CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

Clinical Study Agreement, dated as of the date of the
last legally binding signature (the “Agreement”), by
and between (1) Narodny ustav srdcovych a
cievnych choréb a.s , an institution organized and
existing under the laws of with its principal address at
Pod krasnou hérkou 1, 833 48 Bratislava, Slovakia
represented by Ing. Mongi Msolly, MBA, Chairmain
of the Board and General Manager and assoc. prof.
Juraj Madari¢, MD, PhD, MPH, vice chairman of the
Board (the "Institute"), (2) MUDr. Petr Varejka, CSc.
(“Principal Investigator’)  and (2) MA.
MEDALLIANCE SA, a limited liability company with a
principal place of business at Rue de Rive 5, 1260
Nyon, Switzerland.

Zmluva o klinickom skd$ani zo dia posledného pravne
zavézného podpisu (dalej len ,Zmluva“) medzi (1)
Narodnym Gstavom srdcovych a cievnych choréb a.s |
institiciou zriadenou a existujicou podfa zakonov so
sidlom Pod Krasnou hérkou 1, 833 48 Bratislava 37,
Slovenskd  republika, zastipenou  predsedom
predstavenstva a generalnym riaditefom Ing. Mongi
Msolly, MBA a podpredsedom predstavenstva doc.
MUDr. Jurajom Madari¢om, PhD., MPH (dalej len
»Intiticia”), (2) MUDr. Petrom Vafejkom, CSc. (dalej len
JHlavny sk(Sajuci) a (2) M.A. MEDALLIANCE SA,
spoloénostou s ruéenim obmedzenym so sidlom Rue de
Rive 5, 1260 Nyon, Svajéiarsko.

RECITALS:

ODOVODNENIA:

A. The Sponsor owns all right, title and interest in
and to that implantable medical device known as the
the SELUTION SLR™ (Sustained Limus Release)
018 drug eluting balloon (DEB) (the “Device") and
wishes to retain the Institute and the Principal
Investigator to conduct a clinical Study program at
the facilities of the Institute, named SUCCESS
(SelUtion, safety, effiCaCy, hEalth economicS and
promS) PTA Study (the “Study”) in accordance with
the procedures and principles set forth on Exhibit A
of this Agreement for the SUCCESS PTA study (the
“Protocol”).

A. Zadavatel viastni vSetky prava, viastnicke tituly
a podiely na implantovatelnej zdravotnickej pomdcke
znamej ako balénik na uvoffiovanie liediva (DEB)
SELUTION SLR™ (Sustained Limus Release) 018 (dalej
len ,Pomécka“) azZela si, aby Institicia a Hlavny
skusajuci vykonavali v zariadeniach Institticie program
Klinického skasania s ndzvom SUCCESS (SelUtion,
safety, effiCaCy, hEalth economicS and promS) PTA
(dalej len ,Klinické skusanie”) v stlade s postupmi
a zasadami stanovenymi v prilohe A tejto Zmiuvy pre
klinické skusanie SUCCESS PTA (dalej len ,Protokol").

B.  The Institute and Principal Investigator have the
experience, qualifications and personnel with the
necessary skills, experience, and knowledge for the
performance of the Study and for carrying out the
Protocal.

B. Indtitdcia a Hlavny skdSajici maju skdsenosti,
kvalifikaciu  a personal s potrebnymi  zruénostami,
skisenostami a vedomostami na vykonanie Klinického
skusania a na realizaciu Protokolu.

D. Accordingly, in consideration of the mutual
promises contained in this Agreement, the receipt
and adequacy of which are hereby acknowledged,
the parties agree as follows:

D. Na zéklade vzgjomnych prisfubov obsiahnutych
Vtejto Zmluve, ktorych prijatie a primeranost sa tymto
potvrdzuje, sa zmluvné strany dohodli takto:

1. Description of the Study.

1. Opis Klinického skasania.

The Institute and the lead Principal Investigator for
the Study (the “Principal Investigator”) shall perform
the Study according to the Protocol, which describes
the clinical research activites and tasks to be
performed by the Institute under the supervision and
direction of the Principal Investigator. The Principal
Investigator agrees to use its reasonable efforts,
consistent with the Protocol and good clinical
practices to enrol only those individual test subjects
who meet the inclusion criteria under the Protocol
(each hereinafter referred to as a “Patient”). The
Study shall be performed in accordance with the
applicable laws and permits, specifically including but
not limited to required insurance coverage for the
Patients, and, to the extent required, shall be subject
to the approval of the Institute’'s Ethics Commission,
as defined in paragraph 8 below.

Institacia a Hlavny skdsajuci Klinického skasania (dalej
len ,Hlavny skasajuci®) vykonavaju Klinické skusanie
podra Protokolu, ktory opisuje &innosti a ulohy klinického
vyskumu, ktoré ma vykonavat Inititicia pod dohfadom
a vedenim Hlavného skusajlceho. Hlavny skisajici sa
zavézuje, Ze vynaloZi primerané Usilie v stlade
s Protokolom a spravnou klinickou praxou na zaradenie
len tych jednotlivych testovanych su bjektov, ktoré splfiajui
kritéria zaradenia podla Protokolu (dalej len ,Pacient").
Klinické sku3anie sa vykonava v stlade s platnymi
zékonmi a povoleniami, najma vratane, ale nielen,
pozadovaného poistenia Pacientov, a v poZadovanom
rozsahu podlieha schvéleniu etickej komisie Institlcie,
ako je definované v odseku 8 niZsie.

1.1. Any deviations or alterations of the
Protocol may be made and/or i mplemented only with
the express written consent of the Sponsor. Any such
deviation or alteration shall be reflected in an
amendment to the Protocol which shall be signed by

1.1 Akékolvek odchylky alebo zmeny Protokolu sa
mozZu vykonat a/alebo implementovat len s vyslovnym
pisomnym sthlasom Zadavatela. Kazda takato odchylka
alebo zmena sa premietne do dodatku k Protokolu, ktory
podpiSe Zadavatel a Hlavny skagajici Intittcie alebo 82
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or on behalf of the Sponsor and the Institute Principal
Investigator and such amended Protocol shall be
deemed part of this Agreement.

podpiSe v ich mene, pri¢om takyto zmeneny a doplneny
Protokol sa povazuje za stgast tejto Zmluvy.

1.2 The Principal Investigator shall be
responsible for the collection, accuracy, maintenance
and timely reporting of all Study data, including the
case report and informed consent forms, in the

1.2 Hlavny skusajuci je zodpovedny za zber,
presnost, uchovavanie a véasné nahlasovanie vetkych
tdajov Klinického sktsania vratane formularov spravy
o pripade a informovaného suhlasu, a to spdsobom

and/or associates (the “Representatives”) to access
the clinical site, including for (1) providing technical
support during implant procedures, (2) monitoring
the data collection, (3) accessing relevant medical
records in accordance with the monitoring
requirements specified in the Protocol, and neither
the Sponsor nor the Representatives shall bear any
liability, whether in tort, contract or under any other
cause of action, towards the Institute, its employees,
directors, managers or the enrolled patients, with
respect to any of their action or omission performed
in furtherance of this Section.

manner and on such forms as are provided by | a prostrednictvom formularov, ktoré poskytne Zadavatel.
Sponsor. :

1.3 Institute allows the Sponsor's employees, 1.3 Institucia umoziiuje zamestnancom,
managers, agents, distributors, representatives, manazérom, zmocnencom, distribitorom, zastupcom

alalebo spolupracovnikom Zadavatela (dalej len
»Zastupcovia®) pristup na klinické pracovisko, a to aj na
ucely (1) poskytovania technickej podpory pocdas
implantécie, (2) monitorovania zberu Gdajov, (3) pristupu
Kprislusnym  zdravotnym  zaznamom v stlade
s poziadavkami na  monitorovanie uvedenymi
v Protokole, pri¢om ani Zadavate!, ani Zastupcovia
nenesu Ziadnu zodpovednost, & uZ na zaklade deliktu,
zmluvy alebo akéhokolvek iného dévodu, vogi Institdcii,
jej zamestnancom, riaditelom, manaZérom alebo
zaradenym pacientom, pokial ide o akékofvek ich
konanie alebo opomenutie pri presadzovani tohto
oddielu.

2. Study Materials.

2. Materialy Klinického skugania.

The Study materials (including the Device) are all
commercially available products and will be
purchased by the Institute, at terms to be mutually
agreed, in compliance with regulatory requirements,
as may be applicable. Institute shall be responsible
for the safe storage and upkeep of the Devices.

Vsetky materialy Klinického skiiania (vratane Pomaocky)
sU komeréne dostupné produkty a Intiticia ich bude
nakupovat za podmienok, ktoré budd vzajomne
dohodnuté, v sllade s pripadnymi  regulaénymi
poZiadavkami. Institicia je zodpovedna za bezpecné
skladovanie a tudrzbu Pomacok.

3. Applicable Regulations.

3. Platné predpisy.

The Study shall be performed by the Institute and by
the Principal Investigator in accordance with the ICH
GCP (Harmonized Tripartite Guideline for Good
Clinical Practice), the Declaration of Helsinki, as
revised 1975 (Tokyo), amended 1983 (Venice) and
1989 (Hong Kong), European standard EN14155, the
rules and regulations of the US Food and Drug
Administration, and all other governmental
regulations applicable to the Study. With regard to
any and all matters arising from and/or in connection
with this agreement the provisions of the laws of
Slovakia apply, in particular Act no. 362/2011 Coll.
on medicines and medical devices and on
amendments to certain laws, as amended, Act no.
576/2004 Coll. on health care, services related to the
provision of health care and on the amendment of
certain laws as amended, Regulation (EU) 2016/679
of the European Parliament and of the Council of
April 27, 2016 on the protection of natural persons
with regard to the processing of personal data and
the free movement of such data , repealing Directive
95/46/EC (General Data Protection Regulation)
(hereinafter referred to as "GDPR"),

Act No. 18/2018 Coll. on the protection of personal
data and on the amendment of certain laws as
amended and other relevant regulations, directives
and ethical regulations

Klinické skiSanie vykonavaju Institicia a Hlavny
skusajici v sulade s Harmonizovanym trojstrannym
usmernenim pre spravnu klinicki prax (ICH GCP),
Helsinskou deklaraciou v revidovanom zneni z roku
1975 (Tokio), zmenenom a doplnenom v roku 1983
(Benatky) a 1989 (Hongkong), eurépskou normou
EN14155, pravidlami a predpismi amerického Uradu pre
kontrolu potravin a lie€iv a vietkymi ostatnymi viadnymi
predpismi, ktoré sa na Klinické skusanie vztahuijd.
V suvislosti so vSetkymi zaleZitostami vyplyvajucimi
z tejto zmluvy a/alebo v stvislosti s fiou sa uplatfuju
ustanovenia zakonov Slovenskej republiky. , a to najma
zakona ¢. 362/2011 Z.z. o liekoch a zdravotnickych
pomockach a o zmene a doplneni niektorych zakonov v
zneni neskorSich predpisov, zakona &. 576/2004 Z.z. o
zdravotnej starostlivosti, sluzbach suvisiacich s
poskytovanim zdravotnej starostlivosti a o zmene a
doplneni niektorych zakonov v zneni neskorgich
predpisov, Nariadenia Eurépskeho parlamentu a Rady
(EU) 2016/679 z 27. aprila 2016 o ochrane fyzickych
os6b pri spractivani osobnych tidajov a o volnom pohybe
takychto udajov, ktorym sa zrusuje smernica 95/46/ES
(vSeobecné nariadenie o ochrane (dajov) (dalej len
.GDPR"), zakona &. 18/2018 Z. z. 0 ochrane osobnych
udajov a o zmene a doplnenf niektorych zakonov v zneni
neskorSich predpisov a inych prislusnych nariadeni,
smernic a etickych predpisov.

4. Payments.

4. Platby.
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In consideration for the services rendered by the
Institute, in the Study, the Sponsor agrees to pay to
the Institute according to the Budget, attached as
Exhibit B hereto (the “Fee”).

Za sluzby poskytnuté In&titiciou v ramoi Klinického
skiSania sa Zadavatel zavézuje platit Indtitucii podla
rozpoCtu, ktory tvori prilohu B tejto zmluvy (,Poplatok®).

The Fee shall be payable for each eligible Patient
properly enrolled according to the Protocol upon
proper completion and delivery to the Sponsor of the
Case Report Forms (the “CRF”) for each patient. The
Fee is without VAT rate and applicable to tax rule in
accordance with the relevant legislation of the Slovak
Republic. The Fee shall be the full remuneration and
payment by Sponsor for all Services performed by
Institute and the Principal Investigator and costs
incurred in the course of the clinical Study. The
Parties state that the payments made under the
Agreement to the Institution and the Principal
Investigator represent income from the conduct of
biomedical research, to which withholding tax does
not apply, but is taxed by the Institution itself or other
payees.

Poplatok je splatny za kazdého opravneného Pacienta
riadne zaradeného podra Protokolu po riadnom vypinen(
adorueni Zaznamu Udastnika skigania (dalej len
+CRF") za kazdého pacienta Zadavatelovi. Predmetny
Poplatok je uvadzany bez DPH a uplatni sa na neho dan
podla prislusnych pravnych predpisov  Slovenskej
republiky. Poplatky budt predstavovat uplnt odmenu
a Uhradu Zadavatela za vSetky sluzby vykondvané
InStituciou a Hlavnym skasajicim a naklady vzniknuté
v priebehu  Klinického sledovania. Zmluvné strany
konstatuju, Ze platby uskutodnené podfa tejto Zmiuvy
Institicii a Hlavnému riesitelovi predstavujli prijem z
vykonavania biomedicinskeho vyskumu, ktory nie je
predmetom dane z prijmu vyberanej zrazkou, ale je
zdariovany samotnou Inétitciou resp. inym prijemcom
platby.

The Institute will recruit a maximum of 30 patients

into the Study. The Sponsor will not pay Fees,

reimburse any expense, charge, cost, nor bear any

liability to the Institute, nor to any other person or

entity, in respect of any patient in excess of the

maximum number of patients specified in the
revious sentence.

Institacia prijme do Klinického skudania maximalne 30
pacientov. Zadavatel nebude platit Poplatky, uhradzat
Ziadne vydavky, platby, naklady, ani nenesie Ziadnu
zodpovednost vodi Intitucii, ani vodi Ziadnej inej osobe
alebo subjektu v suvislosti s akymkolvek pacientom,
ktory presahuje maximélny poget pacientov uvedeny
v predchédzajlicej vete.

Fees due will be transferred by the Sponsor upon
provision of a respective invoice to the following
accounts of the Institute and Principle Investigator:

Splatné Poplatky prevedie Zadavatel po predlozeni
prislusnej faktiry na nasledujici Gget Indtiticie a udet
Hlavného riesitel'a:

Cost Centre of Insitution:

Nakladové stredisko Institicie:

Account Holder: Narodny Ustav srdcovych a cievnych

Majitel aétu: Narodny ustav srdcovych a cievnych

choréb, a.s. choréb, a.s.
Bank: Banka:
IBAN: IBAN:

BIC: < BIC:

Purpose: SUCCESS PTA

Uéel:SUCCESS PTA

Cost Centre of Principal Investigator:
Account holder:

Bank:

BIC:

IBAN:

Nakladové stredisko Hlavného rieSitefa:
Majitel' uctu:

Banka:

BIC: .

IBAN:

5. Independent Contractor.

5. Nezavisly dodavatel.

The relationship between the Institute, the Principal
Investigator and the Sponsor shall, as a result of this
Agreement, be solely that of an independent
contractor. The Institute, Principal Investigator and
Sponsor acknowledge and agree that neither the
Institute nor the Principal Investigator, on the one
hand, nor the Sponsor, on the other hand, is an
employee, employer, agent or partner of, or in joint
venture with the other. Neither the Institute nor the
Principal Investigator nor the Sponsor shall have or

Vztah medzi Instittciou, Hlavnym  sk(Sajicim
a Zadavatelom je v dosledku tejto Zmluvy wvyluéne
vztahom nezavislého dodavatela. Instittcia, Hlavny
skusajluci a Zadavatel potvrdzujd a sthlasia s tym, Ze ani
Intiticia, ani Hlavny skaSajuci na jednej strane, ani
Zadavatel na strane druhej nie s zamestnancami,
zamestnavatelmi, zmocnencami, partnermi alebo
spoloénikmi druhej strany. Ani Intiticia, ani Hlavny
skuSajlci, ani Zadavatel nemaju prdvo ani sa
nepovazujii za opravnenych prevziat alebo vytvorit
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hold itself out as having the right or authority to
assume or create any obligations or responsibility,
whether express or implied, on behalf of or in the
name of any of the other.

akékolvek zavézky alebo zodpovednosti, & uZ vyslovné

alebo implicitné, v mene alebo na Gdet ktorejkolvek
druhej strany.

6. Term of the Agreement.

6. Doba platnosti Zmluvy.

Unless otherwise terminated in accordance with the
terms of this Agreement, the term of this Agreement
shall commence on the. date hereof and shall
terminate on the date on which the final and complete
CRF is submitted to the Sponsor in respect of the the
last Patient participating in the Study at the Institute.

Pokial sa tito Zmluva neukond inak v sllade
s podmienkami tejto Zmluvy, jej platnost zagina plynat
driom jej uzavretia a konéi sa dfiom, ked sa Zadavatefovi
predioZi koneény a Cplny formular CRF tykajlici sa
posledného Pacienta zUcastiujuceho sa Klinického
ski$ania v Intitucii.

7. Termination.

7. Ukonéenie.

Either party can terminate this Agreement by written
notice given to the other party as set forth herein;
provided that no such termination by the Sponsor
shall avoid the Sponsor's obligation to pay Fees in
respect of Patients enrolled in the Study prior to the
date of termination other than for material breach by
the Institute. The Institute and the Principal
Investigator may terminate this Agreement with thirty
(30) days prior written notice given to the Sponsor if
it determines that for any reason it is unable to
perform or complete the Study in accordance with the
Protocol.

Ktorakolvek zo zmluvnych stran moze tito Zmluvu
ukongit pisomnym oznamenim doruéenym druhej
strane, ako je uvedené v tejto zmluve; za predpokladu,
Ze takéto ukonéenie zo strany Zadavatela nezabrani
povinnosti Zadavatela zaplatit Poplatky za Pacientov
zaradenych do Klinického skusania pred datumom
ukon&enia, okrem pripadov podstatného porudenia zo
strany Institicie. Intitucia a Hlavny skusajuci mézu tuto
Zmluvu ukongit pisomnym oznamenim Zadavatelovi
tridsat (30) dni vopred, ak zistia, Ze z akéhokolvek
dbvodu nie st schopni vykonat alebo dokongit Klinické
skuSanie v stlade s Protokolom.

The Sponsor can terminate this Agreement with thirty
(30) days prior written notice given to the Institute if
(a) the Principal Investigator becomes unable to
complete the Study and the parties are unable to
agree on a successor, or (b) the Institute fails to enroll
Patients within a reasonable time or (c) it believes, in
its own discretion, that it is in the Sponsor’s or in the
patients’ best interest. In the event that this
Agreement is terminated, the Sponsor shall be
responsible for the portion of Fees in respect of
Patients enrolled prior to the date of termination, pro
rata based on the work performed to that date.

Zadavatel méZe tuto Zmluvu vypovedat pisomnym
oznamenim doruéenym Institdcii tridsat (30) dni vopred,
ak (a) Hlavny skuSajici nebude schopny dokongit
Klinické skasanie a zmluvné strany sa nedokazu
dohodnut na nastupcovi, alebo (b) Institucia nezaradi
Pacientov v primeranom &ase, alebo (c) podra vlastného
uvazenia usudi, Ze je to v najlepom zaujme Zadavatela
alebo pacientov. V pripade ukondenia tejto Zmluvy je
Zadavatel zodpovedny za Gast Poplatkov za Pacientov,
ktori boli zaradenf pred datumom ukong&enia Zmluvy, a to
pomerne na zaklade prace vykonanej k tomuto datumu.

The provisions regarding confidential information,
publications, invention rights, patent and other
intellectual property rights shall survive the
termination or expiration of this Agreement, shall
continue to remain in full force and effect and shall be

Ustanovenia tykajlice sa dovernych  informacii,
publikacii, prav na vynalezy, patentov a inych prav
duSevného viastnictva bud platit aj po ukongeni alebo
uplynuti platnosti tejto Zmluvy, zostavaju v plnej platnosti
a ucinnosti a st vyméahatelné zmluvnymi stranami a ich

enforceable by the parties and their respective legal | prislugnymi pravnymi  zastupcami, pridruZenymi
representatives, affiliates, holding companies or spoloCnostami, holdingovymi spolodnostami  alebo
successors. nastupcami.

8. Approvals. 8. Schviélenia.

8.1 Institute Approvals: The Sponsor shall
work together with the Principal Investigator during
the preparation and submission of the Protocol, the
patients’ consent forms, and other information to the
Institute’s ethics commissions. The Sponsor shall
apply to the ethics commissions for the required
approvals and shall receive such approvals in writing

rior to starting the Study.

8.1 Schvalenia Institacie: Zadavatef spolupracuje
s Hlavnym skuSajuicim pri priprave Protokolu, formulérov
sthlasu pacientov a dal$ich informéacii a ich predkladani
etickym komisiam InstitGicie. Zadavater poZiada etické
komisie o poZadované schvalenia a tieto schvalenia
dostane pisomne pred za&atim Klinického skagania

8.2 External Approvals: The Sponsor shall
work together with the Principal Investigator during
the preparation and submission of the Protocaol, the
patients’ consent forms, and other information to the
external competent authority or similar external
governing boards or ethics commissions (collectively
the “External Bodies”). The Sponsor shall apply to the
External Bodies for the required approvals and shall

8.2 Externé schvélenia: Zadavatel spolupracuje
s Hlavnym skasajucim pri priprave Protokolu, formularov
suhlasu pacientov a dal$ich informacif a ich predkladani
prislusSnému extemému org&nu alebo podobnym
externym riadiacim radam alebo etickym komisiam (dalej
spolo¢ne len ,Externé organy“). Zadévatel poziada
Externé organy o pozadované schvalenia a tieto
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receive such approvals in writing prior to starting the
Study.

schvalenia dostane pisomne pred zacatim Klinického
skuSania.

9. _Clinical Data and Reporting.

9. Kilinické udaje a podavanie sSprav.

9.1 All clinical data, including data reporting
forms and other information obtained during or
generated in the course of the Study (including
without limitation, written, printed, graphic, video and
audio material and information contained in any
computer data base or computer readable form)
("Data"), shall be the property of Sponsor, which may
utlize the Data in any way Sponsor deems
appropriate. All Data shall be immediately and
entirely disclosed to the Sponsor or its designee by
the Principal Investigator. Upon reasonable advance
notice and during business hours, the Sponsor or its
designee shall have the right to inspect and to visit
the premises where the Study is conducted in order
to inspect the records, data and other information
available. Further, Institute shall provide Sponsor
with notice within 24 hours of becoming aware of any
inspection, audit, subpoena, document request, or
similar contact by or on behalf of a governmental
authority addressed to Institute or any study
personnel which concerns the Study. Institute agrees
to cooperate with any such governmental request.
Institute further agrees to provide Sponsor with
copies of all official correspondence between
Institute and such governmental authority regarding
the Study, subject to each party’s confidentiality
rights and obligations, upon request of Sponsor.

9.1 VSetky klinické udaje vratane formularoy na
hlasenie Udajov ainych informacii ziskanych podas
Klinického sk($ania alebo vytvorenych v jeho priebehu
(vratane, ale bez obmedzenia, pisomného, tladeného,
grafického,  obrazového  a zvukového materialu
ainformacii obsiahnutych v akejkolvek pogitatovej
databaze alebo v poéitadom Citatelnej forme) (dalej len
+Udaje“) st majetkom Zadavatela, ktory méze Udaje
pouzit akymkolvek spdsobom, ktory povazuje za
vhodny. Hlavny skasajici bezodkladne av plnom
rozsahu spristupni vietky Udaje Zad4vatelovi alebo nim
poverenej osobe. Zadavatel alebo nim poverena osoba
ma pravo po primeranom predchadzajiicom oznameni
apofas pracovnych hodin skontrolovat a navstivit
priestory, v ktorych sa Klinické skaanie vykonava,
s ciefom nahliadnut do zaznamov, Udajov a inych
dostupnych informacii. Institicia dalej poskytne
Zadavatelovi oznamenie do 24 hodin odo dia, ked sa
dozvie o akejkolvek inSpekcii, audite, predvolani,
Ziadosti o predloZenie dokumentov alebo podobnom
kontakte zo strany vladneho organu alebo v jeho mene
adresovanom Intitdcii alebo akémukolvek personalu
klinického skdSania, ktory sa tyka Klinického skasania.
Institicia sa zavazuje spolupracovat s kazdou takouto
vladnou poZiadavkou. Instittcia dalej suhlasi s tym, ze
na Ziadost Zadavatela poskytne Zadavatelovi kopie
vSetkej oficidinej koreSpondencie medzi Inititiciou
atakymto viadnym organom tykajucej sa Klinického
skUsania, s vyhradou prav a povinnostf jednotlivych
zmluvnych stran tykajlcich sa zachovavania dévernosti.

9.2 Institute and Principal Investigator will
handle Data in strict compliance with applicable laws
all and will ensure proper confidentiality within their
respective areas of responsibility. Insofar as, in the
course of this agreement, a transmission or transfer
of such data vis-a-vis the Sponsor or its designee is
effected the Institute and the Principal Investigator
shall by taking all appropriate measures ensure that
no provision concerning data protection or criminal
law is violated. Prior to any transmission of results of
the Study Institute and Principal Investigator shall
make pseudonymized all information, ensuring that
the Sponsor or its designee will not be able to draw
any conclusions identifying a particular person (e.g.
eliminate forename and surname) and so that only
the data mandatory with regard to the purpose of the
Study shall remain.

9.2 Indtiticia a Hlavny skasajici budd s Udajmi
zaobchadzat v prisnom stlade s platnymi zakonmi
a zabezpe€ia ndleZité zachovanie dévernosti v ramci
svojich prislusnych oblasti zodpovednosti. Pokial sa
v ramci tejto zmluvy uskutoéni prenos alebo odovzdanie
takychto (dajov Zadavatelovi alebo nim poverenej
osobe, Indtiticia a Hlavny skasajuci prijmu vietky
primerané opatrenia, aby nedoslo k poruseniu Ziadneho
ustanovenia tykajiceho sa ochrany Udajov alebo
trestného prava. Pred akymkolvek prenosom vysledkov
Klinického sku3ania Institicia a Hlavny skisajdci
pseudonymizuji vSetky informacie tak, aby Zadavatel
alebo nim poverena osoba nemohli vyvodit zavery
identifikujice konkrétnu osobu (napr. odstrania meno
a priezvisko) a aby zostali zachované len udaje povinné
vzhfadom na Ucel Klinického ska3ania.

In any case of fransmission of information beyond
this scope, an informed consent of the patient
concerning the protection of its personal data and the
doctor-patient confidentiality as well as the
transmission of data to the Sponsor and its designee
shall be obtained, according to which the
transmission of data will be permissible. The wording
of such a declaration of informed consent shall be
coordinated with the Sponsor prior to use. In case of
doubt, no transmission of data shall be effected.

V kazdom pripade prenosu informacii nad tento ramec
sa ziska informovany suhlas pacienta tykajuci sa
ochrany jeho osobnych Udajov a lekarskeho tajomstva,
ako aj prenosu Udajov Zadavatelovi a nim poverenej
osobe, na zéklade ktorého bude prenos tdajov povoleny.
Znenie takéhoto vyhlasenia o informovanom stihlase sa
pred pouZitim koordinuje so Zadavatelom. V pripade
pochybnosti sa prenos ddajov neuskutoéni.
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9.3 If the performance of the present Study
includes the processing of personal data of EU
resident patients, the parties agree as follows: the
Sponsor will be the controller within the meaning of
Art. 4 No. 7 of the General Data Protection
Regulation (GDPR) and, as such, responsible for the
processing of the personal data collected for the
purpose of the Study within the meaning of Art. 24
GDPR. The Institute and the Principal Investigator
will act as processors within the meaning of Art. 4 (8)
GDPR for the Sponsor in accordance with Art.28 of
the GDPR and the rights and obligations of the
Parties in relation to the contract data processing are
set out in Exhibit C.

9.3 Ak je stéastou vykonavania tohto Klinického
sklSania spractvanie osobnych Udajov pacientov
s trvalym pobytom v EU, zmluvné strany sa dohodii
takto: Zadavatel' bude prevadzkovatefom v zmysle ¢&l. 4
ods. 7 vSeobecného nariadenia o ochrane Udajov
(GDPR) a ako taky bude zodpovedny za spracuvanie
osobnych Udajov ziskanych na Ucely Klinického skiania
v zmysle €l. 24 GDPR, Instittcia a Hlavny skusajuci budd
konat ako sprostredkovatelia v zmysle €l. 4 ods. 8 GDPR
pre Zadavatela v stlade s &l. 28 GDPR, pricom prava
apovinnosti  zmluvnych  stran v sGvislosti  so
spractivanim zmluvnych Gdajov st uvedené v prilohe C.

9.4 Principal Investigator also agrees to
record and report to Sponsor immediately and in any
case no later than twenty four (24) hours after having
been aware of any serious adverse events, and other
events defined in the Protocol that occur during the
Study and influence any participating in the Study
patient. Principal Investigator further agrees to
monitor the progress of such case reports by detailed
written monitoring reports, which shall be sent to
Sponsor in accordance with the time-schedules
defined by the internal procedures of Sponsor and
the Protocol, the applicable legal provisions and
regulatory requirements, during the Study and
following completion/termination thereof.

94 Hlavny skuSajici sa tiez zavézuje
zaznamenat a nahlasit Zadavatelovi bezodkladne a v
kaZzdom pripade najneskér do dvadsiatich Styroch (24)
hodin po tom, &o sa o nich dozvedel, akékolvek zavazné
neziaduce udalosti a iné udalosti definované v Protokole,
ktoré sa vyskytni pogas Klinického skisania a ovplyvnia
ktoréhokolvek pacienta zUcasthujliceho sa Klinického
skasania. Hlavny skasajlci sa dalej zavazuje, Ze podas
Klinického skisania a po jeho dokon&eni/ukon&eni bude
monitorovat  priebeh takychto sprav o pripadoch
prostrednictvom podrobnych pisomnych monitorovacich
sprav, ktoré bude zasielat Zadavatefovi v stlade
s Casovymi harmonogramami definovanymi internymi
postupmi Zadavatela a Protokolom, platnymi pravnymi
predpismi a regulaénymi poZiadavkami.

9.5 Except for publication by the Principal
Investigator as provided hereafter, any copyrightable
work created in connection with performance of the
Study and contained in the Data shall be considered
a work made for hire, to the fullest extent permitted
by law, and all rights therein, shall be the property of
Sponsor as the party specially commissioning such

9.5 S vynimkou zverejnenia Hlavnym
sklsajdcim, ako je uvedené nizsie, sa akékolvek dielo
podliehajuce autorskym pravam vytvorené v stvislosti
s vykonavanim  Klinického skuSania  a obsiahnuté
v Udajoch povaZuje za dielo vytvorené na objednavku
v maximalnom rozsahu povolenom zakonom a vsetky
prava k nemu su viastnictvom Zadavatela ako strany,

pertaining to the Study pursuant to applicable law, in
a secure, locked area at Institute for a period of fifteen
(15) years after later of the date on which the Study
is terminated or completed.

work. ktora si takéto dielo osobitne objednala.
9.6 Institute will retain and maintain all Data 9.6 |Indtiticia bude na néklady Zadavatela
and medical records, at Sponsors expense, | uchovavat a udrziavat véetky Udaje a zdravotné

zaznamy tykajuce sa Klinického sk(3ania v sllade
s platnymi  pravnymi predpismi, a to v bezpecnom,
uzamknutom priestore v Institicii po dobu patnastich
(15) rokov od neskorSieho z datumov ukon&enia alebo
dokongenia Klinického skisania.

10. Confidential Information.

10. Déverné informacie.

“Confidential Information” shall mean all information
made available by one party to the other and which
is clearly designated or understood as confidential at
the time of the transfer. Without derogating from the
foregoing, the Institute and Principal Investigator
understands and agrees that all information
concerning the Study, the Devices and the Material
supplied by or on behalf of the Sponsor as well as
any information, results analysis and data acquired in
the course of the Study are considered confidential
and shall remain the sole property of the Sponsor.
Explicitly excluded is all information that (a) was
previously known to the other party prior to its
association with the party; (b) is or is becoming
publicly accessible, except through a breach of this
Agreement; (c) was obtained legally by the other

~Doverné informacie* znamenaji v3etky informécie,
ktoré jedna strana spristupni druhej strane a ktoré su
v Gase odovzdania jasne ozna&ené alebo chapané ako
doverné. Bez vynimky z vy$Sie uvedeného Institicia
a Hlavny skuasajlci chapu a suhlasia s tym, Ze vietky
informacie tykajice sa Klinického skiSania, Pomécok
a Materialu dodané Zadavatefom alebo v jeho mene,
ako aj vsetky informéacie, analyzy vysledkov a tdaje
ziskané v priebehu Klinického sktgania sa povazuju za
déverné a zostavaju vyhradnym  vlastnictvom
Zadavatela. Vyslovne vylGéené su vietky informacie,
ktoré (a) boli druhej strane zname este pred jej spojenim
so zmluvnou stranou; (b) st alebo sa stant verejne
pristupnymi, s vynimkou porugenia tejto Zmluvy; (c) boli
ziskané druhou stranou legdine bez vyslovného zavazku
zachovania dévernosti; (d) ktoré boli vyvinuté nezdvisle
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party without an explicit obligation to confidentiality;
(d) that was developed independently by employees
of the receiving party who are not participating in this
project; or (e) were revealed as a result of a judicial
or official inquiry, request, or demand, on the
condition that the revealing party takes reasonable
steps to inform without delay to the other party in
order to contest such an inquiry, request, or demand.
Subject to the provisions contained in this paragraph
10, no party may reveal confidential information of
the other without the consent of such other party and
the Institute and Principal Investigator will not
disclose Sponsor's Confidential Information to third
parties or use such information for any purpose other
than the Study, without the Sponsor's consent. This
stipulation remains in effect for three (3) years after
termination of this Agreement. The Sponsor shall
receive the legally permissible information about the
Patients and shall preserve the confidentiality of
Patient information in accordance with the applicable
laws that govern the confidentiality of this information
about the Patients, unless the Sponsor is explicitly
requested by law to reveal such information,

Zamestnancami prijimajacej  strany, ktori sa
nezucastfiuju na tomto projekte; alebo (e) boli odhalené
v désledku stdneho alebo radného vysetrovania,
Ziadosti alebo poZiadavky, pod podmienkou, Ze
odhalujica strana podnikne primerané kroky, aby

bezodkladne informovala druhy stranu s ciefom
napadnit takéto  vySetrovanie, iadost alebo
poZiadavku. S vyhradou ustanoveni obsiahnutych

viomto oddiele 10 nesmie Ziadna strana zverejnit’
doverné informacie druhej strany bez suhlasu tejto
druhej strany a Instittcia a Hlavny skusajtici bez sthlasu
Zadavatela nezverejnia Déverné informacie Zadavatela
tretim stranam ani nepouZiju tieto informacie na iny ugel
ako na Klinické skuSanie. Toto ustanovenie zostava
vplatnosti tri (3) roky po ukon&eni tejto  Zmluvy.
Zadavatel ziskava zakonom povolené informacie
o Pacientoch  a zachovava dévernost  informécir
o Pacientoch v stlade s platnymi pravnymi predpismi,
ktoré upravuju dévernost tychto informécii o Pacientoch,
pokial préavne predpisy vyslovne nevyzaduju, aby
Zadavatel tieto informacie zverejnil.

Institute and Principal Investigator shall obligate their
employees, colleagues and third persons, included in
the process of the Study to observe the obligation
under this paragraph 10 vis-a-vis the Sponsor
accordingly.

Indtiticia  a Hlavny skuSajaci  zaviazu  svojich
zamestnancov,  spolupracovnikov atretie osoby
zapojené do procesu Klinického skuSania, aby vogi
Zadévatelovi primerane dodrziavali povinnosti podfa
tohto oddielu 10.

11. Publication.

11. Publikacia.

Neither the Institute nor the Principal Investigator
may publish any results or analyses or any other
matter arising out of or in connection with the Study
or the use of the Devices without the express consent
of the Sponsor, except as provided below. Without
limiting the foregoing, and subject to the obligations
of confidentiality set forth in Section 10 above, and
only after the (1) the multi-centre Study results have
been published and presented as a whole and the
same has been confirmed by the Sponsor and Study
Steering Committee or (2) the results of the multi-
center study have not been published by Sponsor
after the lapse of twelve months following the
completion of the multi-centre study, whichever
occurs earlier, the Institute and/or the Principal
Investigator may publish and/or present their own
results of the Study as conducted at the Institute
alone, provided that, prior to any such publication or
presentation, the Institute and/or the Principal
Investigator shall furnish the Sponsor with two (2)
hard copies and one electronic copy of any materials
intended for publication or presentation at least sixty
(60) days prior to the submission of manuscripts.
The Sponsor shall then have sixty (60) days from the
receipt of such materials to review and provide the
Institute with written comments with respect to the
materials, including directions to remove any
Sponsor Confidential Information, to remove or
correct erroneous information, to protect Sponsor's
rights in and to any patentable inventions and to
ensure that the publication of results from the Study
under_this Agreement is in accordance with the

Institucia ani Hlavny skisajlci nesma publikovat Ziadne
vysledky alebo analyzy ani Ziadne iné zélezitosti
vyplyvajice z Klinického skugania alebo v sUvislosti
s nim alebo s pouZivanim Pomécok bez vyslovného
suhlasu Zadavatela, s vynimkou pripadov uvedenych
nizSie. Bez obmedzenia vySSie uvedeného a s vyhradou
povinnosti zachovavat dévernost stanovend v oddiele
10 vySSie a aZ po (1) publikacii a prezentacii vysledkov
multicentrického Klinického skusania ako celku aich
potvrdeni Zadavatelom a riadiacim vyborom Klinického
skusania alebo (2) po uplynuti dvanastich mesiacov od
ukoncenia multicentrického klinického skugania neboli
vysledky  multicentrického klinického  skigania
publikované Zadavatelom, podra toho, ¢o nastane skér,
moZu Indtiticia a/alebo Hlavny skusajaci publikovat
alalebo prezentovat svoje viastné vysledky Klinického

skiSania, ako boli vykonané len v Inditicii, za
predpokladu, Ze pred takouto publikaciou alebo
prezentaciou Indtiticia a/alebo Hlavny skasajuci

poskytn( Zadavatelovi dve (2) tlagené képie a jednu
elektronicku koépiu vaetkych materiglov uréenych na
publikaciu alebo prezentaciu najmenej Sestdesiat (60)
dni pred predioZenim rukopisov. Zad&vatel ma potom
Sestdesiat (60) dni od prijatia takychto materidlov na
preskiimanie a poskytnutie pisomnych pripomienok
k materidlom Inatittcii vratane pokynov na odstranenie
akychkolvek Dévemnych informacii Zadavatefa, na
odstranenie alebo opravu chybnych informacii, na
ochranu prav Zadavatela na akékolvek patentovatelné
vynalezy ana zabezpeéenie toho, aby publikacia
vysledkov Klinického skusania podia tejto Zmluvy bola
v stlade s pokynmi Zadavatefa na publikaciu a/alebo

Page 7 of 26




'Sponsor's  guidelines for publication and/or
presentation of the results of the Study(s) conducted
at other institutions under the Protocol. The Institute
agrees to comply with the Sponsor's directions on the
above grounds. The Institute agrees to give due
consideration to any other written comments made
by the Sponsor and discuss any such written
comments with the Sponsor personnel prior to
publication or presentation.

prezentaciu vysledkov Klinického skugania/Klinickych
skusani vykonanych vinych institicidch na zaklade
Protokolu. Institicia sa zavazuje dodrziavat pokyny
Zadavatela z vyssie uvedenych dévodov. Intitdcia sa
zavazuje, Ze pred publikaciou alebo prezentaciou
naleZite zvazi vsetky ostatné pisomné pripomienky
Zadavatela a prediskutuje ich s pracovnikmi Zad4vatela,

The Institute and the Principal Investigator shall delay
the publication or presentation until the Sponsor
obtains a patent or otherwise perfects patentable or
other intellectual property rights in the new invention
or discovery or the reasons for the Sponsor's
objection is otherwise removed. In all events the
Institute and the Principal Investigator shall refrain
from disclosing Confidential Information without the
express written consent of the Sponsor,

Intitticia a Hlavny skuajici odloZia publikiciu alebo |
prezentaciu, kym Zadavatel neziska patent alebo inak
nezdokonalf patentovatetné alebo iné prava duSevného
vlastnictva na novy vynalez alebo objav, alebo kym sa
inak  neodstrania  dévody namietky Zadavatela.
V kaZdom pripade sa IntitGcia a Hlavny ska$ajci zdrzia
zverejnenia Doévernych informéacii bez vyslovného
pisomného suhlasu Zadavatela.

12. Inventions and Patent Rights.

12. Vyndlezy a patentové prava.

In the event that the Institute or any other persons
participating in the Study conceives, develops or
reduces to practice any modification, improvement,
alteration, technology, idea, concepts, invention,
discovery or design as a result of receipt and/or
evaluation of Confidential Information or as a result
of the Study and the use of the Devices (the
“Developments”),  such Developments  shall
constitute the sole property of the Sponsor. Should
the Sponsor elect to file a patent application for any
such Development or to otherwise seek protection,
the Institute and each of the persons participating in
the Study, including without limitation, the Principal
Investigator, agrees that such persons shall execute
any document necessary to enable the Sponsorto do
s0, including, but not limited to, declarations, powers
of attorney and assignments. The Institute shall take
all measures (including entering into agreements with
any relevant third parties) necessary to implement
and enforce the rights granted to the Sponsor under
this Section 12.

V pripade, Ze Indtiticia alebo ktorakolvek ina osoba
zU¢astiujica sa Klinického skigania vymysli, vyvinie
alebo uvedie do praxe akukolvek modifikaciu, zlepSenie,
Zmenu, technoldgiu, napad, koncepciu, vynalez, objav
alebo dizajn v dosledku prijatia a/alebo vyhodnotenia
Dévernych informacii alebo v ddsledku Klinického
skusania a pouZivania Pomécok (»Vyvoj"), takyto Vyvoj
predstavuje vyluéné vlastnictvo Zadavatela. Ak sa
Zadavatel rozhodne podat patentovii prinladku na
akykolvek takyto Vyvoj alebo sa inak usilovat o ochranu,
InStitGicia a kazda z oséb zUcCastfujlcich sa Klinického
skuSania, okrem iného vratane Hlavného skusajuceho,
sthlasi s tym, aby tieto osoby podpisali akykolvek
dokument potrebny na to, aby to Zadavatefovi umoznili,
okrem iného vratane vyhlaseni, plnych moci a postipeni.
Institlcia prijme vSetky opatrenia (vratane uzatvorenia
zmlav s prislusnymi tretimi stranami) potrebné na
realizaciu a presadzovanie prav udelenych Zadavatefovi
podrfa tohto oddielu 12.

13. Indemnification.

13. OdSkodnenie.

The Sponsor shall indemnify, defend and hold
harmless the Institute, its respective officers,
directors or employees and Principal Investigator (all
together, the “Institute’s Indemnitees”) from and
against any and all liabilities, damages, losses,
claims or expenses incurred by or imposed upon the
Institute’s Indemnitees, or any one of them, arising
out of or based upon a defective or malfunctioning
Device or other Materials provided by the Sponsor
(the “Indemnification”). Such Indemnification shall
not apply to any liability, damage, loss, claim or
expense that is aftributable to (a) the negligence,
reckless or willful misconduct of one or more of the
Institute’s Indemnitees, (b) any failure of one or more
of the Institute’s Indemnitees to adhere to the terms
of the Study or the Protocol or to follow good clinical
practices, or (c) a breach of any applicable law by the
Institute or by one or more of the Institute’s
Indemnitees.

Zadavatel od3kodni, ochrani a zbavi zodpovednosti
InStitdciu, jej prisludnych  veducich pracovnikov,
riaditelov alebo zamestnancov a Hlavného skusajliceho
(vSetci spolu dalej len ,Odskodnené osoby Institicie*
pred vSetkymi zévézkami, Skodami, stratami, narokmi
alebo vydavkami, ktoré vznikli Odskodnenym osobam
Institicie alebo ktorejkolvek z nich, alebo ktoré vznikli na
zéklade chybnej alebo nefunkénej Pomocky alebo inych
Materidlov poskytnutych Zadavatefom (dalej len
,Od8kodnenie*). Takéto Odékodnenie sa nevztahuje na
Ziadnu zodpovednost, $kodu, stratu, narok alebo
vydavok, ktoré mozno pripisat (a) nedbanlivosti,
fahkovaZnemu alebo (myselnému pochybeniu jednej
alebo viacerych Odskodnenych oséb Institacie, (b)
akémukolvek nedodrzaniu  podmienok  Klinického
skuSania alebo Protokolu zo strany jednej alebo
viacerych ~ Odskodnenych o0s6b InStiticie alebo
nedodrZaniu spravnej klinickej praxe, alebo (c) poruseniu
akehokolvek platného zakona zo strany Intiticie alebo
jednej alebo viacerych Odskodnenych oséb Intitiicie.
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The Sponsor’s obligations pursuant to this paragraph
13 are conditioned upon: (a) Institute and/or Principal
Investigator providing notice to the Sponsor of any
claim for Indemnification (or facts likely to give rise to
such claim) as soon as the Institute has become
aware of such a claim or such facts; (b) Institute
permitting Sponsor to assume full responsibility for
the investigation of, preparation for, and defense of
any claim for which Indemnification is sought; (c)
Institute assisting Sponsor, at Sponsor's reasonable
expense, in the investigation of, preparation for, and
defense of, any claim; (d) Institute not compromising
or setlling any such claim without Sponsor’s prior
written consent; and (e) the Institute and the Principal
Investigator having obtained the informed consent of
the Patient (or his or her authorized representative)

participating in the Study regarding which the claim
arose.

Zavazky Zadavatela podla tohto odseku 183 s
podmienené tymito skutoénostami: (a) Intittcia a/alebo
Hlavny skasajlci oznamia Zadavatelovi akykolvek narok
na OdSkodnenie (alebo skuto&nosti, ktoré by monhli viest
k takémuto ndaroku) hned, ako sa Instittcia o takomto
naroku alebo takychto skuto&nostiach dozvie; (b)
InstitGcia  umoZni  Zadavatelovi prevziat  plnu
zodpovednost za vy$etrovanie, pripravu a obhajobu
akéhokolvek naroku, za ktory sa pozaduje od3kodnenie:
(c) Indtiticia pomaha Zadavatefovi, na primerané
naklady Zadavateta, pri vySetrovani, priprave
a obhajobe akéhokolvek naroku; (d) In&titcia nepristipi
na kompromis ani neurovna akykolvek takyto narok bez
predchadzajliceho pisomného suhlasu Zadavatela; a (e)
Instittcia a Hlavny skusajtci ziskaju informovany suhlas
Pacienta (alebo jeho opravneného zastupcu), ktory sa
zucastrivje Klinického skdSania, v shvislosti s ktorym
narok vznikol.

The Institute shall indemnify, defend and hold
harmless the Sponsor and its respective officers,
directors and employees (the “Sponsor's
Indemnitees”) from and against any and all liabilities,
damages, losses, claims or expenses incurred by or
imposed upon the Sponsor's Indemnitees, or any of
them, arising out of or based upon (a) the negligence,
reckless or willful misconduct of the Institute’s and
the Principal Investigator’s Indemnitees or any of
them, (b) any failure of one or more of the Institute’s
Indemnitees to adhere to the terms of the Study or
the Study Protocol, except for deviations due to
medical emergencies of which Sponsor is promptly
notified , (c) a breach of any applicable law by the
Institute or by one or more of the Institute’s
Indemnitees, or (d) any damage, penalty or cost
resulting from the direct payment of fees to the
Principal Investigator by the Sponsor in accordance
with Exhibit B.

InStiticia odSkodni, ochrani a zbavi zodpovednosti
Zadéavatela ajeho prislusnych veducich pracovnikov,
riaditefov a zamestnancov (dalej len ,Od$kodnené
osoby Zadavatela“) pred vietkymi zavizkami, Skodami,
stratami, narokmi alebo vydavkami, ktoré vznikli
Odskodnenym osobam Zadavatela alebo ktorejkolvek
Z nich, alebo ktoré vznikli na zaklade (a) nedbanlivosti,
fahkovazneho  alebo  Umyselného pochybenia
Odskodnenych oséb Instittcie a Hlavného skisajlceho
alebo ktorejkolvek z nich, (b) akéhokolvek nedodrzania
podmienok Klinického skusania alebo Protokolu
Klinického  skuSania jednou alebo viacerymi
odskodnenymi osobami Instittcie, s vynimkou odchylok
sposobenych  naliehavymi  lekarskymi pripadmi,
o ktorych je Zadavatel bezodkladne informovany, (c)
porusenia akéhokolvek platného zakona zo strany
Institicie alebo jednej alebo viacerych QOdskodnenych
os6b Institacie, alebo (d) akakolvek Skodu, pokutu alebo
naklady vyplyvajlice z priamej Ghrady poplatkov
Hlavnému rieSitefovi zo strany Zadavatela v stlade s
prilohou B.

14. Financial Disclosure / Debarment.

14. Zverejnenie finanénych informaciilvylGéenie.

14.1 Institute and Principal Investigator agree to
provide Sponsor with any necessary information so
as to comply with any disclosure requirements
imposed by any competent authority (including, if
applicable, U.S. F.D.A. — United States Food and
Drug Administration), including any information
required to be disclosed regarding any financial
relationship of Sponsor and other subsidiaries of the
Sponsor with the respective representatives thereof
and Principal Investigator and any co-investigator
involved in the Study and any financial relationship of
any other representative or employee of Institute with
Sponsor. Such disclosure requirement may also be
extended to the disclosure of information concerning
family members of those being involved in the Study.

14.1 Indtiticia a Hlavny skG$ajlci suhlasia s tym, Ze
poskytni Zadavatelovi v3etky potrebné informéacie, aby
spinili v3etky poZiadavky na zverejnenie informacii
ulozené akymkolvek prislusnym organom (vratane, ak je
to vhodné, FDA - amerického Uradu pre kontrolu
potravin a lie€iv), vratane vSetkych informacii, ktoré je
potrebné zverejnit, pokial ide o akékolvek finanéné
vztahy Zadavatela ainych dcérskych spoloénosti
Zadavatela sich prislu§nymi zéastupcami a Hlavnym
skusajicim a akymkolvek spoluskusajicim zapojenym
do Kiinického sku$ania a akékolvek finanéné vztahy
akehokolvek iného z&stupcu alebo zamestnanca
Institicie so Zadavatelom. Takato pozZiadavka na
zverejnenie sa mdze rozsirit aj na zverejnenie informacii
tykajticich sa rodinnych prislugnikov oséb zapojenych do
Klinického skusania.

14.2 Institute and Principal Investigator confirm
that there exists no conflict of interest among the
contracting parties, that would impede or influence
the provision of services on behalf of Institute and/or
Principal _Investigator in accordance with this

14.2 Institicia a Hlavny skasajici potvrdzuju, Ze
medzi zmluvnymi stranami neexistuje Ziadny konflikt
zaujmov, ktory by branil alebo ovplyviioval poskytovanie
sluZieb v mene Institacie a/alebo Hlavného sku&ajlceho
v stlade s touto Zmluvou, a potvrdzuju, e poskytovanie
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Agreement and confirm that the provision of services
on their behalf in accordance with and pursuant to
this Agreement does not violate any other contract
whatsoever with third parties. Institute and Principal
Investigator will immediately inform Sponsor should
any conflict of interests occur during the conduct of
the Study and the performance of this Agreement.

sluZieb v ich mene v stlade s touto Zmluvou a podfa nej
neporusSuje Ziadnu inG zmluvu s tretimi stranami.
Institcia a Hlavny skusajici budi okamsite informovat’
Zadavatela, ak sa poCas vykonavania Klinického

skUsania a pinenia tejto Zmluvy vyskytne akykolvek
konflikt zaujmov.

14.3 Principal Investigator and Institute will not
hire, enter into contract with or retain as collaborator
or as employee, directly or indirectly, any individual
S0 as to provide the agreed hereby services and
works/tasks, if such individual (i) has been debarred
by any competent supervisory Authority (including, if
applicable, U.S. F.D.A. — United States Food and
Drug Administration) or (i) has been convicted for
unprofessional behaviour and tort related to the
conduct of clinical studies. Upon relevant written
request of Sponsor, Principal Investigator and
Institute will provide, within ten (10) days, written
confirmation  that  they comply with the
aforementioned obligation. This will be a continuous
confirmation and warranty during the term of this
Agreement and Principal Investigator and Institute
will immediately notify Sponsor of any change in the
status of such confirmation and warranty as set forth
herein.

14.3 Hlavny ski$ajlci a Institacia nezamestnaju,
neuzavri zmluvu ani si nenechaju ako spolupracovnika
alebo zamestnanca, priamo alebo nepriamo, Ziadnu
fyzicki osobu, aby poskytla tu dohodnuté sluzby
a pracel/llohy, ak takédto osoba (i) bola wvyligena
akymkolvek prislugnym dozornym organom (vratane, ak
je to vhodné, FDA — amerického Uradu pre kontrolu
potravin alie¢iv) alebo (i) bola odstdens za
neprofesiondlne  spravanie adelikty  stvisiace
s vykonavanim klinickych skasani. Na zaklade prislusnej
pisomnej Ziadosti Zadavatela Hlavny skdsajuci
a Institlcia poskytnli do desiatich (10) dni pisomné
potvrdenie o splneni vyssie uvedenej povinnosti. Toto
bude nepretrZité potvrdenie a zaruka pocas trvania tejto
Zmluvy a Hlavny ska$ajtici a Institicia budd okamzite
informovat Zadavatela o akejkolvek zmene stavu tohto
potvrdenia a zaruky, ako je uvedené v tejto zmluve.

15. Use of Names.

15. PouzZivanie nazvov.

None of the parties will use in advertisements, in
public, or in any other way the name, brand, logo,
symbol, or other figurative description of the parties
or that of their employees or representatives without
written approval of the other party given in advance,
except as otherwise required by law or for financing
purposes as may be necessary for filings and
submissions to the U.S. Food and Drug
Administration or other regulatory agency.

Ziadna zo zmluvnych stran nepouzije v reklame, na
verejnosti alebo akymkolvek inym sp8sobom nazov,
znacku, logo, symbol alebo iny obrazovy opis zmluvnych
stran alebo ich zamestnancov alebo zastupcov bez
vopred poskytnutého pisomného sdhlasu druhej
zmluvnej strany, svynimkou pripadov, ked sa to
vyZaduje zo zékona alebo na Ggely financovania, ako to
moze byt potrebné na podanie a predloZenie
dokumentov americkému Uradu pre kontrolu potravin
a lieiv alebo inej regulacnej agenture.

16. Notices.

16. Oznamenia.

The parties shall give notice under this Agreement in
writing by certified mail, return receipt requested,
hand delivery or internationally recognized delivery
service. Notices shall be sent to the addresses of
each party specified above, with a copy in the case
of notices to the Sponsor to: MEDALLIANCE SA a
limited liability company with a principal place of
business at Rue de Rive 5, 1260 Nyon, Switzerland.
Any party may specify to the other another address
or information for purposes of notices hereunder.

Zmluvné strany podavaijii oznamenia podla tejto Zmluvy
pisomne, ato doporugenou postou s dorucenkou,
osobnym doruéenim alebo medzinarodne uznivanou
dorucovacou sluzbou. Oznamenia sa zasielaju na adresy
kazdej zmluvnej strany uvedené vyssie, priom v pripade
oznameni Zadavatelovi sa képia zasiela na adresu:
MEDALLIANCE SA, spolo&nost s ruéenim obmedzenym
so sidlom Rue de Rive 5, 1260 Nyon, Svaj&iarsko.
Ktorakolvek zmluvng strana méze druhej zmluvne;
strane ur€it in( adresu alebo informacie na Gcely
oznameni podla tejto zmluvy.

17. Integration, Amendments and Invalidity.

17. Integracia, zmeny a neplatnost.

This Agreement sets forth the entire agreement and
understanding between the parties relative to the
subject matter contained herein and supersedes all
other agreements, oral and written, heretofore made
between the parties. In the event of any
inconsistency between this Agreement and the
attached Protocol (Exhibit A), the terms of the
attached Protocol shall govern. Only a writing signed
by the parties may amend this Agreement, Such
Amendment shall become binding as of the date
indicated in the amendment or the date last sighed

Tato Zmluva stanovuje UpinG dohodu a porozumenie
medzi zmluvnymi stranami tykajlice sa predmetu tejto
zmluvy anahradza vsetky ostatné dohody, ustne aj
pisomné, ktoré boli medzi stranami doteraz uzavreté.
V pripade akéhokolvek rozporu medzi touto Zmluvou a
prilozenym  Protokolom (priloha A) sa uplatiiuju
podmienky priloZeného Protokolu. Tato Zmluvu mozno
zmenit len pisomnou formou a podpisanim zmluvnymi
stranami. Takyto dodatok sa stava zévaznym od datumu
uvedeného v dodatku alebo od datumu posledného
podpisu zmluvnymi stranami, ak nie je stanovené inak. Vv
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rEthe parties, if not otherwise provided for. No
amendments shall be made to the Protocol unless
they are agreed to among the Principal Investigator
and the Sponsor or unless they are necessary to
protect the safety, rights, or well-being of the
Patients. If any one or more of the terms of this
Agreement shall for any reason be held to be invalid
or unenforceable, such term shall be construed in a
manner to enable it to be enforced to the extent
compatible with applicable law. Any determination of
the invalidity or unenforceability of any provision of
the Agreement shall not affect the remaining
provisions hereof unless the business purpose of this
Agreement is substantially frustrated there by.

Courts in Slovakia have exclusive Jurisdiction to
decide all disputes arising from or in connection with
this Processing Agreement.

In case of conflict between the English and Slovak
version, the Slovak version will prevail,

Protokole sa nesm vykonat' Ziadne Zmeny a doplnenia,
pokial sa na nich nedohodn Hiavny skasajuci
a Zadavatel alebo pokial nie s potrebné na ochranu
bezpeénosti, prav alebo blaha Pacientov. Ak sa niektora
alebo viaceré podmienky tejto Zmluvy z akéhokolvek
dovodu povazuju za neplatné alebo nevymahatelnsg,
takato podmienka sa vyklada tak, aby ju bolo mozné
vymahat' v rozsahu, ktory je v sllade s platnym pravom.
Akékolvek uréenie neplatnosti alebo nevyméahaternosti
ktoréhokolvek ustanovenia tejto Zmluvy nema vplyv na
ostatné ustanovenia tejto zmluvy, pokial tym nie je
podstatne zmareny obchodny Gi&el tejto Zmluvy.

Sudy na Slovensku maj vyluéni pravomoc rozhodovat
vSetky spory vyplyvajice z tejto Zmluvy o spracovani
alebo v stvislosti s fiou.

V' pripade rozporu medzi anglickou a slovenskou
jazykovou verziou, ma prednost slovenska verzia.

IN WITNESS WHEREOF, the parties have executed

this Agreement on and as of the date and year first
written above,

NA DOKAZ TOHO zmiuvné strany podpisali tito Zmluvu
v defi a rok, ktory je uvedeny vyssie,

INSTITUTE INSTITUCIA
By: L Podpis: {
Name: Ing. Mongy Msolly, MBA Meno: Ing. Mongy Msolly, MBA

Title: General Manager and Chairmain of the Board

Pozicia: Generalny riaditel a predseda predstavenstva

Date:

Datum:

By:

Podpis:

/

Name: assoc. prof. Juraj Madarié, MD, PhD, MPH

Meno: Doc. MUDTr. Juraj Mad'aris , PhD., MPH
G

Title: Vice chairman of the Board

Pozicia: Podpredseda predstavenstva

Date:

Datum: __

M.A. MEDALLJANCE SA

M.A. MEDALLIANCE SA

"""

'By: _

\blg?i/ .

Podpis:™ _ -

/
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Name:

Dominique Vaney Meno: Dominigue Vaney
Title: Finance Director Pozicia: Finance Director
Date _ Datum: N
PRINCIPAL INVESTIGATOR HLAVNY SKUSAJUCI
By: 5 Podpis:, s
g
AL S
Name: * MUDr. Petr Vafejka, CSc. = Meno: MUDr. Petr Varejka, CSc.

Title: Head doctor of the Department of Interventional
Angiology

Pozicia: vedlci lekar Oddelenia intervenénej angiolégie

Date:

Datum:
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EXHIBIT A PRILOHA A

Study

Klinické skuganie
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| EXHIBIT B — Fee Schedule
B TR i
Screening g Fee will only
AND be paid for
Procedure patients who
AND 1 consent and
month are
follow-up subsequently
6 months treated with
follow-up SELUTION
1-year SLR. No fees
follow-up will be paid
2-year for screen
follow-up failures or
3-year patients who
follow-up are
4-year withdrawn
follow-up prior to
S-year | treatment.
follow-up*
Maximum
fee per
atient

Ifa patient dies before the 5-year follow-up, the 5-year
follow-up fee will be paid instead of the fee of the Jast
follow-up the patient was able to complete.,

PRILO
R 5

Vy3Setrenie Poplatok
A zékrok sa uhradi
A1- len za
mesacné pacientoyv,
sledovanie ktori
6-mesacné sthlasia
sledovanie a nasledne
1-rocné su lieeni
sledovanie pomocou
2-rocéné SELUTION
sledovanie SLR. Za
3-rocné nedspesné
sledovanie vySetrenie
4-roéné alebo
sledovanie pacientov,
5-roéné ktori
sledovanie* ods‘tli;_)ia
Maximainy od liecby
poplatok za | pred jej
pacienta zacatim, '

sa neplatia

Ziadne

poplatky.

"Ak pacient zomrie pred patroénym sledovanim,
namiesto poplatku za posledné sledovanie, ktoré pacient
mohol absolvovat, sa uhradi poplatok za pétro¢né
sledovanie.

Optional Imaging Data:

Volitefné obrazové Udaije:

Participating sites are free to upload any routine follow-up
imaging data that they collect. As this is not a mandatory
element of the study no fee will be paid for uploading this
data.

Zucastnené pracoviskd moézu nahrat v8etky obrazové
udaje z rutinného sledovania, ktoré zhromazdia. Kede to
nie je povinny prvok Kklinického skugania, za nahratie
tychto Udajov sa neplati Ziadny poplatok.

The company M.A. MEDALLIANCE SA will pay a Study
Setup fee of ‘or the following activities before the
start of the Swu,, .wiich includes among others:

¢ support regarding the submission of Study documents
to the local ethics committee (e.g. contact data for
Informed consent, etc.),

* preparation of the Contract and Budget,

« logistical preparation for the Study,

« training for the Study,

» filling out the financial notification form.

M.A. MEDALLIANCE SA will pay the Study Setup Fee to
the Institution after the first registration of the patient in the
Study and receipt of the itemized invoice.

Spolognost M. A. MEDALLIANCE SA zaplati Registracny
poplatok vo vyske za nasledujlce ¢innosti pred
zacCatim $tudie, ktore uxiem iného zahfmaju:

podporu suvisiacu s odoslanim dokumentov Studie
miestnemu etickému vyboru (napr. Vstupné Udaje pre
informovany sthlas atd.),

pripravu Zmluvy a rozpoétu,

logistickd pripravu na Studiu,

Skolenie pre Studiu,

vypinenie formuldra finan&ného oznamenia.

Spolo¢nost M. A, MEDALLIANCE SA preplati
Zdravotnému zariadeniu Registraéngf poplatok po prvom
zaregistrovani pacienta do Studie a prijati poloZkovanej
faktiry.

The Contracting Parties agree that the total amount of the
payment calculated on the basis of the Contract and this
Exhibit B will be paid to the Institution and to the Principal
Investigator in the proportion of .= _ of the total amount
of payment to the Institution and of the total amount
of the payment to the Principal Investigator,

Payments will be based on completed visits and activities
entered and verifiable in EDC and will be made every six

Zmluvné strany sa dohodli a sthlasia, Ze celkova suma
platby vy&islena na zaklade Zmiuvy a tejto Prilohy B bude
wolatena Institdcii a Hlavnému skuSajucemu v pomere
z celkovej sumy platby pre Indtitaciu a z
celkovej sumy platby pre Hlavného skdsajlceho.
Platby budl uskutoéfiované na zaklade udajov o
kompletnych navstevach a aktivitach zaznamenanych a
verifikovanych v CRF, a to kaZdych 6 mesiacov po
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(6) months after receipt of invoice. Invoices must include
the following: Protocol number, Pl name, list of fees, and
supporting documentation. The payments will be made
within thirty (30) days after receipt of an invoice

obdrzani prislugnej faktary. Faktiry musia obsahovat
Cislo protokolu tidie, meno skusajuceho, zoznam platieb
a pripadne dalSiu dokumentaciu. Fakttra bude splatna do
30 dni po jej doruéeni.
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EXHIBIT C - Personal Data Processing Agreement

PRILOHA C - Zmluva o spracovani osobnych tdajov

This Personal Data Processing Agreement was entered
into in [xxx] on [xxx] by and between:

Tato zmluva o spracovani osobnych (dajov bola uzavreta
v [xxx] difa xxx] medzi:

M.A. Med Alliance SA, a company organized and
existing under the laws of Switzerland, with its

principal address at Rue de Rive 5 , 1260 Nyon,
SWITZERLAND.

M.A. Med Alliance SA, spolo¢nost zalozena a existujuca
podrla Svajéiarskeho prava, so sidlom Rue de Rive 5, 1260
Nyon, SVAJCIARSKO.

represented by:

v zastlpeni:

Dominique Vaney, Finance Director

Dominique Vaney, Finance Director

hereinafter referred to as the Controller

dalej len Prevadzkovatel

and

Narodny Ustav srdcovych a cievnych chordb, a.s.

Narodny Ustav srdcovych a cievnych chordb, a.s.

represented by:

v zastlpeni:

Ing. Mongy Msolly, MBA

Ing. Mongy Msolly, MBA

hereinafter referred to as the Processor,

dalej len Sprostredkovatef,

hereinafter referred to jointly as the “Parties” and
separately as the “Party”.

dalej spoloéne ako ,Zmluvné strany® a samostatne ako
~Zmluvna strana“,

Whereas:

Kedze:

* The Processor provides paid services to the
Controller regarding the conduct of a clinical trial
in the form specified in the agreement [xxx],
dated [xxx] (herein referred to as the
"Agreement").

* Sprostredkovatel!  poskytuje  Prevadzkovatelovi
platené sluzby tykajlice sa vykonavania klinického
skuSania vo forme uvedenej v zmluve [xxx] zo dnia
Pxx] (dalej len ,Zmluva“);

e As part of the services provided under the
Agreement, the Processor has access to
personal data of the Controller as well as to
personal data gained in clinical trials sponsored
by the Controller (herein referred to as
"Personal Data").

® vramci sluZieb poskytovanych na zaklade Zmluvy ma
Sprostredkovatel  pristup  k osobnym  Udajom
Prevadzkovatetra, ako aj k osobnym Udajom ziskanym
V ramci klinickych skuSani zadavanych
Prevadzkovatefom (dalej len ,Osobné udaje");

* This Personal Data Processing Agreement sets
forth the Parties’ obligations on the protection of
Personal Data, associated with the processing
of Personal Data on behalf of the Controller as
a data controller, in relation to clinical trials
referred to in the Agreement. It shall apply to
any and all activities associated with the

e vtejto zmluve o spracovani Osobnych ddajov sa
stanovuju povinnosti Zmluvnych stran tykajuce sa
ochrany  Osobnych  Gdajov v savislosti  so
spracuivanim osobnych udajov vV mene
Prevadzkovatela ako prevadzkovatela Udajov
Vv sUvislosti s klinickymi  skaganiami uvedenymi
Vv Zmluve; vztahuje sa na vietky &innosti stivisiace so
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Agreement, where the Processor's employees
or agents process respective Personal Data on
behalf of the Controller (herein referred to as
"Contract Processing").

Zmluvou, pri ktorych zamestnanci alebo zastupcovia
Sprostredkovatela spracuvaju prislusné Osobné
Udaje vmene Prevadzkovatela (dalej
~opracovanie na zaklade zmluvy");

len

¢ The Parties jointly endeavour to comply with all
applicable laws and regulations, including but
not limited to the provisions of the Regulation
(EU) 2016/679 of the European Parliament and
of the Council of 27 April 2016 on the protection
of natural persons with regard to the processing
of personal data and on the free movement of
such data (General Data Protection Regulation,
herein referred to as "GDPR").

e Zmluvné strany sa spoloéne usiluji dodrziavat vietky
platné zakony a pravne predpisy vratane, ale nielen,
ustanoveni nariadenia Eurépskeho parlamentu
a Rady (EU) 2016/679 z 27. aprila 2016 o ochrane
fyzickych oséb pri spractvani osobnych Udajov a o
volnom pohybe takychto (dajov (vSeobecné
nariadenie o ochrane Udajov, dalej len .GDPR");

The Parties hereby resolve to enter into the following

Zmluvné strany sa tymto rozhodli uzavriet tato zmluvu

Personal Data Processing Agreement (herein referred | o spracovani  Osobnych Udajov (dalej len ,Zmluva
to as the "Processing Agreement"): O spracovani®);
Article 1 Clanok 1
Scope, duration and specification of Contract Rozsah, trvanie a Specifikacia Spracovania na ziklade
Processing zmluvy

1. The Parties undertake to perform their obligations
under this Processing Agreement with the utmost
professional diligence in order to secure the legal,
organisational and technical interests of the Parties
in the processing of Personal Data.

1. Zmluvné strany sa zavazuju plnit svoje povinnosti
vyplyvajice ztejto Zmluvy o spracovani s maximalnou
odbornou starostlivostou s ciefom zabezpedit pravne,
organizacné a technické zaujmy Zmluvnych stran pri
spracovani Osobnych Gdajov.

2. The scope and duration and the detailed provisions
on the type and purpose of Contract Processing
shall be governed by the Agreement.

2. Rozsah a trvanie a podrobné ustanovenia o druhu a téele
Spracovania na zaklade zmluvy sa riadia Zmluvou.

3. The Controller entrusts the Processor with the
processing of Personal Data gathered in
compliance with legal regulations in force. The
Processor shall process Personal Data on behalf of
the Controller. Such Contract Processing shall
include all activities set out in the Agreement. Within
the scope of this Processing Agreement, the
Controller shall be solely responsible for compliance
with all applicable laws and regulations, including
but not limited to all statutory requirements on data
protection, the lawfulness of disclosing Personal
Data to the Processor and the lawfulness of having
Personal Data processed on behalf of the
Controller. The Controller shall be considered to be

3. Prevadzkovatel poveruje Sprostredkovatela spracovanim
Osobnych udajov zhromaZdenych v stlade s platnymi
pravnymi predpismi. Sprostredkovatel spractiva Osobné
Udaje v mene Prevadzkovatela. Takéto Spracovanie na
zaklade zmluvy zahffia v3etky &innosti uvedené v Zmiluve.
Vramci tejto Zmluvy o spracovani je Prevéadzkovatel
vylucne zodpovedny za dodrZiavanie vietkych platnych
zakonov a pravnych predpisov vratane, ale nielen,
vSetkych zakonnych poZiadaviek na ochranu udajov,
zakonnosti poskytovania Osobnych Gdajov
Sprostredkovatelovi a zakonnosti spracovania Osobnych
Udajov v mene Prevadzkovatela. Prevadzkovatel sa
povazuje za ,prevadzkovatela“ v zmysle &l. 4 ods. 7
GDPR.
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the »controller« within the sense of Art. 4 no. 7
GDPR,

4. The Controller engages the Processor to process

Personal Data of the following categories of data
subjects:

4. Prevadzkovatel poveruje Sprostredkovatela spractivanim
Osobnych udajov tychto kategérif dotkn utych oséb:

e data of patients
research,

included in clinical

e Udaje pacientov zaradenych do Klinického
vyskumu,

e data of employees/associates of the
Controller dedicated to contact in
accordance with the implementation of the
Agreement mentioned in the Preamble.

* Udaje zamestnancov/spoloénikov
Prevadzkovatefa uréené na kontakt v stlade
s vykonavanim Zmluvy uvedenej v Preambule.

5. The scope of Personal Data to be processed by the
Processor covers:

5. Rozsah Osobnych udajov, ktoré ma Sprostredkovatel
spracuvat, zahffa:

As to patients participating in clinical trials covered by
the Agreement: patient's name and surname, health-
related data, e.g. hospital documentation with procedure
card, discharge letter. As to employees/associates of
the Controller mentioned in point 1 Article 2 -:name,
sumame, e-mail, telephone number.,

Pokial ide o pacientov zG&astfiujlcich sa klinickych skasani,
na ktoré sa vztahuje Zmluva: meno a priezvisko pacienta,
udaje tykajice sa zdravotného stavu, napr. zdravotna
dokumentécia so zdznamom o zakroku, prepustaci list. Pokial
ide o zamestnancov/spolo&nikov Prevadzkovatela uvedenych
v ods. 1 Elanku 2: meno, priezvisko, e-mail, telefénne &islo.

6. The Personal Data are processed at Narodny UGstav
srdcovych a cievnych choréb, a.s., Pod Krasnou
hérkou 1, Bratislava

6. Osobné udaje sa spractvaji v Narodny ustav srdcovych
a cievnych chordb, a.s.Pod Krasnou hérkou 1, Bratislava

7. The Processor shall notify to the Controller and the
Controller shall notify to the Processor their
respective points of contact for any issues related to
data protection arising out of or in connection with
this Processing Agreement or with the Agreement
itself.

7. Sprostredkovatel oznami Prevadzkovatelovi
a Prevadzkovatel oznami Sprostredkovatelovi svoje
prislusné kontaktné miesta pre akékolvek otazky tykajlce
sa ochrany udajov, ktoré vyplyvaji z tejto Zmluvy
0 spracovani alebo v suvislosti s fiou alebo so samotnou
Zmluvou.

Article 2
Rules for Contract Processing under the GDPR

Clanok 2
Pravidla Spracovania na zéklade zmluvy podla GDPR

1. Except where expressly permitted by Art. 28 (3) (a)
GDPR, the Processor shall process Personal Data
only for purposes related to the performance of the
Agreement, and within the scope of this Processing
Agreement as well as of any instructions issued by
the Controller. The Processor is prohibited from
disclosing, selling, renting any Personal Data to any
third parties or from otherwise using Personal Data
for commercial use.

1. S vynimkou pripadov vyslovne povolenych v &. 28 ods. 3
pism. a) GDPR, Sprostredkovaterl spractiva Osobné udaje
len na ucely stvisiace s pinenim Zmluvy a v rozsahu tejto
Zmluvy o spracovani, ako aj v rozsahu pokynov vydanych
Prevadzkovatefom. Sprostredkovatel ma zakazané
zverejiiovat, predavat, prenajimat akékolvek Osobné
Udaje tretim stranam alebo inak pouzivat Osobné udaje
na komeréné ucely.
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The Processor shall process Personal Data only
upon a documented order of the Controller, whereby
documented orders shall be sent by Controller either
electronically or in writing.

Sprostredkovater spractiva Osobné tdaje len na zéklad]
zdokumentovaného prikazu Prevadzkovatefa, priGom

zdokumentovangé prikazy zasiela Prevadzkovate! bud
elektronicky, alebo pisomne.

The Controller's individual instructions on Contract
Processing shall be as set out in the Agreement.
The Controller shall subsequently be entitled to, in
writing or in a machine-readable format (in text
form), modify, amend or replace such individual
instructions by issuing such instructions to the point
of contact designated by the Processor. The
Controller shall, without undue delay, confirm in
writing or in text form any instruction issued orally.

Jednotlivé  pokyny Prevadzkovatela tykajlice sa
Spracovania na zaklade zmluvy st uvedené v Zmiuve.
Prevadzkovatel je nasledne opréavneny pisomne alebo
v strojovo &itatefnom formate (v textovej podobe) upravit,
zmenit' alebo nahradit’ takéto jednotlivé pokyny vydanim
takychto pokynov na kontaktné miesto  uréené
Sprostredkovatelom. Prevadzkovatel bez zbytodného
odkladu pisomne alebo v textovej podobe potvrdi
akykolvek Ustne vydany pokyn,

Where the Processor believes that an instruction
would be in breach of applicable law, the Processor
shall inform the Controller of such belief without
undue delay. The Processor shall be entitled to
suspend performance on such instruction until the
Controller confirms or modifies such instruction.

Ak sa Sprostredkovatel domnieva, Ze pokyn by bol
vrozpore s platnym pravom, bez zbytoéného odkladu
otom informuje Prevadzkovatefa. Sprostredkovatel je
opravneny pozastavit plnenie takéhoto pokynu, kym
Prevadzkovatel takyto pokyn nepotvrdi alebo nezmeni.

The Processor shall be obliged to comply with the
Controller's  recommendations regarding the
processing of Personal Data and regarding the
improvement of data protection, prepared as a result
of inspections carried out by the Controller or by an
auditor authorised by him.

Sprostredkovatel je povinny dodrzZiavat odpori&ania
Prevadzkovatela tykajice sa spracovania Osobnych
udajov  a zlep3enia ochrany udajov, ktoré boli
vypracované na zaklade kontrol vykonanych
Prevadzkovatefom alebo nim poverenym auditorom,

Article 3

Obligations of the Processor

Clanok 3

Zavizky Sprostredkovatela

The Processor represents that he has the means
allowing correct processing of Personal Data
entrusted by the Controller, to the extent and for the
purpose specified hereunder and under the
Agreement,

Sprostredkovatel vyhlasuje, ze disponuje prostriedkami,
ktoré umoZriuju spravne Spracovanie Osobnych (idajov
zverenych Prevadzkovatelom, a to v rozsahu a na Gcel
stanoveny nizsie a touto Zmluvou.

The Processor undertakes to apply technical and
organisational measures aimed at adequate
protection of Personal Data provided for Contract
Processing, adequate to threats and categories of
protected Personal Data, in particular, to secure
them against unauthorised access, removal by an
unauthorised person, processing in violation of the
law, and modification, loss, damage or destruction.

Sprostredkovatel sa zavazuje uplatfiovat technické
a organizacné opatrenia zamerané na primerant ochranu
Osobnych Udajov poskytovanych na Géely Spracovania
na zaklade zmluvy, primerané hrozbam a kategoriam
chranenych  Osobnych Udajov, najmd na ich
zabezpecenie pred neopravnenym pristupom,
odstrdnenim  neopravnenou osobou, spracovanim
Vv rozpore so zakonom azmenou, stratou, poskodenim
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The Processor declares that the measures applied

by him shall fulfil the requirements of all applicable
laws and regulations, including but not limited to the
GDPR and specifically Art. 32 GDPR. The
Processor shall implement technical and
organisational measures and safeguards that
ensure ongoing confidentiality, integrity, availability
and resilience of processing systems and services,
as set forth in Exhibit A hereto. The Controller is
familiar with these technical and organisational
measures, and it shall be the Controller's
responsibility that such measures ensure a level of
security appropriate to the risk.

alebo zni¢enim. Sprostredkovatel vyhlasuje, Ze nim
uplatiiované opatrenia splfiajti poziadavky vsetkych
platnych zakonov a pravnych predpisov vratane, ale-
nielen, GDPR a najmi &l. 32 GDPR. Sprostredkovatel
zavedie technické a organizacné opatrenia
a bezpe¢nostné opatrenia, ktoré zabezpedia trval(
dovernost, integritu, dostupnost a odolnost systémov
a sluzieb spractivania, ako je uvedené v prilohe A tejto
Zmluvy. Prevadzkovatel je oboznédmeny s tymito
technickymi a organizaénymi opatreniami a zodpoveda za
to, Ze tieto opatrenia zabezpeduju urover bezpe&nosti
primeranu riziku.

The Processor warrants that he fulfils its obligations
under Art. 32 (1) (d) GDPR to implement a process
for regular testing, assessing and evaluating of the
effectiveness of technical and organisational

measures for ensuring the security of the Contract
Processing.

Sprostredkovatel zaruduje, Ze si pini svoje povinnosti
podia €l. 32 ods. 1 pism. d) GDPR zaviest proces
pravidelného testovania, posudzovania
a vyhodnocovania G&innosti technickych a organizaénych

opatreni na zaistenie bezpe&nosti Spracovania na
zaklade zmluvy.

The Processor represents that the IT systems used
for processing of Personal Data meet all applicable
laws and regulations, including but not limited to the
requirements of the GDPR.

Sprostredkovatel vyhlasuje, Ze IT systémy pouZivané na
spracovanie Osobnych dajov splfajt vsetky platné
zakony a pravne predpisy vratane, ale nielen, poziadaviek
GDPR.

The Processor, taking into account the nature of the
Contract Processing, shall, where possible for the
Processor, assist the Controller through appropriate
technical and organisational measures in fulfilling
the obligations set out in Art. 32 to 36 GPDR. The
Processor shall implement the measures necessary
for securing Personal Data and for mitigating
potential negative consequences for any data
subject; the Processor shall coordinate such efforts
with the Controller without undue delay.

Sprostredkovatel s prihliadnutim na povahu Spracovania
na zaklade zmluvy, ak je to pre Sprostredkovatefa mozne,
pomaha Prevadzkovatelovi prostrednictvom vhodnych
technickych  a organizaénych opatreni pri plneni
povinnosti stanovenych vé&. 32 a? 36 GPDR.
Sprostredkovatel  vykond opatrenia potrebné na
zabezpedenie Osobnych (dajov ana zmiernenie
moznych negativnych désledkov pre kazdi dotknut
osobu; Sprostredkovatel bez zbytoéného odkladu
koordinuje toto Usilie s Prevadzkovatefom.

The Processor shall notify the Controller if the
Processor becomes aware of breaches of the
protection of Personal Data within any of the Party's
scope of responsibility. The Processor shall provide
the Controller within 24 hours of the detection of any
such event with information on the alleged breach,
including information necessary for the Controller to
report any actual breach of data protection rules to
the supervisory authority, as referred to in Art. 33 (3)
GDPR. Such notification shall be sent by Processor
to the following address of Controller: Tamara

Sprostredkovatel informuje Prevadzkovatela, ak sa
dozvie o poruSeni ochrany Osobnych udajov v rémci
rozsahu zodpovednosti ktorejkolvek Zmluvnej strany.,
Sprostredkovatel poskytne Prevadzkovatefovi do 24
hodin od zistenia akejkolvek takejto udalosti informacie
0 Udajnom poruseni vratane informacii potrebnych na to,
aby Prevadzkovate! mohol dozorému organu nahlésit
akékolvek skutoéné poruSenie pravidiel ochrany Udajov,
ako sa uvadza v ¢&l. 33 ods. 3 GDPR. Takéto oznamenie
zasle Sprostredkovatel na tato adresu Prevadzkovatefa:

Page 20 of 26




[ Solaja, emal, = e WIh &
copy to dataprotection@Meuariiance.com

Tamara Solaja, email:
na adresu dataprotection@MedaHiance.com

7, 8 kdpiou

7. The Controller shall notify the Processor, without
undue delay, and comprehensively, of any defect or
iregularity with regard to provisions on data
protection detected by the Controller in the results
of the Processor's work.

Prevadzkovatel je povinny bez zbyto&ného odkladu a
komplexne informovat Sprostredkovatefa o vetkych
nedostatkoch alebo nezrovnalostiach tykajlcich sa
ustanoven( o ochrane tdajov, ktoré Prevadzkovatel zistil
vo vysledkoch prace Sprostredkovatela.

8. The Processor undertakes to keep any Personal
Data and any methods of protecting them
confidential, including after the termination of the
Processing Agreement and the Agreement itself.
The Processor warrants that all employees and
agents involved in Contract Processing and any
other persons who may be or become involved in
Contract Processing within the Processor's scope of
responsibility shall be prohibited from processing
Personal Data outside the scope of the Controller's
instructions. The Processor also warrants that all
these persons have been acquainted with all
applicable laws and regulations, including but not
limited to all provisions on the protection of personal
data and with liability for their non-observance, have
committed to comply with them and have
undertaken a commitment to secrecy or are subject
to an appropriate statutory obligation to secrecy. All
such secrecy obligations shall survive the
termination or expiration of any Contract Processing

under this Processing Agreement or the Agreement
itself.

Sprostredkovatel sa zavazuje zachovavat dévemost
vSetkych Osobnych tdajov a vSetkych metdd ich ochrany,
ato a po ukonéeni Zmluvy o Spracovani a samotnej
zmluvy.  Sprostredkovatel zarucuje, ze vdetkym
Zamestnancom a zastupcom zapojenym do Spracovania
na zaklade zmluvy a vSetkym ostatnym osobam, ktoré
moZu byt zapojené alebo sa masu zapojit do Spracovania
na  zaklade  zmluvy v ramci zodpovednosti
Sprostredkovatela, sa zakazuje spractvat Osobné Udaje
mimo rozsahu pokynov Prevadzkovatera.
Sprostredkovatel tiez zarucuje, Ze véetky tieto osoby boli
oboznamené so vietkymi platnymi zakonmi a pravnymi
predpismi, okrem iného aj so vietkymi ustanoveniami
0 ochrane osobnych udajov a so zodpovednostou za ich
nedodrzanie, zaviazali sa ich dodrziavaf a zaviazali sa
k mi€anlivosti alebo sa na ne vztahuje prislusné zakonna
povinnost  miéanlivosti. VSetky tieto  povinnosti
zachovavat mil&anlivost zostavajli v platnosti aj po
ukonéeni alebo  vyprsani platnosti  akéhokolvek
Spracovania na zaklade zmluvy podfa tejto Zmluvy
0 Spracovani alebo samotnej zmiuvy.

Article 4

Enquiries by data subjects and audits/inspections

Clanok 4

Otazky dotknutych oséb a audity/kontroly

1. The Processor, taking into account the nature of the
Contract Processing, shall, where possible for the
Processor, assist the Controller through appropriate
technical and organisational measures to meet the
obligation to respond to requests of any data
subjects in the exercise of their rights as detailed in
Chapter |1l of the GDPR.

S prihliadnutim na povahu Spracovania na zaklade
zmluvy Sprostredkovatel, ak je to preiiho mozné, pomaha
Prevadzkovatelovi prostrednictvom vhodnych
technickych  a organizaénych  opatreni pri  plneni
povinnosti reagovat na ziadosti véetkych dotknutych osdb

pri vykone ich prav, ako sa podrobne uvadza v kapitole |1
GDPR.

2. Where a data subject asserts any claims against the
Controller in accordance with Art. 82 GDPR, the
Processor shall support the Controller in defending
against such claims, where possible. This shall

Ak si dotknuta osoba uplatfiuje vo&i Prevadzkovatelovi
akekolvek naroky vsilade sé&. 82 GDPR,
Sprostredkovatel podpori Prevadzkovatela pri obrane
proti takymto narokom, ak je to moZné. To sa vztahuje,
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apply, mutatis mutandis, to claims asserted by data

subjects against the Processor in accordance with
Art. 82 GDPR.

mutatis mutandis, na naroky, ktoré si dotknuté osoby

uplatfiuj voéi Sprostredkovatelovi vsllade sdl. 82
GDPR.

Where a data su bject asserts claims for rectification,
erasure or access against the Processor, and where
the Processor is able to correlate the data subject to
the Controller, based on the information provided by
the data subject, the Processor shall refer such data
subject to the Controller. The Processor shall
forward the data subject's claim to the Controller
without undue delay. The Processor shall support
the Controller, where possible, and based upon the
Controller’s instruction insofar as agreed upon. The
Processor shall not be liable in cases where the
Controller fails to respond to the data subject's
request in total, correctly, or in a timely manner.

Ak si dotknuta osoba uplatiiuje vogi Sprostredkovatelovi
narok na opravu, vymazanie alebo pristup aak je
Sprostredkovatel schopny na zéklade informéacif
poskytnutych dotknutou osobou priradit’ dotknut osobu
k Prevadzkovatelovi, Sprostredkovatel odkaZe takdto
dotknutd osobu na Prevadzkovatela. Sprostredkovatel
bez zbytoéného odkladu postt pi Ziadost dotknutej osoby
Prevadzkovatelovi, Sprostredkovater podporuje
Prevadzkovatefa, ak je to mozné, a na zaklade pokynov
Prevadzkovatela, pokial  je to dohodnuté.
Sprostredkovatel nenesie zodpovednost v pripadoch,
ked Prevadzkovatel nereaguje na Ziadost dotknutej
osoby Uplne, spravne alebo véas.

Where, in individual cases, audits and inspections
by the Controller or an auditor appointed by the
Controller are necessary, such audits and
inspections  will be conducted during regular
business hours, and without interfering with the
Processor's operations, upon prior notice, and
observing an appropriate notice period. The
Processor may also determine that such audits and
inspections are subject to prior notice, the
observation of an appropriate notice period, and the
execution of a confidentiality undertaking protecting
the data of other customers and the confidentiality
of the technical and organisational measures and
safeguards implemented. The Processor shall be
entitled to rejecting auditors which are competitors
of the Processor.

Ak st v jednotlivych pripadoch potrebné audity a kontroly
Zo strany Prevadzkovatela alebo auditora vymenovaného
Prevadzkovatelom, takéto audity a kontroly sa vykonaji
pocas beZnych pracovnych hodin abez naruenia
prevadzky Sprostredkovatefa, po predchadzajlicom
oznameni a pri dodrzani primeranej lehoty na oznamenie.
Sprostredkovatel moze tiez urdit, e takéto audity
a kontroly  podliehajt predchadzajiucemu oznameniu,
dodrZaniu primeranej lehoty na oznamenie a plneniu
zavazku dovernosti, ktory chrani udaje inych zékaznikov
a dovernost zavedenych technickych a organizaénych
opatreni a bezpeénostnych opatreni. Sprostredkovatef je
opravneny odmietnut auditorov, ktorl su jeho
konkurentmi,

The Processor is responsible for enabling any data
processing inspection by any eligible government
and administration bodies as described in GDPR
and any other applicable laws and regulations.

Sprostredkovatel  je  zodpovedny za umoZnenie
akejkolvek kontroly spractvania adajov opravnenymi
Statnymi a spravnymi organmi, ako je uvedené v GDPR a
vo vsetkych ostatnych platnych zékonoch a pravnych
predpisoch,

The Processor shall comply with any suggestions or
recommendations issued by any supervisory body
or by the EU supervisory body dealing with the
protection of Personal Data, in particular regarding
the application of the GDPR,

Sprostredkovatel je povinny dodrZiavat vietky navrhy
alebo odportcania vydané akymkolvek dozornym
organom alebo dozornym organom EU, ktory sa zaobera
ochranou Osobnych Udajov, najma pokial ide
0 uplatfiovanie GDPR,
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7. The Processor must immediately inform the
Controller about any inspection plans and
notifications or any actions taken within the scope of
data processing inspections by any eligible party.
Where a data protection supervisory authority or
another  supervisory authority  with  statutory
competence for the Controller conducts an
inspection, Nr. 2 of this Article above shall apply
mutatis mutandis. The execution of a confidentiality
undertaking shall not be required if such supervisory
authority is subject to professional or statutory
confidentiality obligations, where a breach is
sanctionable under applicable laws and regulations.

7. Sprostredkovatel' je povinny bezodkladne informovat
Prevadzkovatela o vietkych planoch a oznameniach
kontrol alebo o v8etkych opatreniach prijatych v ramci
kontrol spractvania Udajov ktoroukolvek opravnenou
stranou. Ak dozorny organ na ochranu Udajov alebo iny
dozorny organ so zakonnou pravomocou pre
Prevadzkovatela vykonava kontrolu, uplatfiuje sa ods. 2
tohto &lanku vyssie mutatis mutandis. Vykonanie zavizku
zachovavania dévernosti sa nevyzaduje, ak sa na takyto
dozorny organ vztahuju sluZzobné alebo zakonné
povinnosti zachovavania dévernost, ktorych porusenie

podlieha sankciam podia platnych zakonov a pravnych
predpisov,

Article 5
Documentation, correction and deletion
'———————J-—...__._______

Clanok 5
Dokumentécia, oprava a vymazanie

1. The Processor shall document and provide the
Controller with all information necessary to
demonstrate compliance with the obligations set out
in this Processing Agreement and laid down in
Art. 28 GDPR, and enable the Controller or auditor
authorised by the Controller to carry out audits,
including inspections, and contribute to them.

1. Sprostredkovatel zdokumentuje a poskytne
Prevadzkovatelovi v&etky informacie potrebné na
preukazanie splnenia povinnosti stanovenych v tejto
Zmluve o spracovani a ustanovenych vé&l. 28 GDPR
a umozni Prevadzkovatelovi alebo auditorovi
poverenému Prevadzkovatelom vykonavat audity vratane
kontrol a prispeje k nim.

In addition, and without derogating from its obligation to
comply with the GDPR, Processor will provide to
Controller, upon Controller's request, certifications in
accordance with Art. 42 GDPR, that Processor is in
compliance with the GDPR,

Okrem toho, bez toho, aby sa odchylil od svojej povinnosti
dodrziavat GDPR, poskytne Sprostredkovatel
Prevadzkovatefovi na jeho Ziadost osvedéenia v stlade s él.
42 GDPR o tom, Ze Sprostredkovatel dodrziava GDPR.

The Processor shall correct or erase Personal Data if so
instructed by the Controller and where covered by the
scope of the instructions permissible. Where an erasure,
consistent with data protection requirements, or a
corresponding restriction of processing is impossible,
the Processor shall, based on the Controllers
instructions, and unless agreed upon differently in the
Agreement or in this Processing Agreement, destroy, in
compliance with all applicable laws and regulations, all
carrier media and other material or return the same to
the Controller.

Sprostredkovatel opravi alebo vymaze Osobné udaje, ak mu
to nariadi Prevadzkovatel aak to spadd do rozsahu
pripustnych pokynov. Ak vymazanie v stlade s poZiadavkami
na ochranu Udajov alebo zodpovedajlice obmedzenie
spracuvania nie je mozZné, Sprostredkovatel na zaklade
pokynov Prevadzkovatela, a ak nie je v Zmluve alebo v tejto
Zmluve o spracovani dohodnuté inak, v stlade so vietkymi
platnymi zékonmi a pravnymi predpismi zniél vSetky nosige
a iné materialy alebo ich vrati Prevadzkovatelovi.

2. In specific cases designated by the Controller, such
Personal Data shall be stored or handed over. Any
associated remuneration and protective measures

2. V osobitnych pripadoch ur€enych Prevadzkovatelom sa
takéto Osobné Udaje uchovévaju alebo odovzdavajl.
Vsetky suvisiace odmeny aochranné opatrenia sa
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[ shall be agreed upon Separately, unless already

agreed upon in the Agreement or in this Processing
Agreement.

dohodnu osobitne, pokial uz neboli dohodnuté v Zmiuve
alebo v tejto Zmluve o spracovani.

3. After completing the provision of services related to
the Contract Processing or upon termination of the
Contract Processing and upon the Controller's
instruction, the Processor shall delete or return any
Personal Data, carrier media and other materials to
the Controller, and shall remove all existing copies
thereof, unless specific legal provisions stipulate
the storage of such Personal Data.

3. Po ukonéeni poskytovania sluZieb suvisiacich so
Spracovanim na zéklade zmiuvy alebo po ukonéeni
Spracovania na zéklade zmluvy a na pokyn
Prevadzkovatel'a Sprostredkovatel vymaze alebo vrati
Prevadzkovatelovi vSetky Osobné udaje, nosice a iné
materialy a odstrani v&etky ich existujlce képie, pokial
osobitné pravne predpisy neustanovuji uchovavanie
takychto Osobnych ldajov.

Article 6
Sub-processors

Clanok 6
Subdodavatelia

1. The Processor shall not use the services or another
processor without the prior detailed or general
written consent of the Controller. Any subcontractor
relationship shall be subject to such consent of the
Controller commissioning further processors or
subcontractors with the performance agreed upon in
the Agreement, in whole or in part. The Processor
shall conclude, with such subcontractors, the
contractual instruments necessary to ensure an
appropriate level of data protection and information
security.

1. Sprostredkovatel nesmie vyuzivat' sluzby alebo iného
sprostredkovatela bez predchadzajliceho podrobného
alebo véeobecného pisomného st hlasu Prevadzkovatera.
Akykolvek subdodavatelsky vztah podlieha takémuto
sthlasu prevadzkovatels, ktory poveri dalsich
Sprostredkovatelov  alebo  subdodévateloy plnenim
dohodnutym v Zmluve, ato Uplne alebo ¢iastocne.
Sprostredkovatel uzavrie s takymito subdodavatermi
zmluvné nastroje potrebné na zabezpecenie primeranej
drovne ochrany Gdajov a bezpeénosti informacii,

Article 7

Liability and damages

Clanok 7

Zodpovednost’ a ndhrada Skody

The processor will be liable to the Controller for any
damage, cost, liability, fine or charge incurred by
Controller as a result of Processor failing to comply with
this Clinical Trial Agreement.

Sprostredkovatel zodpoveda Prevadzkovatelovi za akukolvek
Skodu, néklady, zodpovednost, pokutu alebo poplatok, ktoré
vzniknu Prevadzkovatelovi v désledku toho, Ze
Sprostredkovatel nedodrzi tito Zmluvu o Klinickom skisani.

Article 8
Final Provisions

Clanok 8
Zavereéné ustanovenia

1. This Processing Agreement comes into force on the
day of its signing and is concluded for the term of
the Agreement. This Processing Agreement
remains in force for the duration of the Agreement
mentioned in the Preamble or of any other
agreements with the similar subject or scope of

2. Tato Zmluva o spracovani nadobtida platnost diiom jej
podpisania a uzatvara sa na dobu platnosti Zmluvy. Tato
Zmluva o spracovani zostava v platnosti pogas trvania
Zmluvy uvedenej v Preambule alebo akychkolvek inych
zmldv s podobnym predmetom alebo rozsahom

Page 24 of 26




personal data processing, which would substitute
the Agreement.

Spracovania osobnych Udajov, ktoré by nahradili tuto
Zmluvu.

Any amendments to this Processing Agreement

must be made in writing, otherwise being null and
void.

Akékolvek zmeny a doplnenia tejto Zmluvy o spracovani
musia byt vykonané pisomne, inak st neplatné.

In the event of termination of the Agreement and/or
of this Processing Agreement, the Processor shall
be obliged, irrespective of the Controller's decision,
to remove any Personal Data entrusted under the
Agreement  and/or  under this  Processing
Agreement, or to transfer them to the Controllerin a
manner and format that allows further processing
and use for the same purposes for which they were
processed by the Processor. The Processor does
not transfer personal data processed as an
independent controller, Removal of personal data
shall be confirmed by an appropriate report.

V' pripade ukoné&enia Zmluvy a/alebo tejto Zmiuvy
0 spracovani je sprostredkovatel povinny bez ohladu na
rozhodnutie Prevadzkovatela odstranit' vietky Osobné
Udaje zverené na zaklade Zmluvy afalebo tejto Zmluvy
O spracovani alebo ich preniest Prevadzkovatelovi
spésobom avo formate, ktory umozZnuje ich dalsie
spracovanie a pouZitie na rovnaké ucely, na ktoré boli
Sprostredkovatelom spracované.  Sprostredkovatel
neprenasa spraclvané osobné Udaje ako nezavisly
prevadzkovatel. Odstranenie osobnych Udajov sa potvrdi
prislu§nou spravou.

Matters not covered by this Processing Agreement
shall be governed by the applicable laws and
regulations. This annex is subject to the laws of
Slovak Repubilic.

Zalezitosti, na ktoré sa nevztahuje tato Zmiluva
O spracovani, sa riadia platnymi zakonmi a pravnymi
predpismi. Tato priloha podlieha z&konom Slovenskej
republiky.

If this Processing Agreement refers to legal
provisions, it also means other provisions regarding
the protection of personal data, as well as any
amendments that come into force after the day the
Agreement is concluded, as well as legal acts that
will replace the indicated laws and regulations,

Ak sa v tejto Zmluve o Spracovani odkazuje na pravne
ustanovenia, rozumeji sa tym aj dalie ustanovenia
tykajuce sa ochrany osobnych udajov, ako aj vSetky
zmeny a doplnenia, ktoré nadobudnti ucinnost’ po dni
uzavretia tejto Zmluvy, ako aj pravne akty, ktoré nahradia
uvedeneé zakony a pravne predpisy.

The courts of Slovakia shall have exclusive
jurisdiction over all disputes arising out of or in
connection with this Processing Agreement,

In case of conflict between the Enlglish and Slovak
version, the Slovak version will prevail.

Sudy na Slovensku maju vyluénu pravomoc rozhodovat
vsetky spory vyplyvajice z tejto Zmluvy o spracovani
alebo v stvislosti s fiou.

V' pripade rozporu medzi anglickou a slovenskou
jazykovou verziou, ma prednost' slovenska verzia.

This Processing Agreement is drawn up in two
identical copies, one for each Party.

Tato Zmluva o spracovani je vyhotovena v dvoch
identickych exemplaroch, po jednom pre kazd( Zmluvnuy
stranu.
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Institution:

Za instituciu;

Ing. Mongi Msolly, MBA

General Manager and Chairmain of the Board

Ing. Mongi Msolly, MBA

Generalny riaditel a predseda predstavenstva

Place, date Signature

Miesto, datum Podpis

assoc. prof. Juraj Madari¢, MD, PhD, MPH

Vice Chairman of the Board

Doc. MUDr. Juraj Madarié , PhD., MPH

Podpredseda predstavenstva

Place, date Signature

Miesto, datum Podpis

M.A. Med Alliance SA

Dominique Vaney, Finance Director

M.A. Med Alliance SA

Dominique Vaney, Finance Director

Place, date Signature

Miesto, datum Podpis
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Platnost od 23.3.2021 / Valid as of. March 23, 2021

F.466.2

Narodny ustav
srdcovych a cievnych
- choréb, a. s.

National Institute of
Cardiovascular
Diseases, a. s.

DOLOZKA O PARTNERSTVE
S PARTNEROM VECNEHO VZTAHU

PARTNERSHIP CLAUSE
WITH THE MATERIAL RELATIONSHIP PARTNER

1. Systém riadenia

Partner vecného vztahu (obchodny partner; externa
zmluvna strana) sa zavézuje, Zze v ramci svojej
organizacie prijme uginny systém riadenia schopny
zabranit korupénym trestnym ¢inom
uplatkarstva/podplacania s cielom zneuZitia Uradnej
moci, pravomoci, vplyvu i postavenia, za ugelom
poruSenia zakona, (Udplatkarstva pri pravnych
ukonoch, navadzania na takéto zneuzitie, vydieranie
al/alebo spreneveru.

2. Platobné systémy

Partner vecného vztahu sa pri vykone ¢&innosti v
ramci zmluvného vztahu so spoloénostou Narodny
ustav srdcovych a cievnych choréb, a. s. (dalej len
,NUSCH, a. s.“) zavézuje vykonavat platby vyhradne
takym spdsobom, ktory umoziiuje identifikaciu
prijemcu a vyhybat sa hotovostnym platbam alebo
platbam v naturaliach.

3. Dary a odmeny

Partner vecného vztahu sa zavazuje, Ze Ziaden z jej
predstavitefov, zastupcov, zamestnancov, alebo
inych osdb konajucich v jeho mene pred uzatvorenim
alebo poéas plynutia zmluvného vztahu nebude
priamo alebo nepriamo ponukat, davat, poskytovat,
vyZzadovat ani prijimat finanéné prostriedky alebo
akékolvek iné ocenitefné hodnoty, alebo poskytovat
akekolvek vyhody, dary, alebo pohostenia za G¢elom
ovplyviiovat konanie NUSCH, a. s., s vyuZitim
odmefiovania, alebo navadzania Knekorektnému
vykonu prislusnych predstavitefov NUSCH, a. s. za
téelom ziskania alebo udrzania vyhody pri vykone jej
¢innosti v rozpore so vdeobecne zavdznymi pravnymi
predpismi Slovenskej republiky (dalej len ,SR"). Je
mozné vsak poskytnut prejav zdvorilosti s nizkou
finanénou hodnotou, napr. knihy, kvety, katalégy,
drobné spomienkové predmety pri pracovnych
stretnutiach alebo oficialnych rokovaniach, pripadne
pohostenie v hodnote obeda v primeranej restauracii.

1. Management System

Material Relationship Party (business partner;
external party) undertakes to adopt, within its
organization, an effective management system
capable of preventing corruption offenses of
bribery/bribery to abuse official authority,
competence, influence or position, for the purpose of
law violation, bribery in legal acts, incitement to such
abuse, extortion and/or embezzlement.

2. Payment Systems

In the performance of activities within the contractual
relationship with the company National Institute of
Cardiovascular Diseases, a. s. (hereinafter referred to
as "NUSCH, a. s.”) Material Relationship Party
undertakes to make payments exclusively in such a
way as to enable the identification of the beneficiary
and to avoid cash payments or payments in kind.

3. Gifts and Rewards

Material Relationship Party undertakes that none of
their representatives, agents, employees or other
persons acting on their behalf before or during the
contractual relationship will directly or indirectly offer,
hand-out, provide, demand or receive funds or any
other appreciable items, nor provide any benefits,
gifts, or entertainment for the purpose of influencing
the conduct of NUSCH, a. s., with the use of
remuneration or incitement for improper performance
of the relevant representatives of NUSCH, a. s. for the
purpose of obtaining or maintaining an advantage in
the performance of their activities in violation of
generally binding legal regulations of the Slovak
Republic (hereinafter referred to as "SR"). However,
it is possible to provide a courtesy with a low financial
value, e.g. books, flowers, catalogs, small
memorabilia at business meetings or official
meetings, or entertainment at the value of a meal in
an appropriate restaurant.

Page 1 of 4




Page 2 of 4

Platnost od 23.3.2021 / Valid as of: March 23, 2021
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Narodny ustav
srdcovych a cievnych
chordb, a. s.

National Institute of
Cardiovascular
Diseases, a. s.

DOLOZKA O PARTNERSTVE
S PARTNEROM VECNEHO VZTAHU

PARTNERSHIP CLAUSE
WITH THE MATERIAL RELATIONSHIP PARTNER

4. Vzt'ah k politickym stranam alebo k verejnym
organizaciam

Partner vecného vztahu nesmie vyvijat ¢i uz priamy
alebo nepriamy natlak na politickych predstavitelov,
zamestnancov $tatnej a verejnej spravy (napriklad
poskytovanim vlastnych priestorov, prijimanim
navrhnutych uchadzaov o pracu, konzultovanim
dohdd) sciefom ziskat vyhody pri uzatvarani
zmluvnych vztahov s NUSCH a. s.

5. Nulovy konflikt zaujmov

Partner vecného vztahu vyhlasuje Ze Ziaden z jej

Statutarnych zastupcov :

a) nevykonava, ani nevykonaval ¢innosti, ktoré by
predstavovali konflikt zaujmov 2z hfadiska
uzatvorenia zmluvného vztahu s NUSCH, a. s.,

b) nebol trestne stihany za:

- Subvenény podvod,

- Skresfovanie Udajov  hospodarskej a
obchodnej evidencie (uvedenie nepravdivych
alebo hrubo skresfujucich udajov alebo
zatajenie povinnych ddajov o zavaznych
skuto&nostiach vo vykazoch),

- Korupciu (§ 328 — § 336 zakona &. 300/2005
Z.z. Trestny zakon vzneni neskorsich
predpisov; napr.. Prijimanie dplatku,
Podplacanie, Nepriamu korupciu).

6. Klauzula proti Gplatkarstvu

Partner vecného vztahu vyhlasuje, Ze poziadavky
NUSCH, a. s. uvedené v tejto dolozke, vyplyvajlice
z platnych pravnych predpisov Slovenskej republiky
vramci boja proti korupcii berie na vedomie a
zavazuje sa kich dodrziavaniu. V pripade potreby
bliz&ie 3$pecifikovat poziadavky Dolozky, bude
NUSCH, a. s. akceptovat znenie schvaleného
protikorupéného programu u konkrétneho partnera
vecného vztahu.

Zaroven sa zavazuje okamzZite oznamit primeranou
formou uréenému zastupcovi NUSCH, a. s.,
akékolvek podozrenie na porusenie ktoréhokolvek
ustanovenia tejto doloZky, a byt plne suéinny pri
dékladnom Setreni podozrenia.

4. Relationship to the Political Parties or Public
Organizations

Material Relationship Party shall not exert either
direct or indirect pressure on political representatives,
employees of state and public administration (for
example, by providing their own premises, accepting
proposed job applicants, consulting agreements) in
order to gain advantages in entering into contractual
relationship with NUSCH a. s.

5. Zero Conflict of Interest

Material Relationship Party declares that none of their

statutory representatives:

a) performs, or has performed, activities that would
represent a conflict of interests in terms of
entering into a contractual relationship with
NUSCH, a. s.

b) has not been prosecuted for:

- subsidy fraud,

- distortion of economic and commercial
records (indication of false or grossly
distorting data or concealment of mandatory
data on serious indication in the reports),

- corruption (Section 328 — 336 of the Act No.
300/2005 Coll. Criminal Code as amended;
e.g.. Accepting a Bribe, Bribery, Indirect
Corruption).

6. Anti-bribery Clause

Material Relationship Party declares that they take
note of the requirements of NUSCH, a. s. stated in
this Clause, arising from the legal provisions of the
Slovak Republic in force, in the framework of the fight
against corruption, and that they undertake to comply
with them. In case the requirements of the Clause
need to be specified in more detsail, NUSCH, a. s. shall
accept the wording of the approved anti-corruption
program of a particular Material Relationship Party.

At the same time, Material Relationship Party
undertakes to immediately notify the designated
representative of NUSCH, a. s., in an appropriate
form, of any suspicion of a breach of any provision of
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Narodny ustav
srdcovych a cievnych
chorodb, a. s.

National Institute of
Cardiovascular
Diseases, a. s.

DOLOZKA O PARTNERSTVE
S PARTNEROM VECNEHO VZTAHU

PARTNERSHIP CLAUSE
WITH THE MATERIAL RELATIONSHIP PARTNER

Poverenym zastupcom v spoloénosti NUSCH, a. s., je
osoba vykonavajica dohfad na dodrZiavanim

protikorupénych  opatreni -  Mgr. Janette
Mruskovicova, manazér integrovaného
manazérskeho systému (dalej ,IMS*), tel.:
+421.2.59320549, e-mail:

janette.mruskovicova@nusch.sk

Ak NUSCH, a. s., preukaze partnerovi vecného
vztahu, poruSenie akéhokolvek ustanovenia tejto
dolozZky:

a) je opravneny pozastavift plnenie predmetu
zmluvného vztahu po  predchadzajlicom
pisomnom upozorneni, a to po dobu, ktoru
povazuje za nevyhnutni vzhfadom na rozsah a
charakter zistenia, maximalne vSak na dobu
jedného mesiaca. Partner vecného vztahu berie
na vedomie a sthlasi, ze po¢as doby nevyhnutnej
na zistovanie skutonosti pre vySetrenie
podozrenia na porusenie ustanoveni tejto dolozky
nebudu vznikat akékolvek povinnosti a/alebo
sankcie vo&i NUSCH, a. s., vyplyvajlce z takéhoto
pozastaveného pinenia zmluvného vztahu;

b) partner vecného vztahu je povinny prijat vSetky
relevantné opatrenia, aby zabranil strate, zneuzZitiu
alebo zni¢eniu listinnych a inych dékazov
vztahujucich sa k prislusnému konaniu.

7. Ukoncenie zmluvného vzt'ahu

V pripade zistenia a preukdzania porusenia
akychkofvek povinnosti uvedenych v tejto dolozke
partnerom vecného vztahu je NUSCH, a. s., na
zaklade predchadzajiceho pisomného upozornenia,
aak na tomto zaklade partner vecného vztahu
neuskutoéni napravu v lehote jedného mesiaca,
opravneny odstupit od zmluvného vztahu.

Partner vecného vztahu zodpoved4a NUSCH, a. s. za
preukazani Skodu, ktora vznikne porusenim
ustanoveni tejto dolozky.

8. Dodatky k ustanoveniam a podmienkam tejto
dolozky o partnerstve

Tieto ustanovenia a podmienky Dolozky o partnerstve
nadobudaju pravnu zavdznost a Géinnost driom ich

this Clause, and to be fully cooperative in the
thorough investigation of the suspicion.

The authorized representative of the company
NUSCH, a. s. is the person supervising the
observance of anti-corruption measures — Mgr.
Janette Mruskovi€ovd, manager of the integrated
management system (hereinafter “IMS"), tel.:
+421.2.59320549, email:
janette. mruskovicova@nusch.sk

If NUSCH, a. s. proves the violation of any provision

of this clause to the Material Relationship Party:

a) it is entitled to suspend performance of the subject-
matter of the contractual relationship, subject to a
prior written notice, for such period as it considers
necessary with regard to the extent and nature of
the finding, but for no more than a period of one
month. Material Relationship Party acknowledges
and agrees that during the time necessary to
establish the facts for the investigation of the
suspected violation of the provisions of this
Clause, no obligations and/or sanctions will arise
against NUSCH, a. s., resulting from such
suspended performance of the contractual
relationship;

b) Material Relationship Party shall be obliged to take
all relevant measures to prevent the loss, misuse
or destruction of documentary and other evidence
related to the relevant proceedings.

7. Termination of Contractual Relationship

In the case of finding and proving a breach of any of
the obligations set out in this Clause by the Material
Relationship Party, NUSCH, a. s. is entitled to
withdraw from the contractual relationship, on the
basis of a prior written notice, and if on this basis the
Material Relationship Party does not make a
correction within one month.

Material Relationship Party shall bear responsibility to
NUSCH, a. s for proven damage resulting from a
breach of the provisions of this Clause.
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DOLOZKA O PARTNERSTVE
S PARTNEROM VECNEHO VZTAHU

WITH THE MATERIAL RELATIONSHIP PARTNER

PARTNERSHIP CLAUSE

podpisu. Dolozka médze byt dopliana alebo
aktualizovana pisomnou formou v spolupraci medzi
partnerom vecného vztahu a NUSCH, a. s.

8. Amendments to the Terms and Conditions of
this Partnership Clause

These Terms and Conditions of the Partnership
Clause shall become legally binding and effective on
the date of signature thereof. The Clause may be
supplemented or updated in writing as a result of
cooperation between the Material Relationship Party
and NUSCH, a. s.

Miesto a datum / Place and date:

ing. Mongi Msolly, MBA

za NUSCH, a. s. / representing NUSCH, a. s.

Petiatka / StaMp

generalny riaditel a predseda predstavenstva / CEO and Chairman of the Board

i

v

ang date:

LMWTUIWPI&@

Dominique Variey
Finanény rigditef / Finance Director
Za M.A. MEDA

Pediatka / Stamp:

LLIANCE SA / Representing M.A. MEDALLIANCE SA
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