Medtronic

CLINICAL STUDY AGREEMENT

ZMLUVA O KLINICKOM HODNOTENI

This  Clinical
“Agreement”)

between Medtronic and
Medical Center as specified in the following
Contract Details.

Study Agreement (the
is entered into by and
Investigator /

The Study is designed to be a purely
observational study.

Contract Details ("Contract Details”):

Tato zmluva o klinickom hodnoteni (dalej len

~LZmluva“) je uzavretd medzi
a Skasajucim  /
ktorych

Medtronic
zariadenim,

spolo¢nostou
Zdravotnickym

Udaje sU uvedené

v nasledovnych Zmluvnych ddajoch.

Tato Stadia

je navrhnuta

ako disto

pozorovatel’'ska stadia.

Zmluvné udaje (dalej len ,Zmluvné Gdaje"):

om zariadeni

Name  Of| DISSECT-N (hereafter, | NaZOV DISSECT-N  (dalej  len
inical “Study”) Klinického &ta dia")

Study Hodnotenia "

gfaf::tlve Date last party signed Den uéinnosti ZD;tlﬁ\T_‘ygch’ig:‘ poslednej zo
Medtronic Bakken
Research Center B.V., a Medtronic Bakken
company having its Research Center B.V.,
registered seat at| spolo¢nost so sidlom

Medtronic Endepolsdomein 5, 6229 | Udaje o | Endepolsdomein 5, 6229 GW

Details GW Maastricht, The | Medtronic Maastricht, Holandsko, ICO
Netherlands, ID No0.14625522, Limburg, VAT
No0.14625522, registered NLOO88 63.155.B01 (dalej len
in Limburg, VAT NLO088 »~Medtronic")
63.155.B01 ("Medtronic") ]

. Udaje

Investiga_tor o Skasajico

and Maedical m

g’::;ﬁ; a Zdravotnick

Narodny ustav
srdcovych a cievnych
choroéb a.s.,

with its registered office
at Pod krasnou hérkou 1,
833 48 Bratislava, Slovakia
acting through Ing.Mongi
Msolly, MBA, Chairmain of
the Board and General
Manager and MUDr.Ivo
Gasparovic  PhD., Vvice
chairman of the Board
Registered in Companies
Register of the District

Court Bratislava I,
Section: Sa Insert No.:
3774/B  Id. No.: 35
971 126 (“"Medical
Center”).

Medical Center represents

Narodny ustav srdcovych a
cievnych chordb a.s.,
spolo¢nost so sidlom na Pod
krasnou hérkou 1, 833 48
Bratislava, Slovenska

republika

statutarny organ:Ing. Mongi
Msolly, MBA , predseda
predstavenstva a generalny
riaditel'a MUDr. Ivo
Gasparovic,

PhD., podpredseda
predstavenstva

zapisana v Obchodnom registr
Okresného sidu Bratislava I
Section: Sa Insert No.: 3774/B
(.Zdravotnicke

zariadenie").

Zdravotnicke zariadenie

and agrees that vyhlasuje a suhlasi s tym, aby
Investigator, As. MUDr. Skusajuci, As. MUDr. Petr
Petr Varejka Varejka (dalej len
("Investigator”), shall L.Skusajaci"), poskytoval
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Medtronic

perform the services
meeting Medical Center's
obligations hereunder, and
that Investigator shall be
informed of the terms of
this Agreement and is
under legal obligation to

sluzby, ktorymi sa pinia
povinnosti Zdravotnickeho
zariadenia podia tejto Zmluvy,
aby sa Skusajuci oboznamil
s podmienkami tejto Zmluvy
amal pravnu povinnost vo i
Zdravotnickemu zariadeniu

‘Medical Center to fully v pinom rozsahu plnit vietky
comply with all applicable prislusné ustanovenia tejto
provisions of this Zmluvy.
Agreement.
“DISSECT-N", Version “"DISSECT-N”, Verzia 1.0,
1.0, 16DEC2019 16DEC2019 (hereafter:
(hereafter: “Clinical “Clinical Investigation
Investigation Plan”), Plan”), (dalej len ,Plan
Clinical (hereafter: “Clinical | Plan klinického skasania“),
Investigatio | Investigation Plan”), | klinického ktory je sudastou tejto
n Plan which  is incorporated | skusania Zmluvy, a akakolvek jeho
herein and any naslednd zmena, ktord je
subsequent amendment sucastou tejto Zmluvy a to na
which is incorporated zaklade odkazu.
herein by reference
Valiant Navion™ Thoracic Zariadenie Valiant Navion™ Thoracic
Clinical Stent Graft System pogiitt’? Stent Graft Syst:an'll (d’a]ej len
Study Device ("Study Device") Vv ramci nZariadenie pouZité v ramci
Klinického Studie")
Hodnotenia
March, 2020 Marec, 2020 (dalej len
("Study Start Date”) .ZaCiatocny den Stadie")
Estimated April, 2025 P April, 2025 (dalej len
Duration of | ("Study End Date”) ?r?/g:?eog:g:ie ~Koneény den SJtﬁdie“)
Study (subject to change due to (podlieha zmenam z dévodu
changes of the Clinical zmien v plane klinického
Investigation Plan) skusania)
Expected 30 ("Maximum number | Odakavany 30 (dalej len ,Maximalny
of Patients”) pocet pocet Gicastnikov Stiadie")
number of ,
Patients ggradepych
enrolments gc?s_tmkov
Stadie
Amoun
Visit Compensable Item t Total
Baseline Baseline €260
Screening Log €15
Compensati
on for Eligibility €45
Services
Informed Consent €135
€455
Procedure Procedure €170
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Dissection
Characteristics €170
Procedure Device €45
Adjunctive Procedures €55
Site Imaging (incl.
submission to Core Lab) €30
€470
Discharge Discharge €80
€80
1-Month, 1-, 2-,3-, Years Follow-Up Visit,
each (Note: FU visits are done per standard
of care and will be assessed in line with the
time window as outlined in the CIP. This 1-Month, 1-, 2-,3-,
means that several Follow-Up CRFs can be | Years Follow-Up Visit,
completed per time window) each €180
Site Imaging (incl.
submission to Core Lab) €30
€210
{Non-Subject) Adverse
{Non-Subject) Adverse Event Form Event Form includes
includes updates updates €150
€150
Device Deficiency Device Deficiency €40
Return of Device to
MDT €100
€140
Secondary Procedures Secondary Procedures €175
€175
Study Exit Study Exit €35
€35
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Start-Up fee

In addition, Medtronic will
pay to Medical Center a
start-up fee of 1270 Euro
for the following pre-
activities but not limited
to:

- MEC submission;

- Logistic
preparations to be
able to do the
study (e.q.
worksheets, work
processes);

- Inform consent
input;

- Study Training;

- Contract
preparations

- Completing
financial
disclosures;

Medtronic will reimburse
the start-up fee upon first
enrolment and upon
production of an invoice.

Compensation will be paid
following the below split
("Compensation Split")

Furthermore, Medtronic
will pay an amount of 350
EUR for the archiving of
Study documents for a
duration of 15 years. The
amount will be paid to
Medical Center upon
receipt of an invoice.

In addition, if applicable,
Medtronic agrees to cover
reasonable external costs
relating to the local Ethics
Committee or other
regulatory approval upon
receipt of a separate
invoice from the Ethics
Committee or relevant
authority as applicable.

Odmena za
poskytnutie
sluzieb

Pociatoény poplatok

Medtronic okrem toho zaplati
pociatocny poplatok vo vyske
1270 eur za nasledujuce, ale
nie len tieto, cinnosti pred
zacCiatkom klinického
skdsania:

- predloZzenie dokumentov
etickej komisii

- priprava organizacie, aby
bolo moZné vykonat Stadiu
(napr. pracovné  harky,
pracovné postupy)

- vstupné udaje pre
informovany suhlas

- Skolenie zamerané na
Studiu

- priprava na zmluvy

- vyplnenie finan¢ného
priznania.

Medtronic preplati pociatoény
poplatok po zaradeni prvého
pacienta a na zaklade
vystavenej faktuary.

Odmena bude vyplatena
podla nasledovného
rozdelenia (dalej len
-~Rozdelenie odmeny"):

Medtronic  taktiez  zaplati
poplatok vo vyske 350 eur za
archivaciu dokumentov tejto
Studie po dobu 15 rokov.
Tento poplatok bude zaplateny
Zdravotnickemu zariadeniu po
prijati prislusnej faktary.

Medtronic sa okrem toho, ak
sa to aplikuje, zavazuje
uhradit primerané externé
ndklady suvisiace so sihlasom
miestnej Etickej komisie alebo
iného regula¢ného suhlasu po
prijati samostatnej faktury od
Etickej komisie alebo
regulacného organu (podla
okolnosti).
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Expenses Expenses will be Naklady Naklady budd nahradené
reimbursed to Skusajucemu
Investigator
Account details Medical Center

Bank

Account

I?etails /

Udaje o

bankovom Account details Investigator

ucte

Payment Platobné ,

Terms 90 days podmienky 90 dni

Governing Slovakla” Glalbluls Rozhodné Slovenska republika (dalej len
Country”) A : L

Law pravo ~Domaca krajina®)

Language SALLSCLLIU L) Jazyk Slovensky (,Jazyk")
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PREAMBLE

Medtronic intends to carry out a Study
invblving the Study Devices based on the
Clinical Investigation Plan. The Study is an
observational Study and hence the
provisions on clinical investigation of
medical devices under Section 111 of the
Act No. 362/2011 Coll. on Drugs and
Medical Devices, as amended does not

apply.

The Study is scheduled to begin on Study
Start Date and should be completed on
Study End Date.

The Study may be initiated only on the
condition that the competent Ethics
Committee and other necessary regulatory
approvals have been obtained (if
applicable) and that notifications to any
competent authorities, required under
applicable medical device law or data
privacy law, have been made.

The parties hereby agree as follows:

PREAMBULA

Medtronic chce vykonat $tidiu, ktoreJ stucastou
bude Zariadenie pouzité v ramci Studle, na
zdklade Planu klinického skugania. Studia
predstavuje len pozorovatelska Studiu a preto
ustanovenia o klinickom skusani podla § 111
zakona c. 362/2011 Z.z. o liekoch
a zdravotnickych pomackach, v zneni
neskorsSich predpisov, sa neaplikuju.

Zaciatok Studie je naplanovany na Zaciatoény
den Studie a k jej dokonceniu by malo déjst v
Kone¢ny den Studie.

Studiu je mozné zacat iba za podmienky, e
bol ziskany sudhlas prislusnej Etickej komisie
a dalSie regulacné suhlasy (ak sa tak
vyzaduje) a boli vykonané notifikacie
prislusnym orgdnom vyZadované na zaklade
platnych pravnych predpisov aplikujlicich sa na
zdravotnicke pomdcky a ochranu osobnych
Gdajov.

Zmluvné strany sa dohodli nasledovne:

1. DUTIES

Medical Center and/or Investigator agree to
perform the following duties ("Duties”):

1.1 Collect and evaluate data in
accordance with the Clinical Investigation
Plan.

1.2 Make best efforts to patients, but
not exceed the Maximum Number of
Patients until study enrolment has been
completed. The patients shall be enrolled
based on the inclusion criteria established
in the Clinical Investigation Plan with no
guarantee that the intended number of
patients can be obtained at the Medical
Center.

1.3 Transfer all data collected in
accordance with the Clinical Investigation
Plan, by means of data forms or electronic
data forms in key-coded form (the “Case
Record Forms” or "CRF”) and have all
CRFs completed, signed, and returned to
Medtronic in a timely manner, and

1. POVINNOSTI

Zdravotnicke zariadenie a/alebo Skusajuci sa
dohodli na plneni nasledovnych povinnosti
(dalej len ,Povinnosti"):

1.1. Zozbierat a vyhodnotit Gdaje v stlade s
Planom klinického skisania.

1.2. Vynalozit maximaine Usilie na zaradenie
ucastnikov klinického skdsania, bez toho, aby
do skonlenia zaradovania do Studie dodlo k
prekroceniu Maximalneho poctu Gcastnikov
klinického skudania. Uastnici  klinického
skGSania sa zaraduju na zaklade kritérii pre
zaradovanie uvedenych v Plane klinického
skiSania bez  akejkolvek  zdruky, zZe
v Zdravotnickom zariadeni je mozné ziskat

zamyslany  pocet  uéastnikov  klinického
skasania.
1.3. Previest vietky Udaje ziskané v sulade s

Pldnom klinického skusania prostrednictvom
udajovych formularov alebo elektronickych
Udajovych formuldrov v anonymizovanej podobe
(dalej len ,Zaznamové formulare Gcastnika
Stadie" alebo anglickd skratka ,CRF")
a zabezpelit v€asné vyplnenie, podpisanie
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Medtronic

promptly respond to requests for missing
or additional patient information from
Medtronic.

1.4 Obtain the written informed consent
(or where the patient or his/her legal
representative cannot read or write a
documented witnessed verbal informed
consent) of each patient participating in
the Study (or his/her legal representative)
using the form provided by Medtronic or an

alternative informed consent  form
approved by Medtronic (hereafter:
“Patient Informed Consent”) and
provide information to the patients in the
extent required by law, applicable
regulation or other relevant official

documentation related to the Study.

1.5 To the extent required by local law or
otherwise procure written Ethics Committee
approval and any other required approval by
any other authority and provide Medtronic
with a copy of all such approvals or, if
applicable assist Medtronic with submitting
to the appropriate Ethics Committee and/or
another authority the Clinical Investigation
Plan, Patient Informed Consent and other

relevant information to obtain such
approval.
1.6 Adhere to the Clinical Investigation

Plan and any requirement imposed by the
appropriate Ethics Committee and/or other
relevant authority, and all other applicable
institutional or legal requirements. Ensure
that all physicians / staff assisting the
Investigator in conducting the Study will
comply with the terms and conditions of this
Agreement and inform Medtronic
accordingly. On request of Medtronic,
Investigator will provide according evidence.

1.7 Ensure that all personnel performing
duties relating to the Study are adequately
trained in all applicable regulations and any
other applicable institutional procedures. All
personnel participating in the Study will
attend all training sessions that are required
by Medtronic.

1.8 Procure all necessary notifications
and approvals in due time, including the
authorizations by the medical institutions

a vratenie vSetkych formuldrov CRF spoloénosti
Medtronic, a bezodkladne reagovat na Ziadosti
Medtronic o doplnenie chybajucich  alebo
dodatocnych informacii o Uéastnikoch Studie.

1.4. Ziskat plsomny informovany suahlas
(alebo ak u&astnik Studie alebo jeho zakonny
zastupca nemodze ¢itat  alebo pisat,
zdokumentovany svedkom potvrdeny slovny
informovany suhlas) kazdeho O¢astnika Studie
zG¢asthujuceho sa  Studie (alebo jeho
zdkonného zastupcu) vo vzore poskytnutom
spolo¢nostou Medtronic alebo alternativnom
vzore informovaného suhlasu schvalenom
spolo¢nostou Medtronic (dalej, len
~Informovany sihlas aéastnika Studle“)
a poskytnit Glastnikom Studie informécie
v rozsahu pozadovaného pravom, prislusnou
regulaciou alebo inou oficidlnou dokumentaciou
vztahujlucou sa na Studiu.

1.5. Pokial ho vyzaduji miestne pravne
predpisy alebo je vyzadovany inak, zabezpeéit
pisomny suhlas Etickej komisie a kaZdy dalsi
vyzadovany  sdhlas  prisluiného  organu
a prediozit spolo¢nosti Medtronic képie vietkych
takychto sthlasov, pripadne (podla okolnosti)
poskytnit spoloénosti Medtronic  stéinnost
s predkladanim  Planu kllmckeho skusania,
Informovaného sthlasu Uéastnika Studie a inych
relevantnych informacii prislusnej Etickej komisii
a/alebo inému organu za Gcelom ziskania tohto
suhlasu.

1.6. Dodrziavat Plan klinického skugania
a vSetky poZiadavky uloZené prisluénou Etickou
komisiou a/alebo inym prislusnym organom, a
vietky ostatné platné instituciondine alebo
pravne poziadavky. Zabezpeéit, aby vsetci lekari
/ vsetok personal asistujuci Skusajucemu pocas
vykonavania Studie dodrziavali podmienky tejto
Zmluvy a primerane oboznamovali Medtronic.
Na poziadanie spolo¢nosti Medtronic poskytne
Skusajuci o tom prislusné ddkazy.

1.7. Zabezpedit, aby bol vietok personal
plniaci povinnosti tykajice sa Studie primerane
vyskoleny ohfadom vsetkych platnych predpisov
a akychkolvek inych platnych institucionalnych
gostupov VSetok personal, ktory sa podiela na
Studii, sa zUlastni vSetkych $koleni, ktoré
Medtronic vyzaduje.

1.8. Vcias zabezpelit vsetky nevyhnutné
notifikacie organom aich suhlasy, vratane
opravneni _zdravotnych indtitacii, ktorych
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Medtronic

whose staff, premises or equipment wiil be
used in performing the activities under the
Agreement wholly or in part or, if the filing
or providing for such notifications and/or
approvals are legally within Medtronic’s
responsibility, assist Medtronic with the
same.

1.9 Maintain records of correspondence
as required by applicable regulation,
including all correspondence with other
investigators, Ethics Committee,
Medtronic, monitors, competent authorities
and where applicable, i.e. if the Study will
be used for FDA submission, the US Food &
Drug Administration ("FDA"). Report to the
Ethics Committee, relevant health
insurance  companies, and/or other
relevant authorities as required and send

Medtronic a copy of any such
communication.
1.10 Ensure the availability of the

Investigator and/or Medical Center's staff
members for the preparation of monitoring
visit(s), and during the visit, to respond to
monitor's queries and to follow up on any
action items assessed during the visit.

1.11 Ensure the participation of
Investigator in Investigator meetings
which may be organized by Medtronic from
time to time or, in case of non-availability
of Investigator, delegate such participation
to any other appropriate and qualified
person participating in the Study.

1.12 Cooperate with audits initiated by
Medtronic and/or regulatory authorities by
allowing access to the original medical
records, including source documentation,
for purposes related to this Study and in
the case that results of the Study will be
used for FDA submission, permit the FDA
or other regulatory bodies to inspect the
facilities and records, provided that such
access is not prohibited by privacy
protection laws concerning the patients
involved in the Study.

1.13 Ensure any national registrations,
approvals and notifications of the Study in
accordance with the applicable laws and
regulations.

1.14 Promptly report to Medtronic all

personal, priestory alebo zariadenie bude plne
alebo dliasto¢ne pouzité v ramci vykonu
¢innosti podla Zmluvy, alebo ak je za podanie
alebo zabezpecenie tychto notifikacii a/alebo
suhlasov podla pravnych predpisov
zodpovednd spolo¢nost Medtronic, poskytnut

spoloénosti Medtronic vo vzfahu k tomu
sucinnost.
1.9. Viest zadznamy o kore$pondencii v

silade s pozZiadavkami platnych predpisov,
vratane vSetkej koreSpondencie s ostatnymi
skusajlucimi, s Etickou komisiou, spoloénostou
Medtronic, monitormi, prislusnymi organmi, a
v oddvodnenych pripadoch, t.j. ak sa Studia
pouzije na podanie Uradu pre kontrolu potravin
a lieciv USA (dalej len ,FDA"), aj FDA. Podavat
vykazy Etickej komisii, prislusnym zdravotnym
poistovniam a/alebo inym prisluénym organom
\ sulade s poziadavkami a predkladat
spolo¢nosti Medtronic képiu akejkolvek takejto
komunikacie.

1.10. Zabezpelit dostupnost Skusajaceho
a/alebo cClenov persondlu Zdravotnickeho
zariadenia pre pripravu monitorovacej
ndvstevy (navstev) a podas navitevy na

zodpovedanie otdzok monitora a plnenie tloh
ulozenych pocas navstevy.

1.11. Zabezpelit G(&ast Skuasajuceho na
Investigatorskych stretnutiach organizovanych
spolo¢nostou Medtronic, pripadne v pripade
nedostupnosti Skdsajiceho delegovat tdto
povinnost zucastnit sa na akudkolvek ind
vhodnu a kvalifikovan( osobu, ktora sa podiela
na Stadii.

1.12. Spolupracovat s auditmi iniciovanymi
spolo¢nostou Medtronic a/alebo regulacnymi
organmi tak, Ze im umozni pristup k pévodnym
zdravotnym zdznamom, vratane zdrojovej
dokumentacie, pre ucely tykajice sa tejto
Studie, av pripade, Ze vysledky Studie sa
pouziju na podanie FDA, povolit FDA a inym
regulaénym organom prezriet si zariadenia
a nahliadnut do =zdznamov, pokial takyto
pristup nie je zakazany pravnymi predpismi
o ochrane sUkromia tykajlcimi sa Géastnikov
Studie.

1.13. Zabezpecit akékolvek narodné
registrdcie  Studie, suhlasy siiou a jej
notifikdcie v sulade s platnymi pravnymi

predpismi a regulaciou.

1.14. Bezodkladne oznamit spolo¢nosti
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Medtronic

adverse events related to the Study /
Study Device and also report such events,
as required, to the Ethics Committee and,
in accordance with the applicable laws, to
the competent authorities and the relevant
health insurance companies (if applicable).

1.15 Provide Medtronic with a copy of the
Curriculum Vitae of Investigator. Upon
request of Medtronic Medical Center shall
also provide the Curriculum Vitae of Co-
Investigators under the Investigators
responsibility.

1.16 If Medtronic relies upon data from
this Study to demonstrate the
effectiveness or safety of a device at the
time Medtronic files an application with the
U.S. FDA for market clearance of the
device, new FDA rules may require
disclosure of any significant financial
interests which Investigator holds in
Medtronic.  Therefore, upon request of
Medtronic, Investigator agrees to disclose
to Medtronic and/or its Affiliate any
financial interest, as defined by the FDA,
that Investigator has in Medtronic.
Investigator shall provide this information
upon signature of this Agreement and
agrees to update it, if necessary, one (1)
year after the closure of the Study.
Financial information that must be
disclosed includes (1) more than USD
50,000 in stock ownership in Medtronic
(including but not limited to any stock
options, warrants, or other financial
interest) which Investigator, his/her
spouse and dependent children may hold
collectively or individually; (2) grants,
honoraria, or equipment provided by
Medtronic to Investigator or to Medical
Center to support Investigator's activities,
the total value of which exceeds USD
25,000; and (3) any proprietary interest
Investigator may have in the subject
device (including but not Ilimited to
royalties, license fees, or other payments).
The disclosure forms will be provided
separately by Medtronic. Investigator also
agrees that Medtronic may provide this
financial information to third parties as
required by law.

1.17 Inform the relevant health

Medtronic vSetky nepriaznivé udalosti sivisiace
so Studiou / Zariadenim pouzitym v rdmci
Studie a v sulade s poziadavkami tieto udalosti
oznamit aj Etickej komisii a v sulade s
platnymi pravnymi predpismi aj prislusnym
organom a prislusnym zdravotnym
poistovniam (ak sa to aplikuje).

1.15. Poskytnuit Medtronic képiu Zivotopisu
Skusajuceho. Na Ziadost spoloénosti Medtronic
je Zdravotnicke zariadenie tiez povinné
predlozit Zivotopis spolu-skusajlcich, ktori
podliehaju Skasajucemu.

1.16. Ak sa .
spoliehat na (daje =ztejto Stidie na
preukazanie ucinnosti alebo bezpeénosti
zariadenia v Case, ked bude FDA predkladat
Ziadost o stihlas s uvedenim zariadenia na trh,
noveé pravidlda FDA méZu vyZadovat zverejnenie
akychkolvek vyznamnych finanénych zaujmov
Skusajuceho v skupine Medtronic. Skusajuci
sa preto zavdzuje na ziadost spoloénosti
Medtronic poskytnut spoloénosti Medtronic
a/alebo jej Spriaznenej osobe informacie
o akomkolvek finanénom zaujme (tak, ako je
definovany FDA), ktory ma Skusajuci v skupine
Medtronic. Skusajuci je povinny poskytnut
tieto informacie pri podpise tejto Zmluvy av
pripade nutnosti sa ich zavazuje zaktuavlizovat'
v lehote jedného (1) roka po skonceni Studie.
Finan¢né informacie, ktorych sa povinnost
zverejnenia tyka, zahffaju (1) vlastnictvo akcii
Medtronic v hodnote viac ako 50.000 USD
(vratane, avSak bez obmedzenia, akychkolvek
opcii na akcie, zaruk alebo iného finanéného

bude spoloénost Medtronic

zaujmu), ktoré Skusajuci, jeho
manzel/manzelka a zavislié deti vlastnia
spolo¢ne alebo jednotlivo; (2) granty,
honorare alebo zariadenie, ktoré spoloénost
Medtronic  poskytla  Skusajucemu  alebo
Zdravotnickemu  zariadeniu na  podporu

¢innosti Skusajuceho, ktorych celkovy hodnota
je vyssia ako 25.000 USD; a (3) akykolvek
majetkovy podiel, ktory SkasSajuci ma na
skisanom zariadeni (vratane, av$ak bez
obmedzenia, honorarov, licenénych poplatkov
alebo inych platieb). Formulare pre
poskytnutie tychto informacii  poskytne
samostatne spoloénost Medtronic. Skusajuci
tiez suahlasi stym, Ze spoloénost Medtronic
mobze vsllade s poziadavkami pravnych
predpisov poskytn(t tieto finanéné informacie
tretim osobam.

zdravotné

1.17. Informovat prisludné
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insurance companies on the participation
of the patients in the Study and other
relevant matters as required by applicable
legislation (if applicable).

1.18 Collect and maintain full
documentation connected with Study in the
extent required by applicable regulation
and make it available to regulatory
authorities, the Ethics Committee, other
authorities and relevant health insurance
companies to the extent required by law.

1.19 Enter into and maintain appropriate

liability insurance coverage if and as
required under applicable laws and
regulations.

1.20 Perform the Study at the agreed
workplace Medical Center which fully
complies with legal and other requirements
for the Study (including requirements for
equipment, premises and staff) under the
applicable regulation.

poistovne o Gdasti Ucastnikov Studie v Studii a
o dalSich relevantnych skuto¢nostiach podla
poziadaviek platnej pravnej uUpravy (ak sa
aplikuje).

1.18. Zbierat a  udrziavat  kompletni
dokumentaciu v savislosti so Studiou v rozsahu
vyzadovanom podla platnej regulacie a
poskytnit ju regulaénym organom, Etickej
komisii, inym organom a prisludnym
zdravotnym poistovniam \ rozsahu
vyZzadovanom podla pravnych prepisov.

1.19. Uzatvorit a udrziavat primerané poistenie
zodpovednosti ako je to vyzadované podla
platnych pravnych predpisov a regulacie.

1.20. Vykondvat Studiu na dohodnutom
pracovisku Zdravotnicke zariadenie ktoré plne
splia pravne a iné pozZiadavky pre Studiu
podla platnej regulacie (vratane poziadaviek
na vybavenie, priestory a personal).

Clinical Investigation Agreement Template_EMEA_version 5_January 2017

(Version 2_09APR2020) A 1570860

Page 10 of 33




Medadtronic

2. COMPENSATION

2.1 Compensation for Services.
Medtronic shall pay the party specified in
the Contract Details for the Duties

performed under this Agreement in full and
exclusive compensation according to the
Compensation Scheme in compliance with
the Compensation Split (if applicable).

The above compensation is excluding VAT
which will be paid if and when applicable,
and provided the contract party submits an
invoice showing VAT separately. The
compensation includes payment for any and
all costs incurred by Medical Center /
Investigator in performing the duties,
including but not limited to the use of any
facilities, materials and equipment.

2.2 Expenses. Medtronic shall, in
addition, reimburse the party specified in
the Contract Details for reasonable
expenses of travel, lodging, daily meals and
other necessary and reasonable expenses
incurred in the performance of the activities
described in this Agreement, provided that
such expenses are supported by original
receipts and other supporting
documentation, are compliant  with
Medtronic Reimbursement Policy (pursuant
to Attachment 1) and that the party
specified in the Contract Details obtains the
written authorization of Medtronic prior to
incurring any such expenses.

2.3 Payment. Payment is conditioned on
timely receipt and approval of the
documentation set forth below. Payment of
compensation will be made within the
Payment Terms and made payable by bank
transfer as specified in the Contract Details
based on itemized invoice  and/or
compensation report. Invoice should be
written in the English language and mention
the Study name.

Prior to the payment of the compensation
Medtronic shall receive the complete CRF,
meaning:

a) All required data are provided.

b) The CRF is appropriately signed by
the Investigator or by a certified staff
member of the Medical Center.

<) The CRFs are in compliance with the
Clinical Investigation Plan (e.g., patients
fulfili the entry requirements, assessments
were performed within assessment

2. ODMENA

2.1 Odmena za Sluzby. Za Povinnosti,
ktoré osoba uvedena v Zmluvnych Gdajoch plni
v plnom rozsahu podia tejto Zmluvy, je jej
spolo¢nost Medtronic povinnd vyplacat vyluénd
odmenu podla Schémy odmefiovania v stlade
s Rozdelenim odmeny (ak sa aplikuje).

VysSie uvedena odmena je bez DPH; DPH bude
uhradena, pokial sa bude uplathiovat, za
podmienky, Ze zmluvna strana predloZi fakttru
so samostatne vykazanou DPH. Odmena zahftia
platbu za vSetky naklady, ktoré wvznikli
Zdravotnickemu zariadeniu / Skdsajucemu pri
plneni  povinnosti, vratane, avSak bez
obmedzenia, za pouzitie akychkolvek zariadeni,
materidlov a vybavenia.

2.2 NAaklady. Spoloénost Medtronic je
okrem toho povinna nahradit osobe uvedenej v
Zmluvnych Udajoch primerané néaklady na cestu,
ubytovanie, stravovanie a ostatné nevyhnutné
a primerané naklady, ktoré jej vznikli pri
vykonavani cinnosti opisanych v tejto Zmluve,
za podmienky, Ze tieto naklady su doloZené

povodnymi potvrdenkami a inou sprievodnou
dokumentaciou, si vsilade s Internou
smernicou spoloCnosti Medtronic ohladom

ndhrady nakladov (podla prilohy & 1) aze
osoba uvedena v Zmluvnych Gdajoch ziskala od
spolocnosti Medtronic pisomné opravnenie pred
tym, ako jej ktorykolvek z tychto ndakladov
vznikol.

2.3 UOhrada. Uhrada je podmienena
v€asnym prijatim a schvalenim vys$ie uvedenej
dokumentdcie. Nahrada bude vyplatena
v stlade s Platobnymi podmienkami bankovym
prevodom vsllade so Specifikdciou v
Zmluvnych Udajoch na zaklade polozkovej
faktdry a/alebo spravy o nahrade. Faktura by
mala byt v anglickom jazyku a mal by v nej byt
uvedeny nazov Studie.

Pred vyplatenim nahrady musi spoloénost
Medtronic dostat vyplneny formuldr CRF, ¢&o
znamena, ze:

a) vSetky poZadované Udaje su poskytnuté.
b) formuldar CRF je riadne podpisany
Skdsajucim  alebo  oprdvnenym  ¢&lenom
personalu Zdravotnickeho zariadenia.

) formuldre CRF sl v sllade s Planom
klinického skadania (napr. Ze Gfastnici Studie
splhaju vstupné poZiadavky, postdenia boli
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windows, etc.).
d) Patients were enrolled within the
agreed enroliment time window.

2.4 Fair Market Value, No
inducement: The Parties agree that the
payments hereunder (a) are consistent
with the fair market value of the Duties
and (b) have not been determined in a
manner that takes into account the volume
or value of any referrals or business
otherwise generated or anticipated
between the parties. Nothing contained in
this Agreement shall be construed in any
manner as any obligation or inducement
for Medical Center / Investigator to
purchase, order, prescribe, or recommend
any Medtronic products.

vykonaneé v ramci leh6t na postdenie, a pod.).
d) Ucastnici Studie boli zaradeni do $tadie
v rdmci dohodnutej lehoty pre zaradovanie.

2.4 Objektivna trhova hodnota,
vyliéenie stimulov: Zmluvné strany sa
dohodli, Ze platby podla tejto Zmluvy (a)
zodpovedaju  objektivhej trhovej hodnote
Povinnosti a (b) ich vySka nebola uréend
spésobom, ktory by zohladfoval objem alebo
hodnotu akychkolvek odporicani alebo zakaziek
dohodnutymi alebo predpokladanymi medzi
zmluvnymi stranami. Ni¢ z toho, ¢o je uvedené
v tejto Zmluve, sa nema vykladat ako zavézok

alebo stimul pre Zdravotnicke
zariadenie/Skusajliceho kupit, objednat,
predpisat  alebo odporuéit  ktorykolvek

z vyrobkov Medtronic.

3 CONFIDENTIALITY AND USE OF
DATA

3.1 Definition of Confidential
Information. "“Confidential Information”
means any information, tangible or

intangible item that:

3.1.1 is acquired by Medical Center /
Investigator from Medtronic or any Affiliate
(as defined in article 8.6 below) that:

a) is identified as confidential at
the time of disclosure or within a
reasonable time thereafter;

b) is non-public information such as
that relating to medical devices or
therapies; research or developmental
work; specifications or  engineering
information; business plans such as
financial, marketing or sales information;
or computer code, information or
documentation; or

c) Investigator / Medical Center has a
reasonable basis to believe it s
confidential;

3.1.2 Relates to Protected
pursuant to Section 4; or

Materials

3.1.3 Arises from or relates to the Duties
under this Agreement.

Medical Center / Investigator hereby
acknowledge that the Confidential
Information has real or at least potential

3. MLCANLIVOST A POUZITIE UDAJOV

3.1 Definicia pojmu Doverné
informacie. ,Doverné informacie" znamena
akukolvek informaciu, hmotnu alebo nehmotnu
vec, ktoru:

3.1.1 nadobudlo Zdravotnicke =zariadenie /
Skdasajuci od spoloénosti Medtronic alebo
akejkolvek Spriaznenej osoby (tak, ako je
definovana v odseku 8.6 niZsie) a ktora:

a) je oznacdena za ddévernu v Ease
svojho poskytnutia alebo v primeranej lehote
po poskytnuti;

b) je neverejnou informaciou, napr.

informaciou  tykajicou sa zdravotnickych
pomocok alebo terapii; vyskumnou alebo
vyvojovou  pracou; S$pecifikdciami  alebo
technickymi informaciami; podnikatelskymi
planmi ako napr. finanénymi, marketingovymi
alebo  odbytovymi  informaciami; alebo
pocitacovym kédom, informéaciami alebo

dokumentdaciou; alebo

c) o ktorej je
Skusajuci/Zdravotnicke zariadenie odévodnene
presvedcené, Ze je déverna;

3.1.2 sa tyka Chranenych materidlov podla
¢lanku 4; alebo

3.1.3 vznikd z alebo sa tyka Povinnosti na
zaklade tejto Zmluvy.

Zdravotnicke zariadenie /Skusajuci tymto berd
na vedomie, ze DOverné informacie maju redlnu
alebo aspoii potencidlnu materidlnu alebo
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material or immaterial value, it is not
available in the relevant professional field
and that Medtronic and/or its Affiliate (as
applicable) undertakes measures to protect
its confidentiality.

Non-Use of
Medical

3.2 Disclosure and
Confidential Information.
Center / Investigator shall not disclose
Confidential Information and shall
safeguard Confidential Information using
reasonable care as they would apply to
safeguard their own confidential
information. Medical Center / Investigator
may only use Confidential Information as
necessary for performing the Duties under
this Agreement and may not publish or
present Confidential Information without
the prior written approval of Medtronic.
Medical Center / Investigator shall
immediately notify Medtronic if Confidential
Information was, or may have been,
accessed, disclosed, lost or otherwise used
in violation of this Agreement. Any
disclosure of Confidential Information by
Medical Center / Investigator to employee,
agent, or representative (collectively,
“Investigator's Associate”) shall be only
to an individual who has the need to know
the Confidential Information for the
purposes of this Agreement and who shall
subsequently be obliged to comply with the
terms of this Agreement.

3.3 Rights to Confidential
Information. Medtronic shall retain all
right, title and interest in and to its
Confidential Information. Neither this
Agreement, nor any disclosure of
Confidential Information, shall be deemed
to imply or grant Medical Center /
Investigator any license, interest in, right
to use, intellectual property or other
similar rights to the Confidential
Information.

3.4 Legally Required Disclosure of
Confidential Information. In the event
that, upon advice of legal counsel, Medical
Center / Investigator is compelled by law
to disclose Confidential Information,
Medical Center / Investigator shall notify
Medtronic promptly and shall take every
reasonable action to ensure protection of
the disclosed Confidential Information to
the extent acceptable by law.

imateridlnu hodnotu, nie s beZzne dostupné v
relevantnych  profesnych kruhoch a Ze
spolo¢nost Medtronic a/alebo jej Spriaznena
osoba (podla okolnosti) prijima opatrenia na
ochranu ich dévernosti.

3.2 Poskytnutie a nepouzitie Dévernych
informacii. Zdravotnicke zariadenie /
Skusajlci nesmie spristupnit Ddverné
informacie aje  povinny ich  chranit
s vynaloZzenim primeranej starostlivosti, ktort(
by vynakladal na ochranu svojich vlastnych
dovernych informacii. Zdravotnicke zariadenie
/ Skuasajuci mdze pouzivat Déverné informacie
iba v nevyhnutnom pripade na plnenie
Povinnosti podla tejto Zmluvy a nesmie
zverejnit ani prezentovat Ddverné informacie
bez predchddzajuceho pisomného sudhlasu
spoloénosti Medtronic. Zdravotnicke zariadenie
/ Skuasajuci je povinny bezodkladne oznamit
spoloénosti Medtronic, ak doslo alebo by mohlo
déjst k spristupneniu, poskytnutiu, strate alebo
inému pouzitiu Dévernych informacii v rozpore
s touto Zmluvou. Zdravotnicke zariadenie /
Skusajuci moze poskytnut akékolvek Ddéverné
informacie zamestnancovi, agentovi alebo
zastupcovi (spolo¢ne dalej len ,Z&astupca
Skasajuceho"), iba ak sa jedna o osobu, ktora
potrebuje vediet Ddverné informacie pre Gcely
tejto Zmluvy a ktord bude nasledne povinna
dodrziavat ustanovenia tejto Zmluvy.

3.3 Prava k Dodvernym informaciam.
Spolo¢nost Medtronic si ponechdva vsetky
prava, tituly a podiely na svojich Dévernych
informaciach. Tato Zmluva ani Ziadne
poskytnutie Dovernych informacii sa
nepovazuju za také, z ktorych by vyplyvala
alebo ktoré by poskytovali Zdravotnickemu
zariadeniu / Skusajucemu akukolvek licenciu,
podiel, pravo pouzZivat alebo iné prava
dusevného vlastnictva alebo iné obdobné
prava k Dovernym informdaciam.

3.4 Poskytnutie Dévernych informacii
vyzadované podla pravnych predpisov.
V pripade, Ze po porade s pravhym poradcom
bude musiet Zdravotnicke =zariadenie /
Skusajuci podia pravnych predpisov poskytnut
Doverné informacie, Zdravotnicke zariadenie /

Skasajuci  je tato  skutoénost  povinny
bezodkladne oznamit spoloénosti Medtronic
a vykonat vsetky primerané Ukony na

zabezpeclenie ochrany poskytnutych Dévernych
informacii v rozsahu moZnom podla pravnych
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3.5 Return or Destruction of
Confidential Information. Medical
Center / Investigator may not copy or
duplicate any materials containing
Confidential Information except as
necessary to perform the Duties under this
Agreement. Medical Center / Investigator
shall return all materials containing
Confidential Information at the termination
of this Agreement or upon Medtronic's
request, provided that Medical Center /
Investigator may retain a copy if legally
required.

3.6 Personal Data of Investigator.
Medical Center / Investigator agrees that
Medtronic and its Affiliates may, for the
purpose of administering the relationship
with Medical Center / Investigator, collect,
process and store personal data (i.e.,
name, address, CV, etc.). Medical Center /
Investigator further agrees that such
information may be provided to Medtronic
Affiliates, including those affiliates located
in the United States or other countries with
inadequate level of data protection, and to
any appropriate regulatory or other
authority, consistent with Medtronic's
obligations to same.

3.7 Public Transparency. Medtronic
will comply with all applicable laws,
regulations and applicable government or
industry guidelines (“Transparency
Requirements”) with regard to
transparency of payments to healthcare
professionals. Medical Center / Investigator
therefore agree that Medtronic may
disclose all information relating to this
Agreement to the extent required under
the applicable Transparency Requirements.
Such information may include, but is not
limited to name of health care professional
providing the Duties and receiving
payment, value of amounts transferred,
and nature of services.

3.8 Use of Data. Medtronic is
committed to support evidence-based
medicine, and the scientific integrity and
ethical principles in the design, conduct and
reporting of clinical research. Medical Center
/ Investigator retains ownership

predpisov.

3.5 Vratenie a zni¢enie Dévernych
informacii. Zdravotnicke zariadenie /
Skusajiaci nesmie kopirovat ani vyhotovovat
duplikdty Ziadnych materidlov obsahujicich
Déverné informacie, pokial to nie je
nevyhnutné na plnenie Povinnosti podlia tejto
Zmluvy. Zdravotnicke zariadenie / Sk3ajuci je
povinny vratit vsetky materidly obsahujlce
Déverné informacie pri skonéeni tejto Zmluvy
alebo kedykolvek na Ziadost spolo¢nosti
Medtronic s tym, Ze Zdravotnicke zariadenie /
Skusajuci si moéze ponechat ich képiu, ak to
vyzaduju pravne predpisy.

3.6 Osobné udaje Skusajaceho.
Zdravotnicke zariadenie / Skus$ajuci sahlasi
s tym, aby Medtronic a jeho Spriaznené osoby
zhromazdovali, spracovavali  a uchovavali
osobné udaje (t.j. meno, adresu, Zivotopis
apod.) pre Glely spravy vztahu so
Zdravotnickym zariadenim / Skdsajlcim.
Zdravotnicke zariadenie / Sku$ajuci dalej
sihlasi s tym, aby boli tieto informacie
poskytované Spriaznenym osobam Medtronic,
vratane spriaznenych os6b nachadzajucich sa v
Spojenych Statoch americkych alebo inych
krajindch nezarucujlcich primerand ochranu

osobnych udajov a (pokial na to bude
spolo¢nost  Medtronic na to povinna)
akémukolvek prislusnému regulacnému
organu.

3.7 Verejna transparentnost. Medtronic

bude konat v sulade so vSetkymi platnymi
pravnymi predpismi, regulaciou a platnymi
statnymi alebo odvetvovymi usmerneniami
(dalej len ,Poziadavky na transparentnost") vo
vztahu k transparentnosti platieb
zdravotnickym pracovnikom. Zdravotnicke
zariadenie / Skuasajuci preto suhlasia s tym,
aby spoloc¢nost Medtronic poskytovala vSetky
informdcie tykajtice sa tejto Zmluvy v rozsahu,
aky  vyzaduju platné Poziadavky na
transparentnost. Tieto informacie moZu
zahfhat, av8ak bez obmedzenia, meno
zdravotnickeho  pracovnika, ktory plini
Povinnosti a prijima platby, hodnotu
prevadzanych ¢iastok a povahu sluzieb.

3.8 Pouzitie adajov. Spoloénost Medtronic
sa zaviazala podporovat medicinu zaloZenu na
dbkazoch, a vedecku integritu a etické zasady
v navrhu, vykonavani a vykazovany klinického
vyskumu. Zdravotnicke zariadenie / Skdsajaci si
ponechava vlastnictvo/majetkové ainé
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of/proprietary and other relevant rights to
all raw clinical data as contained in its
patient medical records or other original
source documentation and may use such
data as it deems reasonable and appropriate
except for commercial purposes. By signing
this Agreement, all parties agree that all
clinical data collected for the Study is
available for unlimited time for unlimited
use by Medtronic (or any other
person/entity designated by Medtronic) for
any purpose, including but not limited to
regulatory submissions and publication as
provided in the Clinical Investigation Plan
and that for no additional compensation.
Medtronic is entitled to freely transfer,
assign, license or sublicense the Study Data
and the rights to them. Medical Center /
Investigator specifically agree that to all
clinical data collected in accordance with the
Clinical Investigation Plan, including the CRF
(the “Study Data”) Medtronic has all
possible ownership, intellectual and other
proprietary or similar rights and that the
Study Data may be pooled in @ common
database that belongs to or is contracted by
Medtronic or its  Affiliate ("Study
Database”) and will be used for regulatory
submissions and presentations /
publications and any other purpose as
determined by Medtronic or its Affiliate.
Subject to the Confidentiality section of the
Agreement, Medtronic grants Medical Center
a non-exclusive license to use the Study
Data it has collected for publication
purposes for unlimited time for no additional
compensation. Medical Center / Investigator
undertake to sign such documents, perform
all actions and other steps, and procure that
other all relevant third parties sign such
documents, perform all actions and other
steps, necessary or reasonably required by
Medtronic to give effect to the foregoing.

relevantné prava vsetkych nespracovanych
klinickych ddajov obsiahnutych v zdravotnych
zaznamoch svojich ucastnikov Studie alebo v
inej povodnej zdrojovej dokumentacii a mébze
ich pouzivat spésobom, ktory povaZuje za
primerany a vhodny, svynimkou pouzZitia na
komercné Ucely. Podpisom tejto Zmluvy vSetky
zmluvné strany sdhlasia s tym, aby boli vSetky
klinické Gdaje zhromazdené pre Studiu
k dispozicii na neobmedzené pouzitie
spoloénostou Medtronic na neobmedzeny ¢as
ato na akykolvek Ucel, vratane, avsak bez
obmedzenia, podani regulaénym organom
a zverejnenia upraveného v Plane klinického
skusania ato bez naroku na dalSiu odmenu.
Spoloénost  Medtronic je opravnend volne
previest (daje zhromaZdenym pre Stidiu alebo
prava k nim, postipit ich, udelit k nim licenciu
alebo sublicenciu. Zdravotnicke zariadenie /
Skusajuci  vyslovhe suhlasi stym, aby
spoloénost Medtronic mala vSetky vlastnicke
prava, prava dusSevného vlastnictva ainé
majetkové alebo obdobné prava ku vsetkym
klinické udaje zhromazdené v sulade s Planom
klinického skusania, vratane formularov CRF
(dalej len ,Udaje Stadie") a aby sa tieto Udaje
Studie zlGcili do spolocnej databazy, ktora patri
alebo podla zmluvy prindlezi spoloCnosti
Medtronic a/alebo jej Spriaznenej osobe (dalej
len ,Databaza studie“), a pouZivali sa na
podania regulacnym organom av
prezentaciach/publikdcidach ana  akékolvek
dalSie ucely urcené spoloénostou Medtronic
alebo jej Spriaznenou osobou. S vynimkou
podla casti Mi¢anlivost Zmluvy spolonost
Medtronic udeluje Zdravotnickerpu zariadeniu
nevyluénu licenciu na pouzitie Udajov Studie,
ktoré zhromazdilo, na publikaéné Gcely a to na
neobmedzeny ¢as abez naroku na dalsiu
odmenu. Zdravotnicke zariadenie / Skusajuci sa
zavazuju podpisat také dokumenty a vykonat
také ukony a dalSie kroky, a zabezpelit aby
ostatné relevantné tretie osoby podpisali také
dokumenty, vykonali také Ukony a dalSie kroky,
ktoré si nevyhnutné alebo rozumne poZadované
spolo¢nostou Medtronic za uUéelom splnenia
predchadzajlcich ustanoveni.

Publications (as defined in article 4.2
below), Medical Center / Investigator agree
that any materials developed in the course
of performing the activities described in this
| Agreement _(the "Protected Materials")

4, PROTECTED MATERIALS AND | 4. CHBANENE MATERIALY
PUBLICATION A PUBLIKACIE
4.1 Protected Materials. Except for | 4.1 Chranené materialy. S vynimkou

Publikacii (tak, ako sU definované v odseku 4.2
nizSie) sa Zdravotnicke zariadenie / Skusajuci
dohodli, Zze materidly vytvorené pocas
vykonavania cinnosti opisanych v tejto Zmluve
(dalej len ,Chranené materialy") sa stanu
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shall become the property of Medtronic and
Medtronic (to the extent possible under
applicable law) shall have all proprietary,

intellectual property and other relevant
rights to them wunless applicable law
determines otherwise. Medical Center /

Investigator hereby assign and/or transfer
the Protected Materials and the rights to
them to Medtronic and agree to sign and
deliver to Medtronic any documents and to
perform all actions and other steps required
to complete such assignment and/or
transfer and procure that , all relevant third
parties sign and deliver such documents and
perform all such actions and other steps.
The parties agreed that no further
compensation will be provided to Medical
Center / Investigator or any other third
party for the ownership, transfer and/or
assignment of the Protected Materials and
the rights to them. Should applicable law
preclude Medtronic's ownership of the
Protected Materials, Medical Center [/
Investigator hereby grants to Medtronic an
exclusive, unlimited, perpetual and royalty
free license to use, reproduce and distribute
the Protected Materials and agrees to sign
and deliver to Medtronic any documents and
to perform all actions and other steps
required to complete such license and
procure that all relevant third parties sign
and deliver any such documents and
perform all such actions and steps.

4.2 Publications. “Publication” means
all  abstracts, articles, manuscripts,
presentation and other forms of publication
regarding the Study Data or results.
Medical Center / Investigator may publish
the results of work performed under this
Agreement, in accordance with the
Publication Policy described in the Clinical
Investigation Plan and publication
guidelines from the Declaration of Helsinki;
provided, however, that any such
Publication shall be at a time determined
by Medtronic and shall be provided to
Medtronic for review at least sixty (60)
days prior to submission or presentation.

4.3 Multicentre Publication. Medical
Center / Investigator acknowledges that
this Study is conducted at multiple sites
and that Medtronic has a legitimate
interest in ensuring that a multi-center
publication is the first publication to be
released or presented regarding the

majetkom spolo¢nosti Medtronic a spoloénost
Medtronic k nim bude mat vsetky majetkové
prava, prava duSevného vlastnictva ainé
relevantné prava, pokial platné pravne predpisy
neupravuju inak. Zdravotnicke =zariadenie /
Skusajaci  tymto  postupuju  a prevadzaju
Chranené materidly a vSetky prava k nim na
spolocnost Medtronic a zavdzuji sa podpisat
a doru¢it spoloénosti Medtronic  akékolvek
dokumenty a vykonat vSetky Ukony a daldie
kroky, ktoré sa vyzZaduji na uskutoénenie
takéhoto postipenia a prevodu a zabezpedia,
aby vSetky relevantné tretie strany podpisali
a dorucili také dokumenty a uskutoénili také
ukony a dalSie kroky. Strany sa dohodli, Ze
Zdravotnickemu zariadeniu / Skuasajucemu ani
Ziadnej tretej osobe nebude poskytnutd Ziadna
dalSia odmena za vlastnictvo, prevod alebo
postupenie Chranenych materialov a prav k nim.
Ak by platné pravne predpisy znemozhovali
vlastnictvo Chranenych materidlov spoloénostou
Medtronic, Zdravotnicke zariadenie / Skusajuci
tymto poskytuje spoloénosti Medtronic vyluénu,
neobmedzend, trvald a bezplatnG licenciu na
pouzitie, reprodukovanie a distribuciou
Chranenych materidlov a zavédzuje sa podpisat
a doru¢it spoloénosti Medtronic  akékolvek
dokumenty a vykonat akékolvek Ukony a dalsie
kroky, ktoré sa vyZzaduji na udelenie takejto
licencie a zabezpelia, aby vsetky relevantné
tretie strany podpisali a dorucili také dokumenty
a vykonali vSetky také Ukony a dalSie kroky.

4.2 Publikacie. ,Publikacia® znamena
vsetky abstrakty, ¢lanky, rukopisy, prezentacie
ainé formy zverejnenia UdaJov Stadie alebo
vysledkov. Zdravotnicke zariadenie / Skd3ajuci
moze zverejnit vysledky prace vykonanej na
zaklade tejto Zmluvy v stlade s Publikaénou
politikou opisanou v Plane klinického skisania
a usmerneniami ohladom publikovania
z Helsinskej deklaracie; stym, Ze ku kaZdej
takejto Publikacii ddjde v ¢ase uréenom
spolo¢nostou Medtronic a bude poskytnutd
spoloc¢nosti Medtronic na posudenie aspon
Sestdesiat (60) dni pred podanim alebo
odprezentovanim.

4.3 Multicentricka publikacia.
Zdravotnicke zariadenie / Skusajuci berie na
vedomie, e tato Studia sa vykonava na
viacery'/ch miestach a Ze spolo¢nost Medtronic
ma opravneny zaujem na zabezpeéeni toho,
aby multicentrickd publikdcia bola prvou
publikdciou vydanou alebo odprezentovanou
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completed Study. Accordingly, Medical
Center / Investigator agrees that it will not
independently publish, publicly disclose,
present or discuss any results of or
information pertaining to the Study until a
multi-center  publication is released;
provided however, that if a multi-center
publication is not released within one year
after completion of the Study at all Study
sites, Medical Center / Investigator will
have the right to publish the results of and
information pertaining to their activities
conducted under this Agreement in
accordance with the provisions of this
section.

4.4 Medtronic review. Medtronic will
limit its review to a determination of
whether Confidential Information is

disclosed and will not censor or in any way
interfere with presentation or conclusions
beyond the extent necessary to protect
Confidential Information (other than Study
Data) to allow Medtronic or its Affiliate (as
applicable) to protect its rights in
patentable, copyrightable or similarly
protectable materials, and to check for
technical correctness of Medtronic
information. When requested by Medtronic,
Medical Center / Investigator will delay
publication up to an additional ninety (90)
days to allow Medtronic, or its Affiliate (as

applicable), to protect its right in
patentable, copyrightable or similarly
protectable material. If notified by

Medtronic within the sixty (60) day review
period that such Publication contains
Confidential Information or technical errors
of Medtronic information, Medical Center /
Investigator shall delete what is reasonably
identified as Confidential Information and

ohlfadom dokonéenej Studie. Zdravotnicke
zariadenie / SkuSajuci sa preto zavazuje, Ze do
vydania multicentrickej publikacie nezavisle
nevydd, nezverejni, neodprezentuje  ani
nebude diskutovat o Ziadnych vysiedkoch ani
informacidach  tykajucich sa Studie; za
podmienky, ze ak k vydaniu multicentrickej
publikdcie neddjde do jedného roka po
dokonceni Studie na vSetkych miestach Stuadie,
Zdravotnicke zariadenie / Ska3sajluci bude mat
pravo zverejnit vysledky alebo informdcie
tykajuce sa svojej cinnosti vykonanej na
zaklade tejto Zmluvy v silade s ustanoveniami
tohto ¢lanku.

4.4 Posudenie spoloénostou Medtronic.
Spolo¢nost Medtronic obmedzi svoje posudenie
na urcenie toho, ¢i nie su poskytnuté Ddverné
informacie a nebude cenzurovat ani nijako
zasahovat do prezentdcie alebo zaverov nad
ramec toho, ¢o bude nevyhnutné na ochranu
Dovernych informacii (okrem Udajov Studie),
za Ucelom aby spoloénost Medtronic alebo jej
Spriaznend osoba (podla okolnosti) mohla
ochranit svoje prava k materidlom, ktoré mézu
byt predmetom autorského, patentového alebo
obdobného prava, a overit technick( spravnost
informacii spoloCnosti Medtronic. Na poZiadanie
spolo¢nosti Medtronic alebo jej Spriaznenej
osoby (podla okolnosti) Zdravotnicke
zariadenie / Skuasajuci odlozi zverejnenie
o dalsich maximalne devétdesiat (90) dni, aby
spolo¢nosti Medtronic alebo jej Spriaznenej
osobe (podla okolnosti) umoznil ochranit svoje
prava k materidlu, ktoré je mozZné chranit
patentovym, autorskym alebo obdobnym
pravom. Ak spolo¢nost Medtronic podas
Sestdesiatich (60) dni obdobia posudzovania
oznami, Ze Publikdcia obsahuje Ddverné
informdcie alebo informacie  spoloénosti

make the corrections of Medtronic | Medtronic maju technické vady, Zdravotnicke

information prior to publication or | zariadenie / Skusajlci je pred zverejnenim

presentation. alebo  odprezentovanim povinny vypustit
informacie, ktoré boli odévodnene oznadené za
Doverné informacie, a opravit informacie
spolocnosti Medtronic.

5. DATA PROTECTION &|5. OCHRANA OSOBNYCH UDAJOV A

INSURANCE POISTENIE

5.1 Data Protection. Medical Center /| 5.1 Ochrana osobnych udajov.

Investigator shall ensure that any

Zdravotnicke zariadenie / Skusajuci je

personal data, in particular relating povinny zabezpedit, aby akékolvek
to the health conditions of patients osobné Uudaje, najmé& osobné udaje
who participate in the Study, is tykajuce sa  zdravotného stavu
protected as required by law, in Ucastnikov  Studie zulastnenych na

Clinical Investigation Agreement Template_EMEA_version 5_January 2017

(Version 2_09APR2020) A 1570860

Page 17 of 33




Medadtronic

particular  all applicable data
protection laws and regulations,
including but not limited to the
General Data Protection Regulation
(EU) 2016/679. Medical Center /
Investigator shall also ensure that all
necessary consents for provision of
such data and its transfer to
Medtronic and its Affiliates and to
other parties involved in this Study
are obtained and that patient
information data  provided to
Medtronic or its Affiliate shall not
contain any identifying
characteristics.

Medtronic will process personal data
of Investigator in order to execute
the Agreement and comply with its
legal obligations. For the purpose of
this Study, Investigator agrees to
the collection, processing and
storage of personal data by signing
the Medtronic Data Processing
Clause in Attachment 2.

Stadii, boli chrénené v sulade s
poziadavkami  pravnych  predpisov,
najmé vsetkych platnych pravnych
predpisov a regulacie ochrany osobnych
Udajov, najmé vsetky prislusné zdkony
a nariadenia o ochrane udajov, vratane,
ale nie vyhradne, nariadenia o Ochrane
osobnych udajov (GDPR) (EV)
2016/679. Zdravotnicke centrum [/
skusajuci taktiez zabezpeéi, aby boli
ziskané vSetky nevyhnutné suhlasy s
poskytnutim tychto Udajov a ich
prenosom spolo¢nosti Medtronic a jej
Spriaznenym osobdm a ostatnym
subjektom podielajicim sa na _ tejto
Stadii a aby Udaje o Géastnikoch Stadie
poskytnuté spolo¢nosti Medtronic alebo
jej Spriaznenej osobe neobsahovali
Ziadne identifika¢né znaky.

Spolo¢nost Medtronic bude spracovéavat
osobné Udaje Skusajuceho v rdmci tejto
Zmluvy a dodrziavat jej zakonné
povinnosti. Na ucely tejto Stidie
skasajuci sthlasi ) zberom,
spracovanim a uchovdvanim osobnych
Udajov podpisanim klauzuly o
spracovani udajov spolo¢nosti
Medtronic v Prilohe 2.

Medical Center / Investigator represents
and agrees that:

5.2 Non Insurance. This Study is|5.2 .Ziadne poistenie. Tato Stddia je
designed to be a purely navrhnutd ako Cisto pozorovatelska
observational study, meaning that stidia ¢o znamena, Ze zUcéastneni
participating patients receive the Géastnici  Studie  obdrZia  rovnaku
same standard care of the hospital Standardni nemocniénu starostlivost ako
as any other patient that is not akykolvek iny pacient, ktory sa
participating in the Study. There is nezicasthuje na Stddii. V doésledku
no direct involvement with the Stidie nie su Ucastnici Studie nijako
patient because of the Study and no ovplyneni aPlan  klinickej  Stidie
additional treatments, nepredpoklada ziadne dalsiu
investigations or experiments are starostlivost, vyskumy alebo
mandated by the Clinical experimenty. Preto uéast na Stidii
Investigation Plan. Therefore, nepredstavuje Ziadne dodatocné riziko
participation in the Study creates alebo zataZz pre UGcastnika Stuadie.
no additional risk or burden for the Z tohto dbévodu sa pre tato Studiu
patient. For this reason, no specific neuzatvara Ziadna Specifické klinické
clinical trial insurance is issued for poistenie. Prosim, vezmite na vedomie,
this Study. Please note that if there Ze v pripade vady vo fungovani produktu
is a product malfunction (when (ak bol pouzity v sulade s Navodom na
used in accordance to the product pouzitie), bud( sa aplikovat zaruky
Instructions for use), the Medtronic poskytnuté Medtronic.
warranty for the device will apply.

6. REPRESENTATIONS 6. ZAVAZNE VYHLASENIA

6.1 Authorization and Notification. | 6.1 Opravnenie a oznamenie.

Zdravotnicke zariadenie / Skasajuci vyhlasuje
a suhlasi s tym, Ze:
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6.1.1 Medical Center / Investigator has
full right and authority to enter into this
Agreement under any law, regulation or
policy applicable to Medical Center /
Investigator (including, where Investigator
is an individual, the internal rules of any
medical institution where Investigator
practices or is employed);

6.1.2 Medical Center / Investigator has no
obligations or agreements currently, and
represents that it will not enter into any
obligations or agreements during the term
of this Agreement, which are inconsistent
or in conflict with the execution of this
Agreement or performance of the Duties.

6.2 Compliance Certification. The
parties agree that this Agreement,
including the provision of Duties, and
request for and payment of compensation
and reimbursement, shall be performed in
accordance with applicable law, regulation
and any policy, including the policies of
any organization with which Medical Center
/ Investigator is associated.

6.3 Required Disclosures. Medical
Center / Investigator agree to make
complete and accurate disclosures of this
financial relationship and engagement as
required for any scientific medical
publications or presentations. Also, Medical
Center / Investigator will make all
necessary disclosure regarding the
contents of this Agreement to any relevant
professional association, industry body,
authority or institution.

6.4 No Competing Activities,
Conflict of Interest. Medical Center /
Investigator agrees that during the term of
this Agreement, Medical Center [/
Investigator will not provide services to
competitors of Medtronic with respect to
the same or similar subject areas for which
Medical Center / Investigator provides
services to Medtronic. Medical Center /
Investigator shall not perform services in
contravention of their obligations to third
parties. If a conflict of interest may arise as
a result of Medical Center / Investigator's
activities with third parties, Medical Center /
Investigator will promptly notify Medtronic.
The parties will discuss the best means for

6.1.1. Zdravotnicke zariadenie / SkdSajuci ma
plné pravo a opravnenie uzavriet tito Zmluvu
na zaklade akéhokolvek pravneho predpisu,
nariadenia alebo internej smernice platnej pre
Zdravotnicke  zariadenie /  Skusajuceho
(vratane pripadu, kedy je Skusajuci fyzickou
osobou, internych pravidiel akejkolvek
zdravotnej  institacie, v ktorej  Skusajlci
vykondva prax alebo je zamestnany);

6.1.2. Zdravotnicke zariadenie / Skusajlci
nema v sucasnosti Ziadne povinnosti. ani
zmluvy, ktoré by boli v rozpore s plnenim tejto
Zmluvy alebo plnenim povinnosti a vyhlasuje,
Ze pocas trvania tejto Zmluvy na seba
nezoberie Ziadne také povinnosti ani neuzavrie
Ziadne také zmluvy.

6.2 Potvrdenie o silade. Zmluvné strany
sa dohodli, Ze tdto Zmluva, vratane plnenia
Povinnosti, Ziadosti o odmenu a jej vyplatenie
sa vykonaju v sulade s platnymi pravnymi

predpismi, regulaciou a akoukolvek internou
smernicou, vratane internych  smernic
akejkolvek organizacie, v ktorej je

Zdravotnicke zariadenie / Skdsajuci zdruZeny.

6.3 Vyzadované zverejnenia.
Zdravotnicke zariadenie / Skusajuci sa dohodli
na uplnom apresnom zverejneni tohto
finanéného vztahu a G&asti tak, ako sa to
vyzaduje pre akékolvek vedecké zdravotné
publikacie alebo prezentacie. Zdravotnicke
zariadenie / SkusSajuci tiez vykonaju vsetky
nevyhnutné zverejnenia ohfadom obsahu tejto
Zmluvy akémukolvek prislusnému
profesijnému zdruZeniu, odvetvovému organu,
autorite alebo institucii.

6.4 Vylucenie konkurenénej é&innosti,
konfliktu zaujmov. Zdravotnicke zariadenie
/ Skusajdci sa dohodli, Ze pocas trvania tejto
Zmluvy Zdravotnicke zariadenie / Skusajuci
nebude poskytovat svoje sluzby sutaZitelom
spolo¢nosti Medtronic vo vztahu k rovnakym
alebo podobnym predmetom, vo vztahu ku
ktorym Zdravotnicke zariadenie / Skusajuci
poskytuje sluzby spoloénosti Medtronic.
Zdravotnicke zariadenie / SkusSajlci nesmie
vykonavat sluzby v rozpore so svojimi
povinnostami voéi tretim osobdm. Ak by
v dosledku cinnosti Zdravotnickeho zariadenia /
Skusajuceho vykonavanych s tretimi osobami
vznikol konflikt  zaujmov, Zdravotnicke
zariadenie / Skusajuci to bezodkladne oznami
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avoiding such conflict.

6.5 Ethical Conduct and Medical
Decision-Making.

6.5.1 Medical Center / Investigator
represents and warrants that all personnel
selected to participate in the conduct of
the Study has never participated in a
study or other research activity that has
been terminated by the Ethics Committee,
other relevant authority or sponsor of such
activity for reasons of non-compliance,
that he/she has never individually been
terminated from an investigational study
for reasons of non-compliance and that
he/she has not been disqualified, restricted
or debarred by any regulatory authority
from conducting clinical trials.

6.5.2 Medical Center / Investigator shall
perform the Duties in accordance with the
highest standards of the medical
profession and Medtronic's instructions.
Where applicable, any medical decisions
shall be made by Medical Center /
Investigator in accordance with Medical
Center's / Investigator's professional
medical judgment

6.6 Competence.

6.6.1 Medical center / Investigator
represents and warrants that Investigator is
an individual who, because of formal
education, training and experience, qualifies
as a suitable expert to investigate the safety
and performance of the Study Device, and
that an accurate Curriculum Vitae has been
submitted to Medtronic.

6.6.2 Investigator is aware that all Study
Device labeling, instructions of use and
study materials may be provided in the
English language. He/she understands this
language, and he/she states that this will
not jeopardize the safety of the patients.

6.7 Continuing Compliance. Medical
Center / Investigator shall remain in
compliance with the above representations
and agreements and shall promptly inform
Medtronic if Medical Center / Investigator

spoloc¢nosti Medtronic. Zmluvné strany
prediskutuji najlepsi sposob, ako sa takémuto
konfliktu vyhnut.

6.5 Etické
rozhodovanie.

konanie a zdravotné

6.5.1. Zdravotnicke zariadenie / Skusajuci
vyhlasuje a zaruCuje sa, Ze Ziaden ¢dlen
personalu, ktory bol vybraty pre ulast na
vykone Stadie, sa nikdy nezidastnil Ziadnej
Stidie ani inej vyskumnej cinnosti, ktor( by
skoncila Etickd komisia, iny prisluény organ
alebo zadavatel tejto Cinnosti z ddvodu
nestladu z predpismi, Ze jeho/jej individualna
GCast na vyskumnej $tadii nebola nikdy
skonéend z dévodu nesuladu s predpismi a ze
on/ona nebola nikdy ziadnym regulaénym
organom z vykonavania klinického skd$ania
diskvalifikovana, vyliéena ani jej uéast na fiom
nebola obmedzena.

6.5.2. Zdravotnicke zariadenie / Skdsajuci je
povinny pinit Povinnosti v silade s najvys$imi
Standardmi zdravotnickej profesie a pokynmi
spoloCnosti  Medtronic. V  oddvodnenych
pripadoch je Zdravotnicke =zariadenie /
Skusajaci  povinné  prijimat  akékolvek
medicinske rozhodnutie v silade so svojim
odbornym medicinskym usudkom.

6.6 Sposobilost.

6.6.1. Zdravotnicke zariadenie / SkusSajuci
vyhlasuje a zarucuje sa, Ze Skusajlci je osobou,
ktora je vzhladom na svoje formdlne vzdelanie,
vyskolenie a skisenosti spdsobilou pdsobit ako
vhodny znalec za (éelom  preskds$ania
bezpecnosti a vykonu Zariadenia pouZitého v
rdmci Studie a Ze spoloénosti Medtronic bol
predlozeny jej presny Zivotopis.

6.6.2. Skusajuci si je vedomy toho, Ze vSetky
etikety na Zariadeni pouzitom v ramci Studie,
navody na pouzitie a Studijné materidly mdzu
byt poskytnuté v anglickom jazyku. Skusajuci
tomuto jazyku rozumie a vyhlasuje, Ze tato

skuto¢nost neohrozi bezpecnost G&astnikov
Studie.
6.7 Nepretrzity sulad. Zdravotnicke

zariadenie / Skusajaci je povinny nepretrzite
dodrziavat  vysSie  uvedené  vyhlasenia
a dohody aje povinny bezodkladne oznamit
spoloCnosti Medtronic, ak tato povinnost
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are / is no longer able to comply. Each party
is obliged to ensure that all representations
and warranties it gives in this Agreement
are, and during the term of this Agreement
remain, true, correct and not misleading. If
any of the representations or warranties
proves to be untrue, incorrect or misleading,
the relevant party will be liable for damage
caused to the other party. A breach of any
of the representations or warranties is
deemed to be material breach of this
Agreement.

6.8 Registration. Medical Center /
Investigator agree that a registration of
the Study be made by Medtronic at a
public database such as
www.clinicaltrials.gov in order to comply
with the Declaration of Helsinki and the
requirements from the Committee of
Medical Journal Editors.

prestane byt schopny plnit. Kazdd zo
zmluvnych stran je povinnd zabezpeéit, Ze
vietky vyhlasenia a zaruky, ktoré dava v tejto
Zmluve su, a pocas trvania Zmluvy zostanu,
pravdivé, spravne a nezavadzajuce. Ak
ktorékolvek z vyhlaseni alebo zdruk sa ukaze
ako nepravdivé, nespravne alebo zavadzajuce,
dand zmluvnad strana bude zodpovednd za
Skodu tym spdsobenu druhej zmluvnej strane.
Porusenie ktoréhokolvek vyhlasenia alebo
zaruky sa povaZuje za zavazné porusenie tejto
Zmluvy

6.8 Registracia. Zdravotnicke zariadenie /
Skasajuci suhlasi stym, aby na spinenie
poziadaviek Helsinskej deklaracie

a poziadaviek Vyboru Editorov zdravotnych
casopisov  vykonala registraciu  Stadie
spolo¢nost Medtronic vo verejnej databaze
akou je napr. www.clinicaltrials.gov.

7. TERM AND TERMINATION

7.1 Effective Date. This Agreement
shall begin on the Effective Date or upon full
compliance with all the requirements set
forth in Article 6.1 hereof, whichever occurs

last. The parties acknowledge that
publication and registration of the
Agreement with the Central Register of

Contracts under Section 47a of the Act No.
40/1964 Coll. the Civil Code, as amended,
may be required for the effectiveness of this
Agreement.

7.2 Term. This Agreement shall continue
in effect until:

a) The Study has been completed which
is expected on the Study End Date as
determined in the Contract Details;

b) The Agreement is terminated as
provided in this Agreement or the Clinical
Investigation Plan;

whichever occurs first.

7.3 Termination. If either party to this
Agreement should breach any provision
hereof, the injured party may give written
notice of the breach to the defaulting
party. If such breach is not remedied
within 30 (thirty) days of the written notice
thereof, the complaining party may
terminate this Agreement immediately by
providing written notice to the defaulting
party. The failure of a party to so

7 TRVANIE A SKONCENIE

7.1 Den acinnosti. Tato Zmluva nadoblda
Géinnost v Def G&innosti, alebo splnenim
vSetkych poziadaviek uvedenych v odseku 6.1
tejto Zmluvy, podla toho, k Comu ddjde neskér.
Zmluvné strany berd na vedomie, Ze pre
ucinnost Zmluvy sa méze vyZadovat zverejnenie
a registracia Zmluvy v Centrdlnom registri
zmlav podla § 47a zdkona & 40/1964 Zb.
Obcianskeho zakonnika, v zneni neskorsich
predpisov. Ak je to tak, tato Zmluva nadobudne
Géinnost najskér v defi nasledujici po dni,
v ktorom bola takto zverejnena.

7.2 Trvanie. Tato Zmluva je Gcinnd az do:
a) dokoncenia_Studie, ktoré sa oCakava ku
Kone¢nému diu Studie uréenému v Zmluvnych
Gdajoch,

b) skoncenia Zmluvy v sulade
s ustanoveniami tejto Zmluvy alebo Planu
klinického skusania,

podla toho, ktorad udalost nastane skor.

7.3 Skoncenie. Ak  ktordkolvek zo
zmluvnych  stran tejto  Zmluvy  porusi
akékolvek jej ustanovenie, poskodena zmluvna
strana mo6Ze porusenie pisomne oznamit
porusujucej zmluvnej strane. Ak k odstraneniu
porusenia neddjde v lehote 30 (tridsat) dni od
pisomného oznamenia, staZujica sa zmluvnd
strana mo6Ze vypovedat tito Zmluvu
s okamzitou uc¢innostou pisomnou vypovedou
zaslanou porusujicej zmluvnej strane. Ak
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terminate this Agreement due to a breach
on the part of the other party shall not
constitute a waiver of its right to so
terminate on the basis of any subsequent
breach.

Furthermore, Medtronic is entitled to
terminate this Agreement upon thirty (30)
days’ prior written notice to Medical Center
/ Investigator, should Medtronic decide to
discontinue the Study. In addition,
Medtronic is entitled to terminate the
Study for the reasons specified in the
Clinical Investigation Plan.

7.4 Effect of Termination. In the
event of an early cancellation or
termination of this Agreement, the
Agreement terminates on the termination
date. All rights and obligations incurred
prior to the termination date shall remain
unaffected. Medtronic shall pay Medical
Center / Investigator pro-rata for the
services rendered until such cancellation or
termination, and Medical Center shall
refund Medtronic pro-rata any amounts it
may have received in advance for services
still to be rendered after such cancellation
or termination, as the case may be. The
parties expressly exclude the application of
provisions of Sections 344 and seq. of Act
No. 513/1991 Coll. the Commercial Code,
as amended with respect to termination of
this Agreement.

7.5 Survivability. The Confidentiality,
Protected Materials and Representations
sections of this Agreement shall survive
the expiration or termination of this
Agreement.

zmluvna strana nevypovie tito Zmluvu kvoli

jej poruseniu druhou zmluvnou stranou,
nepredstavuje to vzdanie sa jej prava
vypovedat ju na zdklade akéhokolvek

nasledného porusenia.

Spolo¢nost Medtronic je okrem toho opravnena
vypovedat tito Zmluvu pisomnou vypovedou
Zdravotnickemu zariadeniu / Skusajucemu
s vypovednou dobou tridsat (30) dni, ak sa
Medtronic  rozhodne zastavit vykondvanie
Studie. SpoloCnost Medtronic je navyse
opravnena skonéit Studiu z dévodov
uvedenych v Plane klinického skisania.

7.4  0é&nky skonéenia. V pripade
predcasného zrusenia alebo skonéenia tejto
Zmluvy, tato Zmluva zanika v den skonéenia.
Vietky prava a povinnosti, ktoré vznikli pred
drnom skoncenia ostavaju nedotknuté.
Spolo¢nost Medtronic je povinnd uhradit
Zdravotnickemu zariadeniu / SkuaSajlcemu
platbu zodpovedajucu objemu sluZieb
poskytnutych do takéhoto zruSenia alebo
skondenia. Zdravotnicke zariadenie / Skusajici
je povinny nahradit spoloénosti Medtronic
pomernu Cast vsetkych diastok, ktoré dostal vo
forme preddavku na sluzby, ktoré mali byt
poskytnuté po takomto zruSeni, pripadne
skonleni. Zmluvné strany vyslovne vyluéuju
pouzitie ustanoveni § 344 anasl. zdkona ¢&.
513/1991 Zb. Obchodného zakonnika, v zneni
neskorSich predpisov vo vztahu k skonéeniu
tejto Zmluvy.

7.5 Pretrvanie. Clinky tejto Zmluvy
s nadpismi MI¢anlivost, Chranené materdly a
Vyhlasenia pretrvaji zanik alebo skonéenie
tejto Zmluvy.

8. MISCELLANEOUS

8.1 Independent Contractor; No
Authority to Bind. Medical Center /
Investigator shall be deemed to be an
independent contractor for all purposes
and shall not be considered an agent,
representative or employee of Medtronic
for any purpose. Except as explicitly
permitted in this Agreement, Medical
Center / Investigator may not incur any
liability on Medtronic's behalf nor bind
Medtronic to any obligations without the
prior written consent of Medtronic.

8 ROZNE USTANOVENIA

8.1 Nezavisly dodavatel’; neexistencia
opravnenia zavizovat. Zdravotnicke
zariadenie / SkdSajici sa na vsetky uéely

povazuje za nezavislého dodavatela
a v ziadnom pripade sa nepovaZuje za agenta,
zastupcu alebo zamestnanca spoloénosti
Medtronic. Pokial' to v tejto Zmluve nie je
vyslovne povolené, Zdravotnicke zariadenie /
Skusajuci nesmie bez predchadzajiceho
pisomného suhlasu spoloénosti Medtronic

prevziat Ziadnu zodpovednost ani povinnost
v mene spolocnosti Medtronic.
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8.2 Entire Agreement. This
Agreement, and any attachments,
constitutes the entire contract or

understanding between the parties related
to the subject matter of this Agreement.
No amendments, changes, extensions or
modifications to this Agreement shall be
valid and binding unless done in writing
and signed by the parties hereto.

8.3 Counterparts. This Agreement
may be signed in three counterpart copies
all of which together shall constitute one
Agreement and each of which may equally
evidence this Agreement.

8.4 Governing Law. The Agreement
shall be construed and interpreted under
and in accordance with the substantive
laws of Home Country (Slovak republic),

especially  Section 269(2) of the
Commercial Code. The parties explicitly
agree with the application of the

Commercial Code to this Agreement and
the relationships resulting from or
connected with this Agreement. The
competent courts of Home Country shall
have exclusive jurisdiction over any
disputes arising out of this Agreement
which cannot be solved amicably between
the parties.

8.5 Language. The official text of this
Agreement is in the Slovak Language as
determined in the Contract Details. Should
the parties sign or execute a bilingual
version of this Agreement, any
interpretation or construction thereof shall

be based solely on the text in the
determined Language.
8.6 Affiliates. “Affiliate” means

Medtronic, Inc., a Minnesota, USA company,
and all entities owned by Medtronic, Inc. or
by an entity in which Medtronic, Inc. has a
direct or indirect ownership interest of at
least 50%. Medtronic has the right, in its
sole discretion, to perform any obligations
under this Agreement through an Affiliate
(for these purposes Medical Center /
Investigator is obliged to accept fulfillment
from such an Affiliate) and share or transfer
any benefits or protections arising
hereunder amongst its Affiliates to which
Medical Institution / Investigator hereby
explicitly  agree. Medical Center /
Investigator shall procure that call relevant
Medical Center / Investigator Associates,

8.2 Celd dohoda. Tato Zmluva a vsetky
jej  prilohy  predstavuji celG  dohodu
a porozumenie medzi zmluvnymi stranami
tykajuce sa predmetu tejto Zmluvy. Ziadne
dodatky, zmeny, rozsirenia alebo Upravy tejto
Zmluvy nie su platné a zavazné, ak nie su
vykonané v pisomnej forme a podpisané jej
zmluvnymi stranami.

8.3 Rovnopisy. Tato Zmluva mdze byt
podpisana v troch rovnopisoch, ktoré vsetky
spolofne predstavuju jednu Zmluvu a kazdy
jednotlivo méze preukazovat tuto Zmluvu.

8.4 Rozhodné pravo. Zmluva sa riadi a
vyklada na zaklade a v sulade s hmotnym
pravom Domaécej krajiny (Slovenska
republika), najma § 269(2) Obchodného
zakonnika. Zmluvné strany sa vyslovne dohodli
na aplikacii Obchodného zakonnika na tato
Zmluvu a na vztahy vyplyvajice z tejto
Zmluvy alebo v stvislosti s fiou. Prislusné sudy
Domadcej krajiny maju vyluéni pravomoc
rozhodovat akékolvek spory ztejto Zmluvy,
ktoré nie je moziné rozhodnit medzi
zmluvnymi stranami mimosudne.

8.5 Jazyk. Oficidlne znenie tejto Zmluvy je
v Jazyku slovenskom, ktory je wureny v
Zmluvnych ddajoch. Ak zmluvné strany

podpiSu alebo uzavru dvojjazyén( verziu tejto
Zmluvy, jej vyklad je zalozeny vyluéne na
zneni v uréenom Jazyku.

8.6 Spriaznené osoby. «Spriaznena
osoba" znamend Medtronic, Inc., spoloénost so
sidlom v Minnesote, USA, a vSetky subjekty vo
vlastnictve Medtronic, Inc. alebo subjektu,
v ktorom ma Medtronic, Inc. priamy alebo
nepriamy podiel vo vyske aspoin 50%.
Spolo¢nost Medtronic ma préavo podla svojho
vlastného uvazenia plnit akékolvek povinnosti
na zdaklade tejto Zmluvy prostrednictvom
Spriaznenej osoby (v tejto suvislosti ma
Zdravotnicke zariadenie / Skua$ajuci povinnost
prijat plnenie od takejto Spriaznenej osoby)
a zdielat alebo previest akékolvek prava na
prospech alebo ochranu ztejto Zmluvy na
Spriaznené osoby s ¢im Zdravotnicke zariadenie
/  Skusajuci tymto  vyslovne  suhlasi.
Zdravotnicke zariadenie / Skdsajlci zabezpedia,
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and all corporate or other entities, including,
but not limited to, affiliated entities of each
will comply with the requirements under this
Agreement.

8.7 Notices. All
requests, submissions, reports or any
other communications permitted or
required to be given under this Agreement
shall be sent to the parties at the
addresses indicated in the Contract Details
of this Agreement and shall be deemed to
have been validly effected if sent by
registered mail to each of the parties at
such address. Either party may, by notice
to the other, change its address.

notices, demands,

8.8 No Assignment. Medical Center /
Investigator may not assign and/or transfer
Medical Center / Investigator's rights or
obligations under this Agreement without

specific prior written approval from
Medtronic.
8.9 Severability. In the event that any

provision of this Agreement is or becomes
invalid, prohibited or unenforceable in any
jurisdiction, the ineffectiveness of such
provision shall not invalidate the remaining
provisions of this Agreement, which shall
remain in full force and effect.

aby vsetky Osoby Skasajuceho
a Zdravotnickeho zariadenia a vsetky
spolo¢nosti a iné subjekty vratane (av$ak nie
vyluéne) ich spriaznenych subjektov postupovali
v stllade s poziadavkami tejto Zmluvy.

8.7 Oznamenia. Vsetky oznamenia,
vyzvy, ziadosti, podania, sprdvy alebo
akakolvek ina komunikacia, ktord je mozZné
alebo nutné vykonat na zaklade tejto Zmluvy,
sa odosiela zmluvnym strandm na adresy
uvedené v Zmluvnych udajoch tejto Zmluvy
a povazuje sa za platne vykonanu, ak bola
odosland doporucenou postou kazdej takej
zmluvnej strane na takuto adresu. Ktorakolvek
zmluvna strana mobzZze oznamenim druhej
zmluvnej strane zmenit svoju adresu.

8.8 Vylacenie postipenia. Zdravotnicke
zariadenie / Skdsajuci nesmie postlpit ani
previest prava alebo povinnosti Zdravotnickeho
zariadenia / SkuSajuceho podla tejto Zmluvy
bez Specifického predchadzajiceho pisomného
suhlasu spoloc¢nosti Medtronic.

8.9 Oddelitel'nost. Ak ktorékolvek
ustanovenie tejto Zmluvy je alebo sa stane
neplatnym, zakdzanym alebo nevykonatelnym
v ktorejkolvek jurisdikcii, neGéinnost tohto
ustanovenia nema za nasledok neplatnost
zostdvajlcich ustanoveni tejto Zmluvy, ktoré
su nadalej pine platné a G&inné.

IN WITNESS WHEREOF, the parties have
executed this Agreement

NA DOKAZ TOHO
podpisali tuto Zmluvu

zmluvné strany
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Medtronic Bakken Research Center B.V.

In absence of Leo Kretzers, MSc
Vice President & General Manager

e Date/Datum ____
Name: Joost Rujkman
Title:  Finance Manager
INVESTIGATOR / SKUSAJUCI
Date/Datum

#s. MUDr. Petr Varejka

MEDICAL CENTER /ZDRAVOTNIiCKE ZARIADENIE

Date/Datum

Ing. Mongi Msolly, MBA
Chairman of the Board and General Manager

MUDr. Ivo Gaépérovit“: PhD.
Vice-chairman of the Board
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Attachment 1 - Medtronic
Reimbursement Policy

In compliance with applicable industry
association codes, local law and the
Medtronic Business Conduct Standards, this
is a description of travel and other
expenses that Medtronic will either pay or
reimburse. In addition, a number of non-
reimbursable expenses are also listed.

Approval. Medtronic must authorize the
expenses in writing before they are
incurred.

Necessity. Expenses must be necessary
for the performance of the Duties under the
Agreement, and they must be actually
incurred by the Consultant while performing
the Duties.

Required Documentation. Itemized
original receipts or other supporting
documentation must be submitted to
Medtronic before any travel expenses are
reimbursed.

CONSULTANT’S TRAVEL AND LODGING

Priloha €. 1 - Interna smernica
Medtronic ohl'adom nahrady nakladov

V sdlade s platnymi kédexmi zdruZenia
odvetvia, miestnymi pravnymi predpismi
a Standardmi obchodného spravania sa
Medtronic  nasleduje opis cestovnych
a inych ndkladov, ktoré Medtronic uhradi
alebo nahradi. Okrem toho tieZ uvadzame
zoznam nékladov, ktoré sa nenahradzaj.

Schvalenie. Pred tym, ako naklad
vznikne, ho musi Medtronic pisomne
opravnit.

Nevyhnutnost. Néklady musia byt

nevyhnutné pre pinenie Povinnosti zo
Zmluvy a musia vzniknut Konzultantovi
pocas plnenia jeho Povinnosti.

Pozadovana dokumentécia. Pred
nahradenim cestovnych nakladov musia byt
Medtronic predloZzené poloZkovité originaly
potvrdeniek alebo inej sprievodnej
dokumentécie.

CESTOVNE A UBYTOVACIE NAKLADY

EXPENSES KONZULTANTA
PAID/REIMBURSED BY | NOT ROUTINELY KTORE MEDTRONIC KTORE NIE SU
MEDTRONIC REIMBURSED PLATi/NAHRADZA OBVYKLE

NAHRADZANE

Lowest logical, round | Travel and NajnizSia cena ZvySenia urovne

trip commercial ground letenky za logicky cesty

airfare; economy transportation spiatoény komercny a pozemnej

class air travel: upgrades! let; letenka na let v dopravy?

Business class only
for long distance
flights (over 5 hours
total), and after
receiving the
required internal
approvals;

> From home
city to destination
where Services are
performed

> Work with
your Medtronic
contact to arrange

Other travel
change charges
not related to a
schedule change
or personal or
professional
emergency

Use of airline

turistickej triede.
Letenka na let

v business triede iba
pre dialkové lety
(celkové trvanie viac
ako 5 hodin), a aj tak

Ostatné poplatky
za zmenu
parametrov
cesty, ktoré
nesuvisia so

iba po ziskani zmenou
pozadovanych harmonogramu
internych sthlasov; alebo obchodnou
> z domovského | alebo osobnou
mesta do miesta nudzovou
urcenia, v ktorom sa | situdciou
poskytuju Sluzby

> Na Pouzitie

1 Unless terms of an active Consulting Agreement provide otherwise
> Pokial nie je v podmienkach aktivnej Konzultaénej zmluvy uvedené inak.
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the travel.

Costs of
modifications to
travel plans caused
by Medtronic-
requested changes,
airline requirements,
or healthcare
professional’s
business or personal
emergency

Taxi or comparably
priced ground
transportation

Mid-size rental car,
including fuel charges
where Medtronic
arranges and books
the car

Parking fees at
airport and hotel

frequent flyer
club facilities

Travel for
spouses or other
guests

Limousine ground
transportation
unless
preapproved by
Medtronic based
on scheduling
necessity

Private aircraft
costs or charter
service

Mileage for rental
cars

Insurance costs;
e.g., life
insurance, flight
insurance,
personal or rental
car insurance,
baggage
insurance, etc.

zabezpeceni Vasej
cesty prosim
spolupracujte s Vasou
kontaktnou osobou

v Medtronic.

Naklady na zmeny
cestovnych planov
sposobené zmenami
pozadovanymi
Medtronic,
poziadavkami leteckej
spolo¢nosti alebo
obchodnou alebo
osobnou nudzovou
situaciou
zdravotnickeho
pracovnika.

Taxik alebo pozemna
doprava

s porovnatelnymi
nakladmi

Stredne velké
prenajaté auto,
vratane poplatku za
palivo, v pripade, ak
auto zabezpecuje

a rezervuje Medtronic

Poplatky za
parkovanie na letisku
a v hoteli

zariadeni klubu
leteckej

spoloc¢nosti pre
Jfrequent fliers"

Cesta
manzelskeho
partnera alebo
inych hosti

Pozemna
preprava
limuzinou, ibaze
bola vopred
schvalena
Medtronic

z titulu
nevyhnutnosti

v suvislosti s
planovanim

Naklady na
sukromné
lietadlo
charterovt
sluzbu

alebo

Naklady na
prenajaté auta
uctovaneé na
zaklade
prejdenych
kilometrov

Naklady na
poistenie, napr.
Zivotné
poistenie,
letecké
poistenie,
poistenie
vlastného alebo
prenajatého
vozidla,
poistenie
batoziny, a pod.

Lost baggage Poplatky za
charges stratenu
batozinu
One standard / single | Incidental lodging Jedna sStandardna / Sprievodné
hotel room during the | expenses; e.g., jednopostelova naklady na
duration of the in-room movies, hotelova izba po dobu | ubytovanie,
training program or mini-bar, movies trvania vzdeldvacieho | napr. naklady na
meeting, including or pay TV, programu alebo filmy
the night before and telephone, stretnutia, vratane prostrednictvom
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the night of the last
day of the event, as
necessary, due to
travel schedules

> Medtronic to
book at Medtronic
approved facility

In-room meals and
beverages (room
service)

Reasonable telephone
and internet access
service

> Submission of
phone bill detailing
charges is required

Reasonable service
Charles

laundry, dry
cleaning, spa
services, fitness
center, etc.

Lodging upgrades
or the additional

cost of an
alternate and
more expensive
hotel

Costs related to a
spouse or other
guest staying
with you

With the
exception of
circumstances
described in the
allowable lodging
expenses column,
charges for
additional hours
beyond check-out
time or additional
nights

noci pred a noci
posledného dia
udalosti, ak sa bude
vyzadovat kvéli
cestovnému
harmonogramu

> rezervuje
Medtronic v zariadeni
schvalenom
spolo¢nostou
Medtronic

Strava a napoje na
izbe (hotelova sluzba)

Primerané sluzby
telefonneho

a internetového
pripojenia

> VyZaduje sa
predloZenie
telefénneho uctu

s podrobnym
rozpisom nakladov

Primerané servisné
poplatky

hotelového
televizneho
kanalu, minibar,
filmy alebo
platena TV,
telefén, pranie,
chemicke
Cistenie, sluzby
kupelov, fitness
centra, a pod.

ZvysSenia urovne
ubytovania alebo
dodatocné
naklady na
nahradny alebo
drahsi hotel

Naklady
suvisiace

s manzelskym
partnerom alebo
inym hostom,
ktory je
ubytovany

s Vami

S vynimkou
okolnosti
opisanych

v stlpci Pripustné
naklady na
ubytovanie,
naklady na
dodatocné
hodiny nad
ramec
Standardnych
hodin

ubytovania alebo
za dodatoc¢né
noci

Duplicative meals
(where Medtronic
has provided a
meal during the
meeting or
training, unless
the Customer’s
travel schedule
requires missing
the meeting or
training meal)

Duplicitné jedla
(v pripade, kedy
Medtronic
poskytol jedlo
pocas stretnutia
alebo Skolenia,
ibaze by
cestovny
harmonogram
Zakaznika
vyzadoval, aby
Zakaznik
zmeskal jedlo
pocas stretnutia
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Hospitality or
entertainment
expenses of any
kind, including
such items as lift
tickets, golf fees,
excursion tour
fees, sports
tickets, etc.

Meals for spouses
or other guests

Meals between
Consultants and
other Business
Colleagues

EXPENSES NOT
ROUTINELY
REIMBURSED

Personal
Grooming
expenses; e.g.,
barber,
hairdressers,
shoe shine, etc.

Loss or theft of
cash advance
money, airline
tickets, persona!l
funds or property

alebo Skolenia)

Naklady na
pohostinnost
alebo
obcerstvenie
akéhokolvek
druhu, vratane
takych poloziek
akymi su
poplatky za
pouzitie vytahu,
poplatky za golf,
poplatky za
exkurzie, listky
na Sportové
udalosti a pod.

Naklady na jedlo
manzelského
partnera alebo
inych hosti

Naklady na jedla
medzi
Konzultantmi

a inymi
obchodnymi
kolegami

NAKLADY, KTORE
NIE SU OBVYKLE
NAHRADZANE

Naklady na
osobnu
starostlivost,
napr. na holic¢a,
kadernika,
lestenie
topanok, atd.

Strata alebo
kradez
penazného
preddavku,
leteniek,
osobnych
prostriedkov
alebo majetku

Parking tickets or Pokuty za

traffic violation parkovanie alebo

fees pokuty za
porusenie
dopravnych
predpisov
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Personal
automobile
repairs
OTHER RELATED EXPENSES NoTt
PAID/REIMBURSED BY MEDTRONIC: Unless
otherwise set forth in the written
Agreement, Medtronic will not pay

separately for travel time; preparation time
for a presentation, training or other such
service; the use of any laboratory, clinic,
hospital or office facilities and equipment;
and time spent preparing invoices or
reports required under the Agreement.

Opravy

| osobného
. jautomobilu
OSTATNE SUVISIACE NAKLADY, KTORE
MEDTRONIC NEPLATI/NENAHRADZA: Pokial

to v pisomnej Zmluve nie je uvedené inak,
Medtronic neuhradi samostatne za d¢as
strdveny cestovanim, &as pripravy na
prezentaciu, Skolenie alebo in( takuto
sluzbu, pouzitie akéhokolvek laboratoéria,
klinickych, nemocni¢nych alebo
kancelarskych  priestorov  a vybavenia,
a Cas straveny vystavovanim faktur alebo
sprav vyzadovanych Zmluvou.
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Attachment 2 - Medtronic Data Processing Clause

Medtronic Bakken Research CenterB.V.,
a company havingits registered seat at
Endepolsdomein 5,

6229 GW Maastricht, The Netherlands,

ID No.14625522, registered in Limburg,
VAT NL0088 63.155.B01 ("Medtronic")

The Medtronic Data Processing Clause in
accordance with Article 13 and the relevant
recitals of Regulation (EU) 2016/679 of the
European Parliament and of the Council on the
protection of individuals with regard to the
processing of personal data and on the free
movement of such data (hereinafter referred to as
“the Regulation") and act No. 18/2018 Coll. on the
Protection of Personal Data and on Amendments
to Certain Acts (the "Personal Data Protection
Act").

1. Processing of Personal Data

Consultant hereby acknowledges that information
which Consultant provides or which is obtained in
the course of the collaboration with Consultant
under the agreement may constitute personal data
(“Consultant Personal Data”} and will in such cases
be held by Medtronic in accordance with applicable
data protection faws.

2. Conditions for
Personal Data

2.1 Purpose and Legal Basis: Medtronic will collect,
process and store Consultant Personal Data for the
purpose of administering the contractual
relationship and the collaboration as agreed in the
agreement. Such processing will be performed on
the basis of the necessity of the processing for: (i)
the performance of the agreement named: A post-
approval study of the Medtronic "DISSECT-N
Study”; or (ii) complying with a legal obligation; or
{iii) observing Medtronic’s and other third parties’
legitimate interests where they outweigh the rights
of Consultant with regard to the protection of his or
her personal data, or, if and to the extent
appropriate, Consultant’s consent.

Processing Consultant

2.2 Types of Data: Consultant Personal Data may
include, but are not limited to, Consultants basic
identity information, contact details, professional

Priloha €. 2 - Klauzula o spracovavani Gdajov
spoloénostou Medtronic

Medtronic Bakken Research CenterB.V.,
spoloénost so sidlom

Endepolsdomein 5,

6229 GW Maastricht, Holandsko,

ICO No.14625522, Limburg,

VAT NLO088 63.155.B01 (dalejlen ,Medtronic")

Klauzula o spracovavani udajov spoloénostou
Medtronic v sulade s Elankom 13 a prislu$nych
recitalov Nariadenia Eurépskeho parlamentu a
Rady (EU) 2016/679 o ochrane fyzickych oséb pri
spracuvani osobnych tidajov a o volnom pohybe
takychto udajov {dalej len ,,Nariadenie”) a zdkona
NR SR ¢. 18/2018 Z. z. o ochrane osobnych tudajov
a o zmene a dopineni niektorych zakonov (dalej
len ,zakon o ochrane osobnych udajov*).

1. Spracovanie osobnych udajov

Skusajuci tymto uznava, Ze informacie, ktoré
skusajuci poskytne, alebo ktoré spoloénost
Medtronic ziska pocas spoluprace so skusajucim
na zéklade Zmluvy o klinickom hodnoteni mézu
predstavovat osobné udaje (.osobné Udaje
skusajuceho”), a v danom pripade s nimi bude
spoloénost Medtronic manipulovat v sulade s
platnymi zékonmi o ochrane osobnych udajov.

2. Podmienky tykajuce sa spracovavania
osobnych udajov skusajuceho

2.1 Ciel' a pravny ramec: Spoloénost Medtronic
bude zhromazdovat, spracovavat a uchovavat
osobné udaje skusajuceho na Glely spravy
zmluvného vztahu a spoluprace dohodnutej v tejto
zmluve. Toto spracovavanie sa bude vykonavat v
pripade potreby za ucelom: (i) plnenia Zmluvy o
klinickom hodnoteni s nazvom: Studia po schvaleni
systému koronarneho stentu Medtronic ,Studia
DISSECT-N" uzatvorenej so skusajucim; alebo (ii)
plnenia zadkonnych povinnosti; alebo (iii) sledovania
opravnenych zaujmov spoloc¢nosti Medtronic a
inych tretich stran, ktoré presahuju prava
skusajuceho o ochrane jeho osobnych udajov
alebo suhlas poskytnuty danym skusajucim.

2.2 Typy udajov: Osobné Gdaje skusajuceho mdzu
obsahovat =zdkladné informacie o identite
skusajuceho, kontaktné informacie, informacie o
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activities and affiliations, professional
qualifications, education and training, financial
information on honoraria paid by Medtronic to
Consultant, and bank account information. In case
Consultant  provides unsolicited additional
information, including personal preferences,
Medtronic will process such data in accordance with
this data protection clause. Medtronic may identify
certain characteristics, preferences or traits on the
basis of which Medtronic may create or compile
professional, financial or behavioral profiles for the
abovementioned purposes.

2.3 Transfer: Medtronic may make Consultant
Personal Data available to Medtronic's business
partners, suppliers, contractors and affiliated
entities anywhere in the world, insofar as this is
required for any of the purposes of the present
agreement. Where Consultant Personal Data are
transferred outside of the European Economic
Area, Medtronic will take appropriate steps to
provide for adequate legal safeguards for the safety
and security of Institution Data to a level equivalent
to that provided by applicable data protection law in
the European Economic Area.

2.4 Retention and Data Security: Consultant
Personal Data will only be processed in an
identifiable format for the duration of the study
until September 2023. Medtronic will take the
technical and organizational measures necessary to
ensure an adequate level of protection against
unauthorized access or theft as well as accidental
loss, tampering or destruction.

2.5 Data Subject Rights: Consultant has certain
rights regarding Medtronic’s processing of his or
her personal data. Such rights include the right to
access, correction, information, restriction,
erasure, withdrawal of earlier given consent,
opposition, data portability and filing complaints
with the competent data protection authorities.
Consultant may direct any such requests or
complaints to rs.privacyeurope@medtronic.com.

profesionalnej cinnosti a
kvalifikécii, wvzdelani a skoleniach, finanéné
informacie o] honoraroch vyplatenych
spoloénostou Medtronic skusajicemu a informacie

¢lenstvach, odbornej

o bankovom Ucte (zoznam nie je Uplny). V pripade,
Ze skusajuci poskytne nevyZiadané doplnkové
informacie vratane osobnych preferencii,
spolo¢nost Medtronic bude tieto informacie
spracovévat v sulade s touto klauzulou o ochrane
udajov. Spolo¢nost Medtronic méze identifikovat
niektoré charakteristiky alebo é&rty, na zaklade
ktorych méze spoloénost Medtronic vytvorit alebo
kompilovat  profesionalne, finanéné alebo
behavioralne profily pre vyssie uvedené ucely.

2.3 Prenos: Spoloénost Medtronic méze
spristupnit osobné udaje skusajuceho obchodnym
partnerom, dodavatelom, zmluvnym partnerom a
pridruzenym subjektom spolo¢nosti Medtronic
kdekolvek na svete, ak sa to vyZaduje na akykolvek
Ucel uvedeny v tejto zmluve. Pri prenose osobnych
udajov skusajuceho mimo eurépskeho
ekonomického priestoru spoloénost Medtronic
urobi prisludné opatrenia, aby poskytla adekvatne
zdkonné zaruky tykajuce sa bezpeénosti a
zabezpecenia osobnych udajov skaiajiaceho a na
ekvivalentnej udrovni, akd poskytuju zakony o
ochrane osobnych udajov platné v eurépskom
ekonomickom priestore.

2.4 Zachovavanie a bezpecnost udajov: Osobné
udaje skudajuceho sa budi spracovavat v
identifikovatelnom formate iba pocas
odhadovaného trvania Studie do septembra 2023.
Spolocénost Medtronic prijme technické a
organizaéné opatrenia potrebné na zaruéenie
adekvatnej arovne ochrany pred neopravnenym
pristupom alebo kradezou, ako aj nahodnou
stratou, falSovanim alebo destrukciou.

2.5 Prava tykajuce sa udajov: Skusajuci ma isté
prava tykajuce sa spracovdavania jeho osobnych
udajov zo strany spoloénosti Medtronic. Medzi
tieto préva patri pravo na pristup, opravu,
informacie, obmedzenie, vymazanie, stiahnutie
vopred udeleného suhlasu, zakazanie, podanie
staznosti tykajucich sa prenositelnosti udajov a
archivovania na pdde kompetentnych uradov
zameranych na ochranu udajov. Skusajuci mézu
zasielat svoje ziadosti alebo staznosti priamo na
adresu rs.privacyeurope@medtronic.com.
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Automatic decision making and profiling according
to Art. 13 Paragraph 2 Letter f) of the Regulation will

not be implemented.

Automatické rozhodovanie a profilovanie podia él.
13 ods. 2 pism. f) nariadenia sa nebude

uskutocnovat.

|/(s MUDr. Petr Va?ej(k}

/
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