information for the data subject, which
model is attached as Annex No. 1 hereto.

12.17.

Novartis mdze byt poziadany poskytnut urcité
informacie  prisluSnym  dradom = v réznych
jurisdikciach za ucelom zosuladenia s lokalnymi
zdkonmi alebo farmaceutickymi pravidlami,
ktorymi mozu byt aj osobné udaje za icelom stladu
S predpismi regulujucimi klinické skuSania, ato

12.17.

Novartis may be required to disclose certain
information to relevant authorities in different
jurisdictions in order to comply with local laws or
pharmaceutical industry codes that may constitute
personal data in order to comply with laws
regulating clinical studies, including but not limited

Ramcova zmluva o klinickom skusani — verzia 06.09.2021
Novartis / Univerzitnd nemocnica L. Pasteura KoSice

34/50




najmi, ale nie vyluéne nazvu Institicie, mena
a priezviska Skusajliceho, kontaktnych informacii
na centrum klinického skusania, nazvu klinického
skusania, zadavatel'a, kopie tejto Ramcovej zmluvy,
Jednotlivej zmluvy anakladov  a poplatkov
Vv suvislosti s ¢innost’ou centra v zmysle Jednotlivej
zmluvy. Novartis na zaklade pisomného poziadania
poskytne zoznam takychto zverejneni, ktoré sa buda
tykat  InStitaicie  a/alebo  SkuSajiceho. Na
spracivanie osobnych udajov Skusajuceho podla
tohto bodu sa pouzije tento c¢lanok Ramcovej
zmluvy.

to the Institution’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
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.

12.18.

Skusajuci bude povinny poskytnut’ Novartisu svoj
aktualny podpisany zivotopis ako aj aktudlny
podpisany zivotopis kl'a¢ovych ¢lenov sktsajuceho
timu ako aj pripadné d’alSie prislusné dokumenty
osved¢ujice jeho/jej/ich kvalifikaciu a odborné
skisenosti. Na spracuvanie osobnych udajov
zamestnancov InStitucie v zmysle tohto bodu sa
pouzije tento ¢lanok Ramcovej zmluvy

12.18.

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.

Cl. 13. Vlastnictvo materialov, idajov a vysledkov

Article 13. Ownership of Materials, Data and Results

13.1.  Pokial nie je pisomne dohodnuté inak, vSetok | 13.1.  Unless agreed otherwise in writing, all Medicinal
Medicinsky produkt, Material, Suvisiaca product, Material, Related Documentation,
dokumentacia, vratane dokumentov, udajov, including documents, data, information, devices and
informacii, pristrojov  a zariadeni, pomocok, facilities, aids, investigational products and
skusanych produktov a liekov, ktoré doda Novartis, medications, which supplied Novartis in written,
¢ uz vpisomnej, listinnej, ustnej, elektronickej verbal, electronic or other form for the performance
alebo inej podobe, za tfelom Klinického of the Clinical study shall remain the property of
skuSania zostanu majetkom Novartisu. Novartis.

13.2.  V pripade, Ze pri Klinickom sktsani bude pouzivat' | 13.2.  In the case that the Institution, the Investigator or
Institicia, Skusajuci alebo zamestnanci Institicie employees of the Institution use in the course of the
pristrojové vybavenie Institacie, ktoré vyzaduje Clinical study devices of the Institution that require
servis, kalibraciu alebo in1 osobitnt starostlivost, servicing, calibration or any other special care, the
Ingtiticia sa zavidzuje udrziavat' také pristrojové Institution agrees to maintain such devices in due
vybavenie spdsobilé riadnej prevadzky, o ¢om je operational condition and to provide relevant
povinné Novartisu na vyziadanie poskytnat documentation (laboratory certificates, reference
zodpovedajucu dokumentaciu (laboratorne values, reference values, audit reports on used
certifikaty, referenéné hodnoty, revizne spravy na instruments and equipment, evidence of their
pouzité pristroje a zariadenia, doklady o ich calibration, certification and periodic inspections,
kalibréacii, certifikicii a pravidelnych kontrolach, including other legal documentation related to the
vratane inych dokladov v zmysle pravnych proper and safe use of the instruments and
predpisov, ktoré suvisia s riadnym a bezpecnym equipment, etc.) thereof to Novartis upon the request
uzivanim pristrojov a zariadeni a iné). Institicia of Novartis. The Institution represents and warrants
prehlasuje a ruci, Ze predmetné pristrojové that pertinent devices of the Institution shall meet all
vybavenie Intiticie bude riadne spiiat’ podmienky the conditions stipulated by applicable law and other
stanovené platnymi pravnymi predpismi a ostatnymi regulations specified in para. 3.9. hereof and that
predpismi $pecifikovanymi v bode 3.9. tejto they were approved by the Governing Body.
Ramcovej zmluvy, a ze budu schvalené Riadiacim
organom.

13.3.  Pokial nebude pisomne dohodnuté inak, | 13.3.  Unless agreed otherwise in writing, the Study

Dokumentécia Stadie, vSetky zdznamy, vratane
elektronickych, ktoré buda vytvorené v stvislosti
s Klinickym skuSanim, programy a rézne druhy
navrhov zabezpecovanych alebo vykonavanych v
zaujme Novartisu, a tiez vSetky udaje, informacie,
dokumenty, objavy a vynalezy ziskané, vyplyvajice
alebo vyvinuté v priebehu alebo ako sucast

Documentation, all records, including electronic,
which have been produced in connection with the
Clinical study, programmes and various types of
proposals ensured or executed in the interest of
Novartis, as well as all data, information,
documents, discoveries and inventions obtained,
resulting or developed in the course of or as a part of
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Klinického skusania alebo pri plneni Jednotlivej
zmluvy zostanu vyhradnym vlastnictvom Novartisu
resp. majetkové prava knim pri predmetoch
dusevného vlastnictva zostanu vyhradnym
vlastnictvom Novartisu. Novartis ich méze pouzit’
a/alebo nakladat’ s nimi podla vlastného uvazenia
bez dalSej platby alebo inej povinnosti voci

Institacii  alebo SkuSajicemu; InStitucia ani
Skusajuci nebudi mat na ne ziadne prava
akéhokol'vek druhu.

the Clinical study or during the performance of the
Individual Agreement, shall remain exclusive
property of Novartis or the ownership rights to them,
in case of items forming intellectual property, shall
remain exclusive property of Novartis. Novartis may
use them and/or dispose of them at its own discretion
without further payment to or other obligation
towards the Institution or Investigator; neither the
Institution nor the Investigator shall have any rights
of any kind to them.

13.4.

Institicia sa zavdzuje, Ze poskytne Novartisu
primeranu potrebnu sucinnosti, vratane pdsobenia,
aby rovnaku sucinnost poskytol Skusajuci,
spoluskusajuci alebo zamestnanci Institicie, aby
mohol Novartis ziskat’” prospech zo svojich prav
podra tejto Ramcovej Zmluvy a Jednotlivej zmluvy.
Institicia bude mat’ vyluénti zodpovednost za
vSetky platby, splatné prislusnému Skisajucemu,
pripadnym spoluskus$ajicim, zamestnancom a/alebo
spolupracovnikom Institucie v stlade s prislusnymi
zakonmi, za vSetky vynalezy ¢i patenty prevedené
na Novartis. Pre odmenu v zmysle Cl. 8 tejto
Ramcovej zmluvy pre Institiciu sa usudzuje, Ze
zahfna thradu aj takychto nakladov a platieb
Institiciou.

13.4.

The Institution undertakes to provide adequate
necessary cooperation for Novartis, including action
to provide the same synergy by the Investigator and
co-investigators or on employees of the Institution
to allow Novartis to benefit from their rights under
this Framework Agreement and Individual
Agreement. The Institution will be solely liable for
all payments due to the relevant Investigator,
potential co-investigators, employees and/or co-
workers of the Institution in accordance with
applicable laws, for all inventions or patents
transferred to Novartis. For the purpose of
remuneration under Article 8 hereof on behalf of the
Institution it is deemed that the payment also
includes coverage of such costs and payments by the
Institution.

13.5.

Vysledok Klinického skasania ako aj vSetky
materidly, dokumenty, udaje a informdcie, aj
Ciastkové, ziskané pri jeho dosiahnuti, moze
Novartis pouzit' pri svojej C¢innosti, najmd pri
vyskume avyvoji, vyrobe, registracii, predaji,
vypracovani vedeckych stadii a odbornych prac,
marketingu; pri dodrzani platnych pravnych
predpisov.

13.5.

Result of Clinical study 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 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.

13.6.

Za pridruzené osoby sa na ucely tejto Ramcovej
zmluvy pokladaju (i) ovladané osoby v zmysle § 66a
0ds. 1 Obchodného zakonnika, (ii) ovladajuce osoby
v zmysle § 66a ods. 2 Obchodného zakonnika, (iii)
osoba ovladana tou istou ovladajicou osobou a (iv)
osoba, ktora je ¢lenom tej istej skupiny (t.j. pre
Novartise  ¢lenom  skupiny Novartis apri
Zadavatelovi ¢lenom skupiny, do ktorej patri aj
Zadavatel’).

13.6.

Affiliates shall be namely for purposes of this
Framework Agreement considered (i) controlled
persons pursuant to Section 66a para. 1 of the
Commercial Code, (ii) controlling persons pursuant
to Section 66a para. 2 of the Commercial Code, (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).

CL 14. Doba platnosti Jednotlivych zmhiv

Avrticle 14. Individual Agreements Validity Period

14.1.

Jednotliva zmluva sa uzatvara na dobu trvania
prislusného Klinického skuSania ajej platnost’
skon¢i najneskdr diom zaniku povolenia na
vykonavanie prislusného Klinického skusania
v Slovenskej republike. Predpokladany termin
skonéenia Klinického skuSania bude uvedeny
v Jednotlivej zmluve. Novartis bude opravneny
jednostranne predizit' trvanie Klinického skusania
a posunutie predpokladaného datumu ukoncenia
Klinického skusania v sulade s povolenim na
vykonavanie Klinického skusania v Slovenskej
republike. Novartis bude povinny dorudit’ uvedené
oznamenie o prediZeni trvania Klinického skusania
V pisomnej forme Institticii, a to podla moznosti

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
Clinical study in the Slovak 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 Institution, if
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najneskdr 30 dni pred povodnym planovanym
terminom skonc¢enia Klinického sk(iSania.

possible, within 30 days before the originally
planned deadline of the Clinical study.

14.2.  Platnost’ Jednotlivej zmluvy sa automaticky skonéi | 14.2.  Validity of the Individual Agreement shall expire
jej splnenim po dosiahnuti cielov Klinického automatically by its fulfilment after achievement of
skusania  aodovzdani  vSetkych  produktov, the targets of the Clinical study and handover of all
protokolov, CRF zaznamov, Dokumentacie $tadie, products, protocols, CRF records, Study
Suvisiacej dokumentacie a Materialu spolo¢nosti Documentation, Related Documentation, and
Novartis a po zaplateni v8etkych tihrad Novartisom Material to Novartis and after execution of all
Institacii v rozsahu podla Jednotlivej zmluvy. payments to the Institution by Novartis in the extent
Jednotliva zmluva mo6ze byt ukonéend aj dohodou of Individual Agreement. The Individual Agreement
Zmluvnych stran. can also be terminated by agreement of the Parties.

14.3.  Ktorakol'vek Zmluvna strana je opravnena odstapit’ | 14.3.  Either Party may withdraw from an Individual
od. Jednotlivej zmluvy pisomnym odstipenim, ktoré Agreement in writing with effectiveness upon
nadobtda u¢innost doruenim druhej Zmluvnej delivery to the other Party to the address shown in
strane na adresu jej sidla, a to v nasledujucich the heading of this Agreement in following cases:
pripadoch: a) if either Party breaches any of the provisions of
a) ak niektord Zmluvna strana poru$i niektoré z this Agreement and fails to remedy the defect

ustanoveni tejto Ramcovej zmluvy alebo within a period of 30 days from the delivery of
Jednotlivej zmluvy a neodstrani zavadny stav a request for remedy, such right belongs to the
ani v lehote 30-tich dni od dorudenia vyzvy k damaged Party,
naprave, patri toto pravo strane poskodenej, b) if it is concluded that Party is in bankruptcy
b) ak bude rozhodnuté, Ze je niektora Zmluvna proceedings or a proposal for filing a petition for
strana v konkurze, alebo bude navrh na bankruptcy shall be rejected due to insufficient
vyhlasenie konkurzu zamietnuty pre nedostatok property,
majetku, c) if either Party becomes insolvent or is to be
c) ak je niektora Zmluvnd strana v platobnej dissolved for other reasons than transformation
neschopnosti alebo ide do likvidacie z inych or fusion, no successor has been appointed to
pri¢in ako je transformacia alebo zlu¢ovanie, take its assets (property) and liabilities over and
nema uréeného nastupcu, ktory by prevzal jej it does not enter into agreement or other
aktiva (majetok) a zavazky a neuzavrie dohodu settlement with its creditors,
alebo iné vysporiadanie so svojimi veritel'mi, d) if either Party loses authorization which is
d) ak niektorda Zmluvna strana strati opravnenie, inevitable for proper and timely performance of
ktoré je pre riadne a v¢asné plnenie povinnosti obligations resulting from this Agreement,
vyplyvajacich z tejto Ramcovej zmluvy alebo e) if the required authorization, permit, consent or
Jednotlivej zmluvy nevyhnutné, exception is withdrawn or its validity delayed or
e) ak potrebné opravnenie, povolenie, stihlas alebo the period for which it was issued expires
vynimka je odvolané, odlozena jeho platnost, without prolongation,
alebo uplynie doba, na ktoru bolo vydané bez f) from the reasons stated in point 3.4. and point
toho, aby bolo prislusne predizené, 8.8. of this Framework Agreement,
f) zdovodov uvedenych v bode 3.4. abod 8.8. g) if there is a risk to the health and safety of the
tejto Ramcovej zmluvy, Study Subjects.
g) ak je ohrozené zdravie a bezpeénost’ Subjektov
hodnotenia.
Novartis bude opravneny odstupit’ od Jednotlivej Novartis may also terminate the Individual
zmluvy pisomnym odstipenim, ktoré nadobuda Agreement in writing if no Study Subject has been
ucinnost’ doruc¢enim ostatnym zmluvnym stranam recruited at the trial site (center) within 90 days after
danej Jednotlivej zmluvy aj v pripade ak sa the site initiation visit, with effectiveness upon
V lehote 90 dni od inicianizaénej navstevy centra delivery of such termination to the other contractual
(pracoviska) (Site Initiation Visit) nepodarilo parties of such Individual Agreement.
nabrat’ do klinického skuSania ziaden Subjekt
hodnotenia.
Pre vylucenie pochybnosti sa uvadza, ze od For the avoidance of doubt, it is stated that the
konkrétnej Jednotlivej zmluvy bude moct relevant Party will be entitled to withdraw from a
prislusna zmluvna strana odstupit’, iba ak sa vyssie particular Individual Agreement only if the above
uvedeny dovod podla tohto bodu vztahuje na reason under this point applies to that Individual
danu Jednotliva zmluvu. Agreement.
14.4.  Okrem ukonlenia platnosti Jednotlivej zmluvy | 14.4.  In addition to termination of validity of the

podla predchadzajucich ustanoveni ma Novartis Individual Agreement pursuant to previous
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pravo kedykolvek ukoncit Klinické skusanie

aplatnost’ Jednotlivej Zmluvy odstipenim od

Jednotlivej zmluvy, ktoré nadobida Géinnost

doru¢enim druhej Zmluvnej strane na adresu jej

sidla, v nasledujtcich pripadoch:

a) ak vyskyt zavaznych neziaducich t¢inkov alebo
podozreni na ne pri podavani skiSanych
produktov alebo liekov pocas Klinického
skaSania  alebo  ohrozenie  bezpecnosti
Subjektov hodnotenia poukazuje na potrebu
prerusenia  alebo  ukoncenia  Klinického
skusania,

b) ak si Novartis zela prerusit’ alebo ukonéit
Klinické  skasanie  z komerénych  alebo
efektivnych dévodov, z dévodov koncernovej
politiky vykonavania klinickych skutsani,
z dovodov majiacich povod mimo uzemia
Slovenskej republiky alebo aj bez uvedenia
dovodov,

c) ak je Novartis opravnene presvedCeny, ze
Klinické sktSanie nemdze byt Uspesne
dokoncené, vratane dovodu (ale aj bez neho), ze
by sa Klinického skuSania nezucastnil
dostato¢ny pocet Subjektov hodnotenia alebo sa
v stanovenom c¢ase nenaSiel dostatoény pocet
pracovisk.

provisions, Novartis shall be entitled to terminate the

Clinical study and validity of the Individual

Agreement by withdrawal which shall take effect by

the moment of its delivery to the other Party to the

address of its registered office in the following
cases:

a) if the occurrence of serious adverse effects or
suspected serious adverse effects associated
with the administration of investigational
products or medications in the course of the
Clinical study or risk to the safety of the Study
Subjects show that it is necessary to suspend or
end the clinical study,

b) if Novartis wishes to suspend or end the Clinical
study for commercial or efficient reasons, for
reasons of corporate policy of conducting
clinical studies, for reasons originating outside
the Slovak Republic or even without giving
reasons,

¢) in case Novartis is reasonably convinced that
the Clinical study cannot be finished
successfully, including due to the fact (but also
without it) that the Clinical study would not
have enough Study Subjects or a sufficient
number of centers could not be found in due
time.

145.

V pripade ukoncenia Klinického skusania podla
pred uplynutim doby uvedenej v bode 14.1., 14.3.
alebo 14.4. tejto Ramcovej zmluvy, uhradi Novartis
Institucii odmenu pomernym spdsobom za sluzby
poskytnuté az do datumu ukoncenia daného
Klinického sktsania podla podmienok uvedenych
Vtejto Ramcovej zmluve a Jednotlivej zmluve.
Institacia ani Novartis nebude mat’ narok na nahradu
inych nakladov ¢i uslého zisku.

14.5.

In case the Clinical study will be terminated before
the expiry of the period referred to in point. 14.1.,
14.3. or 14.4. hereof, Novartis shall pay the
Institution remuneration in appropriate manner for
services provided until the day on which the specific
Clinical study was terminated according to the
provisions of this Framework Agreement and the
Individual Agreement. The Institution nor Novartis
will not be entitled to reimbursement of other costs
or lost profit.

14.6.

Institicia a SkuSajici po obdrzani oznamenia o
odstapeni od Jednotlivej Zmluvy bezodkladne
ukon¢ia vykonavanie prislusného Klinického
skiSania v rozsahu, ktory je z hladiska vsetkych
Subjektov hodnotenia lekarsky pripustny. Bez
ohladu na vysSie uvedené budu vSak Institucia
a Skusajuci v pripade, ak dojde k ukonceniu
Jednotlivej zmluvy inym sposobom ako je uvedené
vbode 14.2. tejto Ramcovej zmluvy, povinni
vykonat’ vSetky tikony nevyhnutné na zabezpecenie
bezpeCnosti  aochrany  zdravia  Subjektov
hodnotenia a riadneho ukoncéenia Klinického
skusania. Skusajuci, ktory prestane vykonavat
funkciu Zodpovedného skusajaceho, za podmienky,
7ze nedbdjde kukonCeniu platnosti prislusnej
Jednotlivej Zmluvy bude  povinny poskytnat
nevyhnutnu sucinnost’ a pomoc d’alSiemu (novému)
zodpovednému skusajicemu ur¢enému v sulade
s touto Ramcovou zmluvou a prislusnou Jednotlivou
zmluvou, Institacii a Novartisu za U¢elom
zabezpecenia kontinuity vykonavania Klinického
skusania.

14.6.

The Institution and Investigator following receipt of
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
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
new Responsible Investigator and, at the same time,
the pertinent Individual Agreement does not
terminate; in such case the Investigator shall be
obliged to provide necessary assistance and
cooperation to the next 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.
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V pripade predcasného ukoncenia Klinického
skusania z akéhokol'vek dovodu budu Institicia a
Skusajuci povinni poskytnit’ Novartisu nevyhnutne
pozadovanu sucinnost za UcCelom zabezpecCenia
riadneho presunutia Klinického skuSania k tretej
osobe ako aj Vv zaujme zabezpeenia bezpecnosti
a ochrany zdravia Subjektov hodnotenia.

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 ukonceni Jednotlivej zmluvy z akéhokol'vek | 14.7.  Upon termination of the Individual Agreement for
dovodu Institicia a Sksajici odovzdaju, resp. buda any reason the Institution and the Investigator shall
povinni  zabezpe¢it  odovzdanie  vSetkych return or shall ensure that all documents, clinical
dokumentov, vysledkov klinického skusania, trial results, products, protocols, CRF records, Trial
produktov, protokolov, CRF Zaznamov, Documentation, Related Documentation, not-used
Dokumentacie $tidie, Suvisiacej dokumentacie, Medicinal Products and Material is returned to
nespotrebovaného Medicinskeho produktu a Novartis.

Materialu spolo¢nosti Novartis.

Ukoncenie Jednotlivej zmluvy nebude mat’ vplyv na Termination of the Individual Agreement shall be
pravo niektorej zo zmluvnych stran vykonat’ pravne without prejudice to the right of either party to take
opatrenia vo¢i druhej zmluvnej strane v stvislosti s legal measures against the other party in connection
predchadzajicim poruSenim Jednotlivej zmluvy with the previous breach of the Individual
druhou Zmluvnou stranou. Agreement by the other Party.

14.8.  Ustanovenia uvedené v tejto 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
zabezpecenia doverného charakteru informacii, confidential nature of information, obligations of
povinnosti  hlasenia  neziadtGcich  udalosti reporting of adverse events and adverse reactions,
a neziaducich u¢inkov, publikécii, osobnych udajov, publications, personal data, intellectual property,
duSevného vlastnictva, vlastnictva, uchovavania ownership, record keeping as well as other
zaznamov, ako aj d’alSie ustanovenia, u ktorych sa provisions, in case of which it is reasonably believed
na zaklade ich nalezitosti usudzuje, Ze buda platit’ that they shall survive termination or expiry of the
dalej aj po ukonceni platnosti Ramcovej zmluvy, Framework Agreement, resp. Individual Agreement,
resp. Jednotlivej zmluvy, buda nad’alej v platnosti shall continue to be valid irrespective of the fact that
bez ohl'adu na ukoncenie Ramcovej zmluvy, resp. the Framework Agreement, resp. Individual
Jednotlivej Zmluvy. Agreement will be terminated.

Cl1. 15. Osobitné ustanovenia Avrticle 15. Special Provisions

15.1.  Novartis, Institcia ani prislusny Skusajuci nebudt | 15.1.  Novartis, the Institution and the relevant
zodpovedni za nedodrzanie alebo oneskorenie Investigator shall not be liable for non-observance or
plnenia zavidzkov v savislosti s prislusnym delayed performance of their obligations in
Klinickym skt$anim v pripade, ak toto nedodrzanie connection with the relevant Clinical study, if such
alebo oneskorenie bude sposobené okolnost’ami non-observance or delay will be caused by
vylu¢ujucimi zodpovednost, t.j. okolnost’ami, ktoré circumstances excluding liability, i.e. circumstances
st mimo realnej moznosti ovplyvnenia zacastnenou beyond real control of the participating party and if
stranou a ak sa tymto okolnostiam alebo jej such circumstances or their consequences will not be
nasledkom nebude dat’ vyhnit, odvratit' alebo able to be prevented, averted or overcome, even
prekonat’ ani pri dodrzani dostatocnej miery while exercising sufficient level of caution, and if
opatrnosti, priCom tato okolnost v ¢ase vzniku the Party will not be able to foreseen such
zavizku Zmluvnd strana nemohla predvidat. circumstances at the time when such obligation will
Takouto okolnostou vsak nie je okolnost’, ktora be created. However, such circumstances will not
vznikne az v case, ked povinnd Zmluvna strana include any circumstance that will occur at the time
bude v omeskani s plnenim svojej povinnosti, alebo when the obliged Party will be in default with
ak takato okolnost’ vznikne zjej hospodarskych meeting its obligation, or such circumstance will
pomerov. occur due to that Party’s economic situation.

15.2.  Skusajuci ku Klinickému skuaSaniu v zmysle | 15.2.  The Investigator to the Clinical study in according to

Jednotlivej zmluvy bude pracovnikom nezavislym
od Novartisu a ziadne ustanovenie tejto Ramcove;j
zmluvy a/alebo Jednotlivej zmluvy ho nedefinuje,
resp. nebude definovat’ ako zamestnanca, zastupcu
alebo spolo¢nika Novartisu. Skusajuci bude
zamestnancom Institlicie.

the Individual Agreement will be a worker who is
independent from Novartis and no provision of this
Framework  Agreement  and/or  Individual
Agreement defines or will define him/her as the
employee, representative or partner of Novartis. The
Investigator shall be an employee of the Institution.
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15.3.

Institucia a Skasajuci nesmu postipit’ akékol'vek
prava azaviazky ztejto Ramcovej zmluvy
a/alebo Jednotlivej zmluvy tretej strane bez
pisomného sthlasu Novartisu. Novartis moze
previest ktorékol'vek zo svojich prav alebo
zavazkov vyplyvajucich z tejto Ramcovej zmluvy
a Jednotlivej zmluvy na svojho obchodného
partnera, spoloc¢nika, ovladanu ¢i ovladajicu
spolocnost, ato bez suhlasu InStiticie, okrem
finan¢nych zaviazkov voci Institacii vyplyvajucich
z Individualnej Zmluvy, a zavizkov
Specifikovanych v ¢lanku 9 tejto Ramcovej zmluvy,
ktoré je opravneny postipit vylucne len
so suhlasom Institucie. O prevode prav a zavidzkov
voci Institicii je Novartis povinny vopred pisomne
informovat’ Institaciu, v pripade nesplnenia tejto
0znamovacej povinnosti je prevod prav
a povinnosti neplatny.

15.3.

The Institution and the Investigator may not assign
any rights and obligations arising from this
Framework  Agreement  and/or  Individual
Agreement to a third party without a written consent
of Novartis. Novartis may assign any of its rights or
obligations arising from this Framework Agreement
and Individual Agreement to its business partner,
associate, controlled or controlling company without
the consent of the Institution, besides the financial
liabilities towards the Institution under the
Individual Agreement and obligations arising from
Article 9 of this Framework Agreement, which may
assign only with the consent of the Institution.
Novartis is required to notify the Institution in
writing and in advance about the transfer of rights
and obligations against the Institution. In the event
of failure to comply with this notification obligation,
the transfer of rights and obligations is invalid.

15.4.

Kazdé oznamenie podavané v suvislosti s touto
Ramcovou zmluvou a/alebo Jednotlivou zmluvou
musi byt pisomné, ak nie je vtejto Ramcovej
zmluve alebo v Jednotlivej zmluve stanovené inak,
amusi byt doruéené osobne, alebo zaslané
doporucenou postou alebo faxom na adresu uvedenu
V tejto Ramcovej zmluve alebo v Jednotlivej zmluve
¢i na ind adresu oznamenu pisomne druhej
Zmluvnej strane. Za pisomné dorucovanie podla
tejto Ramcovej Zmluvy a/alebo Jednotlivej zmluvy
sa rozumie doru¢ovanie osobne, postou, kuriérom,
faxom, mailom. V pripade zmeny ¢i zruSenia
Ramcovej zmluvy a/alebo Jednotlivej zmluvy sa
nim povazuje dorucovanie osobne, postou alebo
kuriérom, pricom pisomnost’ odoslana postou alebo
kuriérom sa povazuje za dorucenu v den, kedy
adresat potvrdil jej prijatie. Za den dorucenia
pisomnosti sa povazuje aj den, v ktory adresat
odoprie doru¢ovanu pisomnost’ prevziat, alebo v
ktory marne uplynie odberna lehota pre
vyzdvihnutie si zasielky na poste, alebo v ktory je na
doruCovanej zasielke preukdzatelne vyznaena
poznamka, 7Ze ,,adresat sa odstahoval®, ,adresat je
neznamy* alebo inad poznamka podobného
vyznamu, a to aj v pripade, Ze druha Zmluvna strana
pisomnost’ neprevezme alebo sa o nej nedozvie.

15.4.

Every notice given in connection with this
Framework  Agreement  and/or  Individual
Agreement must be in writing, unless otherwise
stated in this Framework Agreement or in Individual
Agreement and shall be delivered in person or sent
by registered mail or fax to the address shown in this
Framework Agreement or in Individual Agreement
or any other address notified to the other Party in
writing. A written service under this Framework
Agreement and/or Individual Agreement shall mean
a personal service, service by mail, courier, fax,
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.

15.5.

Institicia nebude opravnena poverit’ vykonanim jej
povinnosti podla tejto Ramcovej zmluvy a
Jednotlivej zmluvy int1 osobu bez predchadzajuceho
pisomného sthlasu Novartisu. Takyto suhlas
Novartisu nezbavuje Institiciu povinnosti podla
tejto Zmluvy.

V pripade, ak je so suhlasom Novartisu poverena
vykonanim povinnosti podla tejto Ramcovej
zmluvy a/alebo jednotlivej zmluvy ind osoba,
Skusajuci nesie zodpovednost’ za pracovnikov tejto
poverenej osoby ako keby boli sucastou
skusajliiceho timu.

15.5.

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

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

15.6.

Institicia a Skusajici sa podpisanim Jednotlivej
zmluvy zavédzuju, ze, ze zo strany prislusnych
Statnych organov sa u nich v minulosti ani v Case

15.6.

By their signation of the Individual Agreement the
Institution and the Investigator shall certify and
warrant that they are not the subject of any past or
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podpisu Jednotlivej zmluvy
neuskuto¢nilo/neuskutocituje vysetrovanie a/alebo
niteny vykon rozhodnutia ktoré by suviseli
s vykonavani klinickych skusani alebo im zo strany
tychto  organov  nebolo/nie  je  udelené
upozornenie/varovanie,  ktoré by  stviselo
s vykonavani klinickych sktisani (d’alej spolo¢ne len
~Zasah prisluSného organu“), o ktorych by
Novartis nemal vedomost’. Institicia a Skdsajuci
budi povinni bezodkladne informovat Novartis
0 skutoénosti, ze im bol ohlaseny vykon Zasahu
prislusného organu v suvislosti s dodrziavanim
etickych, vedeckych, regulatnych Standardov
upravujucich vedenie klinickych skusani alebo ze uz
takyto Zasah prislusného organu u nich prebieha,
ato vpripadoch ak sa tento Zasah prislusného
organu tyka skutoCnosti a ¢innosti, ktoré nastali pred
alebo pocas doby vykonavania Klinického skuSania
podl'a Jednotlivej zmluvy.

pending governmental or regulatory investigation,
inquiry, warning, 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.

15.7.

Institicia a Skasajuci sa podpisom Jednotlivej
zmluvy zavézuju , Ze nie si vzajomne ani vo vztahu
k Novartisu v konflikte zaujmov, ktory by
znemoznoval alebo ovplyviioval vykon ich ¢innosti
podla Jednotlivej zmluvy. Institicia a Skusajuci
budu povinni Novartis bezodkladne informovat’ ak
by takyto konflikt zaujmov pocas platnosti
Jednotlivej zmluvy nastal ataktiez sa podpisom
Jednotlivej zmluvy zavdzuju, ze vykonom ich
¢innosti podla Jednotlivej zmluvy neporusuju
ziadnu zmluvu, ktor pripadne maji uzatvorenu
s inou tret'ou osobou.

Institucia a Skusajuci budd povinni zabezpecit', Ze
Skusajuci ako aj vsetci spoluskiisajuci zicastneni na
Klinickom sktsani poskytni Novartisu alebo nim
uréenej osobe zverejnenie finan¢nych informacii,
ktoré podla 21 CFR, &asti 54 vyzaduje Urad pre
kontrolu potravin a lie¢iv  Spojenych S§tatov
americkych (Food and Drug Administration), a to na
takych formulédroch, ktoré im doda alebo schvali
Novartis alebo nim ur¢ena osoba. Pocas platnosti
Jednotlivej zmluvy ako aj jeden (1) rok po ukonceni
Jednotlivej zmluvy, buda Institacia a SkuaSajuci

15.7.

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. During 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.

15.8.

povinni poskytnat’ sucinnost’
Novartisu/Zadavatel'ovi alebo nim ur¢enym osobam
v ziskani  aktualizovanych vysSie uvedenych
formularov.

Vo vsetkych materidloch tykajucich sa c¢innosti
podla Jednotlivej zmluvy, ktoré¢ st urcené
externému publiku bude SkuSajlici povinny
zverejnit/uviest/spomenut’:

a) 7¢  spolo¢nost  Novartis  vyuZiva

Skusajuceho na vykon odbornych ¢innosti

15.8.

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

suvisiacich s vykonavanim Klinického b) any other relationships that Novartis has

skusania a with Investigator which a reasonable and
b) akékol'vek iné vztahy medzi Novartisom ethical person would expect to be disclosed.

a Skusajicim, ktorych

zverejnenie/uvedenie/spomenutie by
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rozumna a moralna osoba povazovala za
hodné zverejnenia/uvedenia/spomenutia.

Cl. 16. Zaverefné ustanovenia

Article 16. Final Provisions

16.1.

Tato Ramcova zmluva nadobtda platnost’ dilom jej
podpisania Zmluvnymi stranami a u¢innost’ dilom
nasledujicim po dni jej zverejnenia v Centralnom
registri zmlav.

Institucia bezodkladne zasle tito Ramcova zmluvu
na zverejnenie; pokial’ ned6jde k zverejneniu do 7
dni odo dia jej uzavretia, moze Novartis podat
navrh na jej zverejnenie. InStiticia sa zavizuje
vydat’ Novartisu pisomné potvrdenie o zverejneni
Ramcovej zmluvy bez zbytoéného odkladu po jej
zverejneni. Intitdcia je povinna zabezpeCit
nespristupnenie tych ustanoveni tejto Ramcovej
zmluvy, ktoré obsahuji informaciu, ktora sa podla
platnych pravnych predpisov nespristupnuje.

16.1.

This Framework Agreement shall enter into force
upon signing by both Parties and shall come into
force on the day following the day after its
publication in the Central Register of Contracts.

The Institution shall immediately send this
Framework Agreement for its
publication/disclosure; in case that the Framework
Agreement will be not publicized within 7 days
following its conclusion, Novartis may submit a
proposal to the publication/disclosure. The
Institution commits itself to Novartis to issue a
written confirmation of the publication of this
Framework Agreement without undue delay after its
publication. The Institution is obliged to ensure to
non-disclose  provisions of this Framework
Agreement, which contain information that should
be not publicized according to law.

16.2.

Tato Ramcova zmluva sa uzatvara na dobu neurcitua.

16.2.

This Framework Agreement is concluded for an
unlimited period of time.

16.3.

Tato Ramcova zmluvu mozno ukonéit’ pisomnou
dohodou Zmluvnych stran.

16.3.

This Framework Agreement may be terminated by a
written agreement of the Parties.

16.4.

Ustanovenia bodov 14.7. a 14.8. tejto Ramcovej
zmluvy platia obdobne aj na pripady ukoncenia
Réamcovej zmluvy.

16.4.

The provisions of para. 14.7. and para 14.8. hereof
will apply accordingly to cases of termination of the
Framework Agreement.

16.5.

Zmluvné strany sa zavdzuju, ze budu vzdy
postupovat’ tak, aby vSetky zalezitosti, ktoré buda
aspon jednou zo Zmluvnych stran povazované za
potrebné, rieSili bez zbyto¢ného odkladu a
prietahov, teda v ¢o najkratSej moznej dobe a
zéroven s 1Z81

nakladov.

16.5.

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

16.6.

Prava a povinnosti Zmluvnych stran, ktoré nie st
upravené touto Radmcovou zmluvou, ako aj pravny
vzt'ah zaloZeny touto Rdmcovou zmluvou sa bude
riadit' platnymi pravnymi predpismi Slovenskej
republiky.  Zmluvné  strany sa v sulade
sustanovenim § 262 ods. 1 a 2 Obchodného
zakonnika vyslovne dohodli, Ze ich zéavizkovy
vzt'ah upraveny touto Rdmcovou zmluvou sa bude
riadit’ Obchodnym zakonnikom. Pre pripadné stidne
spory sa bude uplatnovat’ prislusnost’ slovenskych
studov.

16.6.

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 of the
Commercial Code, expressly agreed that their
contractual  relationship  regulated by this
Framework Agreement should be governed by the
Commercial Code. For any legal disputes the
jurisdiction of the Slovak courts will be applicable.

16.7.

V pripade, ze by ktorékol'vek z ustanoveni tejto
Réamcovej zmluvy bolo ¢i sa dodatocne stalo
neplatnym alebo nelG¢innym, budi ostatné jej
ustanovenia posudzované ako oddelite'né a platnost’
¢i ucinnost’ tejto Ramcovej zmluvy ako celku
zostane zachovana. Pre tento pripad sa Zmluvné
strany zavdzuji na zaklade vzajomnej dohody
nahradit’ neplatné alebo neucinné ustanovenia takym
ustanovenim, ktoré bude najlepSie odpovedat’ ucelu
tejto Rdmcovej zmluvy a véli Zmluvnych stran pri
jej uzavreti.

16.7.

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 undertake that they will, by their
mutual agreement, replace such invalid or
ineffective provisions with a provision that best
corresponds with the purpose of this Framework
Agreement and the will of the Parties at the time of
conclusion of this Framework Agreement.

16.8.

Ziadne zricknutie sa nejakej nalezitosti, ustanovenia
alebo podmienky tejto Rédmcovej zmluvy, ¢i uz

16.8.

No waiver of any matter, provision or condition of
this Framework Agreement, either based on actions

Ramcova zmluva o klinickom skusani — verzia 06.09.2021
Novartis / Univerzitnd nemocnica L. Pasteura KoSice

42/50




konanim alebo inak, v jednom alebo vo viacerych
pripadoch, sa nebude povazovat’ za dalSie alebo
trvalé zrieknutie sa nejakej takejto nalezitosti,
ustanovenia alebo podmienky alebo nejakej inej
nalezitosti, ustanovenia alebo podmienky tejto
Ramcovej zmluvy, alebo sa takto vysvetlovat.

or otherwise, in a single case or in several cases,
shall be regarded as continuing or permanent waiver
of any such matter, provision or condition or of any
other matter, provision or condition of this
Framework Agreement or shall be interpreted as
such waiver.

16.9.

Tato Ramcova zmluva predstavuje Gplnti dohodu
Zmluvnych strdn s prihliadnutim na jej predmet.
Ustanovenia Jednotlivych zmluvy tym vSak nebuda
dotknuté. V pripade rozporu medzi ustanoveniami
Ramcovej zmluvy a prislusnej Jednotlivej zmluvy
budt mat’ prednost’ ustanovenia Jednotlivej zmluvy.

16.9.

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.

16.10.

V pripade rozporu medzi ustanoveniami Jednotlivej
zmluvy aProtokolu, ktoré sa tykaju vedenia
Klinického skuSania, maju ustanovenia Protokolu
prednost’.

16.10.

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

16.11.

Tato Ramcovi Zmluvu je mozno menit’ a dopliiovat
len na zaklade jej pisomného dodatku, ktory bude za
taky oznaceny, prislusne ocislovany, s daitumom a
podpisom vsetkych Zmluvnych stran.

16.11.

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

16.12.

Pre vylicenie akychkol'vek pochybnosti Zmluvné
strany tymto prehlasuju, ze tito Ramcova zmluva
pre nich nezaklada Ziadne prava a povinnosti bez
uzatvorenej  konkrétnej  Jednotlivej  zmluvy.
Ustanovenia tejto Ramcovej zmluvy sa stant
obsahom zmluvného vztahu vzniknutého az na
zéklade uzatvorenej Jednotlivej zmluvy.

16.12.

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.

16.13.

Novartis bude opravneny zmenit® Protokol kazdej
Jednotlivej zmluvy uzavretej na zaklade tejto
Ramcovej zmluvy po splneni podmienok
a sposobom stanovenym zakonom. Ak bude
upraveny Protokol, bude Novartis povinny zmenu,
upravu ¢i doplnenie Protokolu pisomne oznamit’
druhej zmluvnej strane Jednotlivej zmluvy
S pisomnym dolozenim zmenené¢ho Protokolu a to
formou dodatku k Jednotlivej zmluve. Zmluvné
strany Jednotlivej zmluvy budi zaviazané
postupovat’ podla zmeneného Protokolu odo dina
ucinnosti dodatku k Jednotlivej zmluve. V pripade
rozporu medzi znenim Protokolu a Ramcovou
zmluvou a/alebo Jednotlivou zmluvou, ma prednost’
znenie Protokolu. V pripade, Zze zmena Protokolu
bude znamenat' zvySenie rozsahu cinnosti, ktoré
majl vplyv na Ghrady podl'a Jednotlivej zmluvy, tak
Institacia uzatvori dodatok k Jednotlivej zmluve az
po dohode Zmluvnych stran o Gprave uthrad
$pecifikovanych v Jednotlivej zmluve.

16.13.

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 and/or the Individual 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.

16.14.

Tato Ramcova zmluva je vyhotovend v Styroch
vyhotoveniach, dvakrat pre Instituciu a dvakrat pre
Novartis, ato v slovensko-anglickej verzii. V
pripade rozporu medzi slovenskou a anglickou

16.14.

This Framework Agreement is executed in four
copies, two for the Institution and two for Novartis
in Slovak-English version. In case of any
discrepancies between these two versions of the
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jazykovou verziou Ramcovej zmluvy, jej priloh
alebo pripadnych dodatkov, mé prednost’ slovenska
verzia.

Framework Agreement, its Annexes or possible
amendments, the Slovak version shall prevail.

16.15. Neoddelitel'nou sucast'ou tejto Ramcovej zmluvy st | 16.15.  An integral part of this Framework Agreement are

jej prilohy, ktorymi si: the following annexes:

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

- Priloha €. 2: Prislusné protikorupéné pravne - Annex No. 2: Applicable Anti-Corruption
predpisy Legislation

- Priloha ¢. 3: Ramcova poistna zmluva - Annex No. 3: Framework insurance contract

- Priloha¢. 4: Vypis zobchodného  registra - Annex No. 4: Excerpt from the commercial
spolo¢nosti Novartis Pharma Arzneimittel register of the company Novartis Pharma
GmbH Arzneimittel GmbH

- Priloha €. 5: Vypis zobchodného  registra - Annex No.5: Excerpt from the commercial
Novartisu register of Novartis

- Priloha ¢. 6: Plnomocenstvo od Zadavatel'a pre - Annex No.6: Power of attorney from the
spolo¢nost’  Novartis Pharma  Arzneimittel Sponsor to the company Novartis Pharma
GmbH Arzneimittel GmbH

- Priloha ¢. 7: Plnomocenstvo od spolo¢nosti - Annex No.7: Power of attorney from the
Novartis Pharma Arzneimittel GmbH pre company Novartis Pharma Arzneimittel GmbH
Novartis to Novartis

- Priloha ¢. 8: Plnomocenstvo pre Mgr. Mrazovu - Annex No. 8: Power of attorney for Mgr.

- Priloha ¢. 9: Plnomocenstvo pre PharmDr. Mrézova
Nosjean - Annex No. 9: Power of attorney for PharmDr.

- Priloha ¢. 10: List o odskodneni Nosjean

- Annex No. 10: Letter of indemnify
16.16. Zmluvné strany prehlasuji, Zze si Ramcova zmluvu | 16.16. The Parties declare that they have read this

precitali, jej obsahu porozumeli, Ze ju uzavreli
slobodne avazne, uréite a zrozumitelne, ana
potvrdenie toho, Ze obsah tejto Ramcovej zmluvy
zodpoveda ich skutoénej a slobodnej voli, ju
vlastnorucne podpisali.

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

Za Novartis/For Novartis:
Novartis Slovakia s.r.o.

Mgr. Hana Mrazova, Head of the Department for Clinical Trials,

na zéklade plnomocenstva/on a basis of a power of attorney

Za Novartis/For Novartis:
Novartis Slovakia s.r.o.

Datum/Date:

Datum/Date:

PharmDr. Katarina Nosjean, na zaklade plnomocenstva/on a basis of a power of attorney

Za Institaciu/for the institution:

Datum/Date:

MUDr. Jan Slavik, MBA
generalny riaditel’/
general director
Univerzitna nemocnica L. Pasteura KoSice

Za InStituciu/for the institution:

Datum/Date:

MUDr. Cuboslav Bena, PhD.
vykonny riaditel’ pre LPS/
executive director for LPS

Univerzitna nemocnica L. Pasteura KoSice
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Priloha ¢. 1
Informacia pre dotknutu osobu

Annex No. 1
Information for the data subject

V zmysle ustanovenia ¢lanku 13 Nariadenia GDPR

Prevadzkovatel: Novartis Pharma AG, so sidlom
Lichtstrasse 35, Bazilej 4056, Svajciarsko (d’alej len
,Prevadzkovatel)

Zastupca Prevadzkovatela: Novartis Slovakia, s.r.o.,
so sidlom Zizkova 22B, 811 02 Bratislava, Slovenska
republika, ICO: 36 723 304 (d’alej len ,, Zastupca®)

Dotknutou osobou bude Zodpovedny skusajuici, spolusktisajuci
ainy personal InStiticie v zmysle Ramcovej zmluvy a
prislusnej Jednotlivej zmluvy.
(d’alej len ,,Dotknuta osoba“)

Tato informacia je adresovana SkuSajicemu a skuSajicemu
timu a d’al$im zamestnancom Institcie (napr. sestry, lekarnici,
technici), ktorych osobné udaje moézu byt spractivané pri
vykonavani  klinického skGsania v zmysle prislusnej
Jednotlivej zmluvy.

Tato informacia bude Dotknutej osobe poskytnutd na
zabezpe€enie transparentnosti v suvislosti so zbieranim,
pouzitim a spristupfiovanim osobnych udajov Dotknutej osoby
Prevadzkovatelom pre tucely v suvislosti s vykondvanim
klinického skasania v zmysle prislusnej Jednotlivej zmluvy.

Osobné udaje Dotknutej osoby v rozsahu meno, priezvisko,

kontaktné informacie, pracovné skisenosti, odborna
kvalifikacia, publikacie, sthrny, dosiahnuté vzdelanie,
informacie o vykone povolania budu spractivané za
nasledovnymi tcelmi:

a) vykonavanie  klinického  skuSania,  spractivanie

a vyhodnocovanie vysledkov klinického skiiSania;

b) kontrolu aoverenie vedeckej integrity klinického
skuSania Statnymi a riadiacimi inStituciami,
Prevadzkovatel'om alebo Zastupcom, CRO (ak existuje),
monitorujiicou osobou, ich zastupcami;

c) registracia vysledkov klinického skusania,
registracie skusaného lieku v ré6znych krajinach;

vratane

d) archivacia po dobu stanoven(l pravnymi predpismi;

e) splnenie pravnych poziadaviek alebo poziadaviek
riadiacich institicii, uchovavanie v databaze pracovisk,
skuSajucich a ostatnych zamestnancov na pouzitie
Vv buducich klinickych sktisaniach;

f)  prenosu tychto udajov do krajin mimo tizemia Slovenskej
republiky, vyhodnocovania ¢innosti pracovisk a
skusajucich pri klinickom skuSani,

g) planovat a/alebo vykonavat d’alSie aktivity shvisiace
s klinickymi  skG8aniami a pripadne Vas 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.o., with its seat at Zizkova 22B, 811 02 Bratislava,
Slovak republic, 1D: 36 723 304 (herein after referred to as
“Representative*)

Data subject shall be the 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 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),
monitoring person and their representatives;

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

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

governing institutions, maintenance in the database of
sites, investigators and other employees for the use in
future clinical studies;

f)  transfer of such data to countries outside the Slovak
Republic, evaluation of activities of sites and
investigators during the clinical study,
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h) zdielat informacie sinymi subjektmi ohladom

planovania a vykonavaniu klinickych skusani.

Vase osobné idaje budu spracuvané na zaklade opravneného
zaujmu Prevadzkovatel’a, ktorym je zaujem Prevadzkovatela
na riadnom priebehu Klinickych skasani, ktorych je/bude
zadavatelom alebo na ktorych bude spolupracovat. Vase
osobné udaje budu takisto spractivané na plnenie zdkonnych
povinnosti Prevaddzkovatel’a, ktoré mu vyplyvaju z osobitnych
pravnych predpisov tykajucich sa klinickych skiisani.

Osobné udaje mozu byt poskytnuté aj d’alsim subjektom,
medzi ktoré patria spolo¢nosti patriace do nadnarodnej skupiny
Novartis, organizacie na klinicky vyskum spolupracujiice so
skupinou Novartis, nasi partneri alebo dodavatelia, nasi
poskytovatelia IT systémov, akykolvek subjekt, ktory by
v buducnosti nadobudol pravo stvisiace s klinickym skusanim
od Prevadzkovatel’a, prislusna eticka komisia a narodné alebo
medzinarodné prislusné trady. Vsetky tieto osoby st vSak
povinné zachovavat’ dovernost’ a bezpe¢nost’ osobnych tdajov.

Osobné udaje mozu byt prenesené do Svajéiarska (ktoré
zabezpecuje v zmysle rozhodnutia Komisie ¢. 200/518/ES
primerant ochranu osobnych udajov), do krajin Eurdpskeho
hospodarskeho priestoru, alebo do tretich krajin, ako st napr.
Spojené Staty americké, ktoré nemusia zarucovat’ taka uroven
ochrany Osobnych udajov, aka je poskytovana v zmysle
Nariadenia GDPR. Prevadzkovatel’ vSak zabezpecduje, aby bola
zachovana dovernost’ a bezpecnost’ Vasich osobnych udajov na

rovnakej urovni ako garantuje Nariadenie GDPR.

V ramci poskytovania tdajov vramci skupiny Novartis
Prevadzkovatel’ prijal Zavézné podnikové pravidla, t.j. systém
principov, pravidiel a nastrojov, poskytovanych v ramci prava
Europskej unie, aby bol zabezpeceny dostatocny level
zabezpeCenia prenosu osobnych udajov mimo Eurdpsky
hospodérsky priestor a Svajéiarsko. O tychto pravidlach sa
mbzZete viacej docitat’ na stranke: www.novartis.com/privacy-

policy.

Osobné udaje budu Prevadzkovatel'om spractivané po dobu
trvania Jednotlivej Zmluvy, ak osobitné pravne predpisy
neurcuju dlhsiu lehotu. Prosim berte na vedomie, Ze Zadavatel’
je povinny uchovéavat’ dokumentaciu klinického skuSania
najmenej 15 rokov.

Ako Dotknuta osoba mate v zmysle Nariadenia nasledujice
prava, o ktorych ste boli riadne pouéeny a informovany:

- pravo ziskat' potvrdenie o tom, ¢i sa spraciivaju Vase
osobné udaje, a pravo ziskat’ pristup k takymto tidajom
vratane urcenia ucelov spractivania, kategérii osobnych
udajov, identifikaciu osdb, ktorym boli alebo budu
osobné udaje poskytnuté, predpokladani dobu
uchovavania osobnych udajov, existencie prava na

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

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

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

Personal data can be transferred to the other subjects
including companies belonging to the Novartis group,
clinical research organizations cooperating with Novartis
group, our partners or providers, our IT systems providers,
any subject, which might receive any right related to the
clinical 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 to the Decision of the Committee No.:
200/5189/ES provides adequate protection of personal data),
to the member states of European Economic Area or to the
third countries, e.g. USA, which may not 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 legislation
does not provide a longer term. Please note that the
Controller is required to retain clinical trial documentation
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:
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opravu osobnych udajov alebo ich vymazanie alebo
obmedzenie spracuvania, alebo prava namietat’ proti
takémuto spractivaniu, prava podat staznost’ Uradu na
ochranu osobnych udajov, existencie automatizovaného
rozhodovania vratane profilovania ohladom osobnych
udajov. Osobné udaje budii poskytnuté v strojovo
Citatelnom formate. Toto potvrdenie bude vydané
bezplatne, avSak za kazdé¢ dalSie kopie, o ktoré
poziadate, Vam moéze byt uctovany primerany poplatok
zodpovedajuci nédkladom na vyhotovenie takéhoto
potvrdenia. Mate takisto pravo preniest’ tieto tdaje
inému subjektu, ktory bude Vase osobné udaje d’alej
spracovavat. Toto pravo sa vSak nevztahuje na
spractvanie nevyhnutné na splnenie ulohy realizovanej
vo verejnom zaujme anesmie mat nepriaznivé
dosledky na prava a slobody inych,

- pravo na to, aby boli osobné tidaje, ktoré st spractivané
a st nespravne, bez zbytocného odkladu opravené.
Takisto mate pravo na doplnenie neuplnych osobnych
udajov, a to prostrednictvom poskytnutia doplnkového
vyhlasenia,

- pravo na vymazanie osobnych udajov, ak nie su osobné
udaje potrebné pre ucely, na ktoré sa ziskavali alebo
spracuvali, ak sa osobné udaje spracuvali nezakonne,
alebo ak osobné udaje musia byt’ vymazané v zmysle
osobitnych pravnych predpisov. Osobné udaje vSak
nemusia byt vymazané, ak je ich zachovanie potrebné
na uplatnenie prava na slobodu prejavu a na informécie,
na splnenie zakonnej povinnosti podla osobitnych
predpisov, na splnenie tlohy realizovanej vo verejnom
zaujme, zdovodov verejného zaujmu v oblasti
verejného zdravia, na ucely archivacie vo verejnom
zaujme, alebo na ucely vedeckého alebo historického
vyskumu ¢i na Statistické ucely, a na preukazovanie,
uplatiiovanie alebo obhajovanie pravnych narokov,

- pravo na obmedzenie spractivania osobnych tudajov, ak
ste napadli spravnost’ osobnych udajov, ato pocas
obdobia umoznujiceho overit spravnost osobnych
udajov, spracuvanie osobnych udajov je protizakonné a
namietate proti vymazaniu osobnych tdajov a Ziadate
namiesto toho obmedzenie ich pouzitia, ak uz nie st
osobné udaje potrebné na ucely spractvania, ale ich
potrebujete na preukazanie, uplatiovanie alebo
obhajovanie pravnych narokov,

- pravo podat’ staznost’ proti spractivaniu osobnych
udajov dozornému organu, ktorym je v Slovenskej
republike Urad na ochranu osobnych tidajov Slovenskej
republiky, so sidlom Hrani¢nd 12, 820 07 Bratislava.

Beriete na vedomie, ze mate moznost’ kedykol'vek kontaktovat’
Oddelenie  ochrany  osobnych  tdajov na  adrese
privacy.slovakia@novartis.com Vv pripade, ze budete mat’
akékol'vek otazky tykajuce sa zbierania, spracovania alebo
pouzitia osobnych tdajov ako je uvedené vyssie.

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
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 you for
the establishment, exercise or defense of legal
claims,

the right to lodge a complaint against the processing
of the personal data with a supervisory authority,
which in Slovak republic is the Office for personal
data protection, with its seat at Hrani¢na 12, 820 07
Bratislava.
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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 — Prislusné protikorup¢éné pravidla

Appendix No. 2 — Applicable Anti-Corruption Legislation

Institicia  (Centrum), Hlavny skuSajici, clenovia
skusajuceho timu a kazda d’alSia osoba, ktora sa zucastiuje
Klinického skusania (d’alej ako ,,SkuSajuce strany*) bude
pocas celého vykonavania Klinického skuSania konat
v stlade s Trestnym zédkonom, zdkonom ¢. 54/2019 Z. z.
0 ochrane oznamovatelov protispolocenskej cCinnosti
aozmene adoplneni niektorych zékonov, a vSetkymi
ostatnymi zavdznymi predpismi o boji proti uplatkarstvu
a korupcii, ktorymi su v Spojenom kralovstve Zakon
o0 Uplatkarstve zroku 2010 av Spojenych §tatoch
americkych Zakon o zahrani¢nych korupénych praktikach
zroku 1977 (spolu dalej ako ,Prislusné protikorupéné
pravidla®)

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

Je na zodpovednosti Skusajtcich stran zabezpeéit’ aby boli
oboznameni s ustanoveniami PrisluSnych protikorupcnych
pravidiel aaby tieto dodrZiavali. Bez ohladu na vyssie
uvedené nasledujici text predstavuje zhrnutie hlavnych
zasad, ktoré si Skasajlce strany povinné dodrZiavat'.

(A)

Skusajuce strany musia vzdy konat beziihonne,
Cestne a dodrziavat’ najvyssie etické Standardy.

(B) Skuisajice strany nesmu ziadnej osobe poskytntt,
dat’ alebo ponukat' ziadnu platbu, dar, ani iny

benefit ¢i vyhodu za G¢elom:

(i) zabezpeCenia akejkol'vek neopravnenej
vyhody; alebo

(i) nabadania prijemcu alebo inej osoby, aby

vykonala alebo nevykonala ukony, ktoré

predstavujii  porusenie jej povinnosti

alebo zodpovednosti (alebo za téelom

odmenovania takéhoto spravania).

Toto obmedzenie sa pouzije vzdy a za vSetkych
okolnosti. Pre vylucenie akychkol'vek pochybnosti
sa uvadza, ze sa aplikuje na rokovanie s
,verejnymi Cinitelmi®“, ako aj na rokovanie so
zamestnancami a zastupcami sukromnych
spolo¢nosti.

© Rokovaniam s verejnymi ¢initel'mi sa vSak musi
venovat' osobitnd pozornost. SkuSajuce strany
nesmu poskytovat, davat alebo ponukat
akékol'vek platby, dary alebo iné benefity alebo
vyhody za ucelom ovplyvnenia konania alebo
rozhodovania  verejného Cinitela  (alebo
podnecovania takéhoto Cinitela aby vyuzil svoj
vplyv na ini osobu, subjekt alebo Statny organ
alebo aby ovplyvnil akékol'vek konanie alebo
rozhodovanie takejto inej osoby, subjektu alebo
Statneho organu).

(D)

Pojem ,Verejny Cinitel* zahina kazda osobu
konajicu v mene ktoréhokol'vek ministerstva,

It is the responsibility of the Trial Parties to ensure that they are
familiar with, and comply with, the provisions of the
Applicable Anti-Corruption Legislation. Nevertheless, the
following is intended as a summary 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 Parties must not make, give, or offer any
payment, gift or other benefit or advantage to any
person for the purposes of:

(B)

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

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

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

©)

The term "Public Official" includes any person acting
on behalf of any government department, agency or

D)
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(E)

(F)

(G)

agentiry alebo subjektu S$tatnej spravy alebo
ktoréhokol'vek Statneho Statom kontrolovaného
podniku. Napriklad to zahffia zdravotnickych

pracovnikov  zamestnanych v $tdtom  alebo
samospravou vlastnenej nemocnici alebo klinike
a zastupcov verejnych medzinarodnych

organizacii.

Skusajuce strany nesmu poskytovat, davat’ alebo
ponukat’ akékol'vek platby, dary alebo iné benefity
alebo vyhody ziadnej osobe, ak vedia, alebo sa
domnievaji, ze vSetky alebo Cast’ tychto penazi,
daru, benefitu alebo vyhody budi pouzité, ¢i uz
priamo alebo nepriamo, na ucely porusenia bodov
(B) alebo (C) uvedenych vyssie.

Institacia bude viest’ a udrziavat’ zapisy, zdznamy
aucty, ktoré budd v primeranej miere presne
a spravodlivo odrazat transakcie a dispozicie
S majetkom Institlcie;

Institicia navrhne abude wudrziavat systém
vnutornych uc¢tovnych kontrol, ktoré budu
poskytovat’ primerané zaruky, ze —

() transakcie sa vykonavaju v sulade so
vseobecnym alebo konkrétnym
povolenim vedenia;

(i) transakcie su zaznamenavané podla

potreby
) aby bolo mozné zostavit

uctovnu zavierku v stulade so
v§eobecne uznavanymi
uctovnymi  zasadami  alebo
akymikol'vek inymi kritériami,
ktoré sa na tieto vykazy
vzt'ahuji, a

na dodrziavanie tUc¢tovania

(I

aktiv;
(iii) pristup k aktivam je povoleny iba v sulade
so  vSeobecnym alebo  osobitnym
povolenim vedenia; a

zaznamenané Ultovanie aktiv  bude
porovnavané s existujucimi  aktivami
V primeranych intervaloch a podniknu sa
prislusné kroky s ohl'adom na akékol'vek
rozdiely.

(iv)

E)

(F)

G)

instrumentality or any state-owned or controlled
enterprise. By way of example, this includes health
care professionals employed by a state- or local
municipality-run ~ hospital  or  clinic, and
representatives of public international organizations.

The Trial Parties must not make, give or offer any
payment, gift or other benefit or advantage to any
person whilst knowing or suspecting that all or a
portion of such money, gift, benefit or advantage will
be used, whether directly or indirectly, in breach of (B)
or (C) above.

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

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

0] transactions are executed in accordance with
management’s  general or  specific
authorization;

(i) transactions are recorded as necessary

Q) to permit preparation of financial
statements in conformity with
generally  accepted accounting
principles or any other criteria
applicable to such statements, and

(1 to maintain accountability for
assets;
(iii) access to assets is permitted only in
accordance with management’s
general or specific authorization; and
(iv) the recorded accountability for assets is

compared with the existing assets at
reasonable intervals and appropriate action is
taken with respect to any differences.
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Priloha ¢. 10
SPub od3kodnenia v zmysle ust. § 725 anasl.
zakona ¢. 513/1991 Zb. Obchodny ziakonnik (d’alej

Annex No. 10
The promise of compensation within the meaning
of Art. § 725 et subseq. of the Act No. 513/1991 Coll.

Univerzitna nemocnica L. Pasteura KoSice
sidlo: Rastislavova 43, 041 90 Kosice,
Slovenska republika

Statna prispevkova organizacia zriadena Zriad’ovacou
listinou MZ SR €. 1842/1990-A/I-2 zo diia 18.12.1990

1CO: 00 606 707
DIC: 2021141969
IC DPH: SK 2021141969

Statutarny organ: MUDr. Jan Slavik, MBA,
generalny riaditel’
MUDr. LCuboslav Bena, PhD.,
vykonny riaditel’ pre lie¢ebno-
preventivnu starostlivost’
(d’alej len ,,InStitucia“)

len ,,OBZ*); dohoda o prorogacii, dohoda | Commercial Code (hereinafter "'CC"); agreement
0 rozhodnom prave on prorogation, agreement on applicable law
Institacia: Institution:

Univerzitna nemocnica L. Pasteura KoSice
Registered seat: Rastislavova 43, 041 90 Kosice,
Slovak Republic

State contributory organization established by
Founding Charter of MZ SR no. 1842/1990-A/I-2
dated 18.12.1990

Company ID: 00 606 707
Tax ID: 2021141969
VAT ID: SK 2021141969

Statutory representative: MUDr. Jan Slavik, MBA,
general director

MUDr. LCuboslav Bena,
PhD., executive director
for medical and preventive
care

(hereinafter referred to as the “Institution”)

Zadavatel’:
Novartis Pharma AG
sidlo: Lichtenstrasse 35, 4056 Bazilej,

Svajéiarsko
registracné ¢islo: CHE-103.882.596

zastupena spolo¢nostou:

Novartis Slovakia s.r.o.

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

ICO: 36 723 304

DIC: 2022302425

IC DPH:  SK 2022302425

zapisany: v Obchodnom registri Okresného sudu

Bratislava I, oddiel: vlozka ¢.

44016/B

Sro,

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

(d’alej len ,,Zadavatel)

Sponsor:

Novartis Pharma AG
Register seat: Lichtenstrasse 35, 4056
Basel, Switzerland
registration No.: CHE-103.882.596
represented by:

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

Company ID: 36 723 304

Tax ID: 2022302425

VAT ID: SK 2022302425

Reqgistration: Commercial Registry of the

District Court Bratislava I, Section:
Sro, Insertion No. 44016/B

Represented by:
Mgr. Hana Mrazova, Head of the
Department for Clinical Trials, on a basis
of a power of attorney
PharmDr. Katarina Nosjean, on a basis of a
power of attorney

(hereinafter referred to as the “Sponsor”)

PREAMBULA

Spolo¢nost’ Novartis Slovakia s.r.0., so sidlom
Zizkova 22B, 811 02 Bratislava, Slovenska republika,
ICO: 36723304, zapisana v obchodnom registri
Okresného sudu Bratislava I, oddiel: Sro, vlozka ¢.:
44016/B (dalej len ,,Novartis®) ma zaujem uzatvorit’
s Institiciou Ramcova zmluvu o klinickom skasani
(d’alej len ,,Radmcova zmluva®), ktorej predmetom je
vzajomna dohoda zmluvnych strdn na zdkladnych

RECITALS

The company Novartis Slovakia s.r.0., with its
registered seat at Zizkova 22B, 811 02 Bratislava,
Slovak epublic, ID No.: 36 723 304, registered with
the Commercial register of District court Bratislava I,
section: Sro, insert No.: 44016/B (hereinafter referred
to as the “Novartis”) intends to conclude with the
Institution the Framework Clinical Trial Agreement
(hereinafter referred to as the “Framework
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podmienkach stvisiacich s vykonavanim jednotlivych
klinickych skt$ani na zéklade jednotlivych zmlav
uzatvaranych na zaklade Ramcovej zmluvy.

Novartis je splnomocnenym zastupcom Zadavatel'a
podl'a § 29 ods. 10 zékona ¢. 362/2011 Z. z. o liekoch
a zdravotnickych poméckach a o zmene a doplneni
niektorych zakonov, v zneni neskorSich predpisov
(dalej len ,Ziakon o liekoch®), a ma zaujem
realizovat’ na uzemi Slovenskej republiky klinické
skuSania vyvinutych produktov alebo liekov v
Institicii, a to prave v spolupraci s Institiciou a podl'a
podmienok definovanych v Ramcovej zmluve.

Agreement”) with its subject-matter on mutual
agreement of the parties on fundamental terms related
to the conduct of the individual clinical trials on the
basis of the individual agreements concluded on the
basis of the Framework Agreement.

Novartis is the authorized representative of the
Sponsor pursuant to Section 29 (10) of Act No.
362/2011 Coll. on Medicinal Products 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 the
Framework Agreement.

Vsetky pojmy definované v Ramcovej zmluve maju
rovnaky vyznam aj vtomto dokumente, ak tento
dokument neuréuje inak.

All terms defined in the Framework Agreement shall
also have the same meaning in this document, unless
this document specifies otherwise.

1.1. Zadavatel’ov sl'ub odSkodnenia. Zadavatel' je
Institacii a Hlavnému skusajucemu  (Institacia
alebo Hlavny skuSajuci dalej na ucely
odskodnovania oznacovani len "OdSkodiiovana
strana") povinny nahradit’ ujmu (vratane ujmy
nemajetkovej) v rozsahu, v akom je voci nim na
prislusnom sude Subjektom hodnotenia alebo
inymi, na to podl'a platnych pravnych predpisov
opravnenymi osobami, uspes$ne uplatneny narok
na nahradu ujmy na zdravi (vratane smrti)
vzniknutej z dovodu uzivania Medicinskeho
produktu alebo akéhokol'vek vykonu alebo
postupu vykonaného na Subjekte hodnotenia
podl'a poziadaviek Protokolu, a to za podmienky,
7e tato ujma:

1.1. Novartis must indemnify the Contracting Partners
(hereinafter the Institution and the Principal
Investigator collectively for the purposes of
indemnification referred to as the “Indemnified
Party”) for damage (including non-pecuniary
damage) to the extent to which a Trial Subject or
any other under law entitled person successfully
claims damage to health (including death) as a
result of using the Medicinal product or any
clinical intervention or procedure required by the
Protocol in a competent court of justice, provided
that such damage:

v stulade s pravnymi predpismi v prospech
Odskodniovane;j strany.

1.1.1. nevznikla z d6vodu, ze Odskodfiovana strana | 1.1.1. did not arise from the failure of the
nekonala v stlade (a) s podmienkami Indemnified Party to comply with (a) the
Réamcovej zmluvy a Jednotlivej zmluvy; terms of this Framework Agreement and
a/alebo (b) Protokolom; a/alebo (c) vSetkymi Individual Agreement; and/or (b) the
prislusnymi  pravnymi  predpismi  a Protocol, and/or (c) all applicable laws and
pravidlami  upravujucimi  vykonavanie regulations governing the performance of the
Klinického skusania; a/alebo (d) Clinical Trial, and/or (d) safety measures and
bezpecnostnymi opatreniami a pisomnymi written instructions of Novartis or its
pokynmi Zadévatel'a alebo jeho Prepojenych Affiliates; and/or
0s0b; a/alebo

1.1.2. nevznikla z dovodu nedbanlivostného alebo | 1.1.2.  does not arise from a negligent or willful
umyselného protipravneho konania alebo illegal act or omission of the Indemnified
opomenutia Odskodrniovanej strany; a/alebo Party; and/or

1.1.3. nie je plne hradena z poistenia dohodnutého | 1.1.3. is not fully covered by insurance taken out in

compliance with applicable laws for the
benefit of the Indemnified Party

1.2. Dalej plati, 7e ak vznikne taka ujma iba séasti z
dévodov na strane OdSkodilovanej strany
uvedenych v ¢l 1.1.1., alebo 1.1.2,
Odskodnovanej strane vznika narok na nahradu
ujmy voci Zadavatelovi v rozsahu, v akom
vznikla $koda mimo doévodov uvedenych v ¢l.
1.1.1. a/alebo 1.1.2.

1.2. In the case that such damage incurs only in part
due to reasons on the part of the Indemnified Party
as specified in Article 1.1.1. or 1.1.2., the
Indemnified Party shall be entitled to
indemnification from Novartis to the extent to
which the reasons indicated in Article 1.1.1.
and/or 1.1.2. did not contribute to the damage.

1.3. Pravo InStitGcie a Hlavného skusajuceho na

ndhradu ujmy podla ¢l. 1.1. dalej nevznikne

1.3. The Contracting Partners shall not be entitled to

indemnification under Article 1.1. and Novartis
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a Zadavatel' nebude mat’" povinnost nahradu
Skody poskytnut, v rozsahu, v ktorom bude mat’
porusenie niektorej z niz§ie uvedenych povinnosti
zo strany InStitGcie a Hlavného skuSajuceho

shall not provide indemnification, if the
Contracting Partners breach any of the following
obligations and such breach has a negative impact
on the possibility of successful defense against the

ani uspokojit ziadny takyto narok mimo
alebo v ramci sudneho Kkonania bez
predchadzajiceho  pisomného  suhlasu
Zadavatel’a alebo Novartisu.

negativny vplyv na moznost’ Gispesne sa branit’ lodged claim:
proti uplatnenému ndroku na nahradu ujmy:

1.3.1. InStitacia a Hlavny skt8ajuci sa zavdzuju | 1.3.1.  The Contracting Partners agree to notify the
pisomne informovat Zadavatel'a alebo Sponsor or Novartis in writing and as much
Novartis o kazdom naroku a/alebo Zalobe as possible about a claim and/or lawsuit, as
ako aj o v8etkych suvisiacich informaciach v well as about all pertinent information
maximalnom moZnom rozsahu, podla tychto relating thereto, according to these provisions
ustanoveni o ndhrade ujmy, a to do pétnastich on indemnification not later than within
(15) dni odo dia, ked’ sa o nich dozvedia, a fifteen (15) days of learning about such a
stCasne sa zavdzuji umoznit' Zadavatel'ovi claim or lawsuit and to allow the Sponsor
a/alebo Novartisu, aby schvaloval vsetky and/or Novartis to approve all acts and
ukony a obranu proti takto uplatnenému defense against such a claim or lawsuit,
naroku alebo zalobe vratane rozhodovania o including the right to decide on its settlement;
urovnani sporu; a and

1.3.2. InstitGcia a Hlavny sktsajuci st povinni | 1.3.2.  The Contracting Partners must cooperate and
spolupracovat’ so Zadavatelom a/alebo s require its employees to cooperate, with the
Novartisom a jeho pravnymi zastupcami a Sponsor and/or Novartis and its attorneys and
poistovatelmi pri obrane proti takému insurers in the defense of such a claim or
naroku alebo Zalobe, a zabezpecit' takuto lawsuit; and
spolupracu zo strany svojich zamestnancov;

a 1.3.3.  The Contracting Partners may not recognize

1.3.3. Institacia a Hlavny sktsajici nesma uznat or settle any such claim or lawsuit without the

prior written consent of Novartis.

1.4. Zadavatel' je Odskodiovanej strane povinny
nahradit’ ujmu na zdravi (vratane smrti), ktora
vznikla Subjektu hodnotenia vyhradne v dosledku
uzivania Medicinskeho produktu pouzitého v
ramci Klinického skuSania alebo v désledku
akéhokol'vek vykonu alebo postupu vykonaného
na Subjekte hodnotenia podl'a poziadaviek
Protokolu, a to =za predpokladu, ze narok
nevznikol v dosledku porusenia povinnosti
Institacie a Hlavného skasajuceho.

1.4. Novartis is obliged to indemnify the Indemnified
Party for health damage (including death) to Trial
Subject as a result of using the Medicinal product
and used in Clinical Trial provided that such claim
was not due to a breach of the Contracting
Partners”  obligations and the  Principal
Investigator.

Dohoda o prorogacii. Zadavatel' sa s InstitGciou
dohodol, ze akékol'vek spory medzi nimi budd riesit
uvecne amiestne prislusného sudu Slovenskej

Prorogation Agreement. The Sponsor has agreed
with the Institution that any disputes between them
will be resolved in the court with substantive and

$pecifikovany v tomto dokumente ako aj akékol'vek
naroky z neho vyplyvajiceho sa budu riadit’ pravnym
poriadkom Slovenskej republiky.

republiky. territorial jurisdiction of the Slovak Republic.
Dohoda o0rozhodnom prave. Zadavatel sa | Agreement on applicable law. The Sponsor has
S Institiciou  dohodol, Zze slub odSkodnenia | agreed with the Institution that the promise of

compensation specified in this document as well as
any claims arising from it will be governed by the law
of the Slovak Republic.

Tento dokument je vyhotoveny v slovenskom
a anglickom jazyku. V pripade rozporu jazykovych
verzii mé prednost’ slovenskd verzia.

This document is set forth in both Slovak and English.
In the event of conflict between the two language
versions, the Slovak version will prevail.

Datum/Date:
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Za Zadavatel'a/For the Sponsor:
Novartis Pharma AG

Za Zadavatel'a/For the Sponsor:
Novartis Pharma AG

Za Institaciu/for the Institution:

Datum/Date:

MUDr. Jan Slavik, MBA
generalny riaditel/
general director
Univerzitna nemocnica L. Pasteura KoSice

Zast. Novartis Slovakia s.r.o./represented by Novartis Slovakia s.r.o.:
Mgr. Hana Mrazov4, na zaklade plnomocenstva/based on power of attorney

Zast. Novartis Slovakia s.r.o./represented by Novartis Slovakia s.r.o.:
PharmDr. Katarina Nosjean, na zaklade plnomocenstva/based on power of attorney

Za Institaciu/for the Institution:

Datum/Date:

MUDr. Cuboslav Beiia, PhD.
vykonny riaditel’ pre LPS/
executive director for LPS

Univerzitna nemocnica L. Pasteura KoSice
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