ZMLUVA O POSKYTOVANI SLUZIEB PRE UCELY
KLINICKEHO SKUSANIA LIEKU

MEDICINE CLINICAL TRIAL
SERVICES AGREEMENT

Novartis Slovakia s.r.o.

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

ICO: 36 723 304

DIC: 2022302425

ICDPH: SK 2022302425

zapisany: ~ Obchodny register Mestského sidu Bratislava

111, oddiel: Sro, vlozka ¢. 44016/B
v mene ktorého kona/zastupeny:
Peter Takacs, na zaklade plnomocenstva
Andrea Urbanova, na zaklade plnomocenstva
(d’alej len ,,Novartis*)
a

Institut nuklearnej a molekularnej mediciny

sidlo: Rastislavova 43, P.O.BOX E-23, 042
53 Kosice

1CO: 35562340

DIC: 2021871808

IC DPH: SK2021871808

zapisany: Zriad'ovacia listina 08100-14/2004-OP
z dna 01.09.2004

v mene ktoré¢ho kond/zastiipeny: .
MUDr. Viliam Cislak, MPH, MBA,
riaditel

bankové spojenie: Statna pokladnica

IBAN: SK14 8180 0000 0070 0028 5159
(d’alej len ,,InStithcia“)

a
Lekar:

Bydlisko:
Datum narodenia:

MUDr. Viera Tothova

(d’alej len ,,Lekar*)

uzatvaraji v zmysle ust. § 269 ods. 2 zakona ¢. 513/1991 Zb.
Obchodny zékonnik v zneni neskorsich predpisov (d’alej len
,ObZ), tito Zmluvu o poskytovani sluzieb pre ucely
klinického skusania (dalej len ,,Zmluva®):

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

republic

Company ID: 36 723 304

Tax ID No.: 2022302425

VAT ID No.: SK 2022302425

Registration: Commercial Registry of the City Court
Bratislava Ill, Section: Sro, Insert No.
44016/B

Represented by:  Peter Takacs, on a basis of a power of
attorney
Andrea Urbanova, on a basis of a power of
attorney

(hereinafter as “Novartis”)
and

Institut nuklearnej a molekularnej mediciny
Registered Seat:  Rastislavova 43, P.O.BOX E-23, 042

53 Kosice
Company ID: 35562340
Tax ID: 2021871808
VAT ID: SK2021871808

Certificate of 08100-14/2004-OP

dated 01.09.2004

Registration:

Represented by: MUDr. Viliam Cisldk, MPH,
Director

MBA,

State’s Bank Account
SK14 8180 0000 0070 0028 5159

Bank Account:
IBAN:

(hereinafter as the “Institution”)
and

Physician: MUDr. Viera Tothova
Address:

Date of birth:
(hereinafter as the “Physician”)

conclude pursuant to Section 269 para. 2 of Act No. 513/1991
Coll., The Commercial Code, as amended (hereinafter as the
“CoC”) this Medicine Clinical Trial Services Agreement
(hereinafter as the “Agreement”):

1. Preambula 1. Preamble
1.1. Zmluvné strany uzatvaraju zmluvny vztah na zaklade | 1.1.  The Parties are entering into a contractual relationship
tejto Zmluvy vychddzajuc z existencie niZSie under this Agreement building upon the existence of
uvedenych skuto&nosti: the following below mentioned matters:
1.2. Novartis je splnomocnenym zastupcom zadavatela | 1.2.  Novartis is the authorised representative of the

klinického skusania v Slovenskej republike podl'a § 29
ods. 10 zakona ¢&. 362/2011 Z.z. o liekoch a
zdravotnickych pomoéckach a o zmene a doplneni

sponsor of the clinical trial in the Slovak Republic
pursuant to Section 29 para. 10 of Act No. 362/2011
Coll. on Medicinal Products and Medical Devices and
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niektorych zakonov v zneni neskorSich predpisov,
(d’alej len ,,Zakon o liekoch®), uzatvarajuci tuto
Zmluvu vo vlastnom mene ana vlastny ucet a
kontaktnym  zmluvnym  subjektom v  ramci
uskutoctiovaného klinického sktsania humanneho
lie¢iva, pripravku lutécium (177Lu) vipivotide
tetraxetan (AAAG17), <¢islo protokolu §tadie
(d’alej len ,,Protokol) s nazvom klinického skusania
-Medzindrodné prospektivne otvorené multicentrické
randomizované  klinické  skuSanie fazy III,
porovndvajice lutécium (177Lu) vipivotid tetraxetin
(AAA617) s observiciou na oddialenie kastracie
alebo recidivy choroby u dospelych muZskych
pacientov s olig ickym karcino prostaty
(OMPC) pozitivnym na prostaticky Specificky
membrdanovy antigén (PSMA) “ (dalej len , Klinické
skusanie™), ktorého realizacia bola riadne povolena
Statnym ustavom pre kontrolu lie¢iv (d’alej len
L SUKL* a/alebo ,,Riadiaci organ”) atiez prislusnym
stihlasom prislusnej etickej komisie (d’alej len ,,Eticka
komisia®). Zadavatelom klinického skuSania je
spolo¢nost’  Novartis Pharma AG, zaloZena
a existujuca podla prava Svajéiarsko, so sidlom na
Lichtstrasse 35, Bazilej 4056 (dalej len
Zadavatel).

on Amendments to Certain Laws, as amended
(hereinafter referred to as the “Medicinal Products
Act”), concluding this Agreement in its own name and
on its own behalf, and represents a contact contracting
entity within the conducted clinical trial of a human
medicine, a preparation lutetium (177Lu) vipivotide
tetraxetan (AAAG617), clinical trial protocol No.
(hereinafter as the “Protocol”), with the title of the
clinical trial “An International, Prospective, Open-
label, Multi-center, Randomized Phase Il Study
comparing lutetium (177Lu) vipivotide tetraxetan
(AAAB17) versus Observation to delay castration or
disease recurrence in adult male patients with
prostate-specific membrane antigen (PSMA)
positive Oligometastatic Prostate Cancer (OMPC) ”
(hereinafter as the “Clinical Trial”), the conduct of
which was properly authorised by the State Institution
for Drug Control (hereinafter referred to as “SIDC”
and/or “Governing Body”), as well as by the relevant
consent of the pertinent ethics committee (hereinafter
as the “Ethics Committee”). The sponsor of the
clinical trial is the company Novartis Pharma AG,
established and operating under the legislation of
Switzerland, with its registered seat at Lichtstrasse
35, Basel 4056 (hereinafter as the “Sponsor”).

1.3.  Vramcirealizovaného Klinického skusania je v stilade | 1.3.  Within the conducted Clinical Trial and in accordance
s Protokolom nevyhnutné vykonavat’: with the Protocol, it is necessary to carry out:
scintigrafické vySetrenie skeletu, PET CT vySetrenie, body bone scan and PET CT examination,
podanie  Lutécia  (177Lu)-PSMA  (dalej len submission of Lutetium(177Lu)-PSMA (hereinafter
~Zdravotné vykony“) u ucastnikov riadne zaradenych as the “Medical procedures”) in participants
do Klinického skusania ato vrozsahu uvedenom properly enrolled in the Clinical Trial and that within
Vv bode 7.1. tejto Zmluvy. the scope stipulated in para. 7.1. of this Agreement.

1.4. Utastnik oznaluje ulastnika Klinického skiSania, | 1.4.  Participant means Clinical Trial participant, a person
osobu (pacienta alebo zdravého dobrovolnika), ktory (patient or healthy volunteer) who is taking part in the
sa na zaklade informovaného suhlasu zaCastiuje Clinical Trial and to whom the investigational product
Klinického skusania a ktorému sa méa podavat’ alebo or medicine is to be administered or is administered,
podava skaSany produkt alebo liek (dalej len based on the informed consent form (hereinafter
. Utastnik*). referred to as the “Participant™).

1.5. Organizacia na klinicky vyskum (CRO) oznacuje | 1.5.  Clinical research organisation (CRO) is each
kazdu organizaciu, s ktorou Novartis uzavrie zmluvu o organisation with which Novartis concludes an
vykonani niektorych alebo vsetkych prav a/alebo agreement on exercising some or all rights and/or
povinnosti, ktoré ma ako zadavatel' alebo zastupca performing some or all obligations that it has as the
zadavatela v Slovenskej republike v stvislosti s sponsor or a representative of the sponsor in the
klinickym sk@$anim produktu alebo lieku (dalej len Slovak Republic in connection with the Clinical Trial
,,CRO%). of the product or medicine (hereinafter referred to as

“CRO").

1.6. InStitucia je poskytovatelom zdravotnej starostlivosti | 1.6.  The Institution is a healthcare provider in compliance
v stlade s prislusnymi pravnymi predpismi Slovenskej with applicable laws of the Slovak Republic and
republiky a disponuje vSetkymi technickymi possesses all technical devices, necessary to perform
prostriedkami, ktoré su potrebné na vykonanie Medical procedures under this Agreement and the
Zdravotnych vykonov podla tejto Zmluvy a Institucia Institution is able to ensure performance of these
je schopna zabezpec¢it' vykonanie tychto Zdravotnych Medical procedures under the conditions further
vykonov za podmienok d’alej dohodnutych zmluvnymi agreed by the Parties.
stranami.

1.7. InStitGcia sa oboznamila so vSetkymi informaciami | 1.7.  The Institution acquainted itself with all information

poskytnutymi Novartisom podl'a tejto Zmluvy a bude
postupovat’ vzdy a vyluéne len v sulade snimi a s
pokynmi Novartisu. Institucia bude vykonavat’ sluzby
prostrednictvom prislusnych zamestnancov Institucie
(lekari a odborne spdsobili zdravotnicki pracovnici),

provided by Novartis under this Agreement and the
Institution shall at all times proceed strictly in
accordance with them and with the instructions of
Novartis. The Institution shall perform the services
through relevant employees of the Institution
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(dalej len ,Personal“), ktori budi inStruovani a
zaviazani dodrziavat’ vietky podmienky tejto Zmluvy
a pokyny Novartisu. Institacia bude udelovat’ vietky
prislusné pokyny na plnenie zavizkov vyplyvajicich
ztejto Zmluvy osobam podielajuicim sa na
poskytovani sluzieb na zéklade tejto Zmluvy. Pri
realizacii sluzieb podla tejto Zmluvy je uréeny lekar,
pod vedenim a riadenim ktorého budu vykonavané
sluzby podl'a tejto Zmluvy. Zmluvné strany sa dohodli,
ze takto uréenym lekarom je Lekar v zmysle zahlavia
tejto zmluvy pre scintigrafické vySetrenie skeletu,
PET CT vySetrenie, podanie Lutécia (177Lu)-PSMA
MUDr. Viera Téthova (d’alej len ,,Lekar®).

(physicians and professionally competent healthcare
professionals (hereinafter as the “Staff”"), who shall be
instructed and committed to comply with all
conditions of this Agreement and with the instructions
of Novartis. The Institution shall give all instructions
relevant for the performance of tasks resulting from
this Agreement to persons participating in
performance of the services under this Agreement.
When performing services under this Agreement, the
below mentioned physician is appointed to be in
charge of supervising and managing the performance
of services under this Agreement. The Parties agreed,
that so appointed physician shall be the Physician
according to the heading of this Agreement for a body
bone scan and PET CT examination, submission of
Lutetium (177 Lu)-PSMA MUDr. Viera Téthova
(hereinafter as the “Physician”).

1.8. Novartis vyhlasuje, ze udaje o Klinickom skusani, | 1.8.  Novartis represents, that the Clinical Trial data
ktoré poskytol Institucii, si uplné a sluzia vyluéne len provided to the Institution, are complete and shall
na vykonanieZdravotnych vykonov Institiciou na serve solely for the purposes of the Medical
zéklade tejto Zmluvy a v stilade s fiou. procedures carried out by the Institution under the

Agreement and in accordance with the Agreement.

1.9.  Zmluvné strany vyhlasuju, Ze si nie su vedomé ziadnej | 1.9.  The Parties declare that they are not aware of any
prekéazky, ktord by branila tomu, aby sa dohodli na obstacles that would prevent them from agreeing on
predmete, ucele a vSetkych ostatnych ustanoveniach the subject matter, purpose and all other provisions of
tejto Zmluvy. this Agreement.

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

2.1. Predmetom tejto Zmluvy je zavézok Intitacie | 2.1.  The subject-matter of this Agreement is the
umoznit na Pracovisku Zdravotné vykony Uéastnikov commitment of the Institution to allow the Medical
zaradenych do Klinického skuSania a s vyuzitim procedures of the Participants, enrolled in the Clinical
vSetkych technickych prostriedkov vykonat’ Zdravotné Trial, to be carried out at the Site, and to use all
vykony Utastnikov riadne zaradenych do Klinického technical facilities to carry out the Medical procedures
skisania a zavizok Novartisu poskytnat’ v stvislosti of the Participants, properly enrolled in the Clinical
s vykonanim Zdravotnych vykonov vsetku sti¢innost’, Trial, and the commitment of Novartis to provide for
a to za podmienok uvedenych v tejto Zmluve. all cooperation in relation to the Medical procedures,

and that under conditions stipulated in this
Agreement.

2.2. Institacia vytvori podmienky, poskytne v prospech | 2.2.  The Institution shall create conditions as needed,
Novartisu potrebné sluzby, zabezpeéi a bude niest’ provide necessary services to Novartis, and shall
zodpovednost’ za to, aby Lekar a Personal dodrzali ensure and take responsibility for that the Physician
vietky zavizky a povinnosti tak, ako sa uvedené v tejto and the Staff perform all of their undertakings and
Zmluve a prilohach, a vyvinie primerané usilie na obligations in the manner set out in this Agreement
dodrzanie Casového planu; kazdé omeSkanie bez and its Annexes, and exert appropriate efforts in order
odkladu ohlasi Novartisu a bude sa usilovat’ ¢asova to observe the schedule; it shall promptly notify
stratu vyrovnat'. Novartis of any delay and will try to make up for the

lost time.

2.3.  Predmetom tejto Zmluvy je d’alej zavdzok Novartisu | 2.3.  Furthermore, the subject-matter of this Agreement is
poskytniit' za vykonanie Zdravotnych vykonov, za the commitment of Novartis to pay remuneration for
umoznenie ich vykonania a poskytnutie sucinnosti performing the Medical procedures, for allowing their
odmenu v stlade s touto Zmluvou. performance and for providing cooperation, in

accordance with this Agreement.

2.4. Zmluvné strany si nie st vedomé Ziadnej prekazky, | 2.4.  The Parties are not aware of any obstacles that would

ktora by branila alebo by mohla branit’ nasledujicim

vyhlaseniam:

- Institicia, Lekar a Personal su plne kvalifikovani
bez akéhokol'vek obmedzenia prijimat’ vsetky
lekérske rozhodnutia tykajuce sa Ugastnikov, ktoré
sa Vv stvislosti so Zdravotnymi vykonmi ucinia alebo
budu nitené udinit’, a poskytovat’ vsetku zdravotnii

prevent or might prevent them from the following

statements:

- The Institution, the Physician and the Staff are fully
and without limits qualified to make all medical
decisions pertaining to the Participants that will be
or will have to be made in connection with the
Medical procedures, and provide all health care
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starostlivost’ stvisiacu so Zdravotnymi vykonmi,
k vykonu ktorych sa Institucia touto Zmluvou
zavizuje,

- vsetky osoby, ktoré sa budu podielat’ na vykonavani
Zdravotnych vykonov, s pre plnenie svojich tloh
odborne  vzdelané  a disponuju  prislusnymi
vedomostami a skisenostami.

associated with the Medical procedures, which the
Institution undertakes to perform by means of this
Agreement,

- All persons involved in the performance of the
Medical procedures are professionally qualified to
perform their tasks, and possess relevant
knowledge and experience.

2.5. Institucia, Lekar a Personal sa zoznamili so vSetkymi | 2.5.  The Institution, the Physician and the Staff acquainted
informdaciami obsiahnutymi v prislusnych themselves with all information contained in relevant
dokumentoch a Protokole, a budii postupovat’ vzdy documents and the Protocol, and shall at all times
a len v stlade s nimi. proceed strictly in accordance with them.

2.6. Institucia a Personal sa zavdzuju dodrziavat pokyny | 2.6.  The Institution and the Staff undertake to follow the

Studijného timu, ktory je definovany nizSie v tomto
bode, ktory na zaklade Protokolu vystavi
ziadosti/ziadanky na Zdravotné vykony, ktoré su
predmetom tejto Zmluvy podla bodu 1.3. tejto
Zmluvy. Kontaktna osoba zo skusajuceho timu pre
Institaciu je skasajaci pre centrum klinického skusania
3243:

doc. MUDr. Dubinsky Pavol, PhD., MHA
vykonavajici Klinické skusanie na pracovisku:
Vychodoslovensky onkologicky tstav, a.s.,
Oddelenie radia¢nej onkolégie

adresa centra:

Rastislavova 43, 041 91 KoSice

Studijnym timom sa rozumie $tudijny tim v ramci
Klinického sktania Vv institicii Vychodoslovensky
onkologicky ustav, a.s.

instructions of the trial team as defined under in this
para., who, in accordance with the Protocol, shall
issue  requests/requisitions for the Medical
procedures, which represent the subject-matter of this
Agreement under para. 1.3. of this Agreement. The
following investigator is a trial team contact persons
for the Institution at clinical trial centre 3243:

doc. MUDr. Dubinsky Pavol, PhD., MHA
conducting the Clinical Trial at the site:
Vychodoslovensky onkologicky ustav, a.s.,
Oddelenie radia¢nej onkolégie

at the address:

Rastislavova 43, 041 91 KoSice

The trial team is the trial team in the Clinical Trial in
the institution Vychodoslovensky onkologicky
ustav, a.s.

3. Zakladné podmienky realizacie Zdravotnych vykonov

3. Basic Requirements for the Conduct of the Medical

procedures

3.1. Zdravotné vykony sa uskuto¢nia na pracovisku — | 3.1.  The Medical procedures shall be performed at the site
Institat nuklearnej a molekulirnej mediciny, — Institat nuklearnej a molekulirnej mediciny,
Rastislavova 43, P.O.BOX E-23, 042 53 KoSsice Rastislavova 43, P.O.BOX E-23, 042 53 Kosice
(dalej len ,Pracovisko®). Institicia zabezpedi (hereinafter referred to as the “Site”). The Institution
a potvrdzuje, ze Pracovisko mé nevyhnutné zariadenia shall ensure and confirms that the Site possesses
a personal na vykonanie Zdravotnych vykonov a ze facilities and staff inevitable for the performance of
tieto podmienky sa nezmenia po cela dobu the Medical procedures t and that these conditions
vykonavania Zdravotnych vykonov. will not change during the entire period of the

performance of the Medical procedures.

3.2.  Novartis a CRO (ak existuje) st opravneni vykonat' | 3.2.  Novartis and CRO (if any) are authorised to inspect
in$pekciu Pracoviska pred zaciatkom i v priebehu each proposed site before commencement and during
realizacie Zdravotnych vykonov s cielom presved¢it the performance of the Medical procedures in order to
sa, ze Pracovisko je vhodné a ma vsetky potrebné make certain that the site is suitable and has all
zariadenia a personal na vykonanie Zdravotnych facilities and staff necessary for the performance of
vykonov. the Medical procedures.

3.3. Zmluvné strany sa dohodli, ze Zdravotné vykony | 3.3.  The Parties agreed that the Medical procedures shall
uskutoéni Lekar alebo, v stilade s pokynom Novartisu be performed by the Physician, or, in accordance with
podla ¢l. 3.6. pism. e) tejto Zmluvy, Lekarom the instruction of Novartis under para. 3.6. (e) of this
vyskoleny ¢len Personalu, pokial tito Zmluva Agreement, by a Staff member trained by the
nestanovi inak. Physician, unless otherwise stipulated in the

Agreement.
3.4. K zmene miesta Pracoviska (centra), v ktorom sa | 3.4.  Any change of the Site (centre) in which the Medical

vykonavaju Zdravotné vykony, a k ukonéeniu tcasti
Lekara na vykondvani Zdravotnych vykonov, k zmene
¢i doplneni d’al$ieho Lekara, moze prist’ len na zaklade
pisomnej dohody Novartisu a Institicie, na nového
lekara sa v takom pripade pouziju vsetky ustanovenia

procedures are performed, or discontinuation of the
participation of the Physician in the performance of
the Medical procedures, or the replacement or adding
of another Physician, is only possible upon a written
agreement between Novartis and the Institution; all
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tejto Zmluvy o Lekarovi. Intitcia sa zavizuje
Vlehote 5 pracovnych dni pisomne informovat’
Novartis o skuto¢nosti, 7ze Lekar uz dalej nebude
vykonavat’ ulohy Lekara alebo Ze tieto Gilohy uz Lekar
dalej vykonavat nemdze. Institicia sa zavdzuje
poskytnut’ Novartisu potrebnu suéinnost’ pri hl'adani
anahradzani Lekara novym lekdrom vyhovujicim
Novartisu. Nabor novych Uastnikov mdze byt
pozastaveny na zaklade rozhodnutia Novartisu, do
¢asu kym dojde k nahradeniu Lekara novym lekarom.
Novartis ma pravo vybrat' alebo zamietnut
akéhokol'vek nového lekara, ktorého navrhne
Instittcia. Povinnostou nového lekara bude zaviazat’
sa k plneniu podmienok stanovenych touto Zmluvou;
Institicia sa zavidzuje zabezpecit takyto zavdzok
a suhlas nového lekara. Pocas doby vyberu nového
lekara sa Zmluvné strany, v zaujme riadneho
pokratovania v navitevach Utastnikov podla
Protokolu, dohodnt na ustanoveni do¢asného lekara.
Pokial’ sa Novartis a Institicia nedohodni na novom
lekarovi vlehote 30 dni od ukoncenia ucasti
pévodného Lekara na Zdravotnych vykonoch,
Novartis je opravneny od tejto Zmluvy odstapit
s okamzitou platnost'ou.

provisions regarding the Physician under this
Agreement shall be applied to the new physician in
such case. The Institution shall inform Novartis in
writing within five (5) business days about the fact
that the Physician will not conduct the Test anymore
or that the Physician is unable to continue to perform
its duties as Physician. The Institution shall provide
reasonable assistance in finding a replacement
acceptable to Novartis. Enrolment of new Participants
may be put on hold upon the decision of Novartis until
the new physician has been appointed.Novartis is
entitled to select or refuse any new physician
proposed by the Institution. Any new physician will
be obliged to undertake to meet the conditions
stipulated by this Agreement; the Institution
undertakes to ensure such obligation and approval of
the new physician. During the selection process of the
new physician, Novartis shall agree immediately with
the Institution to appoint an ad interim physician in
order to continue to perform the Participants’ visits
according to Protocol. If Novartis and the Institution
do not agree on the new physician within 30 days
from the withdrawal of the original Physician,
Novartis will be entitled to withdraw from this
Agreement with immediate effect.

3.5. VSetok  Personal bude adekvatnym  spdsobom
preskoleny, adekvatne kvalifikovany, v¢as menovany
a priebeZne bude vedeny jeho aktualny zoznam. Novartis
ma pravo vyslovit’ nestihlas s ucastou konkrétnej osoby
na Zdravotnych vykonoch , a to do 10 dni od dorucenia
oznamenia Gdajov o takejto osobe alebo o zmene takejto
osoby. Institucia zodpovedd za sluzby poskytované
pracovnikmi Institicie. Institicia a Lekar budu ukladat
vsetky prislusné pokyny k plneniu uloh vyplyvajicich z
tejto Zmluvy osobam podielajucim sa na vykonavani
Zdravotnych vykonov Vv stlade s pokynmi Novartisu.
Institucia a Lekar zodpovedaji za sluzby poskytované
pracovnikmi Institicie a zavizuju sa, Ze poskytovanie
vietkych sluzieb bude zverované kompetentnym
osobam.

3.5.

All  Staff members will undergo adequate
requalification, adequately qualified and will be
appointed in time, with a current list of them to be
maintained on a continuous basis. Novartis has the
right to express its disapproval of the participation of
a particular person in the Medical procedures within
10 days of the delivery of the report with the details
of such person or the report announcing replacement
of such person. The Institution is responsible for
services provided by the employees of the Institution.
The Institution and the Physician will give all
instructions relevant for the performance of tasks
resulting from this Agreement to persons participating
in the performance of the Medical procedures in
accordance with the instructions given by Novartis.
The Institution and Physician are responsible for
services provided by the employees of the Institution
and undertake that only competent persons will be
entrusted with the provision of all services.

3.6. Institicia vykona Zdravotné vykony v sulade s
platnymi pravnymi predpismi, a to najma zakonom ¢.
576/2004 Z.z. o zdravotnej starostlivosti, sluzbach
suvisiacich s poskytovanim zdravotnej starostlivosti a
o zmene a doplneni niektorych zakonov v zneni
neskorsich predpisov (d’alej len ,,Zakon o zdravotnej
starostlivosti),  Zakonom o lickoch, Nariadenim
Eurépskeho parlamentu a Rady (EU) 2016/679 z 27.
aprila 2016 o ochrane fyzickych osob pri spraciivani
osobnych udajov a o vol'nom pohybe takychto udajov,
ktorym sa zruSuje smernica 95/46/ES (vSeobecné
nariadenie o ochrane udajov) (d’alej len ,,Nariadenie®)
a zakonom ¢. 18/2018 Z.o ochrane osobnych udajov a
o0zmene adoplneni niektorych zakonov v zneni
neskorsich predpisov (d’alej len ,,Zakon o ochrane
osobnych adajov®), inymi prislu§nymi nariadeniami,

3.6.

The Institution will perform the Medical procedures
in accordance with applicable laws, in particular with
Act No. 576/2004 Coll. on Healthcare, Healthcare-
Related Services, and on Amendments to Certain
Laws, as amended (hereinafter as the “Healthcare
Act”), the Medicinal Products Act, Regulation of the
European parliament and of the Council on the
protection of natural persons with regard to the
processing of personal data and on the free movement
of such data, and repealing Directive 95/46EC
(General Data Protection Regulation) (hereinafter
referred to as the “Regulation”) and Act no. 18/2018
Coll. on Personal Data Protection and on
Amendments to Certain Laws, as amended
(hereinafter referred to as the “Personal Data
Protection Act”), other orders, directives and ethical
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smernicami  a etickymi predpismi, a v zhode s

podmienkami a zasadami stanovenymi:

a) v povoleni vydanom na vykonanie klinického
skugania Statnym Gstavom pre kontrolu liegiv a
dal§imi institiciami ako vyplyva z prislusnych
ustanoveni tejto Zmluvy, toto povolenie tvori
prilohu tejto Zmluvy;

b) v Protokole a vietkych jeho dodatkoch pokial’ bol
vydany Novartisom a oznameny Institacii podla
bodu 3.7. tejto Zmluvy, resp. v manuali pre
vykonavanie Zdravotnych vykonov, pokial takyto
manual bol InstitGcii zo strany Novartisu
poskytnuty podla bodu 3.7. tejto Zmluvy; takyto
Protokol a manual pre vykonavanie Zdravotnych
vykonov sa takto stavaji sicastou podmienok
tejto Zmluvy. Zmenu, porusenie postupu Ci
odchylku od Protokolu resp. manualnu pre
vykonavanie = Zdravotnych  vykonov  moze
Institcia vykonat len v pripade, Ze je nutné
vylacit  okamzité nebezpecenstvo hroziace
Utastnikovi, priGom je povinnost’ tuto skuto&nost’
okamzite ozndmit’ Novartisu akoukol'vek formou,
pisomne vSak najneskor do 2 dni od okamihu,
kedy tato skutoénost’ nastala, a v pripade ak to
stanovuje pravny predpis, Zmluva alebo Protokol,
oznamit' tito skutoénost’ aj prislusnej Etickej
komisii ¢i Riadiacemu organu (ako definovany
nizsie), Protokol tvori prilohu tejto Zmluvy;

c) 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 ur¢il Novartis pre tcely Klinického
skGSania. V pripade, Ze neboli konkrétne
stanovené, platia tie zasady GCP ICH, ktoré boli
prijaté v krajine alebo v krajinach, kde sa Klinické
skuSanie  vykonava. Helsinska  deklaracia
oznaduje najnovsiu verziu Helsinskej deklaracie
svetovej lekarskej asociacie v ¢ase vykonavania
Klinického skuSania, vratane vSetkych zmien
uskutoénenych v priebehu Klinického skusania;

d) Konsolidovanou smernicou o spravnej
klinickej praxi Medzindrodnej konferencie o
zosuladeni technickych poziadaviek na registraciu
farmaceutik na humanne pouzitie a ostatnymi
vSeobecne zavdznymi pravnymi predpismi a
platnymi poziadavkami spravnej klinickej praxe.

e) Pisomnymi pokynmi Novartisu.

Lekar a Institdcia ber na vedomie, ze Novartis
ajeho pridruzené osoby (tak ako su definované
vtomto ¢lanku  niz§ie) musia  dodrziavat
ustanovenia (i) zakona Spojené¢ho kralovstva
0 Gplatkarstve z roku 2010 (the Bribery Act 2010 of
the United Kingdom (Bribery Act)); (ii) zékona
Spojenych $tatov americkych o uplatkarskych

regulations and in line with the conditions and

principles set out in:

a) The permit issued for the conduct of the Clinical
Trial by the State Institution for Drug Control or
any other institutions, as prescribed by the
relevant provisions of this Agreement, this permit
is attached hereto as an annex;

b) The Protocol and all annexes thereto issued by
Novartis and communicated to the Institution
pursuant to para. 3.7. hereof, event. in the manual
on the conduct of Medical procedures if such
manual was provided to the Institution by
Novartis pursuant to para. 3.7. hereof; such
Protocol and manual on the conduct of Medical
procedures become part of the conditions of this
Agreement. Any amendment, breach of any
procedure or deviation from the Protocol event.
from the manual on the conduct of Medical
procedures is allowed to the Institution only in
case it is necessary to exclude an imminent
danger for the Participant; in such situation they
have to notify Novartis of this matter
immediately in any form, but at the latest within
2 days from the occurrence of the matter in
writing, and if prescribed by a legal regulation,
Agreement or Protocol, to notify the Ethics
Committee or Governing Body (as defined
below) as well, the Protocol is attached hereto as
an annex;

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

d)  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.

e) Written instructions given by Novartis.

The Physician and the Institution acknowledge that
Novartis and its Affiliates (as defined in this art.
belowChyba! Nenasiel sa Ziaden zdroj odkazov..) n
eed 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
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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  (dalej
spolo¢ne len “Prislu$né protikorupéné pravne
predpisy”).  Zhrnutie = kluovych  principov
Prislusnych protikorupénych pravnych predpisov je
uvedené v prilohe ¢. 8. Lekar a Institicia nemdzu
priamo alebo nepriamo povolit’ ani nabadat’ svojich
zamestnancov, zastupcov, poradcov alebo inych
splnomocnencov, aby sa zapojili do akejkol'vek
Cinnosti,  ktora je  zakdzana  PrisluSnymi
protikorupénymi  pravnymi predpismi, vratane
uplatkarstva, ilegalnych  provizii, ilegalneho
vyplacania vynosov alebo inych korupénych
obchodnych praktik.

Za pridruzené osoby sa na ucely tohto bodu 3.6 tejto Zmluvy
pokladaju (i) ovladané osoby v zmysle § 66a ods. 1
Obchodného zakonnika, (ii) ovladajuce osoby v zmysle § 66a
ods. 2 Obchodného zakonnika, (iii) osoba ovladana tou istou
ovladajucou osobou a (iv) osoba, ktora je ¢lenom tej istej
skupiny (t.j. clenom skupiny Novartis).

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 8. The Institution and
the Physician 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.

Affiliates shall be namely for purposes of this para. 3.6 hereof
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. member of
Novartis Group).

3.7.

Dokumenty uvedené v ¢lanku 3.6. tejto Zmluvy su
doverné a informacie o ich obsahu moézu byt
poskytnuté len pracovnikom miesta vykonavania
Zdravotnych vykonov poverenym ¢i menovanym
podla ¢l. 3. tejto Zmluvy a organom a institGciam
uvedenym v tejto Zmluve. Dokumenty uvedené v bode
3.6. tejto Zmluvy boli resp. budu Institcii
alebo Lekarovi poskytnuté pred podpisom resp. pri
podpise tejto Zmluvy alebo po jej podpise ako prilohy.

3.7.

Documents listed in para. 3.6. hereof are confidential
and information on their content may only be
provided to the staff at the site, where the Medical
procedures are performed, delegated or appointed in
accordance with Art. 3. hereof and to bodies and
institutions listed in this Agreement. The documents
listed in para. 3.6. hereof were or will be provided to
the Institution or the Physician prior event. at the
signing of this Agreement, or after the signing of this
Agreement as annexes.

3.8.

Institacia bude vykonavat’ ¢innosti svedomito, riadne
a hospodarne podla  dojednanych  podmienok
apokynov  Novartisu, vsulade s predpismi
vztahujicimi sa na ich vykon.
Pri vykone svojich prav a plneni svojich zavizkov
podra tejto Zmluvy Institacia:

a) nesmie sl'abit, poniknut, poskytnut, nepriamo
poskytnut’, prijat’ alebo spdsobit’ poskytnutie
uplatu alebo uskuto¢nit’ akykol'vek skutok, ktory
by mohol predstavovat’ korupciu;

b) bude dodrziavat' vsetky platné pravne predpisy
vratane tych, ktoré sa tykaji podplacania
a korupcie;

c) bude dodrziavat' odvetvové normy, ustanovené
najmd, nie vSak vyluéne Etickym kodexom
Asociacie inovativneho farmaceutického
priemyslu;

d) bude dodrziavat’ vetky predpisy, ktoré spolo¢nost’
Novartis poskytne Institucii v suvislosti s
¢innostou Institucie podla tejto Zmluvy, vratane
nie v8ak vyluéne Third Party Code, ktory tvori
prilohu tejto Zmluvy - . V pripade, Ze spolo¢nost’
Novartis vyda dalSie smernice alebo predpisy
tykajtce sa ¢innosti Institiicie podl'a tejto Zmluvy,
spolo¢nost’ Novartis poskytne Institucii ich kdpiu,

3.8.

The Institution shall perform its activities
conscientiously, properly and efficiently, under the
agreed conditions and instructions of Novartis, in
accordance with laws applicable to their performance.
In exercising its rights and performing its obligations
under this Agreement, the Institution will
a) not promise, offer, pay, cause to pay, accept
payment or induce payment or take any action
that could be considered a bribe;

b) comply with all applicable laws and
regulations, including those related to bribery
and corruption;

c) comply with industry standards, such as, but
not limited to Code of Ethics of the Slovak
Association of Innovative Pharmaceutical
Industry;

d) comply with all policies and guidelines
provided to it by Novartis in relation to the
Institution’s activities under this Agreement
and annexed to the Agreement - the Third
Party Code. In the event that Novartis issues
additional guidelines or policies in relation to
the Institution’s activities under this
Agreement, Novartis will provide Institution
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e)

a InstitGcia bude nasledne tieto smernice a
predpisy dodrziavat; ak Institicia s takymito
d’al$imi smernicami alebo predpismi nesuhlasi, ma
kazda zo Zmluvnych stran pravo ukonéit' tato
Zmluvu vypovedou s vypovednou Ilehotou 3
mesiace odo diia dorucenia vypovede druhej
Zmluvnej strane. Institucia tymto potvrdzuje, ze
¢itala a pochopila vysSie uvedené predpisy a
smernice spolo¢nosti Novartis, ktoré tvoria prilohu
tejto Zmluvy; a

bude plnit’ svoje zavizky podla tejto Zmluvy s
vysokymi etickymi a moralnymi obchodnymi
Standardmi a Standardmi osobnej integrity.

Porusenie akéhokol'vek zavazku Institacie podla tohto
bodu predstavuje podstatné poruSenie Zmluvy, v
dosledku ktorého moéze spolo¢nost’ Novartis od tejto
Zmluvy odstupit.

with a copy and after their approval by both
Parties the Institution will duly comply with
such guidelines and policies thereafter; if the
Institution does not agree with such guidelines
or policies, either Party may terminate this
Agreement by giving 3 months' notice from
the date of receipt of the notice by the other
Party.The Institution hereby confirms that it
has read and understood the above mentioned
Novartis’ policies and guidelines annexed to
the Agreement; and

e) perform its obligations under this Agreement
with high ethical and moral business and
personal integrity standards.

Institution’s breach of any obligation set forth in this
section shall constitute a material breach of this
Agreement, and Novartis shall have the right to
terminate this Agreement.

3.9.

a)

b)

©)

d)

Spolo¢nost’ Novartis zaviedla systém riadenia rizik
sivisiacich s tretimi stranami, ktorého cielom je
podporovat’ spolocenské a environmentalne hodnoty
iniciativy Global Compact Organizacie spojenych
narodov voci tretim stranam, s ktorymi spolo¢nost’
Novartis spolupracuje. V suvislosti s uvedenym sa
Institacia zavézuje:

dodrziavat’ Third Party Code V zneni v akom je
prilohou tejto Zmluvy (a jeho neskorsie zverejnené
aktualizacie, o ktorych ju spolo¢nost’ Novartis
bude informovat);

v zmysle bodu 12.6 Third Party Code poskytnut’
spolo¢nosti Novartis, i€ prepojenym
spolo¢nostiam a prislusnym zastupom na zaklade
odovodnenej poziadavky v pozadovanej forme
informacie/dokumenty, ktorti jej umoznia overit’
dodrziavanie Third Party Code;

napravit’ zistené pripady nedodrzania Third Party
Code (tam, kde je naprava mozna), a na ziadost'
spolo¢nosti Novartis, jej prepojenych spolocnosti
alebo prislusnych zastupcov jej oznamit postup
napravy;

zabezpecit, aby v pripadoch, ked su Institucia
alebo jej subdodavatelia/zastupcovia schvaleni
spolo¢nostou Novartis (podla tejto Zmluvy) pre
vykonavanie aktivit podla tejto Zmluvy, tieto tretie
strany rovnako dodrziavali vys$§ie uvedené
poziadavky tykajtice sa Third Party Code.

Institucia vyhlasuje a potvrdzuje, ze Third Party Code
tvori neoddelitelnu sucast’ tejto Zmluvy. Porusenie
akéhokol'vek zavdazku Institicie podla tohto bodu
predstavuje podstatné poruSenie Zmluvy, v dosledku
ktorého moze spolocnost’ Novartis od tejto Zmluvy
okamzite odstupit pisomnou vypoved'ou dorucenou
Institicii.

3.9.

Novartis has put in place a Third Party Risk
Management framework which is aimed at promoting
the societal and environmental values of the United
Nations Global Compact with specific third parties
that Novartis deals with.
above, Institution shall:

In connection with the

a) comply with the Third Party Code attached to
the Agreement (and any subsequent updates
thereof that Novartis will notify);

b) having regard to Section 12.6 of the Third
Party Code, provide
information/documentation on reasonable
request to Novartis, its affiliated companies
and respective representatives to allow
Novartis to verify compliance with the Third
Party Code in the form requested;

c) to rectify identified non-compliances with the
Third Party Code (where capable of remedy)
and report remediation progress to Novartis,
its affiliated companies and respective
representatives on request;

d) to ensure that where Institution and/or
subcontractors/agents of Institution have been
pre-approved by Novartis (in accordance with
this Agreement) to provide activities under
this Agreement, that such third parties also
comply with the above requirements relating
to the Third Party Code.

Institution acknowledges and agrees that the Third

Party Code forms an integral part of this Agreement.

Novartis may terminate this Agreement at any time,

with immediate effect, by written notice to

Institution, in the event that the Institution breaches

this section of the Agreement, which constitutes a

material breach of this Agreement.

3.10.

Uchovavanie dokumentacie a podavanie sprav sa riadi
touto Zmluvou, jej prilohami, d’al$imi dokumentmi,
na ktoré Zmluva odkazuje, a vSeobecne zavaznymi
pravnymi predpismi.

3.10.
governed by this Agreement,
documents, which the Agreement refers to, and general
binding legal regulations.

Maintaining of documents and reporting shall be
its Annexes, other
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4. Kontrola

4. Inspection

4.1. Novartis alebo CRO (ak existuje) poveria dostato¢ne | 4.1.  Novartis or CRO (if any) shall entrust a sufficiently
kvalifikovani osobu alebo osoby monitorovanim qualified person or persons with monitoring
(vykonavanim dohTadu) nad priebehom (overseeing) the course and performance of the
a vykonavanim Zdravotnych vykonov a uzkou Medical procedures and close cooperation with the
spolupracou s Lekarom. Physician.

4.2. Institicia bude spolupracovat s Novartisom a s | 4.2.  The Institution shall cooperate with Novartis and
kvalifikovanymi osobami, ktoré poveril Novartis alebo qualified persons appointed by Novartis or CRO (if
CRO (ak existuje), alebo s predstavitelmi any), or with the representatives of the competent
kompetentnych organizacii alebo organov, pri institutions or bodies, while monitoring or/and
vykonavani monitorovania a/alebo dohladu tymito overseeing the course and performance of the
osobami nad priebehom a vykonavanim Zdravotnych Medical procedures in order to verify whether the
vykonov ato za u¢elom preverenia, ¢i si Zdravotné Medical procedures are performed in accordance with
vykony vykonavané v sulade s platnymi predpismi, applicable laws, the Protocol, Agreement, and
Protokolom, Zmluvou a zasadami Spravnej klinickej regulations and principles of Good clinical practice,
praxe, ato aj po skonéeni platnosti tejto Zmluvy po and that even after the expiry of this Agreement for
dobu uvedenu v bode 5.3. tejto Zmluvy. Institucia the time-period stated in para. 5.3. of this Agreement.
a Lekar predovsetkym zabezpecia alebo poskytna The Institution and the Physician shall in particular
kazdej z vyssie uvedenych osob pristup na Pracovisko, ensure or provide to each of such persons access to
na ktorom sa Zdravotné vykony vykonavaju, za the Site where the Medical procedures are performed
ucelom ich kontroly aj ku vSetkym zaznamom, ktoré in order to inspect it, as well as access to all records
sa uchovavaju pre potreby Zdravotnych vykonov, za maintained for the needs of the Medical procedures,
uéelom preverovania, kontroly a kopirovania Gidajov in order to verify, inspect and copy the data,
a dokumentov a informacii tykajucich sa Zdravotnych documents and information relating to the Medical
vykonov. V miere, v ktorej to Institicii a Lekarovi procedures. To the extent allowed to the Institution
pravne predpisy dovol'uju, Institicia a Lekar umoznia and the Physician by legal regulations, the Institution
Novartisu resp. jeho poverenym osobam alebo osobam and the Physician shall allow Novartis, event. its
poverenym CRO (ak existuje) pristup ku vSetkym authorized representatives or persons authorized by
zéznamom tykajiicim sa Utastnikov a v potrebnej CRO (if any) access to all records pertaining to the
miere im tieZ umoznia kontrolu zdznamov tykajucich Participants and to the necessary extent allow them
sa Zdravotnych vykonov. Institicia a Lekar inspecting records related to the Medical procedures.
zabezpeéia, aby Lekar a/alebo Personal boli Novartisu The Institution and the Physician shall ensure that the
resp. jeho poverenym osobam alebo osobam Physician and/or other relevant staff is available for
poverenym CRO (ak existuje), K dispozicii pocas Novartis and its authorized representatives or persons
uvedeného monitorovania/vykonavania kontroly, a to authorized by CRO (if any) during the above-
za UCelom prediskutovania vysSie uvedenych mentioned inspection/audit in order to discuss such
zaznamov, udajov a informacii a pripadného records, data and information and to resolve any
odstranenia  akychkol'vek  pochybnosti s nimi questions relating to such records, data and
stivisiacimi. information.

4.3. Institucia umozni audit dodrziavania najma Protokolu, | 4.3.  The Institution shall allow auditing the observance of

Zmluvy, prislusnych pravnych predpisov a zasad
Spravnej klinickej praxe na pracovisku a Vv jeho
priestoroch ¢ uz auditormi Novartis alebo
predstavitel'mi riadiaceho organu ktorejkol'vek krajiny
(t.j. Statna institicia alebo organ, ktory je zodpovedny
za povolovanie a sledovanie priebehu Klinického
skiiSania a za sledovanie udajov o neziaducich
udalostiach a neziaducich uc¢inkov produktov alebo
liekov, zaznamenanych u Ugastnikov; v Slovenskej
republike je riadiacim organom Stitny ustav pre
kontrolu lie¢iv — d’alej len ,,Riadiaci organ*), kde sa
uvazuje 0 registracii skiisaného produktu alebo kde je
registrovany skusany liek, a to aj po skonceni platnosti
tejto Zmluvy. Institacia a Lekar vytvoria prislusnému
dozornému organu podmienky na vykonanie auditu
a poskytni mu potrebnt st¢innost’. Institucia a Lekar
predovsetkym zabezpecia alebo poskytnu prislusnému
dozornému organu pristup ku zdznamom, ktoré sa
uchovavaju pre potreby Zdravotnych vykonov za
ucelom preverovania, kontroly a kopirovania udajov,

mainly the Protocol, Agreement, applicable laws and
principles of Good Clinical Practice at the site and its
premises, either by the auditors of Novartis or
representatives of the governing body of any country
(i.e. state institution or body, responsible for
authorisation and monitoring of the conduct of the
Clinical Trial and for monitoring data on adverse
events and adverse reactions to products or medicines
recorded in Participants; in the Slovak Republic, the
governing body is the State Institution for Drug
Control - hereinafter as the “Governing Body”),
where registration of the investigational product is
contemplated or where the investigational product is
registered, and that even after the expiry of this
Agreement.. The Institution and the Physician shall
create conditions for the competent supervising
authority to enable it the performance of audit and
shall provide it with relevant assistance. The
Institution and Physician shall in particular ensure or
provide to competent supervising authority access to
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dokumentov a informacii tykajtcich sa Zdravotnych
vykonov. V miere, v ktorej to Institicii a Lekarovi
pravne predpisy dovol'uju, Institicia a Lekar umoznia
prislusnému dozornému organu pristup ku vsetkym
zéznamom tykajiicim sa Ugastnikov a v potrebnej
miere mu tieZ umoznia kontrolu zdznamov tykajucich
sa Zdravotnych vykonov. Institicia zabezpeci, aby
Lekar a/alebo Personal boli prislusnému dozornému
organu k dispozicii pocas in$pekcie/auditu, a to za
ucelom prediskutovania vyssie uvedenych zaznamov,
udajov a informacii a pripadného odstranenia
akychkol'vek pochybnosti s nimi stivisiacimi.

records maintained for the needs of the Medical
procedures in order to verify, inspect and copy the
data, documents and information relating to the
Medical procedures. To the extent allowed to the
Institution and the Physician by legal regulations, the
Institution and the Physician shall allow competent
supervising authority access to all records pertaining
to the Participants and to the necessary extent allow
them inspecting records related to the Medical
procedures. The Institution shall ensure that the
Physician and/or Staff is available for competent
supervising authority during the above-mentioned
inspection/audit in order to discuss such records, data
and information and to resolve any questions relating
to such records, data and information.

4.4, Institucia bude Novartis okamzZite, najneskor vak do | 4.4.  The Institution shall inform Novartis immediately, ,
24 hodin informovat' v pripade, Zze kompetentny but not later than within 24 hours, if any competent
dozorny organ planuje, pripadne uz neplanovane supervising authority plans an inspection/audit or
zafne, vykonavanie inSpekcie/auditu a poskytne starts any unplanned inspection, and shall provide
Novartisu kopie akychkol'vek pisomnosti Novartis with copies of any documents elaborated by
vypracovanych dozornym organom, ktoré su the supervising authority, which result from such
vysledkom takejto indpekcie/auditu, a to ihned’ po jej inspection/audit, immediately after it obtained such
obdrzani. Institacia a Lekar vyvina vSetku snahu, aby documents. Institution and the Physician shall use
ziskali pre Novartis povolenie zGCastnit’ sa takejto their best efforts to obtain approval for Novartis or its
in§pekcie/auditu a v pripade, Ze to nebude mozné si agents to be present at the inspection/audit or
povinni zabezpetit’ v€asné a nepretrzité informovanie otherwise keep Novartis timely and constantly
Novartisu o priebehu danej in§pekcie/auditu. informed of the progress.

4.5. Institacia sa zavizuje uskutocnit’ akékol'vek primerané | 4.5.  The Institution undertakes to take any appropriate
kroky vyzadované zo strany Novartisu a/alebo steps required by Novartis and/or competent
prisluiného dozorného organu za ugelom odstranenia supervising authority in order to remove any
nedostatkov zistenych pocas auditu alebo in$pekcie. deficiencies discovered during the audit or inspection.
Novartis bude mat' zaroven pravo preskamat’ a At the same time, Novartis shall have the right to
odsuhlasit’ akékol'vek pisomnosti uréené inspect and approve any documents intended for the
kompetentnému dozornému organu vypracované competent supervising authority, which have been
vreakcii na inSpekciu/audit zo strany takéhoto prepared in response to an inspection/audit by such
dozorného organu, a to predtym ako taktto pisomnost’ supervising authority, before the Institution submits
Institicia tomuto dozornému organu predlozi. such document to the supervising authority.

5. Dokumenticia a si¢innost’ 5. Documentation and Cooperation

5.1. Pokial' sa nedohodlo inak, vSetky zaznamy (najmi | 5.1.  Unless agreed otherwise, all records (mainly but not
avSak nie vyluéne zaznamy tykajuce sa identifikacie exclusively Participants’ identifications, medical
Utastnika, zdravotné zaznamy, laboratomne testy atd’.) notes, laboratory tests etc.) required by Novartis or
pri ktorych Novartis alebo CRO vyzaduje, aby im boli CRO to be submitted to them, shall have the form
predlozené, budii mat’ formu, ktori stanovi Novartis. prescribed by Novartis. The Institution shall ensure
Institacia bude dbat’ na to, aby zaznamy boli vyplnené that the records are filled out completely and in
kompletne a v sulade s Protokolom. Kazdé accordance with the Protocol. Each report must be
hlasenie/zaznam/ spravu musi prislusni Lekar schvalit approved and signed by the respective Physician.
a podpisat. Toto schvalenie nemdze bezddvodne Such approval cannot be unreasonably withheld. The
zdrziavat'. Institicia a Lekar rudia za to, ze vSetky Institution and the Physician warrant that all records
zédznamy predlozené Novartisu budi pravdivé, uplné submitted to Novartis shall be truthful, complete and
aspravne, aze budu presne vyjadrovat vysledky correct and that they exactly reflect the results of the
Zdravotnych vykonov. Institucia a/alebo Lekar na Medical procedures. Upon request, the Institution
poziadanie predloZi tieto zaznamy alebo ich kopie and/or the Physician shall submit such records or their
Novartisu alebo Riadiacemu organu. Tieto zaznamy copies to Novartis or the Governing Body. These
majl v primeranej miere doverny charakter. records are confidential in nature, as appropriate.

5.2. Institicia a Lekar sa zavizuji, ze budi Novartisu | 5.2.  The Institution and the Physician undertake that they

pravidelne avéas poskytovat’ vsetky vysledky
Zdravotnych vykonov a d’alSie udaje vyzadované na
zaklade Protokolu a pisomného pokynu vydaného
Novartisom podla ¢lanku 3.6. pism. e) tejto Zmluvy

will regularly and timely provide Novartis with all
results of the Medical procedures and other data
required under the Protocol and a written instruction
issued by Novartis under para. 3.6. (e) of this
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(dalej len ,,udaje*) a najmé prostrednictvom spravy
o0 vysledkoch Zdravotnych vykonov, vyhodnotenia
Zdravotnych vykonov atiez zaznam Zdravotnych
vykonov V elektronickej podobe, a to vietko v sulade
s pokynom Novartisu tak, ako je uvedeny v ¢lanku 3.6.
pism. e) vyssie v tejto Zmluve.

Agreement (hereinafter as “Data”), and that in
particular via areport of the Medical procedures
findings, evaluation of the Medical procedures, as
well as Medical procedures record in electronic
format, and all of that in accordance with the
instruction of Novartis as stated above in para. 3.6. (€)
in this Agreement.

5.3. InStiticia zabezpe¢i uchovavanie kompletnych | 5.3.  The Institution shall maintain complete medical
lekarskych zéznamov o Ugastnikoch a identifikaéné records on Participants and identification codes of the
kody Ugastnikov (pokial’ sa takéto identifikaéné kody Participants (if such codes are used) for a period of at
pouzivaju) po dobu najmenej 15 (pétnast) rokov od least 15 (fifteen) years from the completion of the
ukonéenia Klinického skusania alebo po dlhsiu dobu, Clinical Trial, or for such longer period which shall
na ktorej sa vzajomne dohodne s Novartisom. Po be mutually agreed with Novartis. For the same
rovnaki dobu Institicia zabezpe¢i uchovavanie period, the Institution shall ensure maintenance of the
zdravotnej dokumenticie Utastnikov —a ostatnych medical records of the Participants and other basic
zékladnych Gdajov Zdravotnych vykonov tak, aby sa data on the Medical procedures so that the
dokumentacia v plnom rozsahu zachovala a bola documentation is fully retained and legible during the
¢itateIna pocas celej doby uloZenia a aby sa mohla na entire maintenance period and may be provided to
poziadanie poskytnut prislusnym organom na relevant authorities for verification and assessment, if
overovanie a hodnotenie. S0 requested.

5.4. Institicia bude bezodkladne reagovat’ na vSetky | 5.4.  The Institution shall without undue delay respond to
ziadosti Novartisu predkladané pocas realizacie all requests submitted by Novartis during the
Zdravotnych vykonov atykajice sa posudenia performance of the Medical procedures and
a prerokovania  postupu  Zdravotnych  vykonov pertaining to the evaluation and negotiation of the
asuvisiacich otdzok so zastupcami Novartisu. procedure of the Medical procedures and associated
Institacia ru¢i za to, ze Lekar sa za tymto uéelom questions with the representatives of Novartis. The
stretne so zastupcami Novartisu a poskytne im Institution warrants and the Physician declares to
potrebné informacie a zdznamy. meet the representatives of Novartis and provides

them with necessary information and records.
6. NeZiaduce udalosti a neZiaduce ifinky 6. Adverse Events and Adverse Reactions

6.1. Institucia a Lekar sa zavézuji, ze budu bezodkladne | 6.1.  The Institution and the Physician undertake to without
informovat’ Novartis a Riadiaci organ o vSetkych undue delay notify Novartis and the Governing Body
zavaznych neziaducich udalostiach, ktoré sa tykaju of all serious adverse events pertaining to the
Utastnikov, alebo o podozreniach na neZiaduce Participants, or of suspected adverse reactions
uéinky, ktoré sa tykaju najma skisanych produktov a pertaining in particular to the investigational products
lickov, ktoré sa vyskytli v priebehu vykonavania and medicines, which occurred in the course of the
Zdravotnych vykonov, najneskér do 24 hodin od ich performance of the Medical procedures, within 24
zistenia. Hlasenie bude nésledne doplnené Instituciou hours after becoming aware of such events and
a Lekarom o podrobné pisomné spravy v sulade so reactions. The Institution and the Physician shall
vSetkymi pravnymi aregulaénymi poziadavkami. subsequently supplement the reports with detailed
Institucia a Lekar bude pri hlaseni vetkych zavaznych written statements in accordance with all legal and
neziaducich udalosti a podozreni na neziaduce G¢inky regulatory requirements. The Institution and the
produktov alebo liekov Riadiacemu organu a v pripade Physician shall always cooperate with Novartis in
ak to stanovuje pravny predpis, Zmluva alebo Protokol reporting of all serious adverse events and suspected
aj Etickej komisii, vzdy spolupracovat’ s Novartisom. adverse reactions of products or medicines to the

Governing Body and, if required so by applicable
laws, the Agreement or the Protocol, also to the Ethics
Committee.

6.2. Po vyskyte zavaznych neziaducich udalosti ¢&i | 6.2.  Following the occurrence of serious adverse events,
neziaducich  G¢inkov  podnikne Institicia po or adverse reactions, the Institution, after having
konzultacii s Novartisom vSetky nevyhnutné opatrenia consulted Novartis, shall take all measures necessary
na ochranu Ugastnikov, ktori st vystaveni riziku. in order to protect the Participants exposed to risk.

7. Finanéné vyrovnanie 7. Financial Compensation
7.1. Za riadne vykonanie sluzieb a odovzdanie vietkych | 7.1.  Novartis shall pay to the Institution fixed,

podkladov, ktoré Institicia v prospech Novartis
poskytne podla tejto Zmluvy, v stilade s Protokolom,
apo odovzdani kompletnych zaznamov z tychto
Zdravotnych vykonov Vv sulade s pokynom Novartisu

predetermined compensation for due performance of
services and handover of all documents provided by
the Institution for the benefit of Novartis pursuant to
this Agreement, under the Protocol, and following the
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podra €l. 3.6. tejto Zmluvy, zaplati Novartis Institucii
pevnu vopred stanovent uhradu, a to nasledovne:

- Celotelové scintigrafické vySetrenie skeletu — 480
EUR (slovom: Styristoosemdesiat Eur) za kazdy
jeden Zdravotny vykon preukazatelne absolvovany
Utastnikom; celkovy pocet Zdravotnych vykonov
u jedného Ucastnika predstavuje:

Ukastnik randomizovany na rameno /L u, najviac
9 (na navsteve SCR, C2W3, EOT2, EFU1, EFU2,
EFU3, EFU4, EFU5, EFUG6) pricom celkova odmena
za vietky Zdravotné vykony ujedného Ucastnika
predstavuje najviac 4320 EUR (slovom:
Styritisictristodvadsat’  Eur). Predpokladany pocet
Ugastnikov je 4.

Utastnik randomizovany na ,,cross-over rameno,
najviac 2 (na navsteve cross C2W3, cross EOT3),
pricom celkova odmena za vsetky Zdravotné vykony
ujedného Utastnika predstavuje najviac 960 EUR
(slovom: devit'stosestdesiat Eur). Predpokladany
pocet Utastnikov je 4.

- PET CT vySetrenie pomocou Ga-PSMA — 1200 EUR
(slovom: jedentisicdvesto Eur) za kazdy jeden
Zdravotny  vykon preukazatelne absolvovany
Utastnikom; celkovy poet Zdravotnych vykonov
u jedného Ucastnika predstavuje:

- Utastnik randomizovany na rameno ’Lu, najviac

1 (na navsteve SCR) pri¢om celkova odmena za
vietky Zdravotné vykony Ujedného Ugcastnika
predstavuje najviac 1200 EUR (slovom:
jedentisicdvesto  Eur).  Predpokladany  pocet
Utastnikov je 4.
Ukastnik randomizovany na ,,cross-over rameno,
najviac 1 (na navsteve cross SCR), pricom celkova
odmena za vSetky Zdravotné vykony u jedného
Utastnika predstavuje najviac 1200 EUR (slovom:
jedentisicdvesto ~ Eur).  Predpokladany  pocet
Utastnikov je 4.

- Testovanie znacenia radionuklidom ®*Ga - 400 EUR
(slovom: Styristo Eur) za kazdé jedno uskutoénené
testovanie; celkovy pocet testovani predstavuje 3,
pricom celkovda odmena za vSetky testovania
predstavuje najviac 1200 EUR (slovom:
jedentisicdvesto Eur).

- Rekonstiticia Ga-PSMA-11 - 1700 EUR (slovom:
jedentisicsedemsto Eur) za kazdé jedno uskutoénené
testovanie; celkovy pocet testovani predstavuje 4,
pricom celkova odmena za vSetky testovania
predstavuje najviac 6800 EUR (slovom:
Sest'tisicosemsto Eur).

- Priprava podania a podanie Lutécia (*'Lu) —
329 EUR (slovom: tristodvadsat'devat’ Eur) za kazdé
jeden Zdravotny vykon preukazatelne absolvovany
Utastnikom; celkovy pocet Zdravotnych vykonov
u jedného Ugastnika predstavuje:

submission of complete records of those Medical
procedures in compliance with the instruction of
Novartis under para. 3.6. of this Agreement, as
follows:

Whole body bone scan — EUR 480 (in words: four
hundred and eighty Euro) for every single Medical
procedure demonstrably undergone by the Participant;
the total number of Medical procedures of one
Participant amounts:

Participant randomized to the Y/Lu arm, up to 9
(during visit SCR, C2W3, SCR, C2W3, EOT2, EFU1,
EFU2, EFU3, EFU4, EFU5, EFU6) whereby the total
compensation for all Medical procedures of one
Participant amounts up to EUR 4320 (in words: four
thousand three hundred and twenty Euro). The
scheduled number of Participants is 4.

Participant randomized to the cross-over arm, up
to 2 (during visit cross C2W3, cross EOT3) whereby
the total compensation for all Medical procedures of
one Participant amounts up to EUR 960 (in words:
nine hundred and sixty Euro). The scheduled number
of Participants is 4.

PET CT examination with Ga-PSMA — EUR 1200
(in words: one thousand two hundred Euro) for every
single Medical procedure demonstrably undergone by
the Participant; the total number of Medical
procedures of one Participant amounts:

Participant randomized to the Y/Lu arm, up to 1
(during visit SCR) whereby the total compensation for
all Medical procedures of one Participant amounts up
to EUR 1200 (in words: one thousand two hundred
Euro). The scheduled number of Participants is 4.
Participant randomized to the cross-over arm, up
to 1 (during visit cross SCR) whereby the total
compensation for all Medical proceduresof one
Participant amounts up to EUR 1200 (in words: one
thousand two hundred Euro). The scheduled number
of Participants is 4.

Test markings with radionuclide ®Ga — EUR 400 (in
words: four hundred Euro) for each single Test; the
total number of Tests amounts up to 3, whereby the
total compensation for all Tests amounts up to EUR
1200 (in words: one thousand two hundred Euro).

Ga-PSMA-11 reconstitution — EUR 1700 (in words:
one thousand seven hundred) for each single Test; the
total number of Tests amounts up to 4, whereby the
total compensation for all Tests amounts up to EUR
6800 (in words: six thousand eight hundred Euro).

Lutetium (*’Lu) preparation and administration —
EUR 329 (in words: three hundred and twenty-nine
Euro) for each single Medical procedure
demonstrably undergone by the Participant; the total
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Ukastnik randomizovany na rameno "’Lu, najviac
4 (na naviteve CIW1, C2W1, C3W1, C4W1 pri¢om
celkova odmena za vSetky Zdravotné vykony
ujedného Ugastnika predstavuje najviac 1316 EUR
(slovom: jedentisictristosestnast’ Eur).
Predpokladany poget Ugastnikov je 4.

okrem vysie uvedenej Uhrady zaplati Novartis
Institacii navyse :

- 100 EUR (slovom: jedensto Eur) za kazdé
Testovanie v Petriho miskach / <asticovy
monitoring v laminarnom boxe — 1ISO 5 - frekvencia
kazdy 1 tyzden,

- 100 EUR (slovom: jedensto Eur) za kazdé
Testovanie v Petriho miskach / ¢&asticovy
monitoring v miestnosti okolo boxu — 1SO 7 -
frekvencia kazdy 1 mesiac,

- 200 EUR (slovom: dvesto Eur) za kazdé
Monitorovanie povrchu (mikrobiologicka ¢istota)
—1SO 5 - frekvencia kazdy 1 tyzden,

- 200 EUR (slovom: dvesto Eur) =za kazdé
Monitorovanie povrchu (mikrobiologicka Cistota)
—1SO 7 - frekvencia kazdy 1 mesacne,

- 700 EUR (slovom: sedemsto Eur) za kazdé
Testovanie neZivych ¢astic vo vzduchu — 1SO 5 -
frekvencia kazdé 3 mesiace,

- 1200 EUR (slovom: jedentisicdvesto Eur) za kazdé
Testovanie neZivych ¢astic vo vzduchu — ISO 7 -
frekvencia kazdych 6 mesiacov,

- 20 EUR (slovom: dvadsat’ Eur) za kazdy Specialny
zdravotny material pri znaceni Galia pri kazdom
Zdravotnom vykone,

- 250 EUR (slovom: dvestopatdesiat Eur) za kazdy
Denny komplex poplatkov za zariadenie za kazdy 1
den pri aplikacii Galia alebo Lutécia,

- 40 EUR (slovom: Styridsat Eur) za kazda
terapeuticka, profylaktickd alebo diagnosticka
injekciu  (zobrazovacie ¢&inidlo PSMA-PET);
intravenézna injekcia, jedina alebo pociato¢na
latka/liek, pri kazdom jednom podani.

- Okrem vyssie uvedenej Uhrady zaplati Novartis
Institacii bez d’alsich osobitnych podmienok aj:

- Inicidlnu Kkvalifikaciu pracoviska (Startovaci
poplatok) savisiaci s procesom klinického skiisania v
sume 2500 EUR (slovom: dvetisicpéat'sto Eur), na
zaklade faktary vyhotovenej Institiciou po
nadobudnuti uéinnosti tejto Zmluvy, a to so
splatnost'ou do 30 dni odo diia jej doru€enia.

number of Medical procedures of one Participant
amounts:

Participant randomized to the *’Lu arm, up to 4
(during visit C1W1, C2W1, C3W1, C4W1) whereby
the total compensation for all Medical procedures of
one Participant amounts up to EUR 1316 (in words:
one thousand three hundred and sixteen Euro). The
scheduled number of Participants is 4.

in addition to the above payment, Novartis will pay
the Institution in addition to:

EUR 100 (in words: one hundred Euro) for each
Testing in petri dishes / Particle monitoring in
laminar box - 1SO 5- frequency every 1 week,

EUR 100 (in words: one hundred Euro) for each
Testing in petri dishes / Particle monitoring in
room around the box - 1SO 7- frequency every 1
month,

EUR 200 (in words: two hundred Euro) for each
Surface monitoring (microbiological cleanliness) —
ISO 5 - frequency every 1 week,

EUR 200 (in words: two hundred Euro) for each
Surface monitoring (microbiological cleanliness) —
ISO 7 - frequency every 1 month,

EUR 700 (in words: seven hundred Euro) for each
Testing for non-living particles in the air — 1ISO 5 -
frequency every 3 months,

EUR 1200 (in words: one thousand two hundred
Euro) for each Testing for non-living particles in the
air — 1SO 7 - frequency every 6 months,

EUR 20 (in words: twenty Euro) for each Gallium
Marking Special Medical Material for each Medical
procedure,

EUR 250 (in words: two hundred and fifty Euro) for
each Daily facility charges complex for every 1 day
when administration of Gallium or Lutetia,

EUR 40 (in words: forty Euro) for each Therapeutic,
prophylactic or diagnostic injection (PSMA-PET
imaging agent); intravenous injection, single or
initial agent/drug for each single administration.

In addition to the mentioned, Novartis shall provide
the Institution also with a fee for:

Initial qualification of the workplace (start-up fee)
associated with the process of clinical trials in the
amount of EUR 2500 (in words: two thousand five
hundred Euro) without any other special conditions,
on the basis of an invoice issued by the Institution
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- Overenie meradla/kalibratora divok na meranie
Lutécia (177 Lu) vsume 900 EUR (slovom:
devit'sto Eur), na zéaklade faktiry vyhotovenej
Institiciou po nadobudnuti uéinnosti tejto Zmluvy, a
to so splatnost'ou do 30 dni odo dia jej dorucenia.

once the Agreement enters into force, and payable
within 30 days of its delivery.

Verification of the scale/calibrator for the
measurement of Lutetium (177 Lu) in the amount
of EUR 900 (in words: nine hundred Euros), on the
basis of an invoice issued by the Institution once the
Agreement enters into force, and payable within 30
days of its delivery.

7.2.  Uhrady podla bodu 7.1. obsahuji vietky naklady | 7.2.  Unless agreed otherwise, payments under para. 7.1.
Institacie spojené s vykonanim Zdravotnych vykonov cover all costs of the Institution associated with the
a sluzieb podla tejto Zmluvy, vratane nakladov na performance of the Medical procedures and services
ukony spojené s tymito Zdravotnymi vykonmi, ktoré under this Agreement, including costs for any
st nad ramec $tandardnej zdravotnej starostlivosti procedure connected with these Medical procedures,
aktoré nie si hradené zo zdravotného poistenia. which are beyond the standard healthcare and that are
Uhrady uvedené v bode 7.1. predstavuju jediny a not covered by the public health insurance. Payments
vyluény sposob finanéného vyrovnania medzi stated in para. 7.1. represent the only and exclusive
Novartisom a Instituciou a Institicia nema narok na method of financial compensation between Novartis
akékol'vek dalsie finanéné ¢&i obdobné plnenie. and the Institution and the Institution is not entitled to
Institucia je vyhradne zodpovedna za platbu vietkych any further financial or similar performance. The
dani a ostatnych poplatkov, ktoré jej méZu vzniknat, Institution is solely responsible for the payment of all
alebo mozu byt uloZené &i splatné v shvislosti taxes and other fees that it may incur or that may be
speiaznymi  alebo  nepefiaznymi  plneniami levied or payable in connection with monetary or in-
uvedenymi v tejto Zmluve ¢&i poskytnutymi na zéklade kind considerations described in this Agreement or
tejto Zmluvy, ktoré obsahuju vsetky takéto pripadné provided under this Agreement, which include all
dane a poplatky. Zmluvné strany konstatuju, Zze such potential taxes and fees. The Parties declare that
plnenie poskytnuté podla tejto Zmluvy Institacii payment to the Institution under this Agreement
predstavuje prijem z vykonavania klinického forms an income from the conduct of the clinical trial
sku$ania, ktory nie je predmetom dane z prijmu which is not subject to withholding income tax, but is
vyberanej zrazkou, ale zdafiovany samotnou taxed by the Institution itself.

Institiciou.

7.3.  Uhrada bude realizovana 2 x roéne vzdy za uplynulé | 7.3.  Payment will be realised twice a year always for the

obdobie spdtne, poéniic prvym  vykonanym previous period retrospectively, starting with the first

Zdravotnym vykonom, podla rozsahu Novartisom a

Institaciou odsuhlaseného poctu a im zodpovedajuce;j

hodnoty  vykonanych  Zdravotnych  vykonov

realizovanych s jednotlivymi  Ugastnikmi, ato
nasledovne:

a) vzdy za obdobie do 31.1. bude do 15.3.
prislusného  kalendarneho roka Novartisom
vygenerovany navrh faktary (Invoice Proposal —
dalej len ,IP“) vypracovany na zaklade
Novartisom a Institiciou/Lekarom odstihlasenych
vykonanych ¢innosti za dané obdobie,

b) vzdy za obdobie do 31.7. bude do 15.9.
prislusného  kalendarneho roka Novartisom
vygenerovany |IP vypracovany na zaklade
Novartisom a Institiciou/Lekarom odsthlasenych
vykonanych ¢innosti za dané obdobie.

Novartis zaSle vygenerovany IP Institucii a Institacia
na zaklade takto vypracovaného a dorucené¢ho IP
vystavi faktiru, ktora doru¢i Novartisu. Na fakture
musi byt uvedeny kod Klinického skiisania a prilohou
faktary bude vystaveny IP. Novartis zaplati Institacii
na zaklade riadne vystavenej a dorucenej faktury
prislusnu Cast’ tihrady za Specifikované obdobie, a to
so splatnost'ou 30 dni od dorucenia faktiry Novartisu.

performed Medical procedure, according to the

number and corresponding value of performed

Medical procedures, carried out in individual

Participants, approved by Novartis and the Institution,

as follows:

a) Always for period until January 31, Novartis
will generate, until March 15 of the calendar
year in question, an invoice proposal (Invoice
Proposal — hereinafter as the “IP”), drawn upon
the basis of activities performed during the
respective period and approved by Novartis
and the Institution/Physician,

b) Always for period until July 31, Novartis will
generate, until September 15 of the calendar
year in question, the IP drawn up on the basis
of activities performed during the respective
period and approved by Novartis and the
Institution/Physician.

Novartis will send generated IP to the Institution, and

the Institution in pursuance of such drawn up and

delivered IP issues an invoice, which will be delivered
to Novartis. The invoice must contain the code of the

Clinical Trial and issued IP will form an Annex of the

invoice. Novartis shall pay to the Institution on the

basis of a duly issued and delivered invoice a

respective part of the payment for the specified
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period, and payable within 30 days from the delivery
of the invoice to the Novartis.

7.4. Institacia berie na vedomie, Ze v sulade s platnymi | 7.4.  The Institution takes into account, that in accordance
pravnymi predpismi, najma, nie vSak vyluéne, podla with applicable laws, mainly, but not limited to Act
zédkona ¢&. 362/2011 Z.z. o liekoch a zdravotnickych No. 362/2011 Coll. on Medicinal Products and
pomockach a o zmene a doplneni niektorych zakonov Medical Devices, and on Amendments to Certain
v zneni neskorSich predpisov, (d’alej len ,,Zakon o Laws, as amended (hereinafter as the “Medicinal
liekoch*) je resp. mdze byt spolo¢nost’ Novartis alebo Products Act”), Novartis or a third person is, or
tretia osoba povinna oznamovat’ prislusnym organom eventually may be obliged to notify the relevant
a zverejiovat’ vysku a 1Cel penaznych alebo authorities and to disclose the amount and purpose of
nepeiiaznych plneni poskytnutych priamo alebo any monetary or in-kind considerations directly or
nepriamo  zdravotnickemu  pracovnikovi alebo indirectly provided to a healthcare professional or a
poskytovatel'ovi zdravotnej starostlivosti v rozsahu a healthcare provider to the extent and under conditions
za podmienok stanovenych platnymi pravnymi stipulated by applicable laws. The Institution
predpismi. Institicia sa zavizuje poskytnit’ Novartis undertakes to provide Novartis with any assistance
akukol'vek suéinnost’ nevyhnutne potrebnti na plnenie necessary for fulfilment of reporting obligations of
oznamovacich povinnosti Novartisu podla Zikona Novartis under the Medicinal Products Act.

o liekoch.
8. Zodpovednost’ za $kodu a poistenie 8. Responsibility for Damage and Insurance

8.1. Institacia a Novartis zodpovedaju za Skodu sposobenu | 8.1.  The Institution and Novartis are liable for any damage
vykonavanim Zdravotnych vykonov podla tejto caused by the performance of the Medical procedures
Zmluvy v sulade so veobecnymi pravnymi predpismi. under this Contract in accordance with general

applicable laws.

8.1. Institacia a Lekar budu pisomne informovat’ Novartis | 8.2.  The Institution and the Physician shall inform
o vietkych okolnostiach, o ktorych je mozné sa Novartis in writing of all circumstances which might
domnievat, Ze by mohli viest k vzniku naroku na lead to a claim for damages against Novartis or
nahradu $kody alebo s tym stvisiaceho sudneho associated legal proceeding and of which they are
konania a ktorych s si priamo vedomi alebo mali byt directly aware or should be aware, and shall inform
vedomi, a budd Novartis primerane informovat' o Novartis appropriately about the course of such claim
vyvoji takéhoto naroku alebo sudneho konania, aj ked’ or legal proceeding, even if the Institution or the
sa Institicia alebo Lekar rozhodnu na zéklade tychto Physician decide not to file a claim for damages under
podmienok narok na nédhradu Skody neuplatnit. given conditions. Likewise, Novartis shall inform in
Rovnako Novartis bude pisomne v nevyhnutnom writing the Institution or the Physician to the
rozsahu informovat’ Intiticiu alebo Lekara o vietkych inevitable extent about all circumstances and course
okolnostiach, ako aj o vyvoji takéhoto naroku alebo of such claim or legal proceeding lodged directly
sudneho konania vzneseného priamo proti Novartisu. against Novartis.

8.3. Institicia bude mat' pocas celej doby realizacie | 8.3.  During the entire period of the performance of the
Zdravotnych vykonov prislu§né a nalezité poistenie na Medical procedures, the Institution shall maintain
poistné krytie narokov alebo $kod, za ktoré podla relevant and appropriate insurance coverage of claims
pravnych predpisov a tejto Zmluvy zodpoveda, ktoré or damages, for which it is responsible according to
podla predpisov platnych na uzemi Slovenskej legal regulations and this Agreement, which it must
republiky . Na Ziadost Novartisu Institicia poskytne take out pursuant to the regulations valid in the Slovak
dokaz tohto poistenia. Republic. Upon request of Novartis, the Institution

shall provide proof of such insurance.
9. Déverné informacie 9. Confidential Information
9.1. So vsetkymi informaciami a udajmi, obchodnymi | 9.1.  All information and data, trade secrets, privileged

tajomstvami, dovernymi zdznamami (zaznamy ziskané
na zaklade profesionalneho alebo doverného vztahu,
ktoré sa nesmu zverejnit’ bez suhlasu strany, od ktorej
boli ziskané) a inymi dévernymi alebo stkromnymi
informaciami (vratane, okrem iného, Protokolu, CRF,

informacii na internetovych  strankach  Novartis
chranenych  heslom, dokumentacie Klinického
sktisania, informacii o Strukture, zlozeni,
ingredienciach, vzorcoch, know-how, technickych
postupoch a procesoch), ktoré boli poskytnuté
Institacii, Lekarovi al/alebo zamestnancom

a spolupracovnikom Institacie alebo s ktorymi prisla

records (records obtained based on a professional or
confidential relation, which must not be published
without the consent of the party which made them
available) and other confidential and private
information (including, but not limited to the
Protocol, CRF, information at password-protected
websites of Novartis, Clinical Trial documentation,
information on the structure, composition,
ingredients, patterns, know-how, technical
procedures and processes) which have been disclosed
to or collected, processed, developed or encountered
by the Institution, the Physician and/or employees and
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do styku, alebo ktoré boli spracované, zhromazdené,
vytvorené  Institicia, Lekar a/alebo zamestnanci
a spolupracovnici Institacie v suvislosti so Zmluvou
alebo Zdravotnymi vykonmi (d’alej sthrnne len
,Doverné informacie”), bez ohladu na to, ¢i su
v papierovej, elektronickej alebo inej forme, sa bude
zaobchadzat’ ako s dovernymi. InStitucia a Lekar sa
zavazuju, ze Doverné informdacie nezverejnia tretej
strane, ani ich nepouziju pre iné ucely, pokial’ k tomu
nedostanit  pisomny sihlas alebo pokyn na
spristupnenie Dovernych informécii od Novartisu.
Tento sthlas sa dava z dévodov objasnenia uréitych
skutoénosti CRO (ak existuje) alebo osobe, za ktort
Lekar zodpoveda. Toto zverejnenie Dovernych
informacii sa vSak poskytuje iba v miere pozadovanej
pre ucely Zdravotnych vykonov. Doverné informacie
sa spristupnia Personalu pracoviska len v pripade, ak
je Personal zaviazany rovnakou mierou zachovavania
dovernosti Dovernych informacii, pri¢om Institicia za
konanie Personalu ru¢i. InstitGcia je povinna
akékol'vek Doverné informacie a nosi¢e Dovernych
informacii vyslovene oznacit' ako doverné a predmet
obchodného tajomstva a to najmd, nie vSak vylucne,
pri ich poskytnuti tretim osobam v sulade s Zmluvou
alebo prislusnymi pravnymi predpismi; pokial’ je
Institicia povinnou osobou v zmysle zakona ¢.
211/2000 Z.z. o slobodnom pristupe k informaciam
aozmene adoplneni niektorych zakonov, v zneni
neskorsich predpisov (d’alej len ,,Zakon o slobode
informacii*), je povinna tieto povinnosti dodrziavat’ aj
vo vztahu k informaciam, ktoré sa maju poskytovat
alebo zverejilovat’ v stilade so Zakonom o slobode
informacii.

co-workers of the Institution in connection with the
Agreement or the Medical procedures (hereinafter
collectively as “Confidential Information™),
irrespective of whether in paper, electronic or any
other form, shall be handled as confidential. The
Institution and the Physician undertake not to disclose
such Confidential Information to a third party or use
them for other purposes, until they obtained a written
consent or instruction from Novartis to make such
Confidential Information available. This consent is
granted in order to clarify certain matters to CRO or a
person for which the Physician is responsible.
However, such disclosure of Confidential Information
is only allowed to the extent required for the purposes
of the Medical procedures. Confidential Information
shall be made available to the Staff at the site, only if
the Staff is bound by the same duty of confidentiality
of Confidential Information, while the Institution
guarantees the actions of the Staff. The Institution
shall expressly indicate any Confidential Information
and Confidential  Information  mediums as
confidential and subject to trade secret and that
mainly, but not limited to, by their provision to third
persons in accordance with the Agreement or
applicable laws; in case the Institution is an oblige
pursuant to Act No. 211/2000 Coll. on Free Access to
Information and on Amendments to Certain Laws, as
amended (hereinafter as the “Act on Free Access to
Information”), it is obliged to comply with those
obligations also in relation to information, which are
to be provided or disclosed in accordance with the Act
on Free Access to Information.

9.2. Pokial' jedna zmluvna strana je zo zakonom | 9.2.  If either Party is for statutory reasons obliged to make
stanovenych dovodov povinnd Doverné informacie Confidential Information available to anyone, it shall
komukol'vek spristupnit, ozndmi to bez zbyto&ného notify the other Party in writing without delay, if it
odkladu pisomne druhej zmluvnej strane, ak nebude cannot obtain its previous written consent; this does
moct’ ziskat' jej predchadzajici pisomny suhlas; to apply to such situation, when the disclosure shall be
neplati, pokial' k takému spristupneniu ma dojst’ zo made by Novartis and the respective Confidential
strany Novartisu a predmetné Doverné informécie sa Information does not concern, nor has any relation to
nedotykaju ani nemaji vztah k Institucii resp. jej the Institution, event. its patients and employees.
pacientom a zamestnancom. Novartis poskytne suhlas Novartis shall grant consent to the disclosure of
k zverejneniu informacii v pripadoch, kde to vyZzaduje information in cases required by law or the Governing
zékon alebo Riadiaci organ. Zverejnenie sa uskuto¢ni Body. Information shall only be disclosed to the
len v pozadovanej miere a v ¢ase poskytnutia tychto requested extent and Novartis must be informed of
informacii musi byt o tejto skutocnosti Novartis this matter at the time when such information is being
informovany. provided.

9.3. Institucia zabezpedi, aby Lekar a Personal boli viazani | 9.3.  The Institution shall ensure that the Physician and the
minimalne rovnakou povinnostou zachovavat Staff are bound at least by the same duty of
ml¢anlivost’ ako strany tejto Zmluvy a to este pred tym confidentiality as the Parties to this Agreement, and
neZ im bude oznamena akakol'vek informacia, ktora je that even before they are notified of any information
podrl'a tohto ¢lanku Zmluvy povazovana za Doverni that is considered to be Confidential Information
informaciu. under this para. of the Agreement.

9.4. Povinnosti tykajlice sa ochrany Dovernych informécii | 9.4.  Obligations relating to the protection of Confidential

uvedené vysSie sa neuplatnia v pripade informacii, pri
ktorych méze v miere akceptovanej Novartisom
Institucia resp. Lekar potvrdit’ a preukazat’, ze:

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

Information set out above do not apply in relation to

information in case of which the Institution, event the

Physician can, to the degree acceptable by Novartis,

confirm that:

a) Itwas publicly available or became progressively
available in another way than the unauthorised
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zverejnenim informdacii ato najmi, nie vSak
vyluéne, neopravnenym zverejnenim zo strany
Lekara, Institacie a/alebo zamestnancov Institucie
a/alebo spolupracovnikov Institicie;

b) boli uz Institacii resp. Lekarovi zname inak nez
poskytnutim od Novartisu alebo ziskanim ¢i
vytvorenim v priebehu  alebo v shvislosti
S0 Zdravotnymi vykonmi, ¢o moéZe preukazat
pisomnymi dokazmi;

c) boli Institacii resp. Lekarovi odhalené tretou
stranou, ktora ich dostala od Novartisu priamo
alebo nepriamo, a nie dovernym sposobom.

disclosure of information including, but not
limited to wunauthorized disclosure by the
Physician, Institution and/or Institution’s
employees or its collaborators; by the Institution,
the Physician or the Staff at the site, or any other
unauthorised disclosure;

b) It was already known to the Institution,
eventually the Physician in another manner and
not from Novartis or by means of its receipt or
production in the course of or in connection with
the Medical procedures, which they can prove by
written evidence;

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

9.5.  Po skongeni Zmluvy Institicia zlikviduje alebo na | 9.5.  After the expiry of the Agreement, the Institution shall
ziadost Novartisu vrati vSetky dokumenty, vzorky destroy or, upon request by Novartis, return all
a material obsahujuci alebo tykajici sa Dovernych documents, samples and materials containing
informacii, okrem jednej kopie Dévernych informacii, Confidential Information or relating to Confidential
ktord sa musi podla pravnych predpisov uchovat’ Information, except for a single copy of Confidential
Vv zaznamoch Institucie, ktoré budd primerane utajené. Information which must be lawfully maintained in the
Ak oto Novartis poziada, musi Institacia takato Institution’s records that shall be kept in appropriate
likvidaciu bez odkladu pisomne potvrdit’. confidence. If Novartis requests so, the Institution

must confirm such disposal in writing without any
delay.

9.6. Institacia a Lekar bera na vedomie a stuhlasi, Ze bez | 9.6.  The Institution and the Physician acknowledge and
ohladu na ostatné ustanovenia tejto Zmluvy je agree that notwithstanding to other provisions of this
Novartis opravneny spristupnit’ tretim osobam Agreement, Novartis is authorised to disclose any
informacie tykajice sa predmetu tejto Zmluvy, najmé information relating to the subject matter of this
tykajuce sa Institicie (obchodné meno, sidlo) a Lekara Agreement to third parties, in particular concerning
(meno, priezvisko, zdravotnicke povolanie, nazov a the Institution (business name, seat) and the Physician
adresa zdravotnickeho zariadenia, v ktorom Lekar (name, surname, medical profession, the name and
vykonava svoje povolanie) a spoloéne tykajliice sa address of the healthcare facility where the Physician
vysky aucelu peiiazného plnenia poskytnutého carries out his/her profession), and together
InstitGcii v rozsahu podla Zakona o liekoch, najmi concerning the amount and purpose of the monetary
Vv suvislosti s vykonanim oznamovacich povinnosti consideration provided to the Institution within the
voéi Narodnému centru zdravotnickych informacii. scope of the Medicinal Products Act, especially in

connection with the performance of the reporting
obligations to the National Health Information
Centre.

9.7. Vyssie uvedené povinnosti stanovené v tomto ¢lanku | 9.7.  Obligations set out above in this Article are binding
zavizuju Indtiticiu a Lekara bez &asového alebo for the Institution and the Physician without any
miestneho obmedzenia na trvanie zmluvného vztahu restrictions in terms of time or place and are not
na zaklade tejto Zmluvy, tj. platia aj po skonceni limited to the period of contractual relationship based
platnosti tejto Zmluvy. on this Agreement, i.e. they shall survive the expiry

of this Agreement.
10. Publikacie 10. Publications

10.1. Pri dodrzani zasad a predpisov Novartisu pre | 10.1. While observing the principles and regulations of
publikovanie Gdajov a s predchadzajucim pisomnym Novartis regarding publication of data and with the
sthlasom  Novartisu mo6zu byt  informécie previous written consent of Novartis, information
0 Zdravotnych vykonoch zverejnené vo vedeckej regarding the Medical procedures may be published
literatiire. in scientific literature.

10.2. Novartis uzndva zaujem Institicie na publikaciach o | 10.2. Novartis acknowledges the interest of the Institution

Zdravotnych vykonoch a ich prezentaciach v
Casopisoch, na poradach alebo inak, a preto tieto

in the publications on the Medical procedures and its
presentations in journals, meetings or otherwise, and

publikacie a prezentacie moze povolit, ale za therefore shall permit such publications and
predpokladu, Ze InStiticia poskytne Novartisu presentations (oral or written), provided, however,
navrhované prezenticie (Ustne alebo pisomné) that the Institution submits to Novartis proposed
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najmenej 15 (patnast’) pracovnych dni a vSetky ostatné
navrhované publikacie najmenej 45 (Styridsat’pat)
pracovnych dni ich zverejnenim alebo ich
spristupnenim osobe, ktord nie je zamestnancom
Intiticie  aktora nema rovnakil  povinnost
mlcanlivosti ako Institicia, resp. Lekar podla tejto
Zmluvy pred zverejnenim aza predpokladu, Zze
Novartis bude mat’ pravo poziadat’ o doplnenie kazdej
takejto navrhovanej prezentacie alebo publikacie na
zaklade dostato¢nych dévodov, vratane okrem iného:
a) zaistenia presnosti prezentacie alebo publikacie;
b) zaistenia, aby sukromné informacie neboli
nedopatrenim oznameng;
C) umozZnenia, aby prava duSevného vlastnictva boli
chranené;
d) umoZznenia, aby boli
dopliiujuce informacie.

poskytnuté  prislusné

presentations at least 15 (fifteen) business days and
any other proposed publications at least 45 (forty-
five) business days - prior to being disclosed or
submitted to anyone who is not employed by the
Institution and is not under an obligation of non-
disclosure at least substantially identical to that
imposed on the Institution, resp. Physician by this
Agreement and provided that Novartis shall have the
right to request supplementation of each such
proposed presentation or publication on sufficient
grounds, including, but not limited to:
a) Ensuring accuracy of the presentation or
publication;
b) Ensuring that private
accidentally disclosed,;
c) Allowing for the protection of intellectual
property rights;
d) Allowing  for  provision
supplementing information.

information is not

of  relevant

10.3. Novartis dodrziava autorské odpora¢ania ICMJE | 10.3. Novartis dodrziava autorské odporucania ICMJE
(www.icmje.org). Vsetky osoby musia preto pocas (www.icmje.org). Vsetky osoby musia preto pocas
tvorby publikacie splnit’ vSetky $tyri autorské kritéria tvorby publikécie splnit’ vietky Styri autorské kritéria
ICMIE, aby mohli byt do publikacie zahrnuti ako ICMIE, aby mohli byt do publikicie zahrnuti ako
autori, a to nasledovne: autori, a to nasledovne:

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

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

] schvalili kone¢ni verziu, ktord sa ma c) schvalili koneént verziu, ktord sa ma
uverejnit’; a uverejnit’; a

d) stihlasia, ze prebert plnii zodpovednost’ za d) suhlasia, Ze prebera plna zodpovednost za
vsetky aspekty prace aby bolo zabezpecené, vSetky  aspekty prace aby  bolo
ze sa otazky tykajuce sa presnosti alebo zabezpeCené, Zze sa otazky tykajice sa
integrity ktorejkol'vek Gasti diela vyriesia presnosti alebo integrity ktorejkolI'vek asti

diela vyriesia

10.4. Institucia vSak, bez ohladu na bod 10.2., nie je | 10.4.  However, irrespective of para. 10.2., the Institution
opravnena publikovat’ ¢i inak prezentovat’ informacie is not authorised to publish or otherwise present
bez predchadzajuceho suhlasu Novartisu. Takyto information without the prior consent of Novartis.
sithlas modze byt Novartisom odmietnuty z Novartis may refuse to grant such consent for
podstatnych dévodov, najmd z dovodu ochrany substantial reasons, mainly for the reason of
poskytnutych tudajov, pred vykonanim registracie protection of provided data, before the registration
liecku ¢&i produktu, ¢ inej ochrany prednosti pred of the medicine or product, or other protection of the
zavedenim lieku do distribicie, pred podanim right of priority prior to the distribution of the
patentovych  Zziadosti ¢i inej ochrany prav medicine, prior to the filing of patent applications or
z priemyselného alebo iného dusevného vlastnictva. other protection of laws of industrial or other
Odsuhlasené publikovanie moze byt vykonané len intellectual property. Any approved publication may
s uvedenim Gidajov o Novartise. be only executed provided that data on Novartis are

indicated.

10.5. Forma vsetkych publikécii tykajucich sa Zdravotnych | 10.5.  The form of all publications relating to the Medical
vykonov a vztah dotknutych osob a Novartisu k nim procedures and relation of affected persons and
podla zakona €. 185/2015 Z.z. Autorsky zakon v zneni Novartis to them according to Act No. 185/2015
neskorsich predpisov (napr. autorstvo, spoluautorstvo, Coll., the Copyright Act, as amended, (e.g.
spolo¢né dielo, suborné dielo, spojené diela) bude authorship, co-authorship, joint work, summary
uréené  vzajomnou dohodou pri  odsthlaseni work, compound work) shall be determined by
publikacie, prezentacie ¢&i iného diela Novartisom mutual agreement during approval of the
podra tohto ¢lanku. publication, presentation or other work by Novartis

pursuant to this Article.

10.6. Rovnaké povinnosti platia aj pri publikacnej ¢innosti | 10.6.  Same obligations apply also to publication activities

Lekara Ci ¢lena Persondlu. Lekar (Persondl) berie na

of the Physician or a Staff member. The Physician
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vedomie, ze ziadna odborna publikacia k objavom &i
skusanym pripravkom alebo lickom nesmie byt
Lekarom vydana pred okamihom podania Ziadosti o
patentova prihlasku, pokial vzhladom k povahe
vysledkov Klinického skusania bude podanie takejto
prihlasky prichadzat’ do uvahy.

(the Staff) acknowledges that no professional
publication related to discoveries or investigational
preparations or medicines may be issued by the
Physician before the submission of patent
application, in case such application is possible
while taking into account the nature of the results of
the Clinical Trial.

10.7. Uvedené povinnosti Vtomto ¢&lanku 1lzavdzuja | 10.7.  Obligations set out in this Article 10are binding for
Institiciu a Lekara bez casového alebo miestneho the Institution and Physician without any restrictions
obmedzenia na trvanie zmluvného vzt'ahu na zaklade in terms of time or place and are not limited to the
tejto Zmluvy, tj. platia aj po skonéeni platnosti tejto period of contractual relationship based on this
Zmluvy a Klinického skusania. Agreement, i.e. they shall survive after this

Agreement and the Clinical Trial are over.

10.8. Akdkol'vek publikicia alebo zverejnenie musia byt | 10.8.  Any such publication or disclosure must comply
v stilade s prislusnymi pravnymi predpismi a musia with all applicable laws and must be limited to
byt obmedzené len na publikiciu a zverejnenie scientific findings. Such publications or disclosures
vedeckych zisteni. Publikdcia alebo zverejnenie nesmi must, in particular, not constitute promotion under
najmé predstavovat’ propagaciu, resp. reklamu podl'a the applicable laws.
prislusnych pravnych predpisov.

10.9. Institacia a ani Lekar nie st oprdvneni zverejnit | 10.9.  Neither the Institution nor the Physician shall
informaciu o existencii tejto zmluvy alebo o jej sivise disclose the existence of this Agreement or its
s Novartisom alebo pouZit’ nazov spolo¢nosti Novartis association with Novartis, or use the name of
alebo jej zastupcov v tlatovych spravach, ¢lankoch Novartis or its agents in any press release, article or
alebo inych komunikaénych prostriedkoch, a to bez other method of communication, without the express
predchadzajuceho vyslovného pisomného sthlasu prior written approval of Novartis.

Novartisu.

10.10. Novartis a jeho zastupcovia mozu uviest’ zi¢astnenych | 10.10. Novartis and its agents may list participating
skusajucich, lekdrov asnimi suvisiace institicie investigators, physicians and their institutional
v &asti  podakovanie rukopisu alebo abstraktu affiliations in the acknowledgement section of the
predloZeného na uverejnenie podl'a smernic asopisu manuscript or abstract submitted for publication
alebo kongresu. Na spractivanie osobnych udajov za according to the journal or congress guidelines. Art.
ucelom podl'a tohto bodu sa aplikuje primerane ¢l. 11 11 of this Agreement shall apply accordingly for the
tejto Zmluvy. processing of personal data for the purpose under

this para.
11. Osobné udaje 11. Personal Data

11.1. Pre GCely tejto Zmluvy sa Zadavatel' aj Institacia | 11.1. For the purposes of this Agreement, both the
povazuji za prevadzkovatelov osobnych udajov Institution and the Sponsor shall be considered as
v zmysle Nariadenia. Kazda zo stran bude samostatne Data Controllers as defined by the Regulation. Each
zodpovedna za dodrziavanie svojich povinnosti ako of the Parties shall be individually and separately
prevadzkovatel'a v zmysle Nariadenia a prislusnych responsible complying with the obligations that apply
pravnych predpisov. Institicia sa povazuje za to it as a controller under the Regulation and relevant
prevadzkovatel'a ohladom spractivania osobnych legislation. The Institution shall be considered Data
udajov vyluéne v suvislosti s poskytovanim zdravotne;j Controller solely with respect to the provision of
starostlivosti. health care.

11.2. Zadavatel bude povazovany za prevadzkovatela | 11.2. The Sponsor shall be considered as Data Controller
ohladom  spracGvania 0Udajov  tykajucich sa with respect to the processing of data regarding the
vykonavania klinického skusania a Zdravotnych conduct of the clinical trial and Medical procedures,
vykonov, ktorymi su osobné udaje Ucastnikov a iidaje which include personal data of Participants and
Lekara a Personalu (d’alej len ,,Osobné udaje®). personal data of the Physician and the investigational
Institacia a Lekar beri na vedomie, ze pri vykonavani staff (hereinafter referred to as the “Personal data™).
Zdravotnych vykonov podla tejto Zmluvy vystupuji The Institution and the Physician take into account,
Vv pozicii sprostredkovatel'a v zmysle ¢l. 4 bodu 8 that conducting of the Medical procedures under this
Nariadenia, nakolko tieto osobné tdaje spractvaju Agreement they act as a processor pursuant to art. 4
vmene Zadavatela. Zastupcom Zadavatela je para 8 of the Regulation since such personal data are
v zmysle ¢l. 27 Nariadenia Novartis, ktory Zadavatel'a processed on behalf of the Sponsor. Representative of
zastupuje, pokial ide o povinnosti Zadavatela the Sponsor is pursuant to art. 27 of the Regulation
v zmysle Nariadenia. Novartis who represents the Sponsor with regard to its

respective obligations under the Regulation.

11.3. Spracuvanie Osobnych udajov bude vykonavané | 11.3. The processing of Personal Data shall be performed

vsilade so Zmluvou, Protokolom, formularom

in_compliance with this Agreement, Protocol, the
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informovaného  suhlasu  a pisomnymi  pokynmi informed consent form, and any written instruction
Novartisu.. & issued by Novartis.

11.4. Institicia a Lekar budi na zaklade tejto Zmluvy | 11.4. The Institution and the Physician shall process the
spractuvat’ Osobné idaje za uéelom najmé podla ¢l. 2 Personal data of the Participants under this
tejto  Zmluvy pri zachovani zasad spracuvania Agreement for the purpose of namely art. 2 hereof in
osobnych udajov v zmysle Nariadenia, ato pocas compliance with the principles relating to processing
trvania tejto Zmluvy, ak osobitné pravne predpisy of personal data under the Regulation during the term
neur¢uju dlhsiu lehotu of this Agreement, unless specific legislation does

specify otherwise

11.5. Institicia a Lekar su povinni do spracavania Osobnych | 11.5.  The Institution and the Physician shall be obliged not
udajov podla tejto Zmluvy nezapojit dalSieho to engage another processor without prior specific or
sprostredkovatel'a bez predchadzajiceho osobitného general written authorization of Novartis or the
alebo vSeobecného pisomného povolenia Novartisu, Sponsor to the processing of the Personal data under
alebo Zadavatel'a, ak taito Zmluva neurcuje inak. this Agreement, unless this Agreement specifies

otherwise.

11.6. Institicia a Lekar st povinni spracivat’ Osobné udaje | 11.6. The Institution and the Physician shall be obliged to
len na zaklade zdokumentovanych pokynov Novartisu process the personal data only on documented
alebo Zadavatela, ato aj pokial by iSlo o prenos instructions from Novartis or the Sponsor, including
Osobnych udajov  do tretej krajiny alebo with regard to transfers of personal data to a third
medzinarodnej organizacii, ak osobitné pravne country or an international organization, unless
predpisy neurduju inak. required by the specific legislation otherwise.

11.7. Institacia a Lekar st povinni zabezpedit, aby sa vSetky | 11.7. The Institution and the Physician shall be obliged to
osoby, ktoré poverili vykonavanim spractiivania ensure, that all persons authorized to process the
Osobnych udajov, zaviazali, ze zachovaju dovernost’ personal data by the Institution or the Physician, have
vsetkych ziskanych informécii. committed themselves to confidentiality of all

obtained information.

11.8. Institucia a Lekar su povinni zachovavat' dovernost’ | 11.8. The Institution and the Physician shall be obliged to
Osobnych udajov. Osobné tdaje nesma byt ensure that the Personal data are kept confidential.
poskytnuté alebo prevedené akejkol'vek tretej osobe The Personal data shall not be disclosed or transferred
bez predoslého pisomného sthlasu Novartisu alebo to any third party without prior written consent of
Zadavatela, ak tato Zmluva alebo prisluiné pravne Novartis unless this Agreement or relevant legislation
predpisy neustanovuju inak. provides otherwise.

11.9. Institucia a Lekar sG povinni prijat’ so zretelom na | 11.9. The Institution and the Physician shall be obliged to
najnovsie poznatky, néklady na vykonanie takychto implement, taking into account the state of the art, the
opatreni a na povahu, rozsah a kontext a ucely costs of implementation and the nature, scope, context
spracivania, ako aj na riziki s roznou and purposed of processing as well as the risk of
pravdepodobnostou a zavaznostou pre prava a varying likelihood and severity for the rights and
slobody fyzickych o0sob, primerané technické a freedoms of natural persons, appropriate technical
organizaéné opatrenia s cielom zaistit' troven and organizational measures to ensure a level of
bezpecnosti spracuvania Osobnych tdajov primeranu security appropriate to the risk.
tomuto riziku.

11.10. Institacia a Lekar budu zabezpeCovat procesy na | 11.10. The Institution and the Physician shall maintain
zistovanie areakciu na poruSenie spracuvania procedures to detect and respond to a Personal data
Osobnych tudajov ako to vyplyva z prislusnych breach as defined under relevant legislation, including
pravnych predpisov, vratane porusenia zabezpecenia breach of security leading to the accidental or
smerujice k ndhodnému alebo nezdkonnému zniéeniu, unlawful destruction, loss, alteration, unauthorised
strate, zmene, neautorizovanému prezradeniu alebo disclosure of, or access to, Personal data being
pristupu k Osobnym udajom. Institicia a Lekar buda processed. The Institution and the Physician shall
informovat’  Novartis o akomkol'vek  poruseni notify Novartis of any Personal data breach without
spracivania Osobnych udajov bez zbyto¢ného undue delay, but no later than 24 hours of discovery
odkladu, ale nie neskor ako do 24 hodin od zistenia of such breach. The Institution, the Physician and
takéhoto porusenia. Institucia, Lekar a Novartis budi Novartis shall reasonably cooperate to remediate such
primerane spolupracovat’ pri naprave takéhoto breach before reporting such breach to the relevant
porusenia pred tym, ako budu informovat’ prislusny authority.
orgén o takomto poruseni.

11.11. Institicia a Lekar su povinni Vv ¢o najvdcsej miere | 11.11. The Institution and the Physician shall be obliged to

poméhat Novartisu a Zadavatelovi vhodnymi
technickymi a organizaénymi opatreniami pri plneni
povinnosti Novartisu, resp. Zadavatel'a reagovat’ na

assist Novartis or the Sponsor by appropriate
technical and organizational measures, insofar as this
is possible, for the fulfilment of Novartis’ or the
Sponsor’s obligation to respond to requests for
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ziadosti o vykon prav dotknutych osob v zmysle
Nariadenia.

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

podra tejto Zmluvy na zaklade rozhodnutia Novartisu
alebo Zadavatel'a vSetky Osobné idaje vymazat® alebo
vratit Novartisu a vymazat existujuce kopie, ak

11.12. Institucia a Lekar st povinni poskytnat’ Novartisu | 11.12. The Institution and the Physician shall be obliged to
alebo Zadavatelovi vSetky informdcie potrebné pre make available to Novartis or the Sponsor all
preukazanie splnenia povinnosti Novartisu, resp. information necessary to demonstrate compliance
Zadavatela v zmysle Nariadenia a umoznit audity, ako with the obligation laid down in the Regulation and to
aj kontroly vykonavané Novartisom, Zadavatel'om allow for and contribute to audits, including
alebo inym auditorom, ktorého poveril Novartis alebo inspections, conducted by Novartis, the Sponsor or by
Zadavatel a prispievat’ k nim. another auditor mandated by Novartis or the Sponsor

11.13. Institicia a Lekar st povinni bez zbytoéného odkladu | 11.13. The Institution and the Physician shall be obliged to
informovat’ Novartis, ak sa podl'a ich ndzoru pokynom immediately inform Novartis if, in their opinion, an
Novartisu alebo Zadavatela poruSuje Nariadenie, instruction from Novartis or the Sponsor infringes the
alebo iné pravne predpisy tykajice sa ochrany Regulation or other legal act regarding the data
osobnych tdajov. protection.

11.14. Institicia a Lekar su povinni v priebehu realizacie | 11.14. The Institution and the Physician shall during the
¢innosti podl'a tejto Zmluvy a aj po skonéeni platnosti implementation of activities under this Agreement
tejto Zmluvy dodrziavat’ a dbat’ na prislu§né pravne and also after the expiry of this Agreement respect and
predpisy na ochranu osobnych tdajov a informacii observe the relevant legislation on protection of
0 osobnych pomeroch Ugastnikov zaradenych do personal data and information on personal matters of
klinického skugania a/alebo Zdravotnych vykonov. the Participants enrolled in the clinical trial and/or the

Medical procedures.

11.15. Pred zaciatkom a pocas vykonavania Zdravotnych | 11.15. Prior to the commencement and in the course of the
vykonov Institicia a jej zamestnanci resp. ini zmluvni performance of the Medical procedures, the
pracovnici poskytnu informacie tykajuce sa Institicie Institution and its employees or other contractual staff
a osobné udaje, ktoré sa tykaju Lekara, zamestnancov shall provide information relating to the Institution
alebo dalsich pracovnikov. Takéto informacie and personal data regarding the Physician, employees
tykajuce sa Institicie a osobné udaje zahriiuju mena a or other workers. Such information relating to the
priezviska, kontaktné informacie, pracovné skusenosti, Institution and personal data include names and
odbornu kvalifikaciu, publikacie, sahrny, dosiahnuté surnames, contact information, work experience,
vzdelanie, informacie o vykone povolania, vybaveni professional qualification, publications, summaries,
pracoviska, kapacite pracovnikov a dalSie, ktoré achieved education, information on job performance,
sivisia s vykonavanim Zdravotnych vykonov a na site  equipment, worker capacity and other
pracovisku. Institacia stihlasi s pouzitim information associated with the performance of the
a spracovanim informacii tykajicich sa Institacie. Medical procedures at the site. The Institution agrees
Institicia a Lekar bud( informovat tieto osoby with the use and processing of information relating to
0 spracuvani ich osobnych tdajov a ich pravach ako the Institution. The Institution and the Physician shall
dotknutych osdb, a to prostrednictvom informacie pre inform these persons about processing of their
dotknuta osobu, ktorej vzor tvori prilohu &. 9 tejto personal data and their rights as a data subject by
Zmluvy. providing an information for the data subject, which

model is attached as Annex No. 9 hereto.

11.16. Institucia a Lekar bert na vedomie a suhlasia s tym, ze | 11.16. The Institution and the Physician understand and
Novartis moze byt poziadany poskytnat urdité agree that Novartis may be required to disclose certain
informacie prislusnym Gradom v roznych jurisdikciach information to relevant authorities in different
za Ucelom zostladenia s lokalnymi zakonmi alebo jurisdictions in order to comply with local laws or
farmaceutickymi pravidlami. Institucia a Lekar davaju pharmaceutical industry codes. The Institution and
tymto suhlas na zverejnenie konkrétnych informacii, the Physician consent to the disclosure of certain
ktorymi mozu byt aj osobné udaje za ucelom suladu information that may constitute personal data in order
s predpismi regulujucimi  klinické skuSania, ato to comply with laws regulating clinical trials,
najmd, ale nie vyluéne nazvu Institicie, mena including but not limited to the Institution’s name,
a priezviska Lekara. Novartis na zaklade pisomného Physician’s first name and last name. Novartis will
poziadania poskytne zoznam takychto zverejneni, provide upon written request a list of any such
ktoré sa budu tykat' Institacie a/alebo Lekara. Na disclosure made regarding the Institution and/or the
spractivanie osobnych udajov Lekara podl’a tohto bodu Physician. This Article of the Agreement shall be used
sa pouZije tento ¢lanok Zmluvy. for the processing of personal data of the Physician

pursuant to this para.

11.17. Institicia a Lekar sa povinni po ukonéeni &innosti | 11.17. The Institution and the Physician shall be obliged, at

the choice of Novartis or the Sponsor, delete or return
all the Personal data to Novartis, after the provision of
the activities under this Agreement is over, unless
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osobitné pravne predpisy nepozaduji uchovavanie
tychto Osobnych udajov.

specific legislation requires storage of the Personal
data.

12. Vlastnictvo materialov, udajov a vysledkov

12. Ownership of Materials, Data and Results

12.1. Pokial nie je pisomne dohodnuté¢ inak, vSetky | 12.1. Unless agreed otherwise in writing, any documents,
dokumenty, udaje, informécie, pristroje a zariadenia, data, information, devices and facilities, aids,
pomdcky, pripadne produkty a lieky, ktoré dodal eventually products and medicines supplied by
Novartis, ¢i uz v pisomnej, elektronickej alebo inej Novartis, either in written, electronic or other form for
podobe, za i¢elom Zdravotnych vykonov st a zostant the performance of the Medical procedures s are and
majetkom Novartisu, resp. Zadavatel'a alebo 0s6b nimi shall remain the property of Novartis, event. of the
ovladanych alebo ich ovladajucich podla tohto, v koho Sponsor, or persons controlled by them or persons
vlastnictve sa taky material nachadza. controlling them, depending on who is the owner of

such material.

12.2. Pokial nie je pisomne dohodnuté inak, vSetky | 12.2. Unless agreed otherwise in writing, all records,
zaznamy, vratane elektronickych, ktoré boli vytvorené including electronic, which were produced in
Vv stvislosti so Zdravotnymi vykonmi, programy a connection with the Medical procedures
rozne druhy navrhov  zabezpeCovanych alebo programmes and various types of proposals ensured
vykonavanych v zaujme Novartisu, alebo Zadavatel'a or executed in the interest of Novartis or the Sponsor,
a tiez vSetky (daje, informacie, dokumenty, objavy a as well as all data, information, documents,
vynélezy ziskané, vyplyvajice alebo vyvinuté v discoveries and inventions obtained, resulting or
priebehu alebo ako sucast’ Zdravotnych vykonov alebo developed in the course of or as a part of the Medical
pri plneni tejto Zmluvy st a zostani vyhradnym procedures  or during the performance of this
vlastnictvom Novartisu alebo Zadavatela resp. Agreement, are and shall remain exclusive property
majetkové prava k nim pri predmetoch dusevného of Novartis or the Sponsor, event. the ownership
vlastnictva st a zostani vyhradnym vlastnictvom rights to them, in case of items forming intellectual
Novartisu alebo Zadavatel'a. Novartis alebo Zadavatel’ property, are and shall remain exclusive property of
ich moZe pouzit’ a/alebo nakladat’ s nimi a/alebo ich Novartis or the Sponsor. Novartis or the Sponsor may
previest’ podla vlastného uvazenia bez d’alsej platby use them and/or dispose and/or transfer them at their
alebo inej povinnosti voéi Institicii alebo Lekarovi; own discretion without further payment to or other
Institicia ani Lekar nebudi mat na ne Ziadne prava obligation towards the Institution or the Physician;
akéhokol'vek druhu. neither the Institution nor the Physician shall have any

rights of any kind to them.

12.3. Ingtitdcia sthlasi stym, ze bude bez odkladu | 12.3. The Institution agrees to promptly obtain all
vybavovat’ vSetky dokumenty a vykonavat' vsetky documents and take any other measures that Novartis
dalsie opatrenia, ktoré moze Novartis dovodne can reasonably require to benefit from its rights under
pozadovat’, aby mohol ziskat’ prospech zo svojich prav this Agreement, and shall ensure that the Physician,
podla tejto Zmluvy, a bude pdsobit’ na to, aby si the Staff, its employees and co-workers act equally.
rovnako poéinali aj Lekari, Personal a jej zamestnanci The Institution is solely liable for all payments
a spolupracovnici. Institacia ma vyluéni payable to the Physician, the Staff, employees and/or
zodpovednost’ za vSetky platby, splatné Lekarovi, co-workers of the Institution in accordance with
Personalu, zamestnancom a/alebo spolupracovnikom applicable laws, for all inventions or patents or any
Institicie v stlade s prislusnymi zakonmi, za vSetky other industrial or intellectual property rights
vynalezy ¢i patenty ¢i iné prava priemyselného alebo transferred to Novartis or the Sponsor or to any
dusevného vlastnictva prevedené na Novartis alebo persons appointed by them in relation to the subject
Zadavatela alebo nimi uréené osoby v suvislosti matter of this Agreement. For the payment according
s predmetom tejto Zmluvy. Pre Ghradu podra ¢l. 7 tejto to Art. 7 hereof to the Institution it is deemed that the
Zmluvy pre Instituciu sa usudzuje, Ze zahfia thradu aj payment also includes coverage of such costs and
takychto nakladov a platieb Instituciou. payments by the Institution.

13. Doba platnosti Zmluvy 13. Agreement Validity Period
13.1. Zmluva sa uzatvara na dobu trvania Klinického | 13.1. The Agreement is concluded for the period of the

skusania a jej platnost’ kon¢i najneskor diiom zaniku
povolenia na vykonavanie Klinického skusania
v Slovenskej  republike.  Predpokladany termin
ukoncenia Klinického skusania je 18.12.2029.
Novartis je opravneny jednostranne oznamit’ posunutie
predpokladaného datumu ukonéenia Klinického
skasania v sulade s povolenim na vykonavanie
Klinického skusania v Slovenskej republike. Novartis
je povinny doruit uvedené oznamenie o predizeni

Clinical Trial and its validity shall terminate at the
latest at the date of the expiry of the authorisation for
the conducting of the Clinical Trial in the Slovak
Republic. The Clinical Trial is expected to finish on
18.12.2029. Novartis is entitled unilaterally notify the
postponing of the expected date on which the Clinical
Trial is finished in accordance with permission to
conduct the Clinical Trial in the Slovak Republic.
Novartis is obliged to deliver the mentioned decision
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trvania Klinického skuSania v pisomnej forme
Instittcii a Lekarovi, a to najneskér 30 dni pred
povodnym predpokladanym terminom skoncenia
Klinického skusania.

on the extension of the Clinical Trial in written form
to the Institution and the Physician within 30 days
before the originally planned deadline of the Clinical
Trial.

13.2. Platnost’ tejto Zmluvy sa automaticky skonéi jej | 13.2. Validity of this Agreement shall expire automatically
splnenim po dosiahnuti cielov Zdravotnych vykonov by its fulfilment after achievement of the targets of the
aodovzdani  vSetkych  produktov, protokolov, Medical procedures and handover of all products,
pozadovanych zdznamov amateridlu spolo¢nosti protocols, required forms and material to Novartis.
Novartis. Zmluva méze byt ukonend aj dohodou The Agreement may also be terminated by agreement
zmluvnych stran. Predpokladany termin ukoncéenia of the Parties. The Medical procedures are expected
vykondvania Zdravotnych vykonov je najneskor to finish at the latest on 18.12.2029.

18.12.2029.

13.3. Ktorakol'vek zmluvna strana je opravnena odstupit’ od | 13.3.  Either Party may withdraw from this Agreement in
tejto Zmluvy pisomnym odstipenim, ktoré nadobuda writing with effectiveness upon delivery to the other
udinnost’ doru¢enim druhej zmluvnej strane na adresu Party to the address shown in the heading of this
uvedent v zahlavi tejto Zmluvy, a to v nasledujticich Agreement in following cases:
pripadoch:

a) ak niektora zmluvna strana poru$i niektoré z a) Ifeither Party breaches any of the provisions of
ustanoveni tejto Zmluvy a neodstrani zavadny this Agreement and fails to remedy the defect
stav ani v lehote 30-tich dni od doru¢enia vyzvy k within a period of 30 days from the delivery of
naprave, patri toto pravo strane poskodene;j; a request for remedy, such right belongs to the

damaged Party;

b) ak bude rozhodnuté, Zze je niektora strana b) If it is concluded that one Party is in
Vv konkurze alebo restrukturalizacii, alebo bude bankruptcy or restructuring proceedings or a
navrh na vyhlasenie konkurzu zamietnuty pre proposal for filing a petition for bankruptcy
nedostatok majetku; shall be rejected due to insufficient property;

c) ak je niektord strana v platobnej neschopnosti c) If either Party becomes insolvent or is to be
alebo ide do likvidacie z inych pri¢in ako je dissolved for other reasons than transformation
transformacia alebo zluCovanie, nema uréeného or merger, no successor has been appointed to
nastupcu, ktory by prevzal jej aktiva (majetok) take its assets (property) and liabilities over
azavazky a neuzavrie dohodu alebo iné and it does not enter into agreement or other
vysporiadanie so svojimi veritel'mi; settlement with its creditors;

d) ak niektora zmluvnd strana strati opravnenie, ktoré d) If either Party loses authorisation which is
je pre riadne a vcasné plnenie povinnosti inevitable for proper and timely performance
vyplyvajlcich z tejto Zmluvy nevyhnutné; of obligations resulting from this Agreement;

e) ak potrebné opravnenie, povolenie, suhlas alebo e) If the required authorisation, permit, consent or
vynimka je odvolané, odloZenad jeho platnost, exception is withdrawn or its validity delayed
alebo vyprsi doba, na ktort bolo vydané bez toho, or the period for which it was issued expires
aby bolo prislusne predizené. without prolongation.

Novartis je opravneny odstipit’ od tejto Zmluvy If no Participants have been recruited at the trial site
pisomnym odstupenim, ktoré nadobuda ucinnost’ (center) within 90 days after the site initiation visit,
dorudenim Institucii a Lekarovi na adresu uvedenti v Novartis may terminate this Agreement in writing
zahlavi tejto Zmluvy, a to v pripade ak sa v lehote 90 with effectiveness upon delivery to the Institution and
dni od inicianizaénej navstevy centra nepodarilo the Physician to the address stated in the heading of
nabrat’ do klinického skigania Ziadneho Ucastnika. this Agreement.

V pripade, Ze z hore uvedenych dévodov odstupi od In case Novartis or the Institution withdraw from the

Zmluvy Novartis alebo Institacia, nastani G¢inky Agreement for the above-mentioned reasons, the

odstlpenia vo vztahu k vietkym ostatnym zmluvnych effects of the withdrawal in relation to all other Parties

stranam. AvSak ak z uvedenych dévodov odstupi od will occur. But, if the Physician withdraws from the

Zmluvy Lekar, zmluvny vztah medzi Novartisom a Agreement for the above-mentioned reasons, the

Institiciou zostdva zachovany a Novartis a Institicia contractual relationship between Novartis and the

su povinni ustanovit nového lekara v sulade s bodom Institution remains unchanged, and Novartis and the

3.4. tejto Zmluvy. Institution shall appoint a new Physician in

accordance with para. 3.4. of this Agreement.

13.4. Okrem ukonCenia platnosti Zmluvy podla | 13.4. In addition to termination of validity of the

predchadzajucich ustanoveni, ma Novartis pravo
kedykol'vek s okamzitym ucinkom prerusit’ alebo
ukonéit’ Klinické skuSanie atym ukonéit aj tuto

Agreement pursuant to previous provisions, Novartis
is entitled immediately to suspend or terminate the
Clinical Trial at any time and terminate this
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Zmluvu pisomnym odstupenim doruc¢enym Institiicii a
Lekarovi. Bez toho, aby Novartis akymkol'vek
sposobom obmedzoval svoje toto Ssvoje pravo
prerusenie alebo ukoncenie Klinického skusania

atejto Zmluvy, Novartis tak moze vykonat najmé v

nasledujtcich pripadoch:

a) ak vyskyt zavaznych neziaducich uéinkov alebo
podozreni na ne pri podavani skuSanych
produktov alebo liekov pocas Klinického
skugania alebo ohrozenie bezpe¢nosti Utastnikov
poukazuje na potrebu prerusenia alebo ukonéenia
Klinického skts$ania;

b) ak si Novartis zeld prerusit alebo ukonéit
Klinické sktsanie zkomerénych dovodov,
z dovodov efektivnosti, z dovodov koncernovej
politiky  vykonavania  klinickych  skusani,
z doévodov majucich poévod mimo uzemia
Slovenskej republiky alebo aj bez uvedenia

dovodov;
c) ak je Novartis opravnene presveddeny, ze
Klinické skuSanie nemdze byt  uspesne

dokonéené, vratane dovodu (ale aj bez neho), ze
by sa Klinického skusania nezi¢astnil dostatoény
pocet Utastnikov alebo sa v stanovenom &ase
nenasiel dostato¢ny pocet pracovisk.

Agreement by means of a written notice delivered to
the Institution and the Physician. Without any
restrictions of its right to suspend or terminate the
conduct of the Clinical Trial and this Agreement in
any manner, Novartis is entitled to do so in following
cases:

a) If the occurrence of serious adverse reactions or
suspected serious adverse reactions associated
with the administration of investigational
products or medicines in the course of the
Clinical Trial or risk to the safety of the
Participants show that it is necessary to suspend
or end the Clinical Trial;

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

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

13.5. Ak pride k pred¢asnému ukonéeniu tejto Zmluvy z | 13.5. In case of early termination of this Agreement for
dévodov uvedenych v ustanoveni ¢lanku 13.3. tejto reasons stipulated in the provision of para. 13.3.
Zmluvy, je strana, ktora sposobila ukoncenie tejto hereof, the Party which brought about termination of
Zmluvy alebo dala pri¢inu k ukonéeniu tejto Zmluvy this Agreement or provided a reason for this
druhou stranou, povinna nahradit’ druhej strane vsetky Agreement to be terminated by the other Party, is
néaklady, ktoré tato skutoCne aucelne v suvislosti s obliged to reimburse all costs incurred by the other
plnenim tejto Zmluvy vynalozila, a to v tom pomere, v Party in relation to the performance of this Agreement
akom nedoslo k splneniu jej predmetu a G&elu, t. j. in proportion in which the subject-matter and purpose
pomer  dokonlenych  Zdravotnych  vykonov of this Agreement were not fulfilled, i.e. in the
Ucastnikov vzhl'adom k objemu materialu/nakladov, proportion of completed Medical procedures of
ktory bol na Ucastnikov celkovo Participants to the volume of materials/costs provided
poskytnuty/vynalozeny. for Participants in the aggregate.

13.6. V pripade ukon&enia Klinického skusania podla | 13.6. In case the Clinical Trial is terminated pursuant to
ustanovenia ¢lanku  13.4. tejto  Zmluvy, uhradi para. 13.4. hereof, Novartis shall pay the Institution
Novartis Institicii odmenu primeranym spoésobom za remuneration in appropriate manner for Medical
Zdravotné vykony vykonané az do datumu ukoncéenia procedures provided until the day on which the
Klinického skusania a tejto Zmluvy podla podmienok Clinical Trial and this Agreement were terminated
uvedenych v tejto Zmluve. Institicia nema narok na according to the provisions of this Agreement. The
nahradu inych nakladov ¢i uslého zisku. Institution is not entitled to reimbursement of other

costs or lost profit.

13.7. Institcia a Lekar suhlasia stym, Ze po obdrzani | 13.7. The Institution and the Physician agree that following
oznamenia o odstipeni od tejto Zmluvy alebo receipt of the notice of withdrawal from this
ukonCeni  Klinického skusania atejto Zmluvy Agreement or termination of the Clinical Trial, they
bezodkladne ukon¢ia vykonavanie Zdravotnych shall promptly end the performance of the Medical
vykonov Vrozsahu, ktory je zhladiska vsetkych procedures to the extent that is medically feasible
Ugastnikov lekarsky pripustny. from the perspective of all Participants.

13.8. Ukonéenie Zmluvy nebude mat vplyv na pravo | 13.8. Termination of the Agreement shall be without
niektorej zo strdn vykonat’ pravne opatrenia voci prejudice to the right of either Party to take legal
druhej strane v sGvislosti s predchadzajicim measures against the other Party in connection with
porusenim Zmluvy druhou stranou. the previous breach of the Agreement by the other

Party.
13.9. Ustanovenia uvedené v tejto Zmluve, ktoré sa tykaji | 13.9. Provisions of this Agreement that pertain to ensuring

zabezpecenia doverného charakteru informacii,
publikacii, osobnych udajov, duSevného vlastnictva,

confidential nature of information, publications,
personal data, intellectual property, ownership, record
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vlastnictva, uchovavania zaznamov, ako aj d’alSie
ustanovenia, u ktorych sa na zaklade ich naleZitosti
usudzuje, ze budu platit’ d’alej aj po ukonceni alebo
vyprsani Zmluvy, budu nad’alej v platnosti bez ohl'adu
na ukoncenie Zmluvy.

keeping as well as other provisions, in case of which
it is reasonably believed that they shall survive
termination or expiry of the Agreement, shall
continue to be valid irrespective of the termination of
the Agreement.

14. Osobitné ustanovenia

14. Special Provisions

14.1. Lekar je pracovnikom nezavislym od Novartisu a | 14.1. The Physician is a worker who is independent from
ziadne ustanovenie tejto Zmluvy ho nedefinuje ako Novartis, and no provision of this Agreement defines
zamestnanca, zastupcu alebo spolo¢nika Novartisu. him/her as an employee, representative or partner of
Institacia zodpoveda za plnenie vietkych povinnosti Novartis. The Institution is responsible for meeting all
tykajucich sa platieb dani, socialneho a zdravotného obligations pertaining to the payment of taxes and
poistenia, ktoré sa vzt'ahuju na predmet Zmluvy, ak to social and health insurance contributions that relate to
prichadza do tuvahy, vratane tych, ktoré sa tykaju the subject-matter of the Agreement, if appropriate,
Lekara, Personalu a zamestnancov a spolupracovnikov including those regarding the Physician, Staff, and
Institicie. employees and co-workers of the Institution.

14.2. Institicia a/alebo Lekar nesmu postupit’ akékol'vek | 14.2. The Institution and/or the Physician may not assign
prava ani zavizky z tejto Zmluvy tretej strane bez any rights and obligations arising from this
prechadzajuceho  pisomného  sthlasu  Novartisu. Agreement to a third party without a written consent
Novartis moze previest’ ktorékol'vek zo svojich prav of Novartis. Novartis may assign any of its rights or
alebo zavizkov vyplyvajicich z tejto Zmluvy na obligations arising from this Agreement to its
svojho obchodného partnera, spolo¢nika, ovladanua ¢i business partner, associate, controlled or controlling
ovladajicu spolo¢nost, s ¢&im zmluvni partneri company whereby the Institution and the Physician
podpisom tejto Zmluvy suhlasia. agree with such assignment by signing this

Agreement.

Novartis nie je opravneny postipit’ pohl'adavky podl'a Novartis may not assign any claims pursuant to
§ 524 a nasl. zédkona €. 40/1964 Zb. Obciansky Section 524 et seq. of Act No. 40/1964 Coll., Civil
zékonnik (d’alej len “Obciansky zakonnik”), ktoré ma Code (hereinafter referred to as the "Civil Code"),
vo vztahu kInStitacii z tejto zmluvy bez which it has in relation to the Institution under this
predchadzajuceho sthlasu Institucie, priGom porusenie Agreement without the prior consent of the
tejto povinnosti ma za nasledok neplatnost’ takéhoto Institution, and breach of this obligation shall render
postupenia pohl'adavky v zmysle § 39 Obcianskeho such assignment null and void pursuant to Section 39
zékonnika. Sthlas Institicie je zaroven platny len za of the Civil Code. At the same time, the consent of the
podmienky, Ze bol na takyto ukon udeleny Institution shall be valid only on condition that the
predchadzajuci  pisomny  sohlas  Ministerstva prior written consent of the Ministry of Health of the
zdravotnictva Slovenskej republikyl Slovak Republic has been granted for such an act

14.3. Kazdé oznamenie podavané v suvislosti stouto | 14.3. Unless determined otherwise in the Agreement, each
Zmluvou musi byt pisomné, ak nie je v Zmluve notice given in connection with this Agreement must
stanovené inak, a musi byt dorucené osobne, alebo be in writing and must be delivered in person or sent
zaslané doporucenou postou alebo faxom na adresu by registered mail or fax to the address shown in the
uvedentl v Zmluve ¢i na int adresu ozndment pisomne Agreement or any other address notified to the other
druhej zmluvnej strane. Za pisomné dorucovanie Party in writing. A written service under this
podra tejto Zmluvy sa rozumie doruovanie osobne, Agreement shall mean a personal service, service by
postou, kuriérom, faxom, mailom. V pripade zmeny ¢i mail, courier, fax, mail. In case of a change or
zru$enia Zmluvy sa nim povazuje dorucovanie osobne, termination of the Agreement it shall mean a personal
postou alebo kuriérom, pri¢om pisomnost’ odoslana service, service by mail or courier, and a document
postou alebo kuriérom sa povazuje za dorucenti v defi, sent by post or courier shall be deemed delivered on
kedy adresat potvrdil jej prijatie. Za defi dorucenia day of its acceptance by the addressee. The date of
pisomnosti sa povazuje aj defi, v ktory adresat odoprie service of a document shall be considered the day of
doruc¢ovantl pisomnost’ prevziat,, alebo v ktory marne denial of a served document, or the day of expiration
uplynie odberna lehota pre vyzdvihnutie si zasielky na of a retrieval period of a served document at post
poste, alebo v ktory je na doruCovanej zasielke office, or the day of marking of a clearly mark on a
preukazatelne vyznacena poznamka, Ze ,,adresat sa served document “addressee has moved”, “addressee
odstahoval“, ,adresat je neznamy* alebo ina is unknown” or other mark with similar meaning,
poznamka podobného vyznamu, a to aj v pripade, ze even if the other Party does not take over the
zvy$na zmluvna strana pisomnost’ neprevezme alebo document or does not know about it.
sa 0 nej nedozvie.

14.4. InStitci nie je opravnena poverit vykonanim jej | 14.4. The Institution shall not retain any subcontractor to

povinnosti podla tejto Zmluvy ind osobu bez
predchadzajiceho  pisomného stihlasu Novartisu.

perform any of its obligations under this Agreement
without the prior written consent of Novartis. Any
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Takyto stihlas Novartisu Institaciu

povinnosti podl'a tejto Zmluvy.

nezbavuje

V pripade, ak je so sthlasom Novartisu poverena
vykonanim povinnosti podl'a tejto Zmluvy ina osoba,
Lekar nesie zodpovednost za pracovnikov tejto
poverenej osoby.

such consent shall not relieve the Institution of its
obligations hereunder.

Whenever a subcontractor is appointed and approved
by Novartis, the Physician shall be responsible for the
oversight of the subcontractor’s personnel.

14.5. Lekar, ani Institicia, ani ziadna jej zamestnana osoba, | 14.5.  Neither the Physician or the Institution, nor any of
ani spolupracovnik, ktori sa zicastiiuji na vykonavani his/her employees or co-workers participating in the
Zdravotnych vykonov, neboli vylageni podla § 306 performance of the Medical procedures, have been
pism. a) alebo b) Federalneho zakona Spojenych §tatov debarred pursuant to Section 306 letter a) or b) of the
americkych o kontrole potravin, liekov Federal Food, Drug and Cosmetic Act of the United
a kozmetickych  pripravkov, alebo  postihnuti States of America or affected by a similar measure
obdobnym opatrenim (napr. zdkazom ¢innosti alebo (e.g. aban on action or exclusion from a professional
vylacenim zo stavovského organu) podla prava association) under the legislation of the Slovak
Slovenskej  republiky  a Institacia v budtcnosti Republic, and in the future the Institution shall not
nezamestna ani nevyuzije sluzieb takejto vylucenej employ or use services of any debarred person in
osoby Vv stvislosti s ¢innostami, ktoré maju vykonat' connection with the work to be done on behalf of
pre spolo¢nost’ Novartis alebo jej mene. Ak sa Novartis or in its name. If at any time after signing
Institicia kedykol'vek po podpise tejto Zmluvy dozvie, this Agreement, the Institution/the Physician
7ze Lekar alebo Institicia ¢i nejakd osoba, ktord become aware that the Physician, the Institution or
Institicia zamestnava alebo ktorej sluzby vyuzila je any other person employed by the Institution or
vylugena, alebo je vo vyluovacom konani, whose services were used by the Institution is
Institacia/Lekar tymto potvrdzuju, Zze to okamzite debarred or is in debarment proceedings, the
oznamia Novartisu a budi postupovat’ podla jeho Institution/the Physician hereby confirm that it shall
pokynov ohladne d’al§ich Zdravotnych vykonov. immediately notify Novartis of this fact and proceed

with relation to the Medical procedures as directed
by Novartis.

Lekar zaroven prehlasuje, ze nema Physician also certifies that he/she does not have a
zruent/pozastavenu licenciu/povolenie na vykonanie revoked or suspended medical license/certification
zdravotnickeho povolania, resp. Ze mu tato/toto or that this license/certification does not cease to
nezaniklo. exist.
Indtiticia a Lekar prehlasuju a zavézuji sa, Ze zo The Institution and the Physician certify and warrant
strany prislusnych §tatnych organov sa u nich that they are not the subject of any past or pending
v minulosti ani V sucasnosti governmental or regulatory investigation, inquiry,
neuskutoénilo/neuskuto¢iiuje  vySetrovanie a/alebo warning, or enforcement action (hereinafter
nateny vykon rozhodnutia ktoré by suviseli collectively referred to as “Competent Authority
s vykonavani klinickych skSani alebo im zo strany Action”) related to their conduct of clinical trial that
tychto organov nebolo/nie je udelené has not been disclosed to Novartis. The Institution
upozornenie/varovanie, ktoré by stviselo and the Physician will notify Novartis promptly if it
s vykonavani klinickych sktsani (dalej spolo¢ne len receives notice of or becomes the subject of any
~Zasah prislu§ného organu“), o ktorych by Novartis Competent Authority Action regarding their
nemal vedomost’. Institucia a SkdSajuci sa zavizuju compliance with ethical, scientific, or regulatory
bezodkladne informovat’ Novartis o skuto¢nosti, Ze im standards for the conduct of clinical trial, if the
bol ohlaseny vykon Zasahu prislusného organu Competent Authority Action relates to events or
v suvislosti s dodrziavanim etickych, vedeckych, activities that occurred prior to or during the period
regulaénych  §tandardov  upravujucich  vedenie in which the Medical procedures under this
klinickych skaSani alebo Ze wuz takyto Zasah Agreement was conducted.
prislusného organu u nich prebieha, ato v pripadoch
ak sa tento Zasah prislusného organu tyka skuto¢nosti
a ¢innosti, ktoré nastali pred alebo pocas doby
vykonavania Zdravotnych vykonov podla tejto
Zmluvy.

14.6. Institicia a Lekar potvrdzuji a zavazuju sa, ze nie st | 14.6.  The Institution and the Physician confirm and

vzdjomne ani vo vztahu k Novartisu v konflikte
zaujmov, ktory by znemoziioval alebo ovplyvioval
vykon ich ¢innosti podla tejto Zmluvy. Institacia a
Lekar d’alej prehlasuju a zavizuju sa, Ze budi Novartis
bezodkladne informovat ak by takyto konflikt

warrant that there is no conflict of interests between
them or between them and Novartis that would
inhibit or affect their performance of the work
specified in this Agreement. The Institution and the
Physician further certify and warrant that they will
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zaujmov pocas platnosti tejto Zmluvy nastal a taktiez
prehlasuji a zavdzuju sa, ze vykonom ich ¢innosti
podra tejto Zmluvy neporusuju ziadnu zmluvu, ktora
pripadne maju uzatvorenu s inou tretou osobou.

promptly inform Novartis in the event any conflict
of interests arises during the performance of this
Agreement and certify and warrant that their
performance hereunder does not violate any other
agreement they may have with any other third party.

15. Zavereéné ustanovenia

15. Final Provisions

15.1. Zmluvné strany sa zavédzuji, Ze budi vzdy postupovat’ | 15.1. The Parties undertake that they shall at all times
tak, aby vSetky zalezitosti, ktoré budu aspoii jednou zo proceed in a way enabling them to resolve all matters
zmluvnych stran povazované za potrebné, riesili bez that are considered necessary by at least one of the
zbyto¢ného odkladu a prietahov, teda v o najkratsej Parties without undue delay and prolongations, i.e. in
moznej dobe a zarovefi s vynaloZzenim najnizSich the shortest possible period and with incurring lowest
moznych nakladov. possible costs.

15.2. Prava a povinnosti zmluvnych stran, ktoré nie st | 15.2. Rights and obligations of the Parties that are not
upravené touto Zmluvou, ako aj pravny vztah regulated by this Agreement, as well as the legal
zaloZeny touto Zmluvou sa riadi platnym pravom relation established by this Agreement, shall be
Slovenskej republiky. Zmluvné strany sa v stlade governed by applicable laws of the Slovak Republic.
s ustanovenim § 262 ods. 1 a 2 ObZ, vyslovne dohodli, The Parties, in accordance with the provision of
Ze ich zavizkovy vztah upraveny touto Zmluvou sa Section 262 para. 1 and 2 of the CoC, expressly
bude riadit’ ObZ. agreed that their contractual relationship regulated by

this Agreement should be governed by the CoC.

15.3. V pripade, ze by ktorékolvek z ustanoveni tejto | 15.3. If any provision of this Agreement was or later
Zmluvy bolo ¢i sa dodato¢ne stalo neplatnym alebo became invalid or ineffective, the remaining
netc¢innym, budd ostatné jej ustanovenia posudzované provisions shall be regarded as severable and validity
ako oddelitel'né a platnost’ ¢i G¢innost tejto Zmluvy or effectiveness of this Agreement as a whole shall be
ako celku zostane zachovana. Pre tento pripad sa maintained. In such case the Parties to the Agreement
zmluvné strany zavézuji na zaklade vzajomnej dohody undertake that they will, by their mutual agreement,
nahradit’ neplatné alebo net¢inné ustanovenia takym replace such invalid or ineffective provisions with a
ustanovenim, ktoré bude najlepsie zodpovedat’ ucelu provision that best corresponds with the purpose of
tejto Zmluvy a voli zmluvnych stran pri jej uzavreti. this Agreement and the will of the Parties at the time

of its conclusion.

15.4. Ziadne zrieknutie sa nejakej naleZitosti, ustanovenia | 15.4. No waiver of any matter, provision or condition of
alebo podmienky tejto Zmluvy, ¢i uz konanim alebo this Agreement, either based on actions or otherwise,
inak, vjednom alebo vo viacerych pripadoch, sa in a single case or in several cases, shall be regarded
nebude povaZzovat’ za d’alSie alebo trvalé zrieknutie sa as continuing or permanent waiver of any such matter,
nejakej takejto nalezitosti, ustanovenia alebo provision or condition or of any other matter,
podmienky alebo nejakej inej naleZitosti, ustanovenia provision or condition of this Agreement or shall be
alebo podmienky tejto Zmluvy, alebo takto interpreted as such waiver.
vysvetl'ovat.

15.5. Tato Zmluvu je mozno menit’ a dopliovat’ len na | 15.5. This Agreement may only be amended and
zaklade jej pisomného dodatku, ktory bude za taky supplemented by means of a written amendment
oznaceny, prislusne ocislovany, s datumom a hereto, which shall be marked as such, numbered
podpisom  vSetkych ~ zmluvnych  stran.  Toto appropriately and shall contain the date and signatures
ustanovenie sa neaplikuje na dodatky Protokolu. of all Parties. This provision does not apply to

amendments to the Protocol.

15.6. Novartis je opravneny zmenit' jednostranne Protokol. | 15.6. Novartis is entitled to unilaterally amend the Protocol.
Ak je vydany dodatok Protokolu, je Novartis povinny If any amendment to the Protocol is issued, Novartis
existenciu a obsah dodatku oznamit' ostatnym is obliged to inform the other parties of its existence
zmluvnym stranam Zmluvné strany sa zavizujl and content. The Parties undertake to follow such
postupovat’” podl'a dodatku Protokolu od okamziku amendment to the Protocol from the moment when
jeho oznamenia prislusne;j strane. the existence of such amendment was reported to the

relevant Party.

15.7. Téato Zmluva nadobuda platnost’ dilom jej podpisania | 15.7. This Agreement shall be valid upon signature by all

vSetkymi zmluvnymi stranami a G¢innost’ diom
nasledujucim po dni jej zverejnenia v centralnom
registri zmlav na Www.crz.gov.sk, nakolko ide
0 povinne zverejilovanu zmluvu v zmysle § 5a ods. 1
Zakona o0 slobode informacii. Novartis zaroveil
udel'uje svoj sthlas so zverejnenim tejto Zmluvy podl'a
predchadzajucej vety. Institicia bezodkladne zaSle

parties and enter into force on the day following the
day after its publication in terms a central register of
contracts on www.crz.gov.sk, because it is an
Agreement which must be disclosed pursuant to
Section 5a para. 1 of Act on Free Access to
Information. Novartis also gives his consent to the
publication according to the previous sentence. The
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Zmluvu na zverejnenie; pokial’ neddjde k zverejneniu
do 7 dni odo diia jej uzavretia, méze Novartis podat’
navrh na jej zverejnenie. Intiticia sa zavizuje vydat’
Novartisu pisomné potvrdenie o zverejneni Zmluvy
bez zbyto¢ného odkladu po jej zverejneni. Instittcia je
povinna zabezpeCit' nespristupnenie tych ustanoveni
tejto Zmluvy, ktoré obsahujii informaciu, ktora sa
podl'a platnych pravnych predpisov nespristupiiuje.

Institution shall immediately send the Agreement for
disclosure; if the Agreement will not be disclosed
within 7 days following its conclusion, Novartis may
submit a proposal for disclosure. The Institution
undertakes to issue to Novartis a written confirmation
about the disclosure of the Agreement without undue
delay after its publication. The Institution is obliged
to ensure the non-disclosure of these provisions of this
Agreement, which is under the current legislation
confidential.

15.8.Tato Zmluva je napisand v Styroch vyhotoveniach,
jedenkrat pre Institiciu a Lekara a jedenkrat pre
Novartis.

15.8. This Agreement is executed in four counterparts, one
for the Institution and the Physician and one for
Novartis.

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

15.9. This Agreement is executed in the Slovak-English
version. In case of any discrepancies between the
Slovak and the English version of the Agreement, its
Annexes or eventual amendments, the Slovak version
shall prevail.

15.10. Zmluvné strany vyhlasuja, ze si Zmluvu precitali, jej
obsahu porozumeli, Ze ju uzavreli slobodne a vazne,
urcite a zrozumitelne, a na potvrdenie toho, ze obsah
tejto Zmluvy zodpoveda ich skuto¢nej a slobodnej
voli, ju vlastnoruéne podpisali.

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

15.11. Prilohy su neoddelitel'nou sucast'ou zmluvy. Prilohami
tejto zmluvy su:

Priloha &.1:  Zivotopis uréeného lekara

Priloha ¢.2:  Certifikaty k scintigrafickému pristroju
aPETCT

Priloha ¢.3: Rozhodnutie o vydani povolenia na
pouzivanie zdrojov ionizujuceho
ziarenia prislusného uradu verejného
zdravotnictva

Priloha ¢.4:  Skuaska dlhodobej stability
rontgenového zariadenia

Priloha ¢.5:  Doklad o odbornej spdsobilosti
odborného zastupcu

Priloha ¢.6:  Aktualny zoznam Standardnych
operaénych postupov spoloénosti
Institat nuklearnej a molekularnej
mediciny (Specidlne tych, ktoré
vyzaduje QA oddelenie Novartis pre
skusanie s radionuklidmi, pri vyzZiadani
k nahliadnutiu)

Priloha ¢.7:  Kodexy, politiky a smernice skupiny
Novartis

Priloha ¢.8:  Prislusné protikorupéné pravne
predpisy

Priloha ¢.9: Informacia pre dotknutt osobu

Priloha ¢.10: Schvalenie EUCTR

Priloha ¢.11: Protokol klinického skusania

15.11. Attachments are an integral part of the contract. The
Annexes to this Agreement are:

Annex 1: CV of the designated physician

Annex 2: Certificates of Whole body bone scan
system and PET CT

Annex 3: Declaration of permission approval to
usage of the lonizing radiation emitters
from relevant Public healthcare
organization

Annex 4: Examination of long-term X-ray device
stability

Annex 5: Document of professionally qualification
of professional guarantor

Annex 6: Current list of Standard Operating
Procedures of Institut nuklearnej a
molekularnej mediciny(especially those
required by the Novartis QA department
for radionuclide testing,available upon
request)

Annex 7: Codes, policies and guidelines of Novartis
Group
Annex 8: Applicable Anti-Corruption Legislation

Annex 9: Information for the data subject
Annex 10: EUCTR approval
Annex 11: Protocol of the Clinical Trial
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Za Novartis/For NOVartis: .............ccocoviuneineiiniinaieininnes Datum/Date: .
Andrea Urbanova
na zéklade plnomocenstva / on a basis of a power of attorney

Za Novartis/For Novartis: ..............ccoooooiiiiinn. Détum/Date:
Peter Takacs
na zaklade plnomocenstva / on a basis of a power of attorney

Za Institaciu/For the INStitution: ... Datum/Date:
Institat nuklearnej a molekularnej mediciny
MUDr. Viliam Cislak, MPH, MBA

Riaditel’ / Director

Za Lekara /For the Physician: ... Détum/Date:
MUDr. Viera Téthova
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Priloha ¢. 8
Prislu§né protikorupéné pravidla

Appendix No. 8
Applicable Anti-Corruption Legislation

Institacia, Lekar, Personal akazda d’alSia osoba, ktord sa
zOcastiuje  Klinického skuSania (d’alej ako ,,SkidSajuce
strany) bude pocas celého vykonavania Klinického
skusania konat’ v stlade s Trestnym zédkonom, zdkonom &.
54/2019 Z. z. 0 ochrane oznamovatel'ov protispolo¢enskej
¢innosti ao0zmene adoplneni niektorych zakonov,
a vietkymi ostatnymi zavdznymi predpismi o boji proti
uplatkarstvu a korupcii, ktorymi stt v Spojenom kralovstve
Zéakon o uplatkarstve zroku 2010 av Spojenych S$tatoch
americkych Zakon o zahrani¢nych korupénych praktikach
zroku 1977 (spolu dalej ako ,,Prislu$né protikorupéné
pravidla®)

The Institution, the Physician, the 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 Skisajucich stran zabezpecit' aby boli

oboznameni s ustanoveniami Prislusnych protikorupénych

pravidiel aaby tieto dodrziavali. Bez ohladu na vys$Sie

uvedené nasledujici text predstavuje zhrnutie hlavnych

zasad, ktoré su Skusajuce strany povinné dodrziavat'.

(A) Skusajice strany musia vzdy konat' bezuhonne,
Cestne a dodrziavat’ najvyssie etické Standardy.

(B) Skusajuce strany nesmu ziadnej osobe poskytnit’,

dat’ alebo ponukat’ ziadnu platbu, dar, ani iny benefit

¢i vyhodu za ucelom:

(i) zabezpeCenia akejkol'vek neopravnenej
vyhody; alebo

(i) nabadania prijemcu alebo inej osoby, aby

vykonala alebo nevykonala tkony, ktoré

predstavujii poru$enie jej povinnosti alebo

zodpovednosti  (alebo  za  ucelom

odmeniovania takéhoto spravania).

Toto obmedzenie sa pouzije vzdy aza 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 Cinitel'mi sa vSak musi
venovat' osobitna pozornost. SkuaSajuce strany
nesmu poskytovat’, davat’ alebo ponukat’ akékol'vek
platby, dary alebo iné benefity alebo vyhody za
ucelom ovplyvnenia konania alebo rozhodovania
verejného ¢initel'a (alebo podnecovania takéhoto
¢initel'a aby vyuzZil svoj vplyv na inu osobu, subjekt
alebo Statny organ alebo aby ovplyvnil akékol'vek
konanie alebo rozhodovanie takejto inej osoby,
subjektu alebo Statneho organu).

Pojem ,Verejny &inite[* zahffia kazdd osobu
konajicu v mene ktoréhokol'vek ministerstva,
agentury alebo subjektu Statnej spravy alebo
ktoréhokol'vek S$tatneho S$tatom kontrolovaného
podniku. Napriklad to zahfila zdravotnickych
pracovnikov  zamestnanych v Stitom  alebo
samospravou vlastnenej nemocnici alebo klinike
a zastupcov verejnych medzinarodnych organizacii.
Skusajice strany nesmu poskytovat, davat alebo
ponukat’ akékol'vek platby, dary alebo iné benefity
alebo vyhody Zziadnej osobe, ak vedia, alebo sa
domnievaju, ze vSetky alebo cast’ tychto pefiazi,
daru, benefitu alebo vyhody budu pouzité, ¢i uz

©

)

®

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:

(i) securing any improper advantage; or

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

(B)

This 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).

©

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

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

®
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(F)

©)

priamo alebo nepriamo, na tcely poruSenia bodov
(B) alebo (C) uvedenych vyssie.

Institicia bude viest' a udrziavat zapisy, zaznamy
audéty, ktoré budu v primeranej miere presne
aspravodlivo odrazat transakcie a dispozicie
s majetkom Institicie;

Institicia navrhne abude udrziavat systém
vnatornych  G¢tovnych  kontrol, ktoré budu
poskytovat’ primerané zaruky, ze —

0] transakcie sa vykonavajii v siulade so
v§eobecnym alebo konkrétnym povolenim
vedenia;

(i) transakcie si  zaznamenavané podla
potreby
m aby bolo mozné zostavit’ uctovnu

zavierku v sulade so vSeobecne
uznavanymi uctovnymi zasadami
alebo akymikol'vek inymi
kritériami, ktoré sa na tieto vykazy
vztahuju, a
() na dodrziavanie ucCtovania aktiv;
(iii) pristup k aktivam je povoleny iba v siilade
50 v§eobecnym alebo osobitnym povolenim
vedenia; a
(iv) zaznamenané  uCtovanie  aktiv  bude
porovnavané s existujucimi  aktivami
V primeranych intervaloch a podnikni sa
prislusné kroky s ohl'adom na akékol'vek
rozdiely.

(F)

©)

be used, whether directly or indirectly, in breach of

(B) or (C) above.

The Institution shall make and keep books, records,

and accounts, which, in reasonable detail, accurately

and fairly reflect the transactions and dispositions of
the assets of the Institution;

The Institution shall devise and maintain a system of

internal accounting controls sufficient to provide

reasonable assurances that —

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

(i) transactions are recorded as necessary

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

()] 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 and appropriate action is taken
with respect to any differences.
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Priloha ¢. 9
Informacia pre dotknuti osobu

Annex No. 9
Information for the data subject

V zmysle ustanovenia ¢lanku 13 Nariadenia GDPR

Prevadzkovatel: Novartis Pharma AG, so sidlom
Lichtstrasse 35, Bazilej 4056, Svajtiarsko (dalej len
Prevadzkovatel*)

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

Dotknuta osoba
Titul, meno priezvisko:  MUDr. Viera Téthova
Pozicia: Lekar

(d’alej len ,,Dotknuta osoba“)

Tato informacia je adresovana Skisajicemu a skusajucemu
timu, Lekarovi a d’al$im zamestnancom Intiticie (napr.
sestry, lekarnici, technici), ktorych osobné tidaje mézu byt’
spractvané pri vykonavani klinického skiisania: a /alebo
vykonavani Zdravotnych vykonov v stvislosti s klinickym
skisanim (d’alej len ,,Zdravotné vykony*).

Tato informacia je Vam poskytnutd na zabezpeenie
transparentnosti v stivislosti  so  zbieranim, pouzitim
a spristupniovanim Vasich osobnych udajov
Prevadzkovatelom pre ucely v suvislosti s vykonavanim
klinického skusSania, ktoré sa uskutocfiuje na Vasom
pracovisku, a/alebo v suvislosti s vykondvanim Zdravotnych
vykonov.

Vase osobné udaje V rozsahu meno, priezvisko, kontaktné
informacie, pracovné skusenosti, odborna kvalifikacia,
publikacie, suhrny, dosiahnuté vzdelanie, informacie
0 vykone povolania budi spracivané za nasledovnymi
ucelmi:

a) vykonavanie klinického skasSania a/alebo Zdravotnych
vykonov  spractivanie a vyhodnocovanie vysledkov
klinického skt$ania a/alebo vysledkov Zdravotnych
vykonov ;

b) kontrolu aoverenie vedeckej integrity klinického
sk@Sania al/alebo Zdravotnych vykonov Statnymi
ariadiacimi institciami, Prevadzkovatelom alebo
Zastupcom, CRO (ak existuje), monitorujucou osobou,
ich zastupcami;

c) registracia vysledkov klinického skusania a/alebo
Zdravotnych vykonov vratane registracie skusaného
lieku v réznych krajinach;

d) archivacia po dobu stanovent pravnymi predpismi;

e) splnenie pravnych poziadaviek alebo poZiadaviek
riadiacich institticii, uchovavanie v databaze pracovisk,
skusajucich a ostatnych zamestnancov na pouzitie
Vv buducich klinickych skusaniach;

f)  prenosu tychto wdajov do krajin mimo uzemia
Slovenskej  republiky, vyhodnocovania  Cinnosti
pracovisk a skusajucich pri klinickom skusani,

In accordance with the art. 13 of GDPR Regulation

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

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

Data subject
Title, first name, last name: MUDTr. Viera Téthova
Position: Physician

(hereinafter referred to as “Data subject)

This information is addressed to the Investigator,
investigational staff, Physician and other employees of the
Institution (such as nurses, pharmacists, technicians) whose
personal data may be processed in the course of the clinical
trial: and/or in the course of the performance of
Medical procedures in connection with the clinical trial
(hereinafter referred to as “Medical procedures<).

This information is provided to you to ensure transparency in
relation to collection, use and disclosure of your personal data
by the Controller for purposes related to the conduct of
clinical trial which is being carried at your work place and/or
for purposes related to the performance of the Medical
procedures.

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

a) conduct of the clinical trial and/or the Medical
procedures and processing and evaluation of the results
of the clinical trial and /or the Medical procedures;

b) inspection and verification of scientific integrity of the
Clinical Trial and /or the Medical procedures by state
and governing institutions, the Controller or
Representative, CRO (if any), monitoring person and
their representatives;

c) registration of the results of the clinical trial and/or the
Medical procedures, including registration of the
investigational product in various countries;

d) archiving for the period prescribed by legal regulations;

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

f)  transfer of such data to countries outside the Slovak
Republic, evaluation of activities of sites and
investigators during the clinical trial,
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g) planovat’ a/alebo vykonavat d’alSie aktivity stvisiace

s klinickymi  skuSaniami a pripadne Vas o nich
informovat’,
h) zdielat informacie sinymi subjektmi ohl'adom

planovania a vykonavaniu klinickych skusani.

Vase osobné udaje budi spraciivané na zaklade opravneného
zaujmu Prevadzkovatel'a, ktorym je zaujem Prevadzkovatel'a
na riadnom priebehu klinickych skt$ani, ktorych je/bude
zadavatelom alebo na ktorych bude spolupracovat. Vase
osobné tdaje budu takisto spractivané na plnenie zakonnych
povinnosti ~ Prevadzkovatela, ktor¢é mu  vyplyvaju
z osobitnych pravnych predpisov tykajicich sa klinickych
skisani.

Vase osobné udaje moézu byt poskytnuté aj dalsim
subjektom, medzi ktoré patria spoloCnosti patriace do
nadnarodnej skupiny Novartis, organizacie na klinicky
vyskum spolupracujiice so skupinou Novartis, nasi partneri
alebo dodavatelia, nasi poskytovatelia IT systémov,
akykol'vek subjekt, ktory by v budicnosti nadobudol pravo
suvisiace s klinickym skuSanim od Prevadzkovatela,
prislusna etickd komisia anarodné alebo medzinarodné
prislusné trady. Vsetky tieto osoby st vSak povinné
zachovavat dovernost a bezpenost’ Vasich osobnych
udajov.

Vase Osobné idaje mozu byt prenesené do Svajéiarska (ktoré
zabezpecuje v zmysle rozhodnutia Komisie ¢. 200/518/ES
primerantl ochranu osobnych udajov), do krajin Eurdpskeho
hospodarskeho priestoru, alebo do tretich krajin, ako st napr.
Spojené Staty americké, ktoré nemusia zarucovat’ takt trovei
ochrany Osobnych tdajov, akad je poskytovana v zmysle
Nariadenia GDPR. Prevadzkovatel' vSak zabezpecuje, aby
bola zachovana dovernost' a bezpe¢nost’ Vasich osobnych
udajov na rovnakej irovni ako garantuje Nariadenie GDPR.

V ramci poskytovania tdajov v ramci skupiny Novartis
Prevadzkovatel' prijal Zavdzné podnikové pravidla, t.j.
systém principov, pravidiel a nastrojov, poskytovanych
vramci prava Europskej tUnie, aby bol zabezpeteny
dostatoény level zabezpeCenia prenosu osobnych udajov
mimo Eurépsky hospodérsky priestor a Svajéiarsko. O tychto
pravidlach sa modzete viacej docitat’ na stranke:
Www.novartis.com/privacy-policy.

Osobné udaje budil Prevadzkovatelom spractivané po dobu
trvania tejto Zmluvy, ak osobitné pravne predpisy neurcuju
dlhsiu lehotu. Prosim berte na vedomie, ze Zadavatel' je
povinny uchovavat’ dokumentaciu klinického skasania
najmenej 25 rokov.

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

- pravo ziskat’ potvrdenie o tom, ¢i sa spracuvaji Vase
osobné udaje, apravo ziskat pristup k takymto
udajom vratane urcenia Gcelov spractivania, kategorii
osobnych tudajov, identifikdciu o0sob, ktorym boli

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.

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

Your personal data may be transferred to Switzerland (which,
according to the Decision of the Committee No.:
200/5189/ES provides adequate protection of personal data),
to the member states of European Economic Area or to the
third countries, e.g. USA, which may not quarantee such level
of protection of personal data as is quaranteed by the
Regulation. The Controller shall make sure to protect the
confidentiality and security of your 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
Avrea and Switzerland. Read more about the Novartis Binding
Corporate Rules at www.novartis.com/privacy-policy.

Personal data shall be processed by the Controller during the
term of this Contract, unless specific legislation does not
provide a longer term. Please note that the Controller is
required to retain clinical trial documentation for a minimum
of 25 years.

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

- the right to obtain the confirmation as to whether or
not the personal data concerning you are being
processed, and where that is the case, access to the
personal data including the purposes of the processing,
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http://www.novartis.com/privacy-policy

alebo budu osobné tdaje poskytnuté, predpokladana
dobu uchovavania osobnych tidajov, existencie prava
na opravu osobnych udajov alebo ich vymazanie alebo
obmedzenie spracuvania, alebo prava namietat’ proti
takémuto spraciivaniu, prava podat’ staznost’ Uradu na
ochranu osobnych udajov, existencie
automatizovaného rozhodovania vratane profilovania
ohl'adom osobnych tudajov. Osobné udaje budu
poskytnuté v strojovo Citatelnom formate. Toto
potvrdenie bude vydané bezplatne, avSak za kazdé
dalsie kopie, o ktoré poziadate, Vam méze byt
uétovany  primerany  poplatok  zodpovedajuci
nakladom na vyhotovenie takéhoto potvrdenia. Mate
takisto pravo preniest’ tieto Udaje inému subjektu,
ktory bude Vase osobné udaje d’alej spracovavat. Toto
pravo sa vSak nevztahuje na spracuvanie nevyhnutné
na splnenie tlohy realizovanej vo verejnom zaujme
anesmie mat nepriaznivé dosledky na prava
a slobody inych,

- pravo na to, aby boli osobné udaje, ktoré su
spracuvané a st nespravne, bez zbyto¢ného odkladu
opravené. Takisto mate pravo na doplnenie neuplnych
osobnych tdajov, ato prostrednictvom poskytnutia
doplnkového vyhlasenia,

- pravo na vymazanie osobnych udajov, ak nie st
osobné udaje potrebné pre Gcely, na ktoré sa ziskavali
alebo spractivali, ak sa osobné udaje spracuvali
nezakonne, alebo ak osobné udaje musia byt
vymazané v zmysle osobitnych pravnych predpisov.
Osobné udaje v8ak nemusia byt vymazané, ak je ich
zachovanie potrebné na uplatnenie prava na slobodu
prejavu ana informacie, na splnenie zdkonnej
povinnosti podl'a osobitnych predpisov, na splnenie
ulohy realizovanej vo verejnom zaujme, z dévodov
verejného zdujmu v oblasti verejného zdravia, na
ucely archivacie vo verejnom zaujme, alebo na ucely
vedeckého alebo historického vyskumu ¢i na
Statistické ucely, ana preukazovanie, uplatiiovanie
alebo obhajovanie pravnych narokov,

- pravo na obmedzenie spractiivania osobnych udajov,
ak ste napadli spravnost’ osobnych udajov, a to pocas
obdobia umoziiujiceho overit’ spravnost’ osobnych
udajov, spraciivanie osobnych udajov je protizakonné
a namietate proti vymazaniu osobnych udajov
a ziadate namiesto toho obmedzenie ich pouzitia, ak
uZ nie s osobné udaje potrebné na uely spracuvania,
ale ich potrebujete na preukazanie, uplatiiovanie alebo
obhajovanie pravnych narokov,

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

Beriete na vedomie, Ze mate moznost kedykol'vek
kontaktovat’” Oddelenie ochrany osobnych udajov na adrese
privacy.slovakia@novartis.com V pripade, Ze budete mat
akékol'vek otazky tykajlice sa zbierania, spracovania alebo
pouzitia osobnych udajov ako je uvedené vyssie.

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.

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

Podpis Dotknutej osoby / Signature of the data subject
MUDr. Viera Téthova
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