CLINICAL TRIAL AGREEMENT
Ref.: 017/0VZ/21/076-P

SMLOUVA O KLINICKE STUDII
C. 017/0VZ/21/076-P

Clinical Study Agreement, dated as of 9% of
December 2021 (the “Agreement’), by and
between

(1) Fakultni nemocnice Ostrava, an institution
organized and existing under the laws of Czech
Republic with its principal address at 17. listopadu
1790/5, 708 52 Ostrava-Poruba CIN: 00843989,
VAT: CZ00843989 Charter of the Ministry of Health
of the Czech Republic of 25 November 1990 File
no. OP-054-25.11.90

in matters of this contract, he is authorized to act
and sign|

(the

"Institute"),

2

Poruba (“Principal Investigator”)

and (3) M.A. MEDALLIANCE SA, a limited liability
company with a principal place of business at Rue
de Rive 5, 1260 Nyon, Switzerland, VAT: CHE-
114.307.623

The Sponsor Authority's representative
established in the EU is MedAlliance Germany
GmbH

Kokkolastralie 5

40882 Ratingen

Smlouva o klinické studii ze dne 9. prosince 2021
(,Smlouva“) mezi

(1) Fakultni nemocnici Ostrava, zdravotnickym
zafizenim zaloZzenym a existujicim podle prava
Ceské republiky, a se sidlem na adrese 17.
listopadu 1790/5, 708 52 Ostrava-Poruba,

IC: 00843989, DIC: CZ00843989

Zfizovaci listina MZ CR ze dne 25. listopadu 1990
¢.j. OP-054-25.11.90

ve vécech této smlouvy je opravnén jednat a

(,Zdravotnické zafizeni*),

2

(,Hlavni zkous$ejici®)

a (3) M.A. MEDALLIANCE SA, spole¢nosti
s ru¢enim omezenym s hlavnim mistem podnikani
na adrese Rue de Rive 5, 1260 Nyon, Svycarsko,
DIC CHE-114.307.623

Zmocnéncem Zadavatele usazenym v EU je
MedAlliance Germany GmbH

Kokkolastralie 5

40882 Ratingen

Némecko

Germany (“Zadavatel”)

(“Sponsor”)

RECITALS: BODY ODUVODNENI:

A. The Sponsor owns all right, title and interest | A. Zadavatel vlastni veSkera prava, naroky

in and to that implantable medical device known as
the the SELUTION SLR™ (Sustained Limus
Release) 014 drug eluting balloon (DEB) (the
“Device”) and wishes to retain the Institute and the
Principal Investigator to conduct clinical trial - a
clinical Study program at the facilities of the
Institute, named SELUTION DeNovo Study (the
“Study”) in accordance with the procedures and
principles set forth in Clinical Investigation Plan on
Exhibit A of this Agreement for the SELUTION
DeNovo Study (the “Protocol”).

a podily Kk implantovatelnému zdravotnickému
prostfedku oznaCovanému jako balének uvolfiujici
léCivo (DEB) 014 SELUTION SLR™ (Sustained
Limus Release) (,Prostfedek”) a pfeje si, aby
Zdravotnické  zafizeni aHlavni  zkouSejici
realizovali klinickou zkousku - program Kklinické
studie v ramci Zdravotnického zafizeni s nazvem
studie SELUTION DeNovo Study (,Studie®)
v souladu s postupy azasadami stanovenymi v
planu klinické zkousky v Pfiloze A této Smlouvy
o Studii SELUTION DeNovo Study (,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 Protocol.

B. Zdravotnické zafizeni a Hlavni zkouSeji maji
zkuSenosti, kvalifikaci a personal s nezbytnymi
dovednostmi, zkuSenostmi aznalostmi pro
provedeni Studie a spinéni Protokolu.

C. 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:

C. Vsouladu stim, pfi uvazeni vzajemnych
zavazkll obsazenych v této Smlouvé, jejichz prijeti
a pfiméfenost se timto potvrzuje, se strany dohodly
na nasledujicim:

1. Description of the Study.

1. Popis Studie.

The Institute and the lead Principal Investigator for
the Study (the “Principal Investigator") shall
perform the Study according to the Protocol, which

Zdravotnické zafizeni a vedouci Hlavni zkousejici
pro Studii (,Hlavni zkouSejici“) provede Studii
podle Protokolu, ktery popisuje aktivity a ukoly
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describes the clinical research activities 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 “Subject”). The Study
shall be performed in accordance with the
applicable laws and permits, specifically including
but not limited to required insurance coverage for
the Subjects, and, to the extent required, shall be
subject to the approval of the Institute’s Ethics
Commission, as defined in paragraph 8 below.

klinického vyzkumu, které bude Zdravotnické
zafizeni provadét pod dohledem a vedenim
Hlavniho zkouS$ejiciho. Hlavni zkouSejici souhlasi,
Ze vynalozi pfiméfené  usili, v souladu
s Protokolem a spravnou klinickou praxi, aby do
Studie zafadil pouze ty subjekty, které splfiuji
kritéria pro zafazeni podle Protokolu (kazdy je
nadéle oznadovan jako ,Ugastnik”). Studie bude
provedena v souladu s platnymi zakony
a povolenimi, konkrétné mimo jiné vcetné
pozadovaného pojisténi pro Ugastniky, a bude
v pozadovaném rozsahu podléhat schvaleni etické
komise Zdravotnického zafizeni, jak je definovano
v odstavci 8 nizZe.

1.1. Any deviations or alterations of the
Protocol may be made and/or implemented 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 or on behalf of the Sponsor and the
Institute Principal Investigator and such amended
Protocol shall be deemed part of this Agreement.

1.1. Jakékoliv odchylky od Protokolu nebo
jeho zmény lze ucinit a/nebo zavést pouze
s vyslovnym pisemnym souhlasem Zadavatele.
Jakakoliv takova odchylka nebo zména bude
reflektovana v dodatku k Protokolu, ktery bude
podepsan Zadavatelem nebo jeho jménem
a Hlavnim zkousejicim Zdravotnického zafizeni,
pficemz takovy pozménény Protokol bude
povazovan za soucast této Smlouvy.

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 manner and on such forms as are
provided by Sponsor.

1.2 Hlavni zkouS$ejici bude odpovédny za
shromazdovani, pFesnost, spravu a v€asné
vykazovani vSech dat Studie, vCetné zaznamu
subjektdl  Studie aformulafd  informovaného
souhlasu, ato zplsobem ana takovych
formulafich, které poskytne Zadavatel.

1.3 Institute allows the Sponsor’s
employees, managers, agents, distributors,
representatives, 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,

1.3 Zdravotnické zafizeni umozni
zaméstnanclim, manazerim, agentim,
distributordm, zastupcdm a/nebo spoleénikim
(,Zastupci‘) Zadavatele vstupovat na misto
provadéni Studie, véetné za ucelem (1)
poskytovani technické podpory v prabéhu postupt
implantace, (2) sledovani shromazdovani dat, (3)
pfistupu  k pfisluSnym Iékafskym zaznam(m
v souladu s pozadavky na monitorovani
specifikovanymi v Protokolu.

2. Study Materials.

2. Materialy studie.

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.

Materidly Studie (v&etné& Prostfedku) jsou v8echno
komeréné dostupné produkty, které zakoupi
Zdravotnické zafizeni za vzajemné& dohodnutych
podminek v souladu s regulatornimi pozadavky,
jsou-li relevantni. Zdravotnické zafizeni bude
odpovédné za bezpecné skladovani a udrzovani
Prostredk.

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 EN
ISO14155 (Clinical investigation of medical
devices for human subjects — Good clinical
practice),and all other governmental regulations
applicable to the Study, in particular Regulation
2017/745 of the European Parliament and of the
Council on medical devices and Act No. 89/2021

Zdravotnické  zafizeni aHlavni  zkouSejici
provedou  Studii vsouladu sICH GCP
(Harmonized Tripartite Guideline for Good Clinical
Practice — Harmonizovana trojstranna smérnice
pro spravnou Kklinickou praxi), Helsinskou
deklaraci, jak byla revidovana v roce 1975 (Tokio),
doplnéna v roce 1983 (Benatky) a v roce 1989
(Hongkong), evropskou normou CSN EN ISO
14155 (Klinické zkouSky  zdravotnickych
prostfedkd pro humanni Gcely - Spravna klinicka
praxe)
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Coll., on medical devices, as amended. With
regard to any and all matters arising from and/or in
connection with this agreement the provisions of
the laws of the Czech Republic apply.

a vSemi ostatnimi predpisy, které se na Studii
vztahuiji, zejména nafizeni Evropského
parlamanetu a Rady 2017/745 o zdravotnickych
prostfedcich a zakon ¢&. 89/2021 Sb., o
zdravotnickcyh prostfedcich, v plathném znéni.
Pokud jde o veSkeré zaleZitosti vyplyvajici z této
Smlouvy nebo vzniklé v souvislosti s ni, bude pro
né platit pravo Ceské Republiky.

4. Payments.

4. Platby.

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

The remuneration payments listed in Exhibit B
constitute the only and exclusive means of sound
financial settlement between the parties. The
Sponsor hereby declares, that he has not
concluded a separate contract with the Principal
Investigator or study Team for a fee for conducting
this clinical study. The remuneration will be
distributed between the Institute and the Principal
Investigator and his / her study team after
deducting the costs in accordance with the internal
regulations of the Institute.

Jako  protipinéni  za  sluzby  poskytnuté
Zdravotnickym zafizenim pfi provadéni Studie se

Zadavatel zavazuje hradit Zdravotnickému
zafizeni platby podle Rozpoctu, ktery je ke
Smlouveée pfilozen jako Priloha B

(,Poplatek”).Platby odmény uvedené v Pfiloze B
pfedstavuji jediny a vyluény zpusob fadného
finanéniho vypofadani mezi smluvnimi stranami.
Zadavatel timto prohlaSuje, Ze neuzaviel s
Hlavnim zkouSejicim separatni smlouvu na
odménu za provedeni klinické studie. Odména
bude mezi Zdravotnické zafizeni a Hlavniho
zkouSejiciho a jeho studijni tym rozdélena po
odecteni nakladll podle vnitfnich pfedpis(
Zdravotnického zafizeni.

The Fee shall be payable for each eligible Subject
properly enrolled according to the Protocol upon
proper completion and delivery to the Sponsor of
the Case Report Forms (the “CRF”) for each
Subject. The Fees, plus VAT calculated in the legal
amount, shall be the full remuneration and
payment by Sponsor for all costs incurred in the
course of the clinical Study. Any and all taxes or
other registration charges shall be borne by the
Institute.

Poplatek bude splatny za kazdého zplsobilého
Ugastnika, ktery je zafazen do Studie podle
Protokolu, po Fadném vypInéni a doruCeni
Zadavateli zaznamovych formulafd (,CRF") za
kazdého Ugastnika. Poplatky navy$ené o DPH
vypoclitanou v zakonné vysi budou Uplnou
odménou a platbou Zadavatele za vSechny
naklady, které vzniknou v pribéhu klinické Studie.
Naklady na veSkeré dan& nebo jiné registraini
poplatky ponese Zdravotnické zafizeni.

The Institute will recruit a maximum of 300
Subjects 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 Subject in excess
of the maximum number of Subjects specified in
the previous sentence.

Zdravotnické zafizeni do Studie ziska maximalné
300 Ugastnikt.  Zadavatel nezaplati Poplatky,
neuhradi Zadny vydaj, poplatek ani naklad ani
neponese Zadnou odpovédnost vaci
Zdravotnickému zafizeni ani vici jakékoliv jiné
osob& nebo subjektu, pokud jde o jakéhokoliv
Ugastnika nad ramec maximalniho podtu
Ugastniku specifikovaného v pfedchozi vété.

Fees due will be transferred by the Sponsor upon
provision of a respective invoice to the following
account of the Institute:

Splatné Poplatky Zadavatel pfevede po poskytnuti
pfislusné  faktury na nasledujici ucet

Zdravotnického zafizeni:

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

Vztah mezi Zdravotnickym zafizenim, Hlavnim
zkou$ejicim a Zadavatelem bude v dusledku
uzavieni této Smlouvy vztahem nezavislého
dodavatele.  Zdravotnické  zafizeni,  Hlavni
zkouSejici a Zadavatel potvrzuji a souhlasi, Ze ani
Zdravotnické zafizeni, ani Hlavni zkouSejici na
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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
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.

The Sponsor and the Principal Investigator declare
that they will not enter into any legal relationship
with each other, regardless of whether it relates to
this Study, without the consent of the Institute. The
Parties hereby declare that there is no conflict of
interest of a financial or non-financial nature on
their part which would impede the proper conduct
of the Clinical Trial in accordance with generally
applicable rules and regulations (in particular good
clinical practice).

strané jedné, ani Zadavatel na strané druhé nejsou
zaméstnancem, zaméstnavatelem, agentem ani
spoleénikem toho druhého, ani s nim nejsou ve
vztahu spoleéného podniku typu joint venture.
Zdravotnické zafizeni ani Hlavni zkou$ejici ani
Zadavatel nebudou mit pravo ani pravomoc, ani
nebudou prohlaSovat, Ze maji pravo ¢&i pravomoc,
pfijimat &i zakladat jakékoliv zavazky nebo
odpovédnost, at' uz vyslovné nebo implicitni, pro
kteroukoli druhou stranu nebo jejim jménem.
Zadavatel a Hlavni zkouS$ejici prohladuji, ze mezi
sebou neuzaviou Zadny pravni vztah bez ohledu
na to, zda se vztahuje k této Studii, aniz by s tim
Zdravotnické zafizeni vyjadfilo souhlas. Smluvni
strany timto prohlasuji, Ze z jejich strany neexistuje
zadny stfet zajm0 financni ¢i nefinanéni povahy,
ktery by branil fadné realizaci klinické Studie v
souladu s obecné platnymi pfedpisy a regulanimi
pozadavky (zejména se spravnou klinickou praxi).

6. Term of the Agreement.

6. Doba trvani Smiouvy.

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 Subject participating in the
Study at the Institute.

The expected duration of the clinical trial is from the
signing of this contract until Decemebr 2028. Any
deviation of the actual duration from the expected
duration exceeding this period by more than 6
months requires an amendment to this contract in
the form of a written amendment.

Pokud nebude jinak ukonena v souladu s jejimi
podminkami, doba ucinnosti Smlouvy za¢ne dnem
jejiho uzavieni a bude ukon¢ena v den, kdy bude
Zadavateli dodan posledni a kompletni formular
CRF ohledné& posledniho U&astnika, ktery se
UCastni Studie ve Zdravotnickém zafizeni.
Pfedpokladana doba trvani klinického hodnoceni
je od podpisu této smlouvy do prosince 2028.
Pfipadna odchylka skuteéné doby trvani od
predpokladané doby trvani pfesahujici tuto dobu o
vice nez 6 mésicll vyZzaduje zménu této smlouvy
ve formé pisemného dodatku.

7. Termination.

7. Ukonceni.

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 Subjects 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.

Kazda ze stran muze tuto Smlouvu ukoncit
pisemnou vypovédi druhé strané, jak je stanoveno
v této Smlouvé, a to s tim, ze takové ukonceni ze
strany Zadavatele neru$i jeho zavazek zaplatit
Poplatky ohledné& Ug&astnik(i zafazenych do Studie
pfed datem ukondeni, pokud nejde o ukon&eni
z dlvodu podstatného poruseni Smlouvy ze strany
Zdravotnického zafizeni. Zdravotnické zafizeni
a Hlavni zkouS$ejici mohou ukonéit tuto Smlouvu
vypovédi s vypovédni |hatou v délce ftficeti (30)
dnd podanou Zadavateli, pokud dojdou k zavéru,
ze z jakéhokoliv dilvodu nemohou provést nebo
dokon¢it Studii v souladu s Protokolem.

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 Subjects’ best interest. In the
event that this Agreement is terminated, the
Sponsor shall be responsible for the portion of
Fees in respect of Subjects enrolled prior to the
date of termination, pro rata based on the work
performed to that date.

Zadavatel maze ukoncit tuto Smlouvu vypovédi
s vypoveédni Ihttou v délce tficeti (30) dni podanou
Zdravotnickému zafizeni, pokud (a) Hlavni
zkousejici nebude moci dokondéit Studii a strany se
nedokazou dohodnout na jeho nastupci nebo (b)
Zdravotnické zafizeni nezafadi do Studie
v pfiméfené dobé Pacienty nebo (c) pokud je
Zadavatel pfesvédc€en dle své volné uvahy, Ze je to
v nejlepsim zajmu jeho nebo Ugastnikd. V pripadé,
Ze dojde k ukon&eni této Smlouvy, Zadavatel bude
odpovédny za &ast Poplatk(i ohledné Ugastnik
zarazenych pfed datem ukonéeni Smlouvy, ato
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pomérné na zakladé ktomuto datu vykonané
prace.

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 enforceable by the parties and their respective
legal representatives, affiliates, holding companies
Or SUCCESSOrs.

Ustanoveni tykajici se dlvérnych informaci,
publikaci, prav k vynalezdm, patentim a dal$ich
prav dusevniho vlastnictvi zlistavaji v platnosti i po
ukon&eni nebo uplynuti této Smlouvy, pficemz
nadale maji plnou platnost a G€innost a jsou
vymahatelnd stranami  ajejich  pFisluSnymi
pravnimi zastupci, pfidruzenymi spole¢nostmi,
drzicimi spole€nostmi nebo pravnimi nastupci.

8. Approvals.

8. Schvaleni.

8.1 Institute Approvals: The Sponsor shall
work together with the Principal Investigator during
the preparation and submission of the Protocol, the
Subjects’ 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 prior to starting the Study.

8.1 Schvaleni Zdravotnickym zafizenim:
Zadavatel bude  spolupracovat s Hlavnim
zkouSejicim  béhem  pfipravy  a poskytnuti

Protokolu, formulait souhlasu Ugastnik( a dal$ich
informaci etické komisi Zdravotnického zafizeni.
Zadavatel poda etické komisi zadost
o pozadovana schvaleni a ziska takova schvaleni
v pisemné podobé pfed zahajenim Studie.

8.2 External Approvals: The Sponsor shall
work together with the Principal Investigator during
the preparation and submission of the Protocol, the
Subjects’ 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 receive such approvals in
writing prior to starting the Study.

8.2 Externi schvaleni: Zadavatel bude
spolupracovat s Hlavnim zkou$ejicim béhem
pfipravy  a poskytnuti  Protokolu,  formulaFi
souhlasu  Ugastnikd  adalSich  informaci
pfislusnému externimu ufadu nebo podobnym
externim spravnim ufadim ¢&i etickym komisim
(spole¢né ,Externi organy“). Zadavatel poda
Externim organim zadost o pozadovana schvaleni
a ziska takova schvaleni v pisemné podobé pred
zahajenim Studie.

9. Clinical Data and Reporting.

9. Klinicka data a vykazovani.

9.1 Allclinical 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 utilize 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 VSechna klinicka data, v&etné formulard
pro vykazovani dat a jinych informaci obdrzenych
nebo vytvofenych v pribéhu Studie (v€etné, mimo
jiné, pisemnych, tisténych, grafickych a video
aaudio materiald ainformaci obsazenych
v jakékoliv poCitacové databazi nebo v pocitatové
Citelné  formé&) (,Data®), budou majetkem
Zadavatele, ktery mlize Data vyuzit jakymkoliv
zpusobem, ktery povazuje za vhodny. Hlavni
zkouSejici Zadavateli nebo jim uréenému subjektu
zpfistupni okamzité a uplné vSechna Data. Po
oznameni ucinéném v pfiméfené dobé& pFfedem
a b&hem pracovni doby ma Zadavatel nebo jim
uréeny subjekt pravo kontrolovat a navstévovat
prostory, ve kterych je Studie provadéna,
a kontrolovat zaznamy, udaje ajiné dostupné
informace. Déale Zdravotnické zafizeni Zadavateli
oznami do 24 hodin od okamziku, kdy se
o zalezitosti dozvi, jakoukoliv kontrolu, audit,
obsilku, pozadavek na poskytnuti dokument( nebo
podobné kontaktovani ze strany nebo jménem
spravniho organu, které budou adresovany
Zdravotnickému  zafizeni nebo  jakémukoliv
studijnimu personalu a které se tykaji Studie.
Zdravotnické  zafizeni souhlasi, Ze bude
spolupracovat ve véci jakékoliv takového
pozadavku organl vefejné moci. Zdravotnické
zarizeni dale souhlasi, Ze Zadavateli na pozadani
poskytne kopie veskeré oficialni korespondence
mezi  Zdravotnickym  zafizenim  atakovym
organem vefejné moci, ktera se tyka Studie, za
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dodrzovani prav a zavazk(l kazdé ze stran, které
se tykaji dlvérnosti informaci.

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.

In any case of transmission of information beyond
this scope, an informed consent of the Subjects
concerning the protection of its personal data and
the doctor-Subject 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.

9.2 Zdravotnického  zafizeni  a Hlavni
zkouSejici budou s Daty nakladat v pfisném
souladu s platnym pravem a zajisti odpovidajici
davérnost informaci v ramci svych pfislusnych
oblasti odpovédnosti. Do miry, do jaké je
v pribéhu této Smlouvy dochazi k pfenosu nebo
prevodu takovych udajli ve vztahu k Zadavateli
nebo jim urCenému subjektu, pfijme Zdravotnické
zafizeni a Hlavni zkou$ejici vSechna pfiméfena
opatieni k zajisténi toho, aby nedoSlo k poruseni
zadnych ustanoveni tykajicich se ochrany udaju
ani zadnych trestnépravnich ustanoveni. Pfed
jakymkoliv pfenosem vysledku Studie
Zdravotnické zafizeni a Hlavni zkouSejici zajisti
pseudonymizaci v8ech informaci tak, Ze bude
zajisténo, aby ani Zadavatel, ani jim uréeny subjekt
nemohli vyvodit Zadné zavéry identifikujici urcitou
konkrétni osobu (napfiklad odstranénim jména
a pfijmeni) a aby zustaly zachovany pouze Udaje,
které jsou z hlediska ucelu Studie povinné.

V jakémkoliv pfipadé pfenosu informaci nad tento
ramec musi byt ziskan informovany souhlas
Ugastnika ohledné& ochrany jeho osobnich Gdajt
a divérnosti vztahu mezi lékafem a U&astnikem,
stejné jako ohledné pfenosu udaji Zadavateli a jim
uréenému subjektu, ktery urcuje, Ze prevod udajl
je  pFipustny. Znéni takového prohlaseni
informovaného souhlasu bude pfed pouzitim
koordinovano se  Zadavatelem. V pfipadé
pochybnosti nesmi k zadnému pfenosu udaju dojit.

9.3 If the performance of the present Study
includes the processing of personal data of EU
resident Subjects, 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 Pokud provadéni soucasné Studie
zahrnuje zpracovani osobnich udaja Ugastnikd,
ktefi jsou rezidenty EU, strany souhlasi
s nasledujicim: Zadavatel bude spravcem ve
smyslu €l. 4, bod 7 obecného nafizeni o ochrané

osobnich udaju (General Data Protection
Regulation— GDPR) ajako takovy bude
odpovédny za zpracovani osobnich udajl

shromazdovanych pro ucely Studie ve smyslu
¢l.24 GDPR. Zdravotnické zafizeni a Hlavni
zkouSejici budou pro Zadavatele (v souladu
s ¢l. 28 GDPR) jednat jako zpracovatelé ve smyslu
¢l. 4 (8) GDPR, pficemz prava a povinnosti stran
ve vztahu ke zpracovani smluvnich udaja jsou
stanovena v PFiloze 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 Subject. 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

9.4 Hlavni zkouSejici také souhlasi, zZe
okamzité, v kazdém pfipadé ne v3ak pozdéji nez
dvacet ¢tyfi (24) hodin poté, co se o zalezitosti
dozvi, zaznamena a oznami Zadavateli jakékoliv
zavazné nezadouci pfihody nebo jiné udalosti
definované v Protokolu, ke kterym dojde b&hem
Studie a které ovliviiuji kteréhokoliv Ugastnika
UCastniciho se Studie. Hlavni zkou$ejici dale
souhlasi, Ze bude monitorovat pokrok takovych
pfipadovych zprav ve formé podrobnych
pisemnych zprav o monitorovani, které zaSle
Zadavateli v souladu s ¢asovymi harmonogramy
definovanymi  vnitfnimi  postupy = Zadavatele
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requirements, during the Study and following
completion/termination thereof.

a Protokolem, platnymi pravnimi ustanovenimi
a regulatornimi pozadavky v pribéhu Studie a po
jejim dokonéeni/ukonéeni.

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 work.

9.5 S vyjimkou publikace ze strany Hlavniho
zkouSejiciho, jak je stanoveno dale, jakakoliv prace
zpusobila k autorskopravni ochrané vytvorena
v souvislosti s provadénim Studie a obsaZzena
v Datech bude povaZovana v nejplnéjSim pravem
dovoleném rozsahu za praci vytvofenou na
zakazku avesSkera prava kni budou majetkem
Zadavatele jako strany, ktera specialné takovou
praci zadala.

9.6 Institute will retain and maintain all Data
and medical records, at Sponsor's expense,
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.

9.6 Zdravotnické zafizeni si v souladu
s pravem ponecha a bude na naklady Zadavatele
udrzovat vesSkera Data a Iékafské zaznamy, které
se tykaji Studie, ato na zabezpefeném,
uzamcéeném misté ve Zdravotnickém zafizeni po
dobu patnacti (15) let po skon&eni nebo dokon&eni
Studie podle toho, které datum nastane pozdégji.

10. Confidential Information.

10. Duavérné informace.

“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
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 Subjects and shall preserve the confidentiality
of Subject information in accordance with the
applicable laws that govern the confidentiality of
this information about the Subjects, unless the

,pavérné informace” znamenaji  vSechny
informace, které jedna strana zpfistupni té druhé
a které jsou v okamziku pfevodu jasn& oznaceny
nebo chapany jako dlivérné. Aniz by to rusilo
platnost vySe uvedeného, Zdravotnické zafizeni
a Hlavni zkouS$ejici rozuméji a souhlasi, ze
v§echny informace ohledné Studie, Prostfedku
a Materialu dodaného Zadavatelem nebo jeho
jménem, stejné jako jakékoliv informace, analyzy
vysledkd a udaje ziskané v pribéhu Studie jsou
povazovany za duvérné a zustanou vyhradnim
majetkem Zadavatele. Vyslovné vylou€eny jsou
vSechny informace, které: (a) byly druhé strané
znamy pfedtim, nezZ se dostala do vztahu s danou
stranou; (b) jsou nebo se stavaji vefejné
pfistupnymi, s vyjimkou pfipadl, kdy se tak stane
porusenim této Smlouvy; (c) byly druhou stranou
ziskany legalné bez vyslovného zavazku
stanoviciho davérny charakter informaci; (d) byly
vytvofeny nezavisle zaméstnanci pfijimajici strany,
ktefi se nepodileji na tomto projektu; (e) byly
zpfistupnény v disledku soudniho nebo ufedniho
vySetfovani, zadosti nebo pozadavku, ato za
podminky, Ze strana, ktera informace zpfistupnuje,
podnikla pfiméfené kroky, aby bezodkladné
informovala druhou stranu, aby tato mohla
odporovat takovému vySetfovani, Zadosti nebo
pozadavku. Za platnosti ustanoveni obsazenych
v tomto odstavci 10 nesmi Zadna strana prozradit
Duvérné informace druhé strany bez souhlasu této
druhé strany a Zdravotnické zafizeni ani Hlavni
zkous$ejici neposkytnou Davérné informace
Zadavatele tfetim strandm ani nepouziji takové
informace bez souhlasu Zadavatele k jakymkoliv
jinym Gcellm, nez je Studie. Toto ustanoveni
zUstava uc¢inné tfi (3) roky po ukonceni této
Smlouvy. Zadavatel obdrzi pravné pripustné
informace o Ugastnicich azachova divérnost
informaci o U&astnicich v souladu s platnym
pravem, které upravuje davérnost téchto informaci
o U&astnicich, ledaZe by po Zadavateli bylo ze
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Sponsor is explicitly requested by law to reveal
such information.

zakona vyslovné takove

informace poskytl.

vyZzadovano, aby

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.

Zdravotnické zafizeni a Hlavni zkouSejici zavazi
své zaméstnance, kolegy a tfeti osoby podilejici se
na procesu Studie, aby obdobné vic¢i Zadavateli
dodrzovali zavazek podle tohoto odstavce 10.

11. Publication.

11. Zvefejnéni.

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 for
publication. 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 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.

Ani Zdravotnické zafizeni, ani Hlavni zkouSejici
nesmeéji zvefejnit Zadné vysledky, analyzy ani
jakoukoliv jinou zalezitost, které vyplynou ze Studie
nebo pouziti Prostfedk(l nebo v souvislosti s nimi
bez vyslovného souhlasu Zadavatele s vyjimkami
uvedenymi nize. Aniz by to jakkoliv omezovalo
pfedchozi ustanoveni a pfi platnosti zavazk
zachovavat d(vérnost informaci stanovenych
v ¢l. 10 vySe a az poté, co (1) budou vysledky
multicentrické Studie zvefejnény a pfedstaveny
jako celek abude to potvrzeno Zadavatelem
a fidicim vyborem Studie, nebo az poté, co (2)
vysledky multicentrické Studie nebyly zvefejnény
Zadavatelem po uplynuti dvanacti mésicl po
dokonéeni multicentrické Studie, podle toho, ktera
okolnost nastane dfive, muze Zdravotnické
zarizeni a/nebo Hlavni zkousejici zverejnit a/nebo
predstavit své vlastni vysledky Studie, jak byla
provadéna v samotném Zdravotnickém zafizeni,
za predpokladu, Ze pred jakymkoliv takovym
zvefejnénim nebo pfedstavenim Zdravotnické

zarizeni a/nebo Hlavni zkou$ejici poskytne
Zadavateli dvé (2) tisténé kopie ajednu
elektronickou kopii  jakychkoliv materiall

zamysSlenych ke zvefejnéni nebo pfedstaveni, a to
nejméné Sedesat (60) dnl pfed podanim rukopist
ke zvefejnéni. Zadavatel poté bude mit Sedesat
(60) dnu od pfijeti takovych materiall na jejich
prezkum a poskytnuti pisemnych komentar
Zdravotnickému zafizeni, v€etné pokynl odstranit
jakékoliv Duvérné informace Zadavatele, odstranit
nebo opravit chybné informace, chranit prava
k jakymkoliv patentovatelnym vynalezim
Zadavatele a zajistit, ze zvefejnéni vysledku ze
Studie podle této Smlouvy bude v souladu se
smeérnicemi Zadavatele pro zvefejhovani a/nebo
pfedstaveni vysledkd Studie (Studii) provedenych
v jinych institucich podle Protokolu. Zdravotnické
zafizeni souhlasi, Ze se bude fidit pokyny
Zadavatele tykajicimi se vySe uvedenych davodu.
Zdravotnické zafizeni souhlasi, Zze fadné uvazi
jakékoliv jiné pisemné komentare ucinéné
Zadavatelem a pred uvefejnénim nebo
predstavenim projedna jakékoliv takové pisemné
komentare s personalem Zadavatele.

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

Zdravotnické zafizeni a Hlavni zkouSejici odloZi
uvefejnéni nebo predstaveni, dokud Zadavatel
neobdrzi patent nebo jinak nedokon&i zajisténi
patentovatelnych prav nebo jinych prav duSevniho
vlastnictvi k novému vynalezu nebo objevu nebo
nedojde k odstranéni divodu namitky Zadavatele
jinym  zplsobem. V kazdém pfipadé se
Zdravotnické zafizeni a Hlavni zkouSejici zdrzi
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Confidential Information without
written consent of the Sponsor.

the express

vyzrazeni D0vérnych informaci bez vyslovného
pisemného souhlasu Zadavatele.

12. Inventions and Patent Rights.

12. Vynalezy a patentova 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 Sponsor to do so, 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 pfipadé, Ze Zdravotnické zafizeni nebo jakakoliv
jind osoba podilejici se na Studii vymysli, vyvine
nebo v praxi uplatni jakékoliv Upravy, vylepSeni,
pozménéni, technologie, napad, koncepty, vynalez
nebo navrh v disledku pfijeti a/nebo vyhodnoceni
Dlvérnych informaci nebo jako vysledek Studie
a pouziti Prostfedkl (,Vysledky vyvoje®), takové
Vysledky vyvoje budou vyhradnim majetkem
Zadavatele. Pokud se Zadavatel rozhodne podat
zadost o patent pro jakykoliv takovy Vysledek
vyvoje nebo bude jinak usilovat o jeho ochranu,
Zdravotnické zafizeni a kazda z osob podilejici se
na Studii, mimo jiné véetné Hlavniho zkousSejiciho,
souhlasi, Ze takové osoby vyhotovi jakykoliv
doklad nezbytny k tomu, aby tak Zadavatel mohl
u€init, mimo jiné v€etné prohlaseni, plnych moci

a postoupeni.  Zdravotnické zafizeni  pfijme
veSkera opatfeni (v€etné uzavieni smluv
s jakymikoliv ~ relevantnimi  tfetimi  stranami)
nezbytna pro implementaci a vynuceni prav

udélenych Zadavateli podle tohoto ¢lanku 12.

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 participate

Zavazky Zadavatele podle tohoto odstavce 13 jsou

podminény nasledujicimi  podminkami:  (a)
Zdravotnické zafizeni a/nebo Hlavni zkou3ejici
oznami Zadavateli jakykoliv narok na Odskodnéni
(nebo skute€nosti, které pravdépodobné povedou
ke vzneseni takového naroku), jakmile se
Zdravotnické zafizeni o takovém naroku nebo
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on investigation, 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 settling any such
claim without Sponsor’s prior written consent; and
(e) the Institute and the Principal Investigator
having obtained the informed consent of the
Subject (or his or her authorized representative)
participating in the Study regarding which the claim
arose.

takovych skutec¢nostech dozvi; (b) Zdravotnické
zafizeni povoli Zadavateli podilet se na
vySetfovani, pfipravé aobhajobé ohledné
jakéhokoliv naroku, ve vztahu ke kterému je
usilovano o Odskodnéni; (c) Zdravotnické zafizeni
bude asistovat Zadavateli, za pfiméfenych vydajl
ze strany Zadavatele, pfi vySetfovani, pfipravé
a obhajobé ohledné jakéhokoliv naroku; (d)
Zdravotnické zafizeni neuzavie kompromis ani
vyrovnani ohledné jakéhokoliv takového naroku
bez pfedchoziho pisemného souhlasu Zadavatele;
(e) Zdravotnické zafizeni a Hlavni zkouSejici
ziskali informovany souhlas Ug&astnika (nebo jeho
povéfeného zastupce) uUcastniciho se Studie,
ohledné kterého je narok vznasen.

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
or (c) a breach of any applicable law by the Institute
or by one or more of the Institute’s Indemnitees.

In accordance with the applicable regulations, the
Sponsor has taken out insurance for compensation
for damage caused to the Subject in connection
with the conduct of the clinical trial (Study), and this
insurance must be arranged for the entire duration
of the clinical trial and the full scope of the
Sponsor's liability.

Zdravotnické zafizeni od3kodni, bude branit
a ochrani Zadavatele a jeho pfislusné Ccinitele,
feditele a zaméstnance (,Odskodriované
a chranéné subjekty Zadavatele®) pfed jakoukoliv
odpovédnosti, Skodami, ztratami, naroky nebo
vylohami, kterym by byly Odskodnované
a chranéné subjekty Zadavatele nebo kterykoliv
z nich vystaveny a které vzniknou z nasledujiciho
nebo budou mit zaklad v nasledujicim: (a)

nedbalost, bezohledné nebo zlovolné jednani
Odskodnovanych a chranénych subjektl
Zdravotnického zarizeni nebo Hlavniho

zkouSejiciho nebo kteréhokoliv z nich, (b) jakékoliv
nedodrzeni podminek Studie nebo Protokolu
Studie jednim nebo vice Odskodhovanymi
a chranénymi subjekty Zdravotnického zafizeni,
s vyjimkou nedodrzeni v dusledku lékafskych
mimofadnych udalosti, o kterych bude Zadavatel
ihned vyrozumén, nebo (c) poruseni jakéhokoliv
platného pravniho ustanoveni ze strany
Zdravotnického zafizeni nebo jednoho i vice
Odskodnovanych nebo chranénych subjektl
Zdravotnického zafizeni.

Zadavatel uzavfel v souladu s platnymi pfedpisy
pojisténi povinnosti k nahradé Ujmy zplsobené
Ugastnikovi v souvislosti s provadénim klinické
zkouSky (Studie), pfiemz toto pojisténi musi byt
sjednano na celou dobu provadéni Kklinické
zkousky a v celém rozsahu odpovédnosti
Zadavatele.

14. Financial Disclosure / Debarment

14. Poskytnuti informaci ohledné

finanénich vztaht / vylouéeni.

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

14.1 Zdravotnické zafizeni a Hlavni zkouseji
souhlasi, Ze poskytnou Zadavateli jakékoliv
nezbytné informace za uc¢elem splnéni jakychkoliv
pozadavkd na poskytnuti informaci ulozenych
jakymkoliv pfisluSnym subjektem vefejné moci
(pFipadné véetné US FDA — Ufadem Spojenych

stath pro kontrolu potravin aléciv), vcetné
jakychkoliv informaci, jejichz poskytnuti je
pozadovano ohledné jakéhokoliv finanéniho

vztahu Zadavatele a dalSich dcefinych spolenosti
Zadavatele s jeho pfislusnymi zastupci a Hlavnim
zkouSejicim a jakymkoliv spoluzkous$ejicim
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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.

podilejicim se na Studii a jakéhokoliv finanéniho
vztahu jakéhokoliv jiného zastupce nebo
zaméstnance  Zdravotnického  zafizeni se
Zadavatelem. Takovy poZadavek na poskytnuti
informaci muze byt také rozSifen na poskytnuti
informaci ohledné c¢lent rodiny téch, ktefi se
podileji na Studii.

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 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.

14.2  Zdravotnické  zafizeni  a Hlavni
zkouSejici potvrzuji, Ze neexistuje zadny konflikt
zajmlU mezi smluvnimi stranami, ktery by branil

nebo ovliviioval poskytnuti sluzeb jménem
Zdravotnického  zafizeni a/nebo  Hlavniho
zkous$ejiciho v souladu stouto  Smlouvou,

a potvrzuji, ze poskytnuti sluzeb jejich jménem
v souladu s touto Smlouvou a podle ni neporusuje
Zadnou jinou smlouvu se tfetimi stranami.
Zdravotnické zafizeni a Hlavni zkouSejici budou
okamzité informovat Zadavatele, pokud v prabéhu
provadéni Studie a plnéni této Smlouvy dojde
k jakémukoliv konfliktu zajmd.

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 so 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 (ii)
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 Hlavni zkouSejici ani Zdravotnické
zafizeni nenajmou ani nevyuziji  jako
spolupracovnika nebo  zaméstnance  (ani

neuzaviou s takovym subjektem smlouvu), pfimo
ani nepfimo, pro poskytnuti vtéto Smlouvée
dohodnutych sluzeb a praci/ukolt jakoukoliv
osobu, pokud takova osoba (i) je vyloucena
z ¢innosti  jakymkoliv  pfislusnym dohledovym
subjektem vefejné moci (v€etné, v pfisluSnych
pripadech, US FDA — Uradem Spojenych statd pro
kontrolu potravin a léCiv) nebo (ii) byla odsouzena
za neprofesionalni jednani a pfeCin ve vztahu
k provadéni  klinickych  studii. Na zakladé
pfislusného pisemného poZadavku Zadavatele
Hlavni  zkouSejici  a Zdravotnické  zafizeni
poskytnou do deseti (10) dnd pisemné potvrzeni,
Ze splfiuji vySe uvedeny zavazek. To bude trvalé
potvrzeni a zaruka po dobu platnosti této Smlouvy
a Hlavni zkouSejici a Zdravotnické zafizeni
okamzité oznami Zadavateli jakoukoliv zménu
z hlediska stavu takového potvrzeni a zaruky, jak
je stanoveno v této Smlouvé.

15. Use of Names.

15. Pouziti nazvu.

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.

Zadna ze stran nepouZije v reklamach, na
vefejnosti ani zadnym jinym zplUsobem nazev,
ochrannou znadmku, logo, symbol ani jakykoliv jiny
obrazny popis stran nebo jejich zaméstnanc(i nebo
zastupcli bez pisemného, pfedem udéleného
schvaleni druhé strany s vyjimkou pfipadu, kdy
pravo pfipadné pozaduje jinak nebo kdy jde
o finanéni G&ely, jak mtZe vyZadovat podani Uradu
Spojenych statli pro kontrolu potravin a IéCiv nebo
jiné regulaéni agentufe.

16. Notices

16. Oznameni.

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

Strany budou ¢init oznameni podle této Smlouvy
pisemné doporucenou postou s pozadavkem
potvrzeni pfevzeti na doruence, osobnim
prfedanim nebo  mezinarodné  uznavanou
doru€ovaci sluzbou. Oznameni budou zasilana na
adresu kazdé ze stran, jak jsou tyto adresy
uvedeny vySe, pfiemZ v pfipadé oznameni
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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.

Messages addressed to the Institute will be
addressed to:

Fakultni nemocnice Ostrava

Centrum klinickych studii

17. listopadu 1790/5

708 52 Ostrava - Poruba

Ceska reiublika

Zadavateli bude kopie zaslana na adresu:
MEDALLIANCE SA, spole¢nost s rucenim
omezenym s hlavnim mistem podnikani na adrese
Rue de Rive 5, 1260 Nyon, Svycarsko. Kterakoliv
strana mlze druhé strané specifikovat jinou adresu
nebo informaci pro ugely oznameni podle této
Smiouvy.

Sdéleni uréena Zdravotnickému zafizeni budou
adresovana:

Fakultni nemocnice Ostrava

Centrum Klinickych studii

17. listopadu 1790/5

708 52 Ostrava - Poruba

Ceska republika

17. Integration, Amendments and 17. Integrace, dodatky a neplatnost.
Invalidity.
This Agreement sets forth the entire agreement | Tato Smlouva stanovuje celkovou dohodu
and understanding between the parties relative to | a ujednani mezi stranami ohledné pfedmétu

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
signed by the 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 Subjects. 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 thereby.

The Contracting Parties hereby acknowledge and
agree that this Agreement and any amendments
thereto are subject to mandatory publication in
accordance with Act No. 340/2015 Coll., On the
Register of Contracts. The publication will be
provided by the Institute. The Principal Investigator
agrees to the publication of his name in connection
with this Agreement on the public administration
portal in accordance with the Act on the Register of
Contracts.

This contract is governed by and construed in
accordance with the laws of the Czech Repubilic,
with the exception of conflict of laws rules.

obsazeného v této Smlouvé a nahrazuje vSechny
ostatni dohody, ustni nebo pisemné, které byly do
této doby ucCinény mezi stranami. V pfipadé
jakéhokoliv nesouladu mezi touto Smlouvou
a pfilozenym Protokolem (Priloha A), budou mit
pfednost podminky pfiloZzeného Protokolu. Tuto
Smlouvu mohou ménit pouze pisemné dodatky
podepsané stranami. Takovy dodatek se stane
zdvaznym kdatu uvedeném za timto ucelem
v dodatku nebo k datu, kdy posledni ze stran
dodatek podepiSe, pokud neni stanoveno néco
jiného. Nebude uzavien Zadny dodatek Protokolu,
ktery by nebyl dohodnut mezi Hlavnim zkousejicim
a Zadavatelem nebo ktery by nebyl nezbytny pro
ochranu bezpeénosti, prav azdravi U&astnikd.
Pokud kterakoliv jedna podminka nebo vice
podminek této Smlouvy budou z jakéhokoliv
divodu povazovany za neplatné nebo
nevymahatelné, takova podminka bude vykladana
zplsobem, ktery umozni jeji vymahatelnost
v rozsahu, ktery je v souladu s plathym pravem.
Jakékoliv uréeni neplatnosti nebo
nevymahatelnosti jakéhokoliv ustanoveni Smlouvy
nebude mit vliv na jeji zbyvajici ustanoveni, ledaze
by tim byl podstatné narusen obchodni ucel této
Smlouvy.

Registr

Smluvni strany timto berou na védomi a souhlasi,
Ze tato Smlouva a jeji pfipadné dodatky podléhaji
povinnému zvefejnéni v souladu se zakonem C.
340/2015 Sb., o registru smluv. Zvefejnéni zajisti
Zdravotnické zafizeni. Hlavni zkouSejici souhlasi
se zvefejnénim svého jména v souvislosti s touto
Smlouvou na portale vefejné spravy v souladu se
zakonem o registru smiuv.

Tato smlouva se Fidi a je vykladana v souladu s
pravnimi pfedpisy Ceské republiky s vyjimkou
koliznich norem.
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Any disputes, disagreements or claims arising on
the basis of this contract or in connection with i,
which cannot be settled by mutual agreement of
the parties, will be resolved through the competent
court of the Czech Republic.

This contract is written in three copies in Czech and
English. In the event of a conflict between the two
language versions, the Czech version of the
contract shall prevail.

Jakékoli spory, neshody nebo naroky vzniklé na
z4kladé této smlouvy nebo ve spojitosti s ni, které
neni mozné urovnat vzajemnou dohodou
smluvnich stran, budou FeSeny prostfednictvim
pFislusného soudu Ceské republiky.

Tato smlouva je sepsana ve tfech vyhotovenich
v Ceském a anglickém jazyce. V pfipadé rozporu
obou jazykovych verzi je rozhodujici ¢eské znéni
smiouvy.

IN WITNESS WHEREOF, the parties have
executed this Agreement on and as of the date
and year first written above.

INSTITUTE

Il

M.A. MEDALLIANCE SA

PRINCIPAL INVESTIGATOR

NA DUKAZ CEHOZ strany uzaviraji tuto Smlouvu
k datu uvedenému vyse.

ZDRAVOTNICKE ZARIZENi

I

M.A. MEDALLIANCE SA

HLAVNIi ZKOUSEJicCi
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EXHIBIT A PRILOHA A
Study Protocol - filed in the documentation of the | Protokol studie — =zalozen v dokumentaci u
Principal Investigator Hlavniho zkousSejiciho
EXHIBIT B — Fee Schedule PRILOHA B — Harmonogram poplatkti
Item Fee per Notes Polozka Poplatek za | Poznamky
subject Ugastnika
Screening * Screening + ||
AND procedura
Procedure + nasledné
AND 1 sledovani po
month dobu
telephone 1 mésice*
follow-up* Nasledné ]
6 months - telefonické
telephone sledovani po
follow-up dobu
6 mésicu
Nasledné ]
1-year - telefonické
telephone sledovani po
follow-up dobu 1 roku
Nasledné ]
2-year - telefonické
telephone sledovani po
follow-up dobu 2 let
Nasledné e
3-year - telefonické
telephone sledovani po
follow-up dobu 3 let
Nasledné |
4-year - telefonické
telephone sledovani po
follow-up dobu 4 let
Nasledné ]
5-year | telefonické
telephone sledovani po
follow-up** dobu 5 let**
Maximum - Maximalni -_
fee per poplatek za
subject pacienta
Dalsi Za pfipravu
Other For the poplatky: a zahajeni
Costs preparation and studie,
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commencement
SET UP e of a study,
FEE once payable once
the contact has
been signed
Only if needed
Amendment N
to the
contract (if
needed)
Flat fee of [
the
Economic
Department
I
Flat fee of
Clinical
Trial
Department
I
Flat fee for
study site
L
Each Angio
upload
e For 15 years,
payable once
ARCHIVE after close out
COST visit

*Including Screening failure subjects

**/f a patient dies before the 5-year follow-up, the 5-
year follow-up fee will be paid instead of the fee of the
last follow-up the patient was able to complete.

Zfizovaci splatny po
poplatek e podpisu
jednorazoveée smkouvy
Dodatek ke [ ]
smlouvé Jen
v pfipadé
Pausalni dodatku
poplatek [ ]
ekonomického
oddéleni
Pausalni I
poplatek
centra
klinickach
studii
Pausalni I
poplatek pro
studijni
centrum
Jednotlivé [
nahrani
zobrazovacich
dat
Archivagni e Archivace 15
poplatek roku,
poplatek
splatny
jednorazové
po
zaverecné
navstéve
*Zahrnuje Screening Failure subjekty,
**pokud pacient zemre pred dokoncenim
ndsledného sledovdni po dobu 5 let, bude
zaplacen poplatek za ndsledné sledovani po dobu
5 let misto poplatku za posledni dobu ndsledného
sledovani, kterou pacient mohl dokoncit.

Imaging Data:

Data ze zobrazovacich vySetreni:

Participating sites are required to upload all Angios
from Index and staged procedures as well from
every Target-vessel-ravascularization.

Payment Terms:

Payments will be made quarterly on the basis of
invoices issued by the Institute with a due date of
30 days from the date of issue of the invoice.

Invoicing will take place on the basis of documents
for issuing an invoice supplied by the Sponsor,
where an overview of individual items will be
marked.

Return of any overpayments that arise from the
delivery of incorrect documents for invoicing by the

Mista uc€astnici se studie jsou povinny nahrat
vSechny angiograficka data ze zakladniho a
nasledného zakroku a také kazdé revaskularizace
cilové léze.

Platebni podminky:

Platby budou provadény Cd¢tvrtletné na zakladé
faktur vystavenych Zdravotnickym zafizenim se
splatnosti do 30 dnli ode dne vystaveni faktury.

Fakturace bude probihat na zakladé podkladi pro
vystaveni faktury dodanych Zadavatelem, kde
bude vyznacéen pfehled jednotlivych polozek.

Vraceni pripadnych preplatk(i, které vzniknou
dodanim chybnych podkladu k fakturaci ze strany
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Sponsor or any of its representatives, the Sponsor
is obliged to apply no later than 6 months from the
date of payment under this Agreement. The
Sponsor acknowledges that after this moment the
Institute is not obliged to return any overpayments,
as due to the method of invoicing, the Institute is in
good faith for the acquired funds.

Zadavatele ¢i jakéhokoliv jeho zastupce, je
Zadavatel povinen uplatnit nejpozdéiji do 6 mésicu
ode dne uskute¢néni platby dle této Smlouvy.
Zadavatel bere na védomi, Ze po tomto okamziku
neni Zdravotnické zafizeni povinno vracet
jakékoliv preplatky, jelikoz vzhledem ke zplsobu
fakturace je Zdravotnické zafizeni v dobré vife k
nabytym finanénim prostfedkam.

EXHIBIT C - Personal Data Processing
Agreement

PRILOHA C — Dohoda o zpracovani osobnich
adaju

This Personal Data Processing Agreement was
entered into on 9" of December 2021 by and
between:

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.

represented by:

hereinafter referred to as the Controller

and

Fakultni nemocnice Ostrava, 17. listopadu
1790/5, 708 52 Ostrava-Poruba

represented by:

hereinafter referred to as the Processor,

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

Dohoda o zpracovani osobnich udaju byla
uzaviena dne 9. Prosince 2021 mezi nasledujicimi
stranami:

M.A. Med Alliance SA, spole¢nost zalozena
a existujici podle Svycarského prava, s hlavnim
sidlem na adrese Rue de Rive 5, 1260 Nyon,
SVYCARSKO

zastoupena:

dale oznaCovana jako Spravce

a

Fakultni nemocnici Ostrava, 17. listopadu
1790/5, 708 52 Ostrava-Poruba

zastoupena:

dale oznaCovana jako Zpracovatel,

dale spole¢né oznacovany jako ,Strany” a kazda
samostatné jako ,Strana“.
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Whereas:

e The Processor provides paid services to
the Controller regarding the conduct of a
clinical trial in the form specified in the
agreement “Clinical Trial Agreement”,
dated 9" of December 2021 (herein
referred to as the "Agreement").

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").

e 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
Agreement, where the Processor's
employees or agents process respective
Personal Data on behalf of the Controller
(herein  referred to as "Contract
Processing").

e 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").

Jelikoz:

e Zpracovatel poskytuje placené sluzby
Spravci spocivajici v provedeni klinické
studie ve formé specifikované ve smlouvé
“Smlouva o Klinické Studii”, ze dne 9.
Prosince 2021 (dale oznalované jako
~Smlouva“).

e Vramci sluzeb poskytovanych podle
Smlouvy ma  Zpracovatel pFistup
k osobnim udajim Spravce, stejné jako
k osobnim udajum ziskanym v klinickych
zkouskach zadavanych Spravcem (dale
oznaCovanym jako ,Osobni udaje”).

e Dohoda o zpracovani osobnich udajl
stanovuje zavazky Stran ohledné ochrany
Osobnich udaju, které jsou spojeny se
zpracovanim Osobnich Udajd jménem
Spravce jako spravce osobnich udaji ve
vztahu ke klinickym zkouSkam upravenym
ve Smlouvé. Dohoda bude platit pro
veSkeré aktivity souvisejici se Smlouvou,

kdy zaméstnanci nebo zastupci
Zpracovatele  zpracovavaji  pfislusné
Osobni Udaje jménem Spravce (dale

oznaCovano jako ,Smluvni zpracovani*).

Strany spole¢né usiluji o to, Ze budou dodrzovat
vSechny platné zakony a pfedpisy, v€etn&, mimo
jiné, ustanoveni Nafizeni Evropského parlamentu
a Rady (EU) 2016/679 ze dne 27.dubna 2016
oochrané fyzickych osob v souvislosti se
zpracovanim osobnich Gdajd a o volném pohybu
téchto udaju (obecné nafizeni o ochrané osobnich
udajl, dale oznacované jako ,GDPR").

The Parties hereby resolve to enter into the
following Personal Data Processing Agreement
(herein referred to as the "Processing
Agreement"):

Strany se timto rozhodly uzavfit nasledujici
Dohodu o zpracovani osobnich adaju (dale
oznacovanou jako ,Dohoda o zpracovani®):
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Article 1

Scope, duration and specification of Contract

Processing

Clanek 1
Rozsah, trvani a specifikace smluvniho

zpracovani

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.

Strany se zavazuji plnit své zavazky podle
Dohody o zpracovani s maximalni odbornou
péci tak, aby byly zajistény pravni,
organiza¢ni a technické zajmy Stran pfi
zpracovani Osobnich udaju.

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

Rozsah atrvani apodrobna ustanoveni
o typu a ucelu smluvniho zpracovani se bude
fidit Smlouvou.

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 the
»controller« within the sense of Art. 4 no. 7
GDPR.

Spravce svéfuje Zpracovateli zpracovani
Osobnich udaju shromazdénych v souladu
s platnymi pravnimi pFedpisy. Zpracovatel
bude zpracovavat Osobni Udaje jménem
Spravce. Takové Smluvni zpracovani bude
zahrnovat vSechny aktivity stanovené ve
Smlouvé. V rozsahu této Dohody
o zpracovani bude Spravce vyhradné
odpovédny za dodrzovani vSech platnych
zakonU a predpist, véetné, mimo jiné, vSech
zakonnych  pozadavku  tykajicich  se
zpracovani Udaju, zakonnosti poskytovani
Osobnich udaji Zpracovateli a zakonnosti
zpracovavani Osobnich 0daji0  jménem
Spravce. Spravce bude povazovan za
»spravce« ve smyslu ¢l. 4 odst. 7 GDPR.

The Controller engages the Processor to
process Personal Data of the following
categories of data subjects:

e data of Subjects included in clinical
research,

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

Spravce se dohodl se Zpracovatelem na
zpracovani Osobnich (daji nasledujicich
kategorii subjektd udajl:

e Udaje Ugastnika
v klinickém vyzkumu,

e Udaje zaméstnancl/spolupracovniku
Spravce, ktefi maji byt kontaktovani
v souladu s provadénim  Smlouvy
zminéné v preambuli.

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

As to Subjects 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, surname, e-mail,
telephone number.

5. Rozsah Osobnich udaji, které budou
zpracovavany Zpracovatelem, zahrnuje:

Pokud jde o Ugastniky ugastnici se klinickych
zkouSek, na které se vztahuje Smlouva: jméno
a pfijmeni pacienta, udaje tykajici se jeho
zdravotniho stavu, napf. lékafskou dokumentaci
s kartou lékafské procedury nebo propoustéci
Zpravu. Pokud jde
0 zaméstnance/spolupracovniky Spravce zminéné
vbodé 1 ¢&lanku 2: jméno, pfijmeni, e-mail,
telefonni Cislo.

6. The Personal Data are processed at Fakultni
nemocnici Ostrava, 17. listopadu 1790/5,
708 52 Ostrava-Poruba

6. Osobni udaje jsou zpracovavany v Fakultni
nemocnici Ostrava, 17. listopadu 1790/5,
708 52 Ostrava-Poruba.

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

7. Zpracovatel oznami Spravci a Spravce
oznami Zpracovateli své pfislusné kontaktni
osoby pro jakékoliv otazky tykajici se ochrany
udaju, které vyplynou z Dohody o zpracovani
nebo Smlouvy samotné nebo v souvislosti

Processing Agreement or with the Agreement S nimi.
itself.
Article 2 Clanek 2
Rules for Contract Processing under the Pravidla smluvniho zpracovani v souladu
GDPR s 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. Svyjimkou, kdy to vyslovné dovoluje ¢l. 28
odst. 3 pism.a GDPR, bude Zpracovatel
zpracovavat Osobni Udaje pouze pro Ucely
souvisejici s pInénim Smlouvy, a to v rozsahu
této Dohody o zpracovani i jakychkoliv pokynu
vydanych  Spravcem.  Zpracovatel ma
zakazano poskytovat, prodavat, pronajimat
jakékoliv  Osobni udaje jakymkoliv tfetim
stranam nebo jinak Osobni Udaje pouzivat
k obchodnim uceldm.

2. 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.

2. Zpracovatel bude zpracovavat Osobni udaje
pouze na zdokumentovany pokyn Spravce,
pficemz zdokumentovany pokyn bude Spravce
zasilat bud elektronicky nebo pisemné.
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. 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 Spravce tykajici se
smluvniho zpracovani budou takové, jak jsou
stanoveny ve Smlouvé. Spravce bude mit
nasledné pravo, v pisemné formé nebo ve
strojové Citelném formatu (v textové formé),
pozménit, doplnit nebo nahradit takove
jednotlivé pokyny jejich zaslanim kontaktni
osobé& urlené Zpracovatelem. Spravce bez
zbyte€ného odkladu pisemné nebo v textové
formé potvrdi jakykoliv pokyn u€inény Ustné.

. 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.

Pokud je Zpracovatel pfesvédcen, Zze by byl
pokyn poruSenim platného prava, informuje
Spravce o takovém svém presvédcéeni bez
zbyte€ného odkladu. Zpracovatel je opravnén
pozastavit plnéni takového pokynu, dokud
Spravce nepotvrdi nebo nezméni takovy
pokyn.

. 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.

. Zpracovatel je povinen fidit se doporu€enimi

Spravce tykajicimi se zpracovani Osobnich
Udaju a zlepSeni ochrany osobnich udaja
a dale pokyny, které byly u€inény jako vysledek
kontrol ~ provddénych  Sprdvcem  nebo
auditorem, kterého Spravce povéfil.

Article 3
Obligations of the Processor

Clanek 3
Povinnosti Zpracovatele

. 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.

. Zpracovatel prohlaSuje, Ze ma prostfedky

umoznujici spravné zpracovani Osobnich
udaju, kterym byl povéfen ze strany Spravce,
v rozsahu a za Ucelem specifikovanym v této
dohodé nebo ve Smlouvé.

. 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. The
Processor declares that the measures applied
by him shall fulfil the requirements of all

. Zpracovatel se zavazuje uplatnit technicka

a organiza¢ni opatfeni, ktera maji za cil
adekvatni ochranu Osobnich udaja
poskytnutych ke smluvnimu zpracovani a ktera
jsou adekvatni z hlediska hrozeb a kategorii
chranénych  Osobnich  udajli, zejména
k zajisténi  ddaja  proti  neopravnénému
pfistupu, proti jejich odstranéni neopravnénou
osobou, proti zpracovani porusujicimu zakon
a proti pozménéni, ztraté, poskozeni nebo
zniceni udaji. Zpracovatel prohlasuje, Zze
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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.

opatfeni, ktera wuplatni, budou spliovat
pozadavky vSech platnych zakonU a predpisu,
vCetné, mimo jiné, GDPR a specificky ¢l. 32
GDPR. Zpracovatel zavede technické
a organizacni opatfeni a pojistky, které zajisti,
Ze systémy a sluzby zpracovani budou trvale
splfovat pozadavky na zajisténi divérnosti
informaci, integrity, dostupnosti a odolnosti, jak
je stanoveno v Pfiloze A této Smlouvy (v
Protokolu). Spravce je seznamen s témito
technickymi  a organizaénimi  opatfenimi,
pfic¢emz bude odpovédnosti Spravce, aby
takova opatfeni zajistila uroven zabezpeceni,
ktera je pfiméfena 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.

. Zpracovatel zaruCuje, Ze spliiuje své zavazky

podle ¢l. 32 odst. 1 pism. d) GDPR ohledné
zavedeni procesu pro pravidelné testovani,
hodnoceni a vyhodnocovani efektivity
technickych a organiza¢nich opatfeni pro
zajisténi bezpecnosti smluvniho zpracovani.

. 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.

. Zpracovatel prohlaSuje Ze IT systémy, které

budou pouzity ke zpracovani Osobnich Udaj(,
spliuji pozadavky vSech platnych zakon0
a predpist, vcéetné, mimo jiné, pozadavku
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.

. Zpracovatel pfi zohlednéni povahy smluvniho

zpracovani bude, kde to pro néj bude mozné,
prostfednictvim vhodnych technickych
a organizacnich opatfeni napomahat Spravci
s plnénim zavazk( stanovenych v ¢l. 32 az 36
GDPR. Zpracovatel zavede opatfeni nezbytna
pro zabezpe€eni Osobnich udaju a pro
zmirnéni potencialnich negativnich dasledki
pro jakykoliv subjekt udajd; Zpracovatel bude
koordinovat takové Uusili se Spravcem bez
zbyteéného odkladu.

. 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

. Zpracovatel oznami Spravci, pokud se dozvi

o naru$eni ochrany Osobnich udajd v rozsahu
odpovédnosti kterékoliv ze Stran. Zpracovatel
poskytne Spravci do 24 hodin od zjisténi
jakékoliv takové udalosti informace o udajném
naruSeni zabezpeleni, vdetné informaci
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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: Rue de Rive 5, 1260 Nyon,
Switzerland.

nezbytnych, aby Spravce mohl oznamit
jakékoliv skute€né poruSeni pravidel ochrany
Udaji dohledovému ufadu, jak je stanoveno
vEl. 33 odst. 3 GDPR. Takové oznameni
Zpracovatel zaSle na nasledujici adresu
Spravce: Rue de Rive 5, 1260 Nyon,
Svycarsko.

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

. Spravce

informuje Zpracovatele bez
zbyte€ného odkladu a komplexné o jakékoliv
vadé nebo abnormalité ohledné zajisténi
ochrany Osobnich udajl, ktera bude zjisténa
Spravcem ve vysledcich prace Zpracovatele.

. 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.

. Zpracovatel se zavazuje zachovavat davérnost

jakychkoliv  Osobnich udaju a jakychkoliv
zpusobu jejich ochrany, véetné doby po
ukon€eni Dohody o zpracovani a Smlouvy
samotné. Zpracovatel zaruCuje, Ze vSem
zaméstnanclm a zastupcum, ktefi se podileji
na smluvnim zpracovani, a jakymkoliv jinym
osobam, které mohou byt zapojeny nebo se
mohou v budoucnu zapojit do smluvniho
zpracovani v rozsahu odpovédnosti
Zpracovatele, bude zakazano zpracovavat
Osobni udaje mimo rozsah pokynd Spravce.
Zpracovatel také zaruluje, Ze vSechny tyto
osoby byly seznameny se vSemi platnymi
zakony a predpisy, v€etné, mimo jiné, vSech
ustanoveni o ochrané osobnich  udaju,
a s odpovédnosti za jejich nedodrzeni, Ze se
zavazaly Kk jejich dodrZovani a pfijaly zavazek
micenlivosti nebo podléhaji pfislusné zakonné
povinnosti zachovavat micenlivost. VSechny
takové zavazky zachovavani micenlivosti
pretrvaji ipo ukoneni nebo uplynuti
jakéhokoliv smluvniho zpracovani podle této
Dohody o zpracovani nebo Smlouvy samotné.

Article 4
Enquiries by data subjects and
audits/inspections

Clanek 4
Dotazy subjekt( udaju a audity/kontroly

. The Processor, taking into account the nature
of the Contract Processing, shall, where
possible for the Processor, assist the Controller

. Zpracovatel pfi zohlednéni povahy smluvniho

zpracovani bude, kde to bude pro Zpracovatele
mozné, prostifednictvim vhodnych technickych
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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 lll of the GDPR.

a organizacnich opatfeni napomahat Spravci
splnit povinnost odpovidat na poZadavky
jakychkoliv subjektu udajl pfi uplathovani jejich
prav, jak jsou podrobné& uvedena v kapitole Il
GDPR.

. 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 apply, mutatis
mutandis, to claims asserted by data subjects
against the Processor in accordance with Art.
82 GDPR.

. Vtéch pfipadech, kdy subjekt udaju vznasi

jakékoliv naroky va¢i Spravci podle ¢l. 82
GDPR, bude Zpracovatel, kde to bude mozné,
podporovat Spravce pfi obrané proti témto
narokim. To bude obdobné platit pro naroky,
které vznasi subjekty udaji vac&i Zpracovateli
v souladu s ¢l. 82 GDPR.

. Where a data subject 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.

.V pfipadech, kdy subjekt udaji vznasi vuci

Zpracovateli naroky na opravu ¢i vymaz udaju
nebo pfistup k udajim a kdy muze Zpracovatel
pfifadit subjekt Udajli ke Spravci na zakladé
informaci poskytnutych subjektem daja,
odkaze Zpracovatel takovy subjekt Udaji na
Spravce. Zpracovatel preposle narok subjektu
Udaji Spravci bez zbyte¢ného odkladu.
Zpracovatel bude podporovat Spravce, kde je
to mozné, a na zakladé pokynu Spravce, pokud
se na nich dohodli. Zpracovatel neponese
odpovédnost v pfipadech, kdy Spravce nebude
vubec reagovat na poZadavek subjektu udajl
nebo na né&j nebude reagovat spravné ¢&i v¢as.

. 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.

Pokud jsou v jednotlivych pfipadech nezbytné
audity a kontroly ze strany Spravce nebo
auditora stanoveného Spravcem, takové audity
a kontroly budou provadény b&hem normalni
pracovni doby abez zasahli do provozu
Zpracovatele, po pfedchozim oznameni a za
dodrzeni patficné |lhaty po ucinéném
oznameni. Zpracovatel mlze také urdit, ze
takové audity a kontroly podléhaji predchozimu
oznameni, dodrzeni patficné Ihity po
oznameni asplnéni zavazku zachovavat
davérnost informaci pfi ochrané udaji jinych
zakaznikl a ddvérnost ohledné zavedenych
technickych a organizacnich opatreni
a pojistek. Zpracovatel ma narok na odmitnuti
auditor(l, ktefi jsou konkurenci Zpracovatele.
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5. 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.

5. Zpracovatel je odpovédny za to, aby
pFislusnym subjektim vefejné moci umoznil
jakoukoliv  kontrolu ohledné zpracovani
osobnich udajli, jak je popsano v GDPR
a jakychkoliv  jinych  platnych  zakonech
a predpisech.

6. 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.

6. Zpracovatel se bude fidit veSkerymi navrhy
nebo doporucenimi vydanymi ze strany
jakéhokoliv  dohledového organu  nebo
dohledového organu EU, ktery ma na starosti
ochranu Osobnich Udajli, zejména ve vztahu
k aplikaci GDPR.

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. Zpracovatel musi okamzité informovat Spravce
o planech kontrol a o oznamenich nebo
jakychkoliv ukonech, které kterakoliv pfislusna
strana podnikla v ramci kontrol zpracovani
Osobnich 4daji. Pro pfipady, kdy kontrolu
provadi ufad pro dohled nad ochranou
osobnich Udaju nebo jiny dozorovy ufad se
zakonnou pfisluSnosti nad Spravcem, odst. 2
tohoto c&lanku se uplatni obdobné. Pfijeti
aplnéni zavazku zachovavat duavérnost
informaci nebude vyzadovano, pokud takovy
dozorovy ufad podléha profesni nebo zakonné
povinnosti ml&enlivosti, kdy je poruSeni
sankcionovatelné podle platnych zakond
a predpisa.

Article 5
Documentation, correction and deletion

Clanek 5
Dokumentace, oprava a vymazani

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. Zpracovatel dolozi a poskytne Spravci veSkeré
informace nezbytné k prokazani  pInéni
povinnosti  stanovenych vtéto Dohodé
ozpracovani av¢l.28 GDPR  aumozni
Spravci nebo  auditorovi  povéfenému
Spravcem vykonat audity, vcéetné kontrol,
a podilet se na nich.

In addition, and without derogating from its
obligation to comply with the GDPR, Processor will
provide to Controller, upon Controller's request,

Kromé& toho, aaniz by se to dotykalo jeho
povinnosti dodrzovat GDPR, Zpracovatel poskytne
Spravci na jeho Zzadost osvédCeni v souladu
s €l. 42 GDPR, ze Zpracovatel plni GDPR.
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certifications in accordance with Art. 42 GDPR, that
Processor is in compliance with the 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 Controller's
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.

Zpracovatel opravi nebo vymaze Osobni udaje,
pokud k tomu dostane pokyn od Spravce a pokud
to spada do rozsahu pfipustnych pokynu. Kde je
vymazani, které je v souladu s poZadavky ochrany
Udajli, nebo odpovidajici omezeni zpracovani
nemozné, Zpracovatel na zakladé pokynl
Spravce, pokud nebude néco jiného dohodnuto ve
Smlouvé nebo v této Dohodé o zpracovani, znici
v souladu se vSemi platnymi zakony a pfedpisy
vSechny nosiCe a daldi material nebo tyto nosice
a material vrati Spravci.

2. In specific cases designated by the Controller,
such Personal Data shall be stored or handed
over. Any associated remuneration and
protective measures shall be agreed upon
separately, unless already agreed upon in the
Agreement or in this Processing Agreement.

2. Ve specifickych pfipadech uréenych Spravcem
budou takové Osobni Udaje uloZzeny nebo
pfedany. Jakakoliv souvisejici odména
aochranna opatfeni budou dohodnuty
samostatné, pokud jiZz nejsou dohodnuty ve
Smlouvé nebo v této Dohodé o zpracovani.

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 dokonCeni poskytovani sluzeb tykajicich se
smluvniho zpracovani nebo po ukonceni
smluvniho zpracovani a po pokynu Spravce
Zpracovatel vymaze nebo vrati jakékoliv
Osobni Udaje, nosice a dal$i material Spravci
a odstrani vSechny jejich existujici kopie,
ledaze specificka pravni ustanoveni stanovi,
Ze takové Osobni udaje maji byt uchovany
a uloZeny.

Article 6
Sub-processors

Clanek 6
Subdodavatelé zpracovani

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

Zpracovatel nevyuZije sluzeb jiného zpracovatele
bez pFedchoziho podrobného nebo obecného

pisemného  souhlasu Spravce. Jakykoliv
subdodavatelsky  vztah povéfeni  dalSich
zpracovateld nebo subdodavateld plnénim

dohodnutym ve Smlouvé, zcela nebo z¢asti, bude
podléhat takovému souhlasu Spravce. Zpracovatel
uzavie s takovymi zpracovateli smluvni nastroje,
které jsou nezbytné pro zajisténi patficné urovné
ochrany udajl a informacni bezpecnosti.

Page 25 of 27




appropriate level
information security.

of data protection and

Article 7
Liability and damages

Clanek 7
Odpovédnost a nahrada 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.

Zpracovatel bude Spravci odpovédny za jakoukoliv
Skodu, naklad, odpovédnost, pokutu nebo
poplatek, které Spravci vzniknou v disledku toho,
ze Zpracovatel nepini tuto Smlouvu o klinické
studii.

Article 8
Final Provisions

Clanek 8
Zavérecna ustanoveni

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 personal data processing, which
would substitute the Agreement.

1. Dohoda o zpracovani vstupuje v platnost v den
jejiho podpisu a je uzaviena na dobu trvani
Smlouvy. Dohoda o zpracovani zlstava platna
po dobu trvani Smlouvy zminéné v preambuli
nebo jakychkoliv jinych dohod s podobnym
pfedmétem nebo rozsahem zpracovani
Osobnich udajl, které by Smlouvu nahradily.

2. Any amendments to this Processing
Agreement must be made in writing, otherwise
being null and void.

2. Jakékoliv dodatky k Dohodé o zpracovani musi
byt u€inény pisemné, jinak budou neplatné.

3. 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 Controller in 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.

3. Vpfipadé ukonleni Smlouvy a/nebo této
Dohody o zpracovani bude Zpracovatel
povinen bez ohledu na rozhodnuti Spravce
odstranit jakékoliv Osobni Udaje svéfené mu
podle Smlouvy a/nebo podle Dohody
o zpracovani nebo je prevést na Spravce
zplsobem a ve formatu, ktery umoznuje dalSi
zpracovani a vyuziti pro stejné ucely, pro které
byly zpracovavany Zpracovatelem. Zpracovatel
nepirevede osobni udaje, které zpracovava jako
nezavisly spravce. Odstranéni Osobnich udaja
bude potvrzeno pfislusnym protokolem.

4. Matters not covered by this Processing
Agreement shall be governed by the applicable

4. Zalezitosti, které nejsou pokryty touto Dohodou
0 zpracovani, se budou fidit platnymi zakony
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laws and regulations. This annex is subject to
the laws of Czech Repubilic.

a predpisy. Tato pFiloha se Fidi pravem Ceské
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.

o

Pokud tato Dohoda o zpracovani odkazuje na
pravni ustanoveni, znamena to idalSi
ustanoveni tykajici se ochrany osobnich udajd,
stejné jako jakeékoliv dodatky, které vstoupi
v platnost po datu uzavieni Smlouvy, a pravni
ukony, které nahradi uvedené zakony
a predpisy.

6. The courts of Czech Republic) shall have | 6. Vylu€nou pravomoc nad v8emi spory vzniklymi
exclusive jurisdiction over all disputes arising z Dohody o zpracovani nebo v souvislosti s ni
out of or in connection with this Processing maiji soudy v Ceské republice.

Agreement.
7. This Processing Agreement is drawn up intwo | 7. Dohoda o zpracovani je sepsana ve dvou

identical copies, one for each Party.

stejnopisech, pfiCemz kazda strana obdrzi
jeden z nich.
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