Medtronic

CLINICAL INVESIGATION AGREEMENT | ZMLUVA O VYKONANI KLINICKEHO
SKUSANIA
This Clinical Investigation Agreement (the | Tato Zmluva o vykonani klinického skiSania
"Agreement”) is entered into from the | (dalej len ,Zmluva™) je uzavretd odo Dna
Effective Date by and between Medtronic | Udinnosti medzi  spoloénosfou  Medtronic
and Investigator / Medical Center as|a Sk(3ajicim / Zdravotnickym zariadenim,
specified in the following Contract Details. ktorych udaje s uvedené v nasledovnych
Zmluvnych Gdajoch.
Contract Details ("Contract Details”): | Zmluvné dadaje (dalej len ,Zmluvné
tudaje"):
HVAD Smart 1.0 L HVAD Smart 1.0
Nams oF Study (hereafter, "Study") Nazov Studie (dalej len Nétﬁdia"l
Effective Date Den G€innosti
Medtronic Bakken Medtronic Bakken
Research Center Research Center
B.V., a company B.V., spoloénost so
having its registered sidlam
seal at Endepolsdomein 5,
. Endepolsdomein B | aurai i 6229 GW Maastricht,
g:::i:':mc 6229 GW Maastricht, gzzllt?‘nnic © | Holandske, ICO
The MNetherlands, ID No.14625522,
No.14625522, Limburg, VAT NLOOSS
registered in 63.155.B01 (dalej len
Limburg, VAT NLOOBE »Medtronic")
63.155.801
{"Medtronic")
Narodny Gstav Narodny ustav
srdcovych a srdcovych a
cievnych chordb cievnych chordb
a.s., a.s.,
with its registered spolocénost so sidlom
office at Pod krasnou na Pod krasnou hérkou
horkou 1, 833 48 1, 833 48 Bratislava,
Bratislava, Slovakia Slovenska republika
acting through Statutarny organ:ing.
Ing.Maongi Msally, Monagi Msoily,
MBA, Chairmain of the MBA, predseda
Board and General ) predstavenstva a
Details Manager and assoc. Udaje generalny riaditel'’ a
Investigator and prof, Juraj Madaric, | o Skdasajlicom doc. MUDr.  Juraj
Medical Center MD, PhD, MPH, vice | a Zdravotnickom | Madarid, PRD.,
chairman of the Board | zariadeni MPH podpredseda
Registered in predstavenstva
Companies Register zapisand v Obchodnorm
of the District Court registri Okresneho sudu
Bratislava I, Section: Bratislava I, Section
Sa Insert MNo.: S5a Insert No.: 3774/B
3774/B Id. No.: 35 (dalej len
971 126 ("Medical «Zdravotnicke
Center"). zariadenie").
Medical Center
represents and agrees Zdravotnicke
that Investigator, zariadenie  wyhlasuje
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Medtronic

doc. MUDr. Eva
Goncalvesova, CSc.,
FESC,
("Investigator”),
shall perform  the
services meeting
Medical Center's
obligations hereunder,
and that Investigator

shall be informed of
the terms of this
Agreement and s

under legal obligation
to Medical Center to
fully comply with all
applicable provisions
of this Agreement.

a suhlasi stym, aby
Skisajici, doc. MUDT.
Eva Goncalvesova,
CSc., FESC (dalej len
+Skasajaci")
poskytoval
ktorymi
povinnosti
Zdravotnickeho
zariadenia podla tejto

sluzby,

sa plnia

Zmluvy, aby sa
Skdsajuci  oboznamil
s podmienkami  tejto

Zmluvy a mal pravnu

povinnost vodi
Zdravotnickemu
zariadeniu v plnom

rozsahu plnit  vsetky
prislusné ustanovenia

tejto Zmiluvy.
"HVAD Smart 1.07, "HVAD Smart 1.07,
Version 1.0, Verzia 1.0,

28JANZ2021 ("Clinical

28JAN2021 (dalej len

Investigation +Plan klinického
Clinica_l _Plan"} which 1 is Plan Klinického sl:c:iia'nia“], ktory : je
Investigation incorporated  herein, sktiSania sucastou tejto
Plan and any subseguent Zmluvy, a akakolvek
amendment which Is jeho nasledna zmena,
incorporated  herein ktora je stcastou tejto
by reference. Zmluvy ato na
zaklade odkazu,
Medtronic HVYAD™ 2 . Medtronic HYAD™
Zariadenie
2 Systemn ("Stud Systemn (dalej len
Study Device D:vfce“}{ 4 puu?ité' . v ramci ,,garladinie jpnuiité
REgTacis v ramci Stiadie™)
March 2021 ("Study 03/2021dalej len
. Start Date”) .Zaciatocny den
Eed  of | October2024 | Odhadoyané Stadie’)
Study ("Study End Date"} | trvanie Studie 1(}!2[12:1 f'ﬂ'EIE:]' len
.Konecny den
Stadie")
Expected 25 ("Maximum Otakévany poéget 25 {d'-:alej_ len ;
nun:tber of nun:tber ::lf zaradenych "Haxln"!afny_pqm':t“
::::alnmt:nts Patients”) igastnikov Stadie ucastnikov Stadie")
Compensation
for Services / Visit Compensable Item Amount | Total
Odmena za Enroliment Enroliment € 55
par:kytnutje Infarmed Consent € 100
shizleh Eligibility € 35
Demographics € 20
Medical History €50
Echocardiogram € 25
General Hemodynamics € 20
€ 305
Baseling Baseline €55
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Medtronic

Implant Procedure € B0

Discharge € 20

Device Identification €15

Vital Signs €20

Laboratory Results E35

NYHA Functional €10

Classification

&-Minute Hall Walk Test € 30

EQ-5D Questionnaire €25

Kansas City €35

Cardiomyopathy

Questionnaire

Echocardingram €25

General Hemodynamics €20

LVAD Parameters €20

HVAD Logfile coliection €20

and upload

HVAD Waveform collection €20

and upload

€ 430

Follow-Up (Month 1, 2, |Follow-Up (Month 1, 2, 3, € 90
3, 4,5 6and 12) 4,5, 6and 12)

Vital Signs €20

Labaratory Results € 35

MYHA Functional €10

Classification

6-Minute Hafl Walk Test € 30

EQ-5D Questionnaire €25

Kansas City €35

Cardiomyopathy

Questionnaire

Echocardiogram € 25

General Hemodynamics €20

LVAD Parameters €20

HVAD Logfile collection € 20

and upload

HVAD Waveform collection €20

and upload

€ 350

Unscheduled Follow-Up | Unscheduled Follow-Ug € 90

Vital Signs €20

Laboratory Results £ 35

NYHA Functional € 10

Classification

&-Minute Hall Walk Test € 30

EQ-5D Questionnaire € 25

Kansas City € 35

Cardiomyopathy

Questionnaire

Echocardiogram €325

General Hemodynamics €20

LVAD Parameters € 20

HVAD Logfile collection €20
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Medtronic

and upload
HYAD Wavefarm collection €20
and upload
€ 350
Patient Contact Patient Cortact €50
C50
Rehospitalization Rehospitalization £ 90
Vital Signs € 20
Laboratory Results €35
LVAD Parameters € 20
HVAD Logfile collection €20
and upload (Admission)
HVAD Waveform collection €20
and upload (Admission)
HWAD Logfile collection €20
and upload (Discharae)
HVAD Waveform collection € 20
and upload (Discharge)
€ 245
Rehospitalization € 20
Discharge Vital Signs
Laboratory Results €35
LVAD Parameters €20
C75
Study Exit Form Study Exit Form €45
C 45
Medications Form Medications Form €50
(includes updates) (Includes updates)
€50
Adverse Event Adverse Event (includes €115
(includes updates) updates)
AE - Infection €45
AE - Bleeding €45
AE - Neurologic €45
Dysfunction
AE - Device Malfunction €45
AE - Cardiac Arrhythmias € 30
AE - Hemuolysis € 30
AE - Psychiatric Episade € 30
AE - Renal Dysfunction € 35
AE - Respiratory Failure €30
AE - Right Heart Failure € 35
Vital Signs € 20
Laboratory Results € 35
NYHA Functional € 10
Classification
6-Minute Hall Walk Test € 30
EQ-5D Questionnaire €25
Kansas City € 35
Cardiomyopathy
Questionnaire
Echocardiogram €25
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General Hemodynamics €20
LVAD Parameters €20
HYAD Logfile callection €20
and upload
HVAD Waveform collection €20
and upload
€ 745
ﬂTEEE cvenk Faliow Adverse Event Follow Up %he
Vital Signs €20
Laboratory Results €35
NYHA Functional €10
Classification
6-Minute Hall Walk Test £ 30
EQ-5D Questionnaire €25
Kansas City €35
Cardiomyopathy
Questionnaire
Echocardiogram € 25
General Hemodynamics €20
LVAD Parameters € 20
HVYAD Logfile collection € 20
and upload
HWVAD Waveform collection €20
and upload
€ 305
Device Deficiency Form | Device Deficiency Form €70
70
System Modification System Modification €75
Device Identification €15
€ 90
Procedure costs Naklady za
Medtronic will procediry
reimburse the Spoloénost Medtronic
followings costs for uhradi nasledovne
the procedures naklady za procediry
requested per Clinical poZadované podla
Investigation Plan. planu klinického
The amounts will be skisania. Sumy budd
payable provided the vyplatené za
examination is not . redpokladu, ie
Procedure costs | standard of care. The Nakhd? za Eyéegrenie nie  je
Medical Center precedary standardnou
confirms that it will starostlivostou,
not seek any Zdravotnicke
additional zariadenie
reimbursement by potvrdzuje, 7e
heaith insurance nebude pozadeovat od
companies for any of zdravotnych poistovni
the procedures Ziadne dalSie
reimbursed by preplatenie proceddr
Medtronic. preplacanyeh
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Medtronic

spolotnostou
Medtronic.
o Amount per
Procedure Visit Procadire
Right Heart Catheterization 3-Month £1.980
Follow-Up
Start-Up fee Pociatocny
In addition, poplatok
Medtronic will pay to Medtronic okrem ltoho
Medical Center a zaplati pociatocény
start-up fee of poplatok
€1.500 for the Zdravotnickemu
following pre- zaradeniu vo vyske
activities but  not €1.500 za
limited to: nasledujuce, ale nie
- MEC len tieto, cinnostl
submission; pred zaciatkam
- Logistic klinického skdsania:
preparations = predlozenie
to be able to dokumentov  etickej
do the study komisii
(e.g. - priprava
worksheets, organizacie, aby bolo
work mozné vykonat studiu
processes); (napr. pracovne
- Inform harky, pracovné
consent input; postupy)
- Study vstupne udaje pre
Training; gii i informovany suhlas
L - CDﬂtl’ElLi!t: Pnc:a:::niny - Skolenie ?zamerané
preparations | POPIAt0 na Stadiu
-  Completing - priprava na zmluvy
financial - vyplnenle
disclosures; finanéného priznania.
Medtronic will
reimburse the start- Medtronic preplati
up fee upon first potiatoény poplatok
enrolment and upon po zaradeni prvého
production of an pacienta a na zaklade
invoice. vystavene] faktary.
Furthermore, Medtronic taktiez

Medtronic will pay an

zaplati poplatok wvo
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Medtronic

amount of 350 EUR
for the archiving of
Study documents for
a duration of 15
vears. The amount
will be paid to Medical
Center upon receipt of
an invaolce,

In addition, Medtronic

agrees to cover
reasonable  external
costs relating to the
local Ethics
Committee or other
requlatory  approval

upon receipt of a
separate invoice from
the Ethics Commitee
or relevant authority

vyske 350 eur za
archivaciu dokumentov
tejto Stidie po dobu

15 rokov. Tento
poplatok bude
zaplateny
Zdravotnickemu
zariadeniu po  prijati

prislusnej faktdry.

Medtronic sa okrem
toho, ak sa to aplikuje,
Zavazuje uhradit
primerané externé
naklady suvisiace so
sihlasom miestnej
Etickej komisie alebo
Iného regulaéného
suhlasu  po  prijati
samostatnej faktiry od
Etickej] komisie alebo

Equipment

as applicable, regulacného  organu
(podla okolnosti).

Equipment Vybavenie

Medtronic will provide Medtronic  poskytne

an Apple IPAD WIFI

+ CELL 128 GB
spacegrey (the
"Equipment”).

Medtronic shall
provide the
Equipment as

detailed above free-
of-charge for the
Purpose and the
duration of the
Study. Medical
Center agrees to use
the Equipment solely
for the purpose and
the duration of the
Study. Medtronic
shall retain all right
of possession and
ownership in  the
Equipment and
Medical Center shall
acquire no rights of

possession and
ownership in the
Equipment pursuant

to this Agreement or
otherwise. Medical
Centre shall be
responsible for the
safe storage and
upkeegp of the

Vybavenie

Apple IPAD WIFI +
CELL 128 GBE
spacegrey (dalej len
+«Vybavenie"),

Spolocnost  Medtronic
je povinna poskytnut

vyssie uvedeneé
Vybavenie )
bezodplatne na Uéel
a trvanie Stiidie.
Zdravotnicke
zariadenie sa zavazuje
pouzivat  Vybavenie
vyluéne na Géel Studie
avyluéne pocéas jej
trvania. Medtronic si
ponechava vietky
prava drzat
a vlastnicke prava k
Zariadeniu;
Zdravotnicke
zariadenie
nenadoblda Zladne

prava drzat ani Ziadne
vlastnicke prava
k Zariadeniu, & uZ

podla tejto  Zmiuvy
alebo inak.
Zdravotnicke

zariadenie je
zodpovedné za

bezpetné uskladnenie
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Medtronic

Eaquipment and
{optional) insure the
Equipment for their
replacement  value.
Upon the termination
or ekpiration of this

Agreement, Medical
Center shall
immediately  return
and deliver the
Equipment to
Medtronic at

Medtronic's cost.

a udrzbu Vybavenia a
{alternativa) je
povinné poistit
Vybavenie na wvysku
jeho reprodukene]
hodnaty. Po skonceni
alebo zaniku tejto
Zmiuvy je
Zdravotnicke
zariadenie
bezodkladne
vsetko Vybavenie
spolocnosti  Medtronic
na naklady spolocnosti
Medtronic.

povinné
vratit

Expenses will be Naklady budu
Expenses reimbursed to | Naklady nahradene
Investigator Skusajucemu
Account details Medical Center
Account Owner: NUSCH a.s.
Account Number/IBAN:
Banlk:
Address:
Sort/Swilt Code:
Account details Investigator
Account details Investigator:
doc. MUDr, Eva Goncalvesova, CSc., FESC
Bank Account
Details/
Udaje
gii;ankovum Account details Investigator:
@ MUDr. Peter Lesny, PhD.
Account details Stud'f co-ordinator:
Lukas Csere
P ent Terms | 90 days Platobné 90 dni
sy Y podmienky
Slovakia ("Home Slovenska  republika
Governing Law Country”) Rozhodné pravo (dalej len ,Domaca
krajina")
Slovak ("Language”) Slovensky (dalej len
Language Jazyk JJazyk")
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Medtronic

PREAMBLE

Medtronic intends to carry out a clinical
investigation involving the Study Device
based on the Clinical Investigation Plan
(hereafter "Study”). The Study is clinical trial
under Section 111 of the Act No. 362/2011
Coll. on Medicines and Medical Devices, as
amended (the “Act on Medicines”),

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 have been made.

The parties hereby agree as follows:
1. DUTIES

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

1.1. Conduct the Study in accordance with
the Clinical Investigation Plan, all applicable
standards for conducting clinical
investigations of medical devices for human
subjects, all requirements imposed by the
appropriate ethics committee, and any other

applicable local, institutional or legal
requirements.
1.2, Make best efforts to enrol the

Minimum Number of 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.

ziskat zamydlany pofet (astnikov
klinického skdsania.
1.3. Transfer all data collected in| 1.3  Previest vietky (daje ziskané

PREAMBULA

Medtronic chce vykonat klinické sklsanie,
ktorého sdcastou bude Zariadenie pougzité
v ramci Stldie, na zaklade Planu klinického
skusania (dalej len ,.Studm“}. Stidia je
klinickym skusanim podia § 111 zékona ¢,
362/2011 Z.z. oliekoch a zdravotnickych
pomodckach, v zneni neskorSich predpisov
(dalej len ,Zakon o liekach").

Zatiatok Stidie je naplanovany na
Zatiatoény def Studie ﬂk]EJ dokonceniu
by malo déjst v Koneény den Stidie.

Stidiu je moiné zadaf iba za podmienky,
ze bol ziskany suhlas prisluénej Etickej
komisie a daléie regulacné sihlasy (ak sa
tak vyZaduje) a boli vykonané notifikdcie
prislusnym  orgdanom vyZadované na
zaklade platnych pravnych predpisov
aplikujicich sa na zdravotnicke pomdcky.

Zmluvne strany sa dohodli nasledovne:
1. POVINNOSTI
Zdravotnicke zariadenie a/alebo Skusajlici
sa dohodli na plneni nasledovnych

povinnosti (dalej len ,Povinnosti"):

1.1 Vykonat Stidiu v silade s Planom
klinického skdsania, vSetkymi platnymi

Standardami pre vykonavanie klinického
skdsania zdravotnickych pomécok pre
humannych ucastnikov klinického
skisania, vietkymi poziadavkami

uloZenymi prislusnou etickou komisiou a

akymikolvek inymi platnymi miestnymi,
institucionalnymi alebo pravnymi
poziadavkami.

1.2  VynaloZif maximalne Gsilie na

zaradenie Minimalneho poétu Gcastnikov
klinickeho skuSania, bez toho, aby do
skoncenia zarad’uvama do Studle doslo k
prekroceniu Maximalneho poctu (gastnikov
klinického skiSania. UZastnicl klinického
skisania sa zaraduji na zaklade kritérii
pre zaradovanie uvedenych v Plane
klinickeho ski3ania bez akejkolvek zaruky,
Ze v Zdravotnickom =zariadeni je mozné
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Medtronic

accordance with the Clinical Investigation
Plan, by means of data forms or electronic
data forms in an anonymized form (the
“Case Record Forms” or "CRF") and have
all CRFs completed, signed, and returned to
Medtronic in a timely manner, and 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 autharity, and all other applicable
institutional or legal requirements. Ensure that
all physicians / staff assisting the Tnvestigator
in conducting the Study will comply with the
terms and conditions of this Agreement and
inferm Medtronic accordingly. On request of
Medtronic, Investigator will provide according

vsilade s Planom klinického skdsania
prostrednictvom  Gdajovych  formularov
alebo elektronickych tdajovych formularov
v anonymizavane] podobe (dale] len
LJZaznamoveé formulare ucastnika
klinického skiasania” alebo anglicka
skratka ,CRF') a zabezpecit vcasné
vyplnenie, podpisanie a vratenie wvsetkych
formularov CRF spoloénosti  Medtronic,
a bezodkladne reagovat na  zZiadosti
Medtronic o doplnenie chybajucich alebo
dodatoénych informacii o Gc&astnikoch
klinického skuSania.

1.4 Ziskal pisomny Informovany sihlas
(alebo ak Uucastnik klinického skuSania
alebo jeho zakonny zastupca nembze Eitat
alebo pisat, zdokumentovany svedkom
patvrdeny slovny informovany sthlas)

kazdého ucastnika klinického skusania
ziitastiujiceho sa Sthdie (alebo jeho
zakonného zastupcu) VO vzore
poskytnutom spoloénostou Medtronic alebo
alternativhom vzore informovangho
sihlasu cchyalenom spolocnostou
Medtronic (dalej len ,Informovany

sihlas (€astnika kiinického skasania”)

a poskytnut ucastnikom klinického
skusania informacie v rozsahu
pozadovaného pravom, prislusnou
regulaciou alebo inou oficialnou

dokumentdciou vztahujicou sa na Stldiu.

1.5 Pokial ho vyZzaduju miestne pravne
predpisy alebo je wvyzadovany inak,
zabezpedit pisomny suhlas Etickej komisie
a kazdy dalsi vyzadovany suhlas prislusného
organu a predioZit spolocnosti  Medtronic
kapie vsetkych takychto sihlasov, pripadne
(podla okolnosti) poskytniaf  spolotnosti
Medtronic stcinnost s predkladanim Planu
klinického skusania, Informovaného suhlasu
Gcastnika  klinického skdSania ainych
relevantnych informdcii prisludnej Etickej
komisii afalebo inému organu za (celom
ziskania tohto suhlasu.

1.6 Dodrziavat Plan klinického skisSania
a vsetky poziadavky ulozeng prislusnou
Etickou komisiou afalebo inym prislusnym
organom, a vSetky ostatné platné
inStitucionalne alebo pravne poiZiadavky.
Zabezpecit, aby vSetci lekdri / vdetok
personal asistujuci Sk(sSajicemu pocas
vykonavania Stadie dodrZiavali podmienky
tejto Zmluvy a primerane oboznamovali
Medtronic. Na  pozZiadanie  spolocnosti
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Medtronic

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
whose staff, premises or equipment will 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

Medtronic  poskytne  Skd3ajlci o tom
prislusné dokazy.

1.7  Zabezpecit, aby bol vietok personal
plniaci povinnosti  tykajlice sa Stidie
primerane vysSkoleny ohladom vietkych
platnych predpisov a akychkolvek inych
platnych instituciondinych postupov. Vsetok
personal, ktory sa podiela na Studii, sa
z(iCastni vietkych Skoleni, ktoré Medtronic
vyzaduje.

1.8 Vdas zabezpedit vietky nevyhnutné
notifikacie organom a ich sthlasy, vratane
opravneni zdravotnych institicii, ktorych
personal, priestory alebo zariadenie bude
plne alebo diastotne pouzité v ramci
vykonu Cinnosti podla Zmluvy, alebo ak je
za podanie alebo zabezpecenie Lychto
notifikacii a/alebo shhlasov podla pravnych
predpisov zodpovedna spoloénost
Medtronic, poskytnit spolocnosti Medtronic
vo vztahu k tomu siudinnost.

1.9 Viest zdznamy o koreSpondencii v
sulade s poZiadavkami platnych predpisov,

vratane vsetkej korespondencie
s ostatnymi  skdSajucimil, s  Etickou
kamisiou, spolaénostou Medtranic,

monitormi, prislusnymi  organmi, a v
odévodnenych pripadoch, t.j. ak sa Stidia
pouZije na podanie Uradu pre kontrolu
potravin a lie¢iv USA (dalej len ,FDA"), aj
FDA. Poddvat vykazy Etickej komisii,
prislusnym zdravolnym poistovniam
a/alebo inym prislusnym organom v stlade
s poziadavkami a predkladat spoloénosti
Medtronic  kopiu  akejkolvek  takejto
komunikacie.

1.10 Zabezpecit dostupnost Sk(3ajlceho
afalebo clenov personalu Zdravotnickeho
zariadenia pre pripravu monitorovacej
navitevy (navstev) a pofas navitevy na
zodpovedanie otazok monitora a plnenie
Gloh ulozenych pocas navsitevy,

1.11 Zabezpedit Ufasf SkisSajiceho na
stretnutiach organizovanych spoloénosfou
Medtronic, pripadne v pripade
nedostupnosti SkGsajiceho delegovat tito
povinnost zdcastnit sa na akidkolvek ind
vhodnd a kvalifikovand osobu, ktord sa
podiela na Stadii.

1.12 Spolupracovat s auditmi
iniciovanymi  spoloénestou  Medtronic
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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
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. Assist  Medtronic by  providing
additional information or data in the event a
regulatory authority, Ethics Committee,
another competent authority or relevant
health insurance company (to the extent
reguired by law) requires such Information or
data.

1.16. 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.

1.17. 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, il

afalebo regulacnymi organmi tak, Ze im
umozni pristup k povodnym zdravetnym
zaznamom, vratane zdrojovej
dokumentacie, pre Ucely tykajice sa tejto
Studie, a v pripade, Zze vysledky Stidie sa
pouziji na podanie FDA, povolif FDA
ainym regulatnym organom prezriel si
zariadenia a pahliadnut do zaznamov,
pokiall takyto pristup nie je zakdzany
pravnymi predpismi o ochrane sikromia
tykajlcimi sa Gcastnikov Stidie.

1.13 Zabezpecil akékolvek narodné
registracie Studie, suhlasy snou a jej
notifikacie v sdlade s platnymi pravoymi
predpismi a regulaciou.

1.14 Bezodkladne oznamit spolonosti

Medtronic vSetky nepriaznivé udalosti
stvisiace so Stadiou / Zariadenim
pouzitym wvramci Stadie av sulade

s poZiadavkami tieto udalosti oznamit aj
Etickej komisii a v sllade s platnymi
pravnymi predpismi aj prislusnym organom
a prisiudnym zdravotnym poistovniam (ak
sa to aplikuje).

1.15 Pomahat spoloénosti  Medtronic
prostrednictvom poskytnutia dodatoénych
informacii alebo udajov v pripade, ak si
regulatny organ, Eticka komisia, iny
prislusny organ alebo prislusna zdravotna
poistovia (v rozsahu vyZadovanom podla
pravnych predpisov) tieto informacie alebo
udaje vyZiada.

1.16 Poskytnut Medtronic kopiu
Zivotopisu  SklSajucehoc. MNa  Ziadost
spoloénosti Medtronic je Zdravotnicke

zariadenie tiez povinneé predlozit Zivotopis
spolu-sklsajucich, ktori podliehaji
Sklusajucemu.

1.17 Ak sa bude spolocnost Medtronic
spaliechal na (daje ztejto Studie na
preukazanie (cinnosti alebo bezpecnosti
zariadenia v case, ked bude FDA
predkladat Ziadost o sihlas s uvedenim
zariadenia na trh, nove pravidla FDA moiu

vyZadovat zverajnenie akychkolvek
vyznamnych finanénych zaujmov
Skusajuceho v skupine Medtronic.
Sklsajuci sa preto zavdzuje na zZiadost
spolocnosti Medtronic poskytnut
spolocnosti Medtronic afalebo iei
Spriaznenej osobe infermacie

o akomkolvek financnom zaujme (tak, ako
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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 limited
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,

1.18. Inform the relevant health insurance
companies on the participation of the
patients in the Study and other relevant
matters as required by applicable legislation
(if applicable).

1.19. Establish and maintain a consultancy
post for the purposes of informing the
patients with regard to the Study. Collect
and maintain full documentation connected
with Study in the extent reqguired 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.

1.20. Enter inte and maintain appropriate
liability insurance coverage if and as required
under applicable laws and regulations.

1.21. Perform the Study at the agreed
workplace [specify] which fully complies with

Je definovany FDA), ktory ma SkisSajuci
v skupine Medtronic. Skisajlci je povinny
poskytnut tieto informdcie pri podpise tejto
Zmluvy av pripade nutnosti sa ich
zavazuje zaktualizovat v lehote jedného
(1) roka po skonceni Studie. Finanéné
informacie, ktorych = povinnost
zverejnenia tyka, zahriaja (1) vlastnictvo
akcii Medtronic v hodnote viac ako
50.000 USD (vratane, aviak bez
obmedzenia, akychkolvek opcii na akcie,
zaruk alebo iného finanéného zaujmu),
ktoré Skusajuci, jeho manzel/manzelka
a zavislé deti vlastnia spolofne alebo
jednotlive; (2) granty, honorare alebo
zariadenie, ktoré spoloénest Medtronic
poskytla Skusajucemu alebo
Zdravotnickemu zariadeniu na podporu
cinnosti  Skisajiceho, ktorych celkovy
hodnota je vySsia ako 25.000 USD; a (3)
akykolvek  majetkovy  podiel, ktory
Skdsajuci ma na skGSanom zariadeni
(vratane, avsak bez  obmedzenia,
honorarov, licenénych poplatkov alebo
inych platieb). Formulare pre poskytnutie
tychto informacii poskytne samostatne
spoloénost Medtronic. Skusajici  tiez
suhlasi stym, Ze spolotnost Medtronic
méie v sulade s poZiadavkami pravnych
predpisov  poskytndt  Ltieto  financné
informacie tretim osobam.

1.18 Informovat prislusné zdravotné
poistovne o Ufasti GEastnikov klinického
skd3ania v Stidil a o dalsich relevantnych
skutocnostiach podla poZiadaviek platnej
pravnej dpravy (ak sa aplikuje).

1.19 Zriadif a udrziavaf konzultatné
miesto pre Uéely informovania Ucastnikov
klinickeho skdSania ohladom Stidie.
Zbierat a udrziavat kompletni
dokumentaciu v sdvislosti so Stddiou v
rozsahu  vyZzadovanom podla platnej
reguldacie and poskytnidf ju regulacnym
organom, Eticke] komisil, inym organom a
prislusnym zdravotnym poisfovniam v
rozeahu vyZadovanom podla pravnych
prepisov.

1.20 Uzatvorit a udriiavat primerané
poistenie  zodpovednosti ake je to
vyzadované podla platnych  pravnych
predpisov a regulacie.

1.21 Vykonavaf Stidiu na dohodnutom
pracovisku [uved], ktoré plne spifa pravne
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legal and other requirements for the Study
(including requirements for equipment,
premises and staff) under the applicable
regulation.

2. COMPENSATION

2.1, Compensation for Duties.
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 Detalls 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  andfor
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 iné poZiadavky pre Stidiu podla platnej
regulacie  (vratane  poziadaviek na
vybavenie, priestory a personal).

2. ODMENA

2.1 Odmena za Povinnosti. Za
Povinnasti, ktoré osocba uvedena v
Zmluvnych tdajoch pini v plnom rozsahu
podla tejto Zmluvy, je jej spoloénost
Medtronic  povinna wvyplacat  wvyluénd
odmenu podla Schémy odmenovania
v silade s Rozdelenim odmeny (ak sa
aplikuje).

\ysdie uvedend odmena je bez DPH; DPH
bude uhradena, pokial sa bude uplatiovat,
za podmienky, Ze zmluvna strana prediozi
fakturu so samostatne vykazanou DPH.
Odmena zahiha platbu za vsetky naklady,
ktore wvznikli Zdravotnickemu zariadeniu /
Skidsajucemu pri plneni povinnosti, vratane,
avsak bez obmedzenia, za pouzitie
akychkolvek zariadeni, materialov
a vybavenia,

2.2 Naklady. Spolocnost Medtronic je
okrem toho povinna nahradit osobe
uvedenej v Zmluvnych Gdajoch primerané
naklady na cestu, ubytovanie, stravovanie
a ostatné nevyhnutné a primerané naklady,
ktoré jej wvznikli pri vykonavani cinnosti
opisanych v tejto Zmluve, za podmienky, Ze
tiete naklady su dolozené pdvadnymi
potvrdenkami a inou sprievodnou
dokumentaciou, sU vsulade s Internou
smernicou spolocnosti Medtronic ohladom
nahrady nakladov (podla prilohy €. 1) a ze
osoba uvedena v Zmluvnych udajoch ziskala
od spolonosti Medtronic pisomne
opravnenie pred tym, ako jej ktorykolvek
z tychto nakladov vznikol.

2.3 Uhrada. Ubhrada je podmienend
vEasnym  prijatim  a schvdlenim  vyssie
uvedene] dokumentacie. Nahrada bude
vyplatena v sulade 5 Platobnymi
podmienkami bankovym prevodom v stlade
so Specifikaciou v Zmluvnych G(dajoch na
zaklade polozkovej faktury a/alebo spravy
o nahrade. Faktura by mala byt v anglickomn
jazyku a mal by v nej byt uvedeny nédzov
Studie.

Pred vyplatenim nahrady musi spoloénost
Medtronic dostat vyplneny formular CRF, co
znamena, ze:
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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.

c) The CRFs are in compliance with the
Clinical Investigation Plan (e.g., patients fulfill
the entry requirements, assessments were
performed within assessment 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 @ manner that takes into
account the volume or value of any referrals
or business ctherwise 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.

e 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 10.6 below) that:

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

b) is non-public infoermation such as that
relating to medical devices or therapies;
research ar 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 Is confidential;

a) vietky  poZadované 50
poskytnuté.

b) formular CRF je riadne podpisany
Skisajlcim alebo opravnenym  ¢lenom
personalu Zdravotnickeho zariadenia.

c) formulare CRF st v stlade s Planom
klinickéeho skdsania (napr. Ze &astnici
klinického  skdSania  splfaji  vstupné
poziadavky, posudenia boli vykonané
v ramci lehot na posddenie, a pod.).

udaje

d) Uastnici  klinického skdZania boli
zaradeni do Stidie vrdmcl dohodnute
lehoty pre zaradovanie.

2.4 Objektivna trhova hodnota,

vyli€enie stimulov: Zmluvné strany sa
dohodli, Ze platby podla tejto Zmluvy (a)
zodpovedaju objektivnej trhovej hodrnote
Povinnosti a (b) ich vyska nebola urcena
sposobom, ktory by zohladnoval objem
alebo hodnotu akychkolvek odporGéani
alebo  zdkaziek dohodnutymi  alebo
predpokiadanymi medzi zmluvnymi
stranami. Ni€ z toho, €o je uvedené v tejto
Zmluve, sa nema vykladat ako zavazok

alebo stimul pre Zdravotnicke
zariadenie/SkdSajiceho  kdpif, objednaf,
predpisat alebo odporucit ktorykolvek

z vyrobkov Medtronic.

- MLCANLIVOST A POUZITIE

Upajov
3.1 Definicia pojmu Doverné
informacie. LDiveme informacia”

znamena akukolvek informaciu, hmotnu
alebo nehmotnii vec, ktord:

3.1.1 nadobudlo Zdravotnicke zariadenie
/ Skisajici od spoloénosti Medtronic alebo
akejkolvek Spriaznenej osoby (tak, ako je
definovana v odseku 10.6 nizsie) a ktora:
a) je oznacend za dévern( v Case
svajho poskytnutia alebe v primeranej
lehote po poskytnuti;

b} je neverejnou informaciou, napr.
informaciou tykajicou sa zdravotnickych
pombcok alebo terapii; vyskumnou alebo
vyvojovou pracou; Specifikaciami alebo
technickymi informaciami; podnikatelskymi
planmi ako napr. financnymi,
marketingovymi alebo odbytovymi
informaciami; alebe pocitacovym kadom,
informaciam| alebo dokumentaciou: alebo
c) o ktorej je Skuasajuci/Zdravotnicke
zariadenie odévodnene presvedceng, ze je
déverna;
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3.1.2. Relates to Intellectual
pursuant to Section 4; or

Property

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 materal or
immaterial value, it is not available in the
relevant professional field and that Medtronic
and/or its Affillate (as applicable) undertakes
measures to protect its confidentiality.

3.2 Disclosure and Non-Use of
Confidential Information. Medical 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 perfarming 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 subseguently 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. Meither this
Agreement, nar 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 ather similar rights to
the Confidential Information.

3.1.2 sa tyka DusSevného vlastnictva podla
clanku 4; alebo

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

Zdravotnicke zariadenie /Skdsajuci tymto
beri na vedomie, Ze Doverné informacie
maji redlnu alebo aspon potencialnu
materialnu alebo jmaterialnu hodnotu, nie
(i beine dostupné v  relevantnych
profesnych  kruhoch a Ze spoloénost
Medtronic afalebo jej Spriaznend osoba
(podla okolnosti) prijima opatrenia na
ochranu ich dovernosti.

3.2 Poskytnutie a nepouzitie
Dévernych informacii. Zdravotnicke
zariadenie / Skasajici nesmie spristupnit
Déverné informacie a je povinny ich chranit
s vynaloZzenim primeranej starostlivosti,
ktord by wvynakladal na ochranu svojich
viastnych dévernych informacii.
Zdravotnicke zariadenie / Skidsajlci moze
pouzivat Doverné informécie iba
v nevyhnutnom  pripade na  plnenie
Povinnosti podla tejto Zmluvy a nesmie
zverejnift  ani  prezentovat  Ddverné
informacie bez predchadzajliceho
pisomného sihlasu spoloénosti Medtronic.
Zdravotnicke zariadenie / Skudajicl je
povinny bezodkladne oznamitf spolocnosti
Medtronic, ak doslo alebo by mohlo déjst
k spristupneniu, poskytnutiu, strate alebo
inému  pouzitiu Dovernych informacii
v rozpore s touto Zmluvou. Zdravotnicke
zariadenie / SkiSajici méZe poskytnit
akeékolvek Doverne informacie
zamestnancovi, agentovi alebo zastupcovi
(spolocne dalej len «Zastupca
Skusajuceho"), iba ak sa jednad o osobu,
ktora potrebuje vediet Déverné informacie
pre ucely tejto Zmluvy aktora bude
nasledne povinna dodrziavat ustanovenia
tejto Zmluvy.

3.3 Prava k Dovernym informaciam.
Spolocnost Medtronic si ponechava vsetky
prava, tituly apodiely na svojich
Dovernych informaciach. Tato Zmluva ani
ziadne poskytnutie Dévernych informacii sa
nepovazujl za také, z ktorych by vyplyvala
alebo ktoré by poskytovali Zdravotnickemu
zariadeniu  / Skusajicemu  akukolvek
licenciu, podiel, pravo pouzivat alebo iné
prava dusevného vlastnictva alebo iné
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3.4 Legally Required Disclosure of
Confidential Information. [n 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,
3.5 Return or Destruction of

Confidential Information. Medical Center
/ Investigator may not copy or duplicate any
malerials 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 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.

3.7 Use of Data. Medtronic is committed
lo 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 of/proprietary and other
relevant rights to all raw clinical data as
contained in its patient medical records or

obdobné prava k Doévernym informacidm.

3.4 Poskytnutie Dévernych
informacii vyzadované podla pravnych
predpisov. V pripade, Ze po porade
s pravnym  poradcom  bude  musief
Zdravotnicke zariadenie / Skdsajuci podla
pravnych predpisov poskytnif Déverné
informacie Zdravotnicke zariadenie [
Skusajuci je tato skutoénost povinny
bezodkladne oznamit spoloénasti Medtronic
a vykonat wvietky primerané (kony na
zabezpecenie ochrany poskytnutych
Dovernych informacii v rozsahu moZznom
podla pravnych predpisov.

3.5 \Vratenie a znicenie Dévernych
informacil.  Zdravotnicke zariadenie /
Skusajici nesmie kopirovat ani

vyhotovovat duplikdty Ziadnych materidlov
absahujicich Doverné informacie, pokial to
nie je nevyhnutné na plnenie Povinnosti
podla tejto  Zmluwvy. Zdravotnicke
zariadenie / Skdsajici je povinny wvratit
vSetky materidly obsahujice Déverné
informacie pri skonceni tejto Zmluvy alebo
kedykolvek na  Ziadost  spolocnosti
Medtronic s tym, ie Zdravotnicke
zariadenie / SkuSajlci si mdZe ponechat
ich képiu, ak to vyzaduju pravne predpisy.

3.6 Verejna transparentnost.
Medtronic bude konat v stlade so vietkymi
platnymi pravnymi predpismi, requldciou
a platnymi Statnymi alebo odvetvovymi
usmerneniami (dalej len ,PoZiadavky na
transparentnost”) Vo vztahu
k transparentnosti platieb zdravotnickym
pracovnikom. Zdravotnicke zariadenie |/
Skusajici preto shhlasia s tym, aby
spoloénost Medtronic poskytovala vsetky
informacie tykajice sa tejto Zmluvy
v rozsahu, aky vyzadujl platné Poziadavky
na transparentnost. Tieto informdcie mé#u
zahrfat, avSak bez obmedzenia, meno
zdravotnickeho pracovnika, ktory plni
Povinnosti a prijima  platby, hodnotu
prevadzanych Ciastok a povahu sluZieb.

3.7 PouzZitie adajov. Spoloénost
Medtronic sa zaviazala podporovat medicinu
zaloZent na dokazoch, a vedeck( integritu
aeticke zasady wvnavrhu, wvykonavani
a vykazovany klinického vyskumu.
Zdravotnicke zariadenie / SkiSajicl si
ponechava  vilastnictvo/majetkové ainé
relevantngé prava vietkych nespracovanych
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ather 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 Tor 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 fo
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") Medtronlc has all possible
ownership, intellectual and other proprietary
or similar rights and that the Study Data may
be pooled in a 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 slgn such documents,
perform all actions and other steps, necessary
or reasonably required by Medtronic to give
effect to the foregoing.

4. INTELLECTUAL PROPERTY
4.1, Medtronic Ideas. All ideas,
inventlons, Improvements, suggestions or

similar_results, whether or not copyrightable,

klinickych ddajov obsiahnutych
v zdravotnych zaznamoch svojich
Gcastnikov klinickeho skidsania alebo v inej
povadne] zdrojove] dokumentacii a moze ich
pouzivat spbsobom, ktory povaZuje za
primerany a vhodny, s vynimkou pouZitia na
komeréné Ucely. Podpisom tejto Zmiuvy
vietky zmiuvné strany suhlasia s tym, aby
boll vietky klinicke Gdaje zhromazdene pre
Studiu k dispozicii na neobmedzené pouZitie
spoloénostou Medtronic na neobmedzeny
cas a to na akykolvek lcel, vratane, avSak
bez obmedzenia, podani regulaénym
organom a zversjnenia upravengho v Plane
klinického skusania ato bez naroku na
dalsiu odmenu. Spoloénost Medtronic je
opravnena volne = previest lidaje
zhromazdenym pre Stadiu alebo prava k
nim, postdpit ich, udelif k nim licenciu alebo
sublicenciu. Zdravotnicke zariadenie /
Skdsajoct  vyslovne sdhlasi s tym, aby
spolocnost Medtronic mala véetky vlastnicke
prava, prava dusevneho vlastnictva ainé
majetkoveé alebo obdobneé prava ku vietkym
klinické (daje zhromaZdené vsillade s
Planom  klinického skidSania, vratane
formuldrov CRF (dzlej len ,Udaje Stadie")
aaby sa tieto Udaje Stadie zlGdli do
spolocnej databazy, ktora patri alebo podia
zmluvy prinalezi spolocnosti  Medtronic
afalebo jej Spriaznenej osobe (dalej len
.Databaza studie"), apouiivali sa na
podania regulaénym organom av
prezentaciach/publikdcidach a na akekolvek
dalsie (cely urcené spolocnostou Medtronic
alebo jej Spriaznenou osobou. S vynimkou
podla casti Micanlivost Zmluvy spolocnost
Medtronic udeluje Zdravotnickemu
zariadeniu nevyluént llcenciu na pouZitie
Udajov Stddie, ktoré zhromazdilo, na
publikacné Gcely a to na neobmedzeny cas
abez naroku na dalsiu  odmenu.
Zdravotnicke zariadenie / Skasajlici sa
zavazujl  podpisaf  také  dokumenty
a vykonat také Okony adalsie kroky,
a zabezpedit aby ostatné relevantné tretie
osoby podpisali také dokumenty, vykonali
také u(kony a dalSie kroky, ktore su
nevyhnutné alebo rozumne poZzadované
spoloénostou Medtronic za Gcelom spinenia
predchadzajucich ustanoveni.

4.  DUSEVNE VLASTNiCTVO
4.1. Myslienky Medtronic.  Vsetky
myslienky, wvynalezy, wylepsenia, navrhy

alebo podobné vysledky, bez ohladu na to,
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patentable or protectable by similar rights
(hereafter, "Ideas") resulting from the
performance of the activities described in this
Agreement, Including conversations with
Medtronic, and all proprietary rights to them
(including, without limitation, the original right
to use or exploit the Ideas) shall belong to the
maximum extent possible under the applicable
legislation to Medtronic. Medical Center /
Investigator agrees to disclose and, to the
extent permitted by local law, hereby assigns
and transfers and shall assign and transfer to
Medtronic, at the request of and in a form
satisfactory to Medtronic, without Further
compensation, all such Ideas and all rights to
them, whether made alone or in conjunction
with others. Medical Center / Investigator
shall ensure that, if applicable, the persons
working on the activities described in this
Agreement and all other relevant third parties
do the same. To the extent the assignment
and transfer of the Ideas and rights to the
Ideas is not allowed under the applicable
legislation, Medical Center / Investigator give,
and shall ensure that the persons working on
the activities described in this Agreement and
all other relevant third parties give, ro
Medtronic unconditional consent with the
usage of such Ideas in any way (a license).
The license shall be exclusive, royalty free,
and unlimited in time, territory and subject.
Medtronic is entitled to grant a sublicense or
to assign or transfer the Ideas or any rights to
them to any third party in its own discretion.
Medical Center / Investigator shall provide,
and shall ensure that persons working on the
activities described in this Agreement and all
other relevant third parties provide, necessary
assistance and cooperation to give full effect
to this clause 4.1; especially they shall sign
any documents, provide any Information,
procure any registration or otherwise assist to
ensure that Medtronic can fully use the rights
connected with the Ideas. Medical Center /[
Investigator further agrees to render such
assistance as Medtronic may require to perfect
such Ideas and to publish, patent or otherwise
protect the Ideas in any patent office, other
relevant office or in litigation, for reasonable
compensation based on the then prevailing
hourly rate for such services during the term
of this Agreement and thereafter. Medtronic is
entitled to publish such Ideas under its name
or a name of its Affiliate. Investigator
represents and warrants that all persons who
work on the activities described in this

Agreement are able to, and will fully and

¢i ich je alebo nie je moZné chranit
autorskym pravom, patentovaf alebo chranit
inym  obdobnym  prdvom (dalej len
JMyslienky"), ktoré si  vysledkom
vykonavania dinnosti  opisanych v tejto
Zmluve, vratane rozhovorov 50
spolocnostou Medtronic, a vietky majetkové
prava knim  (vratane, avSak bez
obmedzenia, originalne pravo pouzit alebo
vyuzit  Myslienky) patria  spolognosti
Medtronic v najvacéom moZnom rozsahu
podla  platnych  pravnych  predpisov.
Zdravotnicke zariadenie / Skisajici sa
zavazuje poskytnut, a v rozsahu pripustnom
podla lokalneho prava, tymto postupuje
a prevadza a zavézuje sa postdpit a previest
spoloctnosti Medtronic, na jej ziadost av
podobe prijatelnej pre spolocnost Medtronic,
bez naroku na aklkolvek dalsiu odmenu,
vsetky takéto Myslienky a prava k nim, bez
ohfadu na to, ¢i boli vytvorené samostatne
alebo spolu s inymi osobami. Zdravotnicke
zariadenie / Skisajici zabezpecia (ak je to
relevantné), aby osoby podielajice sa na
cinnostiach podla tejto Zmluvy a vietky
relevantné tretie strany, konali rovnako.
V rozsahu, v ktorom by postupenie a prevod
Myslienok a prav k nim nebol pripustny
podia  platnych  pravnych  predpisov,
Zdravotnicke zariadenie / SkiSajlci tymto
udelujua, a zabezpecia, aby osoby
podielajice sa na cinnostiach podla tejto
Zmluvy a vsetky relevantné tretie strany,
udelili spolocnosti Medtronic
bezpadmienetny sihlas s pouzitim takych
Myslienok akymkolvek spdsobom (licencia).
Licencia je wylutna, bezodplatna a bez
casovych, teritoridlnych alebo vecnych
obmedzeni. Spolocnost  Medtronic  je
opravnena udelit sublicenciu alebo postipit
a previest Mydlienky a akékolvek préva
knim na akikolvek tretiu stranu podla
svojho uvazenia. Zdravotnicke zariadenie /
Skusajuci poskytni, a zabezpecia aby osoby
podielajiice sa na dinnostiach podla tejto
Zmluvy a vsetky ostatné relevantné tretie
strany poskytli, spoloénosti Medtronic
potrebnll sticinnost a spolupracu za Ufelom
dosiahnutia splnenia tohto d&lanku 4.1;
najma podpisat akékolvek dokumenty,
poskytnit akikolvek informaciu, zabezpecit
akukolvek registraciu alebo inak poskytnif
asistenciu tak, aby spoloénost Medtronic
mohla plne vyuZivat priva spojené s
MySlienkami. Zdravotnicke zariadenie /[
Skisajlci sa dalej zavézuje poskytoval taku
pomocg, kterd bude Medtronic vyzadovat na
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completely, waive and/or assign to Medtronic
any right, title or interest that they might have
to such Ideas.

4.2, Non Medtronic Ideas. Ideas not
resulting from the performance of the
activities described in this Agresment shall
remain the property of Investigator and shall
not be disclosed to Medtronic in the absence of
a separate agreement specifically pertaining to
such disclosure. All Ideas disclosed by
Investigator to Medtronic in the absence of
such agreement may be used by Medtronic or
its Affiliate for any purpose and without
additional compensation.

4.3 Protected Materials. Except for
Publications (as defined in section 5.1 below),
Medical Center / Investigator agree that any
materials developed in the course of
performing the activities described In this
Agreement (the "Protected Materials") 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 unless applicable law determines
otherwise. Medical Center / Investigator
hereby assign and/or transfer the Protected
Materials and all 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 agree that no further
compensation will be provided to Medical
Center / Investigator or any other third party
for the ownership, transfer and/or assignment

zrealizovanie ochrany takychto Myslienok, a
zverejnit, poziadat o udelenie patentu alebo
ini  ochranu Myslienok na akomkolvek
patentovom drade, inom prislusnom organe
alebo v sidnom spore, a to za primeranu
nahradu zaloZeni na vtedy aktualnej
previadajicej hodinove] sadzbe za taketo
sluzby pocas trvania tejto Zmluvy ako aj po
jej skonceni. Spolocnost Medtronic je
opravnena publikovat tieto Myslienky pod
syojim nazvom alebo nazvom  svojg)
Spriaznene] osoby. Skusajuci wvyhlasuje a
zarucuje sa, Ze vsetky osoby, ktoré sa
podielaji na cdinnosti opisanej v tejteo
Zmluve, su schopné wvzdat sa a/alebo
postipit a plne a uplne sa vzdaju a/alebo
postlipia Medtronic akékolvek praveo, Litul
alebo podiel, ktoré by mohli mat na tychto
Myslienkach.

4.2. Myslienky inej osoby ako
spoloénosti Medtronic. Myslienky, ktoré
nie s0 wvysledkom vykonavania cinnosti
opisanych v tejlo Zmluve, zostavajd
majetkom Skusajuceho a neposkytuju sa
Medtronic, ak neexistuje samostatna
dohoda, ktora sa konkrétne tyka takéhoto
poskytnutia. Vsetky Myslienky, ktore baoli
poskytnute Skasajucim spoloénosti
Medtronic bez existencie takejto dohody,
moze Medtronic pouZit na akykolvek Uéel
a bez dalsej nahrady.

4.3. Chranené materialy. S vynimkou
Publikacii (tak, ako su definovane
v odseku 5.1  nizsie) sa  Zdravotnicke
zariadenie / Skdsajlci dohodli, Ze materidly
vytvorené pocas vykonavania cinnosti
opisanych vitejto Zmluve (dalej len
+Chranené materialy") sa stand majetkom
spolotnosti Medtronic a spoloénost
Medtronic k nim bude mat vietky majetkové
prava, prava duSevného vlastnictva ainé
relevantné prava, pokial platné pravne
predpisy neupravuji inak. Zdravotnicke
zariadenie / SkuSajuci tymto postupuju
a prevadzaji Chranené materidly a vSetky
prava knim na spolocnost Medtronic
a zavdzujli sa podpisat a dorucit spolocnosti
Medtronic akeékolvek dokumenty a vykonal
vietky UGkony adalsie kroky, ktoré sa
vyzaduji na  uskutofnenie  takéhoto
postipenia a prevodu a zabezpedia, aby
vietky relevantné tretie strany podpisali
a dorucili také dokumenty a uskutocnili take
ukony a dalsie kroky. Strany sa dohodli, ze
Zdravotnickemu zariadeniu / Skusajucemu
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of the Protected Materials. Should applicable | ani Ziadnej tretej osobe nebude poskytnuta
law preclude Medtronic's ownership of the | Ziadna dalgia odmena za vlastnictvo, prevad
Protected  Materials, Medical Center /| alebo postipenie Chranenych materidlov a
Investigator hereby grants to Medtronic an | prdv k nim. Ak by platné pravne predpisy
exclusive, unlimited, perpetual and royalty | znemozhovali viastnictvo Chranenych
free license to use, reproduce and distribute | materidlov spolotnostou Medtronic,
the Protected Materials and agrees to sign and | Zdravotnicke zariadenie / Skuosajuci tymto
deliver to Medtronic any documents, and to | poskytuje spolonosti Medtronic vylucnd,
perform all actions and other steps required to | neobmedzend, trvalli a bezplatnd licenciu na
complete such license and procure that all | pouZitie, reprodukovanie  a distribiiciou
relevant third parties sign and deliver any | Chranenych materidlov a zavazuje sa
such documents and perform all such actions | podpisal a doruéif spolognosti  Medtronic
and steps. akékolvek dokumenty a vykonal akékolvek
lkeny a dalsie kroky, ktoré sa vyZaduji na
udelenie takejto licencie a zabezpetia, aby
vietky relevantné tretie strany podpisali
a dorudili také dokumenty a vykonali vSetky
také ukony a dalsie kroky.

5. PUBLICATION 5. PUBLIKACIA

5.1  Publications. "Publication” means all | 5.1. Publikacie. ,Publikacia® znamena
abstracts, articles, manuscripts, presentation | véetky  abstrakty, clanky, rukopisy,
and other forms of publication regarding the prezentacie a ine formy zverejnenia Udajov
Study Data or results. Medical Center /| Studie alebo wysledkov. Zdravotnicke
Investigator may publish the results of work | zariadenie / SkdSajici méze zverejnif
performed under this Agreement, in | vysledky prace vykonanej na zaklade tejto
accordance with the Publication Policy | Zmluvy v sdlade s Publikaénou politikou
described in the Clinical Investigation Plan and | opisanou v Plane klinického sk(%ania
publication guidelines from the Declaration of | a usmerneniami  ohfadom  publikovania
Helsinki; provided, however, that any such | z Helsinskej deklardcie; stym, e ku
Publication shall be at a time determined by | kaZdej takejto Publikacii dojde v case
Medtronic and shall be provided to Medtronic | uréenom spoloénostou Medtronic a bude
for review at least sixty (60) days prior to | poskytnutd spolofnosti  Medtronic na
submission or presentation. posidenie aspon Sestdesiat (60) dni pred
podanim alebo odprezentovanim.

5.2  Multicentre Publication. Medical | 5.2, Multicentricka publikacia.
Center / Investigator acknowledges that this | Zdravotnicke zariadenie / Skusajuci berie
Study is conducted at multiple sites and that | na vedomie, Ze tato Stidia sa vykonava na
Medtronic has a legitimate interest in ensuring | viacerych  miestach a Ze spoloénost
that a multi-center publication Is the first | Medtronic ma opravneny zdujem na
publication to be released or presented | zabezpedeni toho, aby multicentricka
regarding the completed Study. Accordingly, | publikacia bola prvou publikiciou vydanou
Medical Center / Investigator agrees that it | alebo odprezentovanou ohladom
will not independently publish, publicly | dokoncenej Stldie. Zdravotnicke
disclose, present or discuss any results of or | zariadenie / Ski3ajlici sa preto zavazuje,
information pertaining to the Study until a| Ze do wvydania multicentrickej publikacie
multi-center publication is released; provided | nezavisle nevyda, nezverejni,
however, that if a multi-center publication is | neodprezentuje anl nebude diskutavat
not released within one year after completion | o Ziadnych vysledkoch ani informéacidch
of the Study at all Study sites, Medical Center | tykajlcich sa Stidie: za podmienky, Ze ak
/ Investigator will have the right to publish the | k vydaniu multicentrickej publikacie
results of and information pertaining to their | nedéjde do jedného roka po dokonceni
activities conducted under this Agreement in | Stidie na vietkych miestach Stidie,
accordance with the provisions of this section. | Zdravetnicke zariadenie / Skusajuc bude
mat _ préavo zverejnif vysledky alebo
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informacie tykajuce sa svojej cdinnosti
vykonanej na zaklade tejte Zmluvy
v sulade s ustanoveniami tohto €lanku.

5.3 Maedtronic review. Medtronic will limit | 5.3. Posudenie spoloénostou
its review to a determination of whether | Medtronic. Spolocnost Medtronic obmedzi
Confidential Information (as defined in Section | svoje postdenie na urcenie toho, & nie sd
3) is disclosed and will not censor or in any | poskytnuté Doverné informacie (tak, ako
way interfere with presentation or conclusions | si  definované v élanku 3) a nebude
beyond the extent necessary to protect | cenzuroval ani nijako zasahoval do
Confidential Information (other than Study | prezentacie alebo zaverov nad ramec toho,
Data) to allow Medtronic or its Affiliate (as |co bude nevyhnutné na  ochranu
applicable) to protect its rights in patentable, | Dovernych informacii (okrem  Udajov
copyrightable  or  similarly  protectable | Stidie), za (GO€elom aby spolocnost
materials, and to <check for technical | Medtronic alebo jej Spriaznena osoba
correctness of Medtronic information. When | (podla okolnosti) mohla ochranit svoje
requested by Medtronic, Medical Center /| prdva k materidlom, ktoré moiu byt
Investigator will delay publication up to an | predmetom autorskeho, patentového alebo
additional ninety (90) days to allow Medtronic, | obdobného prava, a overit technickd
or its Affiliate (as applicable), to protect its | spravnost informacii spoloénosti Medtronic.
right in patentable, copyrightable or similarly | Na poZiadanie spolocnosti Medtronic alebo
protectable material. If notified by Medtronic | jej Spriaznenej osoby (podla okolnosti)
within the sixty (60) day review period that | Zdravotnicke zariadenie / SkdSajuci odloi
such  Publication contains  Confidential | zverejnenie o dalsich maximalne
Information or technical errors of Medtronic | devétdesiat (90) dni, aby spolognosti
information, Medical Center / Investigator | Medironic alebo jej Spriaznene] osobe
shall delete what is reasonably identified as | (podla okelnosti) umoznil ochranit svoje
Confidential Information and make the | prava k materidlu, ktoré je mozné chranit
corrections of Medtronic information prior to | patentovym, autorskym alebo obdobnym
publication or presentation. pravom. Ak spoloénost Medtronic pocas
festdesiatich (60) dni obdobia
posudzovania oznami, Ze Publikicia
obsahuje Déverné informacie alebo
informacie spolocnosti  Medtronic  maju
technické vady, Zdravotnicke zariadenie /
Skusajuci je pred zverejnenim alebo
odprezentovanim pavinny vypustit
informacie, ktoré boli odévodnene
oznaceng za Diverné informacie, a opravit
informacie spolocnosti Medtronic.

6. DATA PROTECTION 6. OCHRANA OSOBNYCH UDAJOV
6.1 Compliance with laws. Medtronic | 6.1 Dodrziavanie pravnych
and Study Site will comply with all applicable | predpisov. Spolotnost Medtronic

local and European data protection laws, | a Stredisko zapojené do Stadie budi
including but not limited to the General Data | dodrziaval wvSetky prislusné  miestne

Protection Regulation (EU) 2016/679. a europske pravne predpisy o ochrane
udajov, okrem iného vratane Vieobecného
nariadenia o ochrane udajov

(EU) €. 2016/679.

6.2 Personal data of Investigator and | 6.2 Osobné adaje Skuasajiceho
Study team members. Medtronic will | a €lenov  timu  Stadie.  Spolocnost
process personal data of Investigator and all | Medtronic bude spracovavat osobné Udaje
other staff listed on the Delegation Task List | Skdsajuceho a vietkych ostatnych
in order to execute the Agreement and | pracovnikov uvedenych v Zozname
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comply with its legal obligations. Medical
Center shall support Medtronic in informing
the Investigator, co-investigator and other
personnel accordingly, by providing them
with the information notice in Attachment
pr

6.3 Personal data of Study patients.
For the purpose of this Study, Medtronic is
acting as data controller in the sense of
Regulation (EU) 2016/679 when processing
personal data of the Study patients. Study
Site is considered as data processors and will
adhere to all requirements from Medtronic
regarding the handling of Study patient data
as further defined in the Data Processing
Clauses attached to the Agreement as
Attachment 3.

7, INSURANCE & INDEMNIFICATION

7.1  Proof of Insurance. Medtronic
maintains appropriate clinical trial liability
insurance coverage as required under
applicable laws and requlations and will
comply with applicable local law and custom
concerning specific insurance coverage. If
required, a Clinical Trial insurance
statement/certificate will be provided to the
Ethics Committee or another relevant
authority.

7.2  Indemnification. Medtronic
undertakes to indemnify Investigator, the
staff members of Medical Center and the
Medical Center against any and all claims
resulting from a serious and unanticipated
personal injury to patients participating in
the Study arising out of or in connection with
the malfunction of the Study Device in the
course of the proper completion of the Study
in compliance with the Clinical Investigation
Plan and which is not due to negligent or
intentional breach of duty on the part of
Investigator, the staff members of Medical
Center or the Medical Center.

delegovanych dloh na Géel pinenia Zmluvy
a plnenia svojich pravnych povinnosti,
Zdravotnicke zariadenie podpori spolocnost
Medtronic  pri  nalezitom informovani
Skisajlceho, spoluskidsajluceho
a ostatnych zamestnancov tak, e im
poskytne informacné ozndmenie v Priloha
€. 2.

6.3 Osobné udaje pacientov
zaradenych do Stadie. Na (cel tejto
Stidie spolocnost  Medtronic  kond  pri
spracovavani osobnych Udajov pacientov
v ramci Stadie ako prevadzkuuatel‘ udajov
v zmysle npariadenia [EU} c. 2016/679.
Stredisko zapojené do Stidie sa povazuje
za sprostredkovatela Gdajov  a bude
dodrziavat vietky poZiadavky spoloénosti
Medtronic tykajice sa zaobchadzania
s idajmi pacientov v ramci Stadie tak, ako
to dalej definuji Dolozky o spracovani
udajov pripojené k Zmluve ako Priloha &.
3.

7. POISTENIE A ODSKODNENIE

7.1. Doklad o poisteni. Spoloénost
Medtronic udrziava vhodné poistné krytie
zodpovednosti  za  Skodu  spdsoben(
klinickym sktsanim v stilade
s poziadavkami  prislugnych  pravnych
predpisov  aregulacie abude konat
v sllade s platnymi miestnymi pravnymi
predpismi a zvykml tykajicimi sa
konkretneho poistného krytia. V pripade
Ziadosti bude Etickej komisii alebo inému
prislusnému organu predloZzené
vyhlasenie/osvedcenie o poisteni
zodpovednosti za  Skodu  spdsobend
klinickym skasanim.

7.2. OdSkodnenie. Spolocnost
Medtronic  sa zavazuje  odikodnif
Skusajuceho, clenov personalu

Zdravotnickeho zariadenia a Zdravotnicke
zariadenie za wvSetky naroky 2z vainej
a neocakavane] osobnej ujmy (castnikom
klinického skdsania podielajicim sa na
Stiidii, ktoré vyplyvaji alebo stivisia so
ghrhamm Zariadenia pouZitého v ramci
Stidie pofas riadneho priebehu Stadie
vsulade s Planom klinického skiSania
a ktora nie je spdsobend nedbanlivym
alebo Umyselnym porusenim povinnosti na
strane Skidsajliceho, clenov personalu
Zdravotnickeho zariadenia a
Zdravotnickeho zariadenia,
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8, REPRESENTATIONS
8.1. Authorization and Notification.
Medical Center / Investigator represents and
agrees that:

8.5.8. 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);

8.5.9. 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.

8.2. 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.

8.3. 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, Alsp, Medical
Center / Investigator will make all necessary
disclosure regarding the contents of this

Agreement to any relevant professional
association, industry body, authority or
institution.

8.4. 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

8. ZAVAZNE VYHLASENIA

8.1. Opravnenie a oznamenie.
Zdravotnicke  zariadenie /  SkuSajuci
vyhlasuje a suhlasi s tym, Ze:

8.1.1 Zdravotnicke zariadenie / Skusajici
ma plné pravo a opravnenie uzavriet tito
Zmluvu na zaklade akéhokolvek pravneho

predpisu, nariadenia alebo interngj
smernice  platnej pre  Zdravotnicke
zariadenle [ Skdsajuceho (vratane pripadu,
kedy je Skusajuci fyzickou osobou,
internych pravidiel akejkolvek zdravotnej
inStiticie, w ktorej Skasajuci wvykonava

prax alebo je zamestnany);

8.1.2 Zdravotnicke zariadenie / SkGsajici
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 take povinnost
ani neuzavrie Ziadne také zmluvy.

8.2 Potvrdenie o sdlade. Zmluvné
strany sa dohodli, Ze tato Zmluva, vratane
plnenla Povinnosti, Ziadosti o edmenu a jej
vyplatenie sa vykonaju v silade s platnymi
pravoymi predpismi, reguldciou
a akoukolvek internou smernicou, vratane
internych smernic akejkolvek organizacie,
v ktorej je Zdravotnicke zariadenie /
Skusajuci zdruzeny,

8.3 \Vyzadovane zZverejnenia.
Zdravotnicke zariadenie / SkdSajuci sa
dohadli na uplnom a presnom zvergjneni
tohto financného vztahu a ucasti tak, ako
sa to wvyzaduje pre akekolvek vedecké
zdravotné publikdcie alebo prezentéacie.
Zdravotnicke zarladenie / Sk(Sajlici tiez
vykonaju vietky nevyhnutne zverejnenia
ohladom obsahu tejto Zmluvy
akémukolvek prislusnému profesijnému
zdruZeniu, odvetvovému organu, autorite
alebo institdcii.

8.4 \Vylicenie konkurencnej
cinnosti, konfliktu zaujmov.
Zdravotnicke zariadenle / Skdsajlici sa
dohodli, Ze podas trvania tejto Zmluvy
Zdravotnicke zariadenie / Skul3ajici
nebude poskytovat svoje sluzby
sufazitelom spolocnosti  Medtronic  vo
vztahu k rovnakym alebo podobnym
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Medtronic. Medical Center / Investigator
shall not perform Duties in contravention of
their obligations to third parties. If a conflict
of interest may arise as a resull of Medical
Center / Investigator's activities with third
parties, Medical Center / Investigator will
promptly notify Medtranic, The parties will
discuss the best means for avoiding such
conflict,

8.5. Ethical Conduct and Medical
Decision-Making.
8.5.1.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.

8.5.2, Medical Center /[ Investigator
represents and warrants that he/she shall
not provide the Study Device to any persons
other than to the patients who fulfill the
Study criteria and agree to participate in the
Study, and that all use of the Study Device
cshall be under Investigator's direct
supervision.

8.5.3.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,.

8.6. Competence,

8.6.1.Medical Center [ Investigator

represents and warrants that Investigator is

predmetom, vo wvztahu ku ktorym
Zdravotnicke zariadenie / SkdZajlci
poskytuje sluzby spolofnosti Medtronic.

Zdravotnicke zariadenie / Skdsajlci nesmie
pinit  Povinnosti v rozpore so  svajimi
povinnostami voéi tretim osobam. Ak by
v disledku cinnosti Zdravotnickeho
zariadenia / SkdSajiceho vykonavanych
s tretimi osobami vznikol konflikt zaujmov,
Zdravotnicke zariadenie [/ Skusajici to
bezodkladne oznami spoloénosti Medtronic.
Zmluvné strany  prediskutuji  najlepsi
spasob, ako sa takémuto konfiiktu vyhn(t.

8.5 Etickeé
rozhodovanie.

konanie a zdravotné

8.5.1 Zdravotnicke zariadenie / Skdsajlci
vyhlasuje a zarufuje sa, Ze Ziaden élen
personalu, ktory bol vybraty pre G(éast na
vykone Stidie, sa nikdy nezddastnil
Ziadnej stddie ani inej vyskumnej tinnosti,
ktortd by skonéila Etickd komisia, iny
prislusny organ alebo zadavatel tejto
cinnosti z dévodu nestladu z predpismi, ze
jeho/jej individuglna G€ast na vyskumnej
Stadii nebola nikdy skoncena z dévodu
nesuladu s predpismi a 7e on/ona nebola
nikdy Ziadnym regulatnym organom
z vykonavania klinického skiiSania
diskvalifikovana, vylicena anl jej ucast na
nom nebola obmedzena.

8.5.2 Zdravotnicke zariadenie / SkdSajici
vyhlasuje a =zarucuje sa, Ze on/ona
neposkytne Zariadenie pouZité v ramci
Stidie Fiadnym osobam okrem Géastnikov
klinického skisania, ktori splfiajl  kritéria
Stidie a ktori sGhlasill s Geasfou na Stiidii,
a Ze vietko pouZitie Zariadenia pouZitého v
ramei Studie bude pod priamym dohladom
Skusajuceho.

8.5.3 Zdravotnicke zariadenie / SkiSajuci
je  povinny plnit  Povinnosti v stlade
s najvyssimi  Standardmi  zdravotnickej
profesie a pokynmi spolo¢nosti Medtronic.
V oddvodnenych pripadoch je Zdravotnicke
zariadenie / SkdSajucl povinné prijimaft
akeékolvek medicinske rozhodnutie v silade

so  svojim  odbornym  medicinskym
usudkom.
8.6 Sposobilost.

8.6.1 Zdravotnicke zariadenie / Skisajlci
vyhlasuje a zarucuje sa, Ze SkiZajici je
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an individual who, because of formal
edueation, 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,

8.6.2. Investigator |s 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.

8.7. Continuing Compliance. Medical
Center / Investigator shall remain in
compliance with the above representations
and agreements and shall promptly inform
Medtronic if Medical Center / Investigator
are / is no longer able to comply. Each party
is abliged 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. I
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 Agreament.

8.8. 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.

9. TERM AND TERMINATION

0.1. Effective Date. This Agreement shall
begin on the Effective Date or upon full
compliance with all the requirements set
forth in Article 8.1 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.

osobou, ktord je wzhladom na svoje
formalne vzdelanie, vy3kolenie a skisenosti
sposobilou posobit ako vhodny znalec za
Gcelom preskisania bezpecnosti a vykonu
Zariadenia pouzitého v ramci Studie a Ze
spolotnosti Medtronic bol predloZzeny jej
presny zivotopis.

8.6.2 Skusajuci si je wvedomy toho, Ie
veetky etikety na Zariadeni pouzitom
vramci Stadie, navody na pouiitie
a studijné materialy mozu byt poskytnuté v
anglickom jazyku. Skasajlici tomuto jazyku
rozumie a vyhlasuje, Ze tato skutocnost
nechrozi bezpetnost Gcastnikov klinického
skisania.

8.7 Nepretrzity salad. Zdravotnicke
zariadenie / Skdsajici  je  povinny
nepretrzite dodrziaval vysSie uvedené
vyhlasenia  adohody aje  povinny
bezodkladne oznamit spoloénosti
Medtronic, ak tuto povinnost prestane byt
schopny pinif. Kazda zo zmluvnych stran je
povinna zabezpecit, Ze vsetky vyhlasenia
a zaruky, ktoré dava v lejto Zmluve su,
a pocas trvania Zmluvy zostanl, pravdiveé,
spravne a nezavadzajuce. Ak ktorékolvek
z vyhlaseni alebo zaruk sa ukaZze ako
nepravdive, nespravne alebo zavadzajuce,
dana zmluyna strana bude zodpovedna za
skodu tym sposobend druhej zmluvnej
strane. PorusSenie ktoréhokolvek vyhlasenia
alebo zaruky sa povazuje za zavaziné
porusenie tejto Zmluvy

8.8 Registracia. Zdravotnicke
zariadenie f Sk(sajici suhlasi s tym, aby
na splnenie  poZiadaviek  Helsinskej
deklaracie a poziadaviek Vyboru Editorov
zdravotnych casopisov vykonala registraciu
Stidie spoloénost Medtronic vo vereinej
databdze akou je napr.
www.clinicaltrials.qov.

9 TRVANIE A SKONCENIE

9.1 Den ucinnosti. Tato Zmluva
nadoblida Géinnost v Den Gcinnosti, alebo
spinenim vsetkych poZiadaviek uvedenych
v odseku 8.1 tejto Zmluvy, podla toho,
k éomu ddéjde neskdr. Zmluvné strany beri
na vedomie, ze pre uéinnost Zmluvy sa
mofe wvyradovat zverejnenie a registracia
Zmluvy v Centralnom registri zmllv podla §
47a zakona c¢. 40/1964 Zb. Obcianskeho
zakonnika, v zneni neskorsich predpisov.
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9.2. Term. This Agreement shall continue | 9.2  Trvanie. Tato Zmluva je Udinna az
in effect until: do:

a)  The Study has been completed which is | a) dokonéenia Studie, ktoré sa ofakéva
expected on the Study End Date as |ku Koneénému diu Stidie uréenému v

determined in the Contract Details; Zmluvnych Udajoch,

b) The Agreement is terminated as|b) skonéenia Zmluvy v stilade
provided in this Agreement or the Clinical | s ustanoveniami tejto Zmluvy alebo Planu
Investigation Plan; klinického skisania,

whichever occurs first. podfa toho, ktora udalost nastane skér.

9.3. Termination. If either party to this | 9.3 Skonéenie. Ak ktorakolvek zo
Agreement should breach any provision | zmluvnych stran tejto Zmluvy porusi
hereof, the injured party may agive written | akékolvek jej ustanovenie, poskodena
notice of the breach to the defaulting party. | zmluvnd strana moZe porusenie pisomne
If such breach is not remedied within 30 | oznamit porusujiicej zmluvnej strane. Ak
(thirty) days of the written notice thereof, | k odstraneniu porusenia neddjde v lehote
the complaining party may terminate this | 30 (tridsat) dni od pisomneho oznamenia,
Agreement immediately by providing written | staZujica sa zmluvnad strana méje
notice to the defaulting party. The failure of a | vwypovedat tito Zmluvu s okamitou
party to so terminate this Agreement due to | Gcinnostou pisomnou vypovedou zaslanou
a breach on the part of the other party shall | porudujiicej zmluvnej strane. Ak zmluvna
not constitute a waiver of its right to so | strana nevypovie tito Zmiluvu kvoli ie]
lerminate on the basis of any subsequent | poruSeniu  druhou zmluvnou stranou,
breach. nepredstavuje to vzdanie sa je] prava
vypovedat ju na zaklade akéhokolvek
nasledného porusenia.

Furthermore, Medtronic is entitled to | Spolotnost Medtronic je okrem toho
terminate this Agreement upon thirty (30) | oprdvnena  vypovedat tate  Zmiuvu
days prior written notice to Medical Center / | pisomnou  vypovedou  Zdravetnickemu
Investigator, should Medtronic decide to | zariadeniu / Skidsajlicemu s vypovednou
discontinue the Study. In addition, Medtronic | dobou tridsaf (30) dni, ak sa Medtronic
is entitled to terminate the Study for the | rozhodne zastavit vykondvanie Stidie,
reasons specified in the Clinical Investigation Spolncnost Medtronic je navyse opravnena
Plan . skoncit Stadiu z dévodov uvedenych v
Plane klinického sklSania.

9.4. Effect of Termination. In the event | 9.4 Ucinky skongenia. V pripade
of an early cancellation or termination of this | pred&asného zruSenia alebo skonéenia tejto
Agreement, the Agreement terminates on | Zmluvy, tato Zmluva zanikd v den
the termination date. All rights and | skonéenia. Vietky prava a povinnosti, ktore
obligations incurred prior to the termination | vznikli pred dRom skonéenia ostavaju
date shall remain unaffected. Medtronic shall | nedotknuté.  Spoloénost  Medtronic je
pay Medical Center / Investigator pro-rata | povinna uhradit Zdravotnickemu zariadeniu
for the services rendered up to that date, | / Ski3ajicemu platbu  zodpovedajicu
and all work entered into before such|objemu dovtedy poskytnutych sluZieb
cancellation or termination. Medical Center / | a vietkej praci vykonanej pred tymto
Investigator shall refund Medtronic pro-rata | zruSenim alebo skonéenim. Zdravotnicke
any amounts it may have received in | zariadenie / SkdSajlici je povinny nahradif
advance for services still to be rendered after | spolocnosti  Medtronic pomernti  éast
such cancellation or termination, as the case | vietkych Ciastok, ktoré dostal vo forme
may be. The parties expressly exclude the | preddavku na sluzby, ktoré mali byt
application of provisions of Sections 344 and | poskytnuté po takomto Zruseni, pripadne
seq. of Act No. 513/1991 Coll. the | skonceni. Zmluvné strany vysiovne vyluéujd
Commercial Code, as amended ("Commercial | pouZitie ustanoveni § 344 a nasl, zakona ¢.
Code") with respect to termination of this | 513/1991 Zb, Obchodného zakonnika,

Clinical Investigation Agresment Template EMEA_version 4_November 2013
Medtronic ref.: A 1638473
Version 2_27APR2021_with reference to DISSECT-N Verslan 2_D9APR20Z0 Page 27 of 48



Medtronic

Agreement.

9.5. Survivability. The Confidentiality,
Intellectual Property, Representations, and
Insurance & Indemnification sections of this
Agreement shall survive the expiration or
termination of this Agreement,

10. MISCELLANEOUS
10.1. 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 rior bind Meadtronic to any
obligations without the prior written consent
of Medtronic.

10.2. 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.

10.3. 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,

10.4. Governing Law. The Agreement shall
be construed and interpreted under and in
accordance with the substantive laws of
Home Country (Slovak republic), especially
Sections 269(2) of the Commercial Code and
Section 111 of the Act on Medicines. The
parties explicitly agree with the application
of the Commercial Code to this Agreement
and the relationships resulting from or
connected to 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.

v zneni neskorsich predpisov (dalej len
,Obchodny zakonnik") Vo vztahu
k skongeniu tejto Zmluvy.

9.5 Pretrvanie. Clanky tejto Zmluvy
s nadpismi Micanlivost, Dudevneé
vlastnictvo, Vyhlasenia a Poistenie
a odskodnenie pretrvaju  zanik alebo

skonéenie tejto Zmluvy.

10 ROZNE USTANOVENIA
10.1 Nezavisly dodavatel’;
neexistencia opravnenia zaviazovat.

Zdravotnicke zariadenie / Skdgajuci sa na
vietky Gfely povazuje za nezavislého
dodavatela av Ziadnom  pripade sa
nepovazuje za agenta, zastupcu alebo
zamestnanca spolocnosti Medtronic. Pokial
to v tejto Zmluve nie je vyslovne povoleng,
Zdravotnicke zariadenie / Skidi5ajlci nesmie
bez predchadzajuceho pisomného suhlasu

spolo€énosti  Medtronic prevziat ziadnu
zodpovednost ani  povinnost v mene
spolo¢nosti Medtranic.

10.2 Cela dohoda. Tate Zmluva

avsetky jej prilohy predstavujo  celd
dohodu a porozumenie medzi zmluvnymi
stranami tykajice sa predmetu tejto
Zmluwvy. Ziadne dodatky, zmeny,

rozsirenia alebo Upravy tejto Zmluvy nie su
platné a zavazné, ak nie su vykonaneé v
pisomnej forme a podpisané jej zmluvnymi
stranami.

10.3 Rovnopisy. Tato Zmluva moze byt
podpisana v troch rovnopisoch, ktoré
vsetky spolocne predstavuju jednu Zmluvu
a kazdy jednotlive méze preukazoval tito
Zmluvu.

10.4 Rozhodné prave. Zmluva sa riadi
a wvykladda na zaklade a v sulade
s hmotnym pravom Domacej krajiny
(Slovenska republika), najma § 269(2)
Obchodného zékonnika a § 111 Zakona o
liekoch. Zmluvné strany sa vyslovne
dohodli na aplikacii Obchodného zakonnika
na tito Zmluvu a na vztahy vyplyvajlce z
tejto Zmluvy alebo v suvislosti s fiou.
Prislusné sudy Domacej krajiny maju
vyluénli pravomoc rozhodovat akékolvek
spory z tejto Zmluvy, ktoré nie je moiné
rozhodnut medzi zmluvnymi  stranami
mimosudne.
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10.5. 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.

10.6. 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 all relevant Medical Center /
Investigator Associates, and all corporate or
other entities, including, but not limited to,
affiliated entities of each will comply with the
requirements under this Agreement.

10.7. Notices. All  notices, demands,
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.

10.8. 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.

10.9. Severability. In the event that any
provision of this Agreement is or becomes
invalid, prohibited or unenfarceable in any

10.5 Jazyk. Oficialne znenie tejto
Zmluvy je v Jazyku slovenskom, ktory je
urceny v Zmluvnych Gdajoch. Ak zmluvné
strany podpiSu alebo uzavrd dvojjazycnd
verziu tejto Zmluvy, jej vyklad je zaloZeny
vyluéne na zneni v uréenom Jazyku.

10.6 Spriaznené osoby. Spriaznena
osoba" znamena Medtronic, Inc., spolocnaost
so sidlom v Minnesote, USA, a vietky
subjekty va viastnictve Medtronic, Inc. alebo
subjektu, v ktorom ma Medtronic, Inc.
priamy alebo nepriamy podiel vo vyike
aspon 50%.  Spolocnost Medtronic ma
pravo podla svojho vlastného uvazenia pinit
akékolvek povinnosti na zaklade tejto
Zmluvy prostrednictvom Spriaznenej osoby
(v tejto suvislosti ma Zdravotnicke
zariadenie / SkuSajici povinnost prijaf
plnenie od takejto Spriaznenej osaby)
a zdiefat alebo previest akékolvek prava na
prospech alebo ochranu z tejto Zmluvy na
Spriaznené osoby sé&m  Zdravotnicke
zarjadenie / SkOsajuci tymto vyslovne
suhlasi. Zdravotnicke zariadenie / SkdSajlci
zabezpecia, aby vietky Osoby Skisajlceho
a Zdravotnickeho  zariadenia  a vietky
spolonosti ainé subjekty vratane (aviak
nie wvyluéne) ich spriaznenych subjektov
postupovall v silade s poziadavkami tejto
Zmluvy.

10.7 Oznamenia. Vsetky oznamenia,
vyzvy, Ziadosti, podania, spravy alebo
akakolvek ina komunikécia, ktorl je moZné
alebo nutné wvykonat na zaklade tejto
Zmluvy, sa odosiela zmluvnym stranam na
adresy uvedené v Zmluvnych Udajoch tejto
Zmluvy a povaZuje sa za platne vykonand,
ak bola odoslana doporucenou poitou
kazdej takej zmluvnej strane na takito
adresu. Ktorakolvek zmluvna strana méZe
oznamenim druhej zmluvnej strane zmenit
svoju adresu.

10.8 Vylicenie postapenia.
Zdravotnicke zariadenie / SkiSajici nesmie
postupit ani previest prava alebo povinnosti
Zdravotnickeho zariadenia / SkdSajiceho

podla tejto Zmluvy bez 3pecifického
predchadzajiceho  pisomného  stihlasu
spolocnosti Medtronic.

10.9 Oddelitel'nost, Ak ktorékolvek

ustanovenie tejto Zmluvy je alebo sa stane
neplatnym, zakazanym alebo
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jurisdiction, the Ineffectiveness of such
provision shall not invalidate the remaining
provisions of this Agreement, which shall
remain in full force and effect.

10.10. Partnership Clause.
Medtronic and Medical Center agree to adopt
certain clauses with regards to their
partnership in the scope of this Agreement
(Attachment 4).

E T I N N N e

nevykonatelnym v ktorejkolvek jurisdikcii,
neucinnost tohto ustanovenia nema za
nasledok neplatnost zostavajlcich
ustanoveni tejto Zmluvy, ktoré s nadalej
plne platné a Gcinné.

10.10 Dolozka o partnerstve. Spolocnost
Medtronic a  Zdravotnicke  zariadenie
stuhlasia s prijatim  urditych  doloziek
tykajucich sa ich partnerstva v rozsahu
posobnosti tejto dohody (priloha . 4).

Eodo ko ko koo Lk

IN WITNESS WHEREOF, the parties have
executed this Agreement through their duly
authorized representatives as appropriate.

NA DOKAZ TOHO zmluvné strany podpisali
tito Zmiluvu  prostrednictvom  svojich
riadne opravnenych zastupcov.
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HEDTBQHIC BAKKEN RESEARCH CENTER B.V.

. Date/Datum _

Ingrid Kennis, M.5c.
5r. Clinical Research Manager
Mechanical Circulatory Support
NVESTIGAT SKUSAI(

Date/Datum
doc. MUDr. Eva Goncalvesovd, CSc., FESC
CO-INV GATOR

Date/Datum
MUDTr. Peter Lesnd, PhD.
ST ORDINAT

Date/Datum
Lukas Csere
MEDICA R /ZD ICKE ZARIADE
_— Date/Daturm
Ing. Mongi Msolly, MBA
Chairman of the Board and General Manager

Date/Datum

Doc. MUDF. J%}-*Mad‘ari&, PhD., MPH
Vice-chairmaniof the Board
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Attachment 1 - Medtronic
Reimbursement Policy

In compliance with applicable industry
dassociation 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. Itermized
original receipts or other supporting
documentation must be submitted to
Medtronic before any travel expenses are
reimbursed.

CONSULTANT'S TRAVEL AND LODGING
EXPENSES
PAID/REIMBURSED BY NOT ROUTINELY
MEDTRONIC REIMBURSED

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

V silade s platnymi kodexmi zdruzenia
odvetvia, miestnymi pravnymi predpismi
a Standardmi obchodného spravania sa
Medtronic nasleduje opis cestovnych
a inych nakladov, ktoré Medtronic uhradf
alebo nahradi. Okrem toho tieZ uvadzame
zoznam nakladov, ktoré sa nenahrddzaju.

Schvalenie. Pred tym, ake naklad
vznikne, ho musi Medtronfc pisomne
opravnit,

Nevyhnutnost. Naklady musia byt

nevyhnutné pre plnenie Povinnosti zo
Zmluvy a musia vznikndt Konzultantovi
pocas plnenia jeho Povinnosti.

Pozadovana dokumentacia. Pred
nahradenim cestovnych nakladov musia byt
Medtronic predloZené polozkovité origindly
potvrdeniek alebo fnej  sprievodnef
dokumentacie,

CESTOVNE A UBYTOVACIE NAKLADY

Lowest logical, round | Travel and
trip commercial ground

airfare; economy transportation
class air travel: upgrades®

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

)‘-— From hame
city to destination
where Services are
perfarmed

- Work with
your Medtronic
contact to arrange

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

| Use of airline

KONZULTANTA
KTORE MEDTRONIC | KTORE NIE SU
PLATI/NAHRADZA OBVYKLE
NAHRADZANE

NajniZsia cena Zvysenia Urovne

letenky za logicky cesty
spiatocny komertny | a pozemnej
let; letenka na let v dopravy?

turistickej triede.
Letenka na let

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

Ostatné poplatky
za zmenu
parametrov
cesty, ktore
nestvisia so

iba po ziskani Zmenou
poZadovanych harmonogramu
internych sdhlasaov; alebo obehodnou
- z domovskeho | alebo osobnou
mesta do miesta nudzovou
uréenia, v ktorom sa | situaciou
poskytuju Sluzby

5 Na Pougitie

¥ Unless tarms of an aclive Consulting Agresment provide othanvise
" Pokial nie je v podmisnkach akilvne] Konzultaénej zmluvy uvedené inak.
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the travel, frequent flyer zabezpefeni Vasej | zariadeni klubu
club facilities cesty prosim leteckej
spolupracujte s Vasou | spolo¢nosti pre
kontaktnou osobou Jfrequent fliers"
. v Medtronic.
Travel for Cesta
Costs of spouses or other Naklady na zmeny manzelského
modifications to guests cestovnych planov partnera alebo
travel plans caused sposobené zmenami | inych hosti
by Medtronic- pozadovanymi '
requested changes, Limousine ground Medtronic, Pozemna
airline requirements, | transportation poZiadavkami leteckej preprava
or healthcare unless spoloénosti alebo limuzinou, ibaze
professional’s preapproved by cbchodnou alebo bola vopred
business or personal | Medtronic based osobnou nidzovou schvalena
emergency on scheduling situaciou Medtronic
necessity zdravotnickeho z titulu
pracovnika. nevyhnutnosti
v suvislosti s
Taxi or comparably Taxik alebo pozemna | planovanim
priced ground | doprava
transportation Private aircraft s porovnatelnymi MNaklady na
costs or charter nakladmi stkromné
| service lietadlo alebo
Mid-size rental car, Stredne velké charteravi
including fuel charges prenajaté auto, sluzbu
where Medtronic vratane poplatku za
arranges and books Mileage for rental palivo, v pripade, ak | Naklady na
the car cars auto zabezpecuje | prenajaté auta
a rezervuje Medtronic | Gctované na
Parking fees at zaklade
alrport and hotel Poplatky za prejdenych
parkovanie na letisku | kilometrov
a v hoteli
Insurance costs; Naklady na

“One standard / single |

hotel room during the
duration of the
training program or
meeting, including
the night before and

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

Lost baggage
charges

poistenie, napr.
Zivetne
poistenie,
letecké
poistenie,
poistenie
viastného alebo
prenajatého
vozidia,
poistenie

| batozZiny, a pod.

FPoplatky za
stratent
batoZinu

Incidental lodging
expenses; e.g.,
in-room movies,
mini-bar, movies
or pay TV,
telephone,

Jedna standardna /
jednopostelova
hotelova izba po dobu
trvania vzdelavacieho
programu alebo
stretnutia, vrétane

Sprievodné
naklady na
ubytovanie,
napr. naklady na
Filrmy
rostrednictvam
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the night of the last
day of the event, as
necessary, due to
travel schedules

= Medtronic to
boak at Medtronic
approved facility

In-room meals and
beverages (room
service)

Reasonable telephone
and internet access
sarvice

- Subimission 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

Cosls related to a
spouse or other
guest staying
with you

With the

| exception of
circumstances
described in the

' allowable ladging
expenses column,
charges for
additional hours

| beyond check-out

| time or additional
nights

nocl pred a noci
posledného dina
udalosti, ak sa bude
vyZadovat kvali
cestovnému
harmonogramu

= rezervuje
Medtronic v zariadeni
schvalenom
spoladnostou
Medtronic

Strava a napoje na
izbe (hotelova sluzba)

Primerané sluzby
telefonneho

a internetového
pripojenia

- VyZaduje sa
predioZenie
telefonnehao uctu

s podrobnym
rozpisom nakladov

Primerané servisne
poplatky

| hoteloveho
televizneho
kanalu, minibar,
filmy alebo
platent TV,
telefon, pranie,
chemicke
cistenie, sluzby
ktipelov, fitness
centra, a pod.

Zvyienia Urovne
ubytovania alebo
dodatocné
naklady na
nahradny alebo
drahsi hotel

Naklady
sivisiace

s manzelskym
partnerom alebo
inym hostom,
ktory je
ubytovany

s Vami

S vynimkou
okalnosti
opisanych
v stipci Pripustné
| naklady na
ubytovanie,
ndklady na
dodatocne
hodiny nad
ramec
standardnych
hedin
ubytovania alebo
| za dodatotne
noci

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

Duplicative meals

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
antertainment
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

I Colleagues

EXPENSES NOT
ROUTINELY
REIMBURSED

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

Loss ar theft of

alebo skolenia)

Naklady na
pohostinnost
alebo
obcerstvenie
akehokolvek
druhu, vratane
takych poloziek
akymi su
poplatky za
pouzitie vytahu,
poplatky za golf,
poplatky za
exkurzie, listky
na sportové
udalosti a pad.

Naklady na jedlo
manzelského
partnera alebo
inych hosti

Naklady na jedla
medzi
Konzultantmi

a inymi
obchodnymi
kolegami

] NAKLADY, KTORE
NIE S0 OBVYKLE
| NAHRADZANE

MNaklady na

| osobnu
starostlivost,
napr. na holica,
kadernika,
lestenie
topanck, atd’

Strata alebo

cash advance kradez
money, airline penaineho
tickets, personal preddavku,
funds or property leteniek,
osobnych
prostriedkov
alebo majetku
| Parking tickets or Pokuty za
traffic violation parkovanie alebo
fees pokuty za
porudenie
dopravnych
— _predpisoy
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| Personal Opravy
automobile | asobného
| repairs - | automobilu
OTHER RELATED EXPENSES NoT | OSTATNE SOVISIACE NAKLADY, KTORE
PAID/REIMBURSED BY MEDTRONIC: Unless | MEDTRONIC NEPLATI/NENAHRADZA: Pokial

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 Iinvoices or

reports required under the Agreement.

to v pisomnej Zmluve nie je uvedené inak,
Medtronic neuhradi samostatne za cas
straveny cestovanim, das pripravy na
prezentaciu, skolenie alebo ind takito
sluzbu, pouzitie akéhokolvek laboratoria,
klinickych, nemaocnicnych alebo
kancelarskych  priestorov  a vybavenia,
a €as straveny vystavovanim faktlir alebo
sprav vyzadovanych Zmluvou,
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ATTACHMENT 2

DATA PROCESSING INFORMATION
NOTICE

As you will contribute to the HVAD Smart
1.0 (the "Study”) sponsored by
Medtronic, Medtronic will be provided with
personal data about you. This MNotice
serves to inform you of the way Medtronic
will process your personal data.

Purpose and type of personal data
collected

For the purpose of managing the Study
and to comply with its legal obligation
under applicable clinical legislation,
Medtronic Bakken Research Center B.V.
located at Endepolsdomein 5, 6229 GW
Maastricht, the Netherlands
("Medtronic”) will collect, process and
store the following data about you:

* Identifying data (name, address,
email address, phone number)

* Curriculum Vitae with relevant
qualifications and professional
experience as necessary to
establish your suitability for your
rale in the Study

(collectively referred to as “Personal

data")

Retention and Data Security

Your Personal data will be kept by
Medtronic for the duration of the Study.
Following this, it will then be archived for
the period mandated by applicable clinical
regulations. Medtronic will take all
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.

Recipients and Transfer of Data

In general, only Medtronic personnel
involved in the management of the Study
will have access to your Personal data.
Your data may also be provided to other
Medtronic affiliates or third party service
suppliers who perform Study-related
activities for the sponsor, insofar as this is
required for the purpose of the Study, and

PRILOHA C. 2

INFORMACNE OZNAMENIE
O SPRACOVAVANI UDAJOV

V priecbehu  vaSho prispievania_ k studii
s nazvom HVAD Smart 1.0 (,Stadia"),
zadanej spolocnostou Medtronic, budd
spolocnosti Medtronic poskytnuté osobné
Udaje o vas. Cielom tohto Oznamenia je
informovat vas o spdsobe, akym bude
spolocniost Medtronic spracovavaf vage
asobné Odaje.

Uéel a typ
osobnych ddajov
Na Ocel riadenia Studie a dodrziavania jej
pravnych povinnosti na zéklade prisluinej
klinickej legislativy bude Medtronic
Bakken Research Center B.V. so sidlom
na adrese Endepolsdomein 5, 6229 GW
Maastricht, Holandsko (,Medtronic”)
zhromazdovat, spracovavat a uchovavat
nasledujice tdaje o vas:
= jdentifikacné udaje
adresa, e-mailova
telefonne cislo),
= Zivotopis s prisluSnym vzdelanim
a odbornou praxou potrebnou na
stanovenie vasej vhodnostl pre
vasu Ulohu v ramci Stidie,
(stthrmne oznacované ako ,Osobné
udaje")

zhromazd'ovanych

(meno,
adresa,

Uchovavanie a bezpeénost (idajov
VaSe osobné (daje bude spolocnost
Medtronic uchovavat po dobu trvania
Stidie. Nasledne budd archivované po
dobu stanovenld prislusnymi  klinickymi
nariadeniami. Spolocnost Medtronic prijme
vietky technické a organizacné opatrenia
potrebné na zabezpedenie primeranej
urovne ochrany proti neopravnenému
pristupu alebo kradezi, ako aj pred
nahodnou stratou, neopravnenym
zasahom alebo zniéenim.

Prijemcovia a prenos Gdajov

Vo vSeobecnosti budd mat pristup k vagim
Osobnym  Udajov  vyluéne pracovnici
spolocnosti Medtronic zapojeni do riadenia
Stidie.

Vase Gdaje mdZu byt taktiez poskytnuté
inym pridruzenym spolocnostiam
spolocnosti Medtronic alebo dodavatelom
sluZieb z tretich stran, ktori vykonavaju
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accordingly may be Ltransferred to
countries where European Union data
protection laws are not applicable. In case
your Personal data is transferred to a
recipient located in a third country outside
the European Union, Medtronic will ensure
that this cross-border data processing is
adequately protected and is done only in a
way that complies with the European
General Data Protection Regulation (EU)
2016/679 and all additional requlrements
defined by local law.

To comply with local laws, Medtronic may
also be required to transfer Personal data
to public authorities, which may be
located in the European Union or in third
countries.

Medtronic Contact Details

Medtronic shall be considered as data
controller under the General Data
Protection Regulation, meaning it will
determine the purposes and means by
which your data is processed.

If you have any question relating to
Medtronic's processing of your data for
this Study, you can contact Medtronic's
Data Protection Officer:

Your rights

You are entitled to access your Personal
data processed for this Study, and to
request rectification, restriction, deletion
or exportation of this data, or to obtain
further information on the protection of
your data in case of transfers to third
countries. Any request should be
addressed to Medtronic’'s Data Protection
Officer at

Alternatively, you also have the right to
lodge a complaint to the local data
protection authority.

ginnosti  slvisiace so Stidiou pre
zadévﬂatelh, pokial' to bude potrebné na
Gcéel Stidie, a v sllade s tym modZu byt
prenesené do krajin, kde sa neuplatiuji
pravne predpisy Europskej Unie na
ochranu osobnych Gdajov. V pripade, ze
vase Osobneé udaje budl prenesene k
prijemcovi nachadzajicemu sa v tretej
krajine mimo Eurdpskej unie, spolofnost
Medtronic zaisti, aby bolo toto cezhranicné
spracovavanie Gdajov adekvatne chranené
a aby sa vykonavalo iba sposobom, ktory
je sulade s europskym Vseobecnym

nariadenim o ochrane (Gdajov (EU)
c. 2016/679 a vietkymi dalsimi
poziadavkami definovanymi  miestnymi

pravnymi predpismi.

Na Gcel dodriiavania miestnych pravnych
predpisov moze byt spoloénost Medtronic
taktiez povinna prenasal Osobné (daje
vergjnym organom, ktoré sa moZu
nachadzat v Eurépskej unii alebo v tretich
krajinach.

Kontaktne adaje spolocnosti
Medtronic

Spolotnost Medtronic bude povazovana na
zaklade VsSeobecnéhe nariadenia o
ochrane (dajov za prevadzkovatela

udajov, €o znamena, Ze stanovi Gcely a
prostriedky, ktorymi budl vase udaje
spracovavane.

Ak mate akekolvek otazky slvisiace so
spracovavanim wvasich Odajov pre tito
Stidiu  spolotnostou Medtronic, mbzete
kontaktovat oscbu zodpovedni za
ochranu udajov v spolocnosti Medtronic na
adrese:

Vase prava

Mate pravo na pristup k vasim Osobnym
Udajom spracovavanym pre tato Stidiu a
pravo poZiadat o opravu, obmedzenie,
vymazanie alebo exportovanie tychto
Udajov, alebo ziskal dalsie informacie o
ochrane vasich Udajov v pripade prenosov
do tretich krajin. Vsetky Ziadosti musia
byt adresovane osobe zodpovedne] za
ochranu tdajov v spolocnosti Medtronic na
adresu

Pripadne madte taktiez prave podal
staznos{ miestnemu organu ochrany
udajov.
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ATTACHMENT 3
DATA PROCESSING CLAUSES

In accordance with Section 4.3 of the
Agreement, Study Site shall comply with
the present clauses when processing
personal data of patients enrolled in the
Study ("Study Patient Data").

Within the context of the Agreement and
the Study, Study Site shall only process
Study Patient Data for the duration of the
Agreement and the Study. This processing
shall entail collection of Study Patient
Data, completion of the CRFs and transfer
to Medtronic, in accordance with the
Duties outlined in Section 1 of the
Agreement. Any processing that Study
Site undertake outside of the context of
this Agreement and the Study, shall be
conducted wunder Study Site's sole
responsibility and liability and, for such
processing, Medtronic shall not be
considered as the data controller.

At the end of the Study, Medical
Center/Investigator's processing of Study
Patient Data in the context of the
Agreement and the Study shall be limited
to storage of such data in accordance with
applicable regulations on archiving of
clinical study file and for the duration
specified in such regulations.

1. Definitions

For the purpose of this Data Protection
Clauses, the following terms shall have
the following meaning:

1.1 “General Data Protection
Regulation” means the European
Union Regulation 2016/679 on the
protection of natural persons with
regard to the processing of
personal data and on the free
movement of such data, and any
relevant national laws.

1.2 "Study Patients” shall have the
meaning of “data subjects” as
defined in the General Data
Protection Regulation.

PRILOHA C. 3
DOLOZKY O SPRACOVAVANI UDAJOV

V silade s élankom 4.3 Zmluvy bude
Stredisko zapojené do Stadie dodrziavaf
tieto dolozky pri spracovavani oscbnych
Udajov pacientov zaradenych do Stidie
(,Udaje pacientov v Stddii").

V kontexte Zmluvy a Stidie bude
Stredisko zapojené do Stidie spracovavat
Udaje pacientov v &tadii vylutne po dobu

trvania Zmluvy a Sthdie. Toto
spracovavanie _bude znamenat
zhromazdovanie Udajov pacientov v

stadii, wyplnovanie formularov CRF &
prenos do spolocnosti Medtronic v sulade
s Povinnostami stanovenymi v €lanku 1
Zmluvy. Akékolvek spracovavanie, ktoré
Stredisko zapojené do Stidie wykona
mimo kontextu tejto Zmluvy a Stucﬂe 5&
bude wykonavat na zaklade wlucne_]
zodpovednosti a rucenia  Strediska
zapojenehao do Stidie a v pripade takéhoto
spracovavania nebude spoloénost
Medtronic povazovana za prevadzkovatela
udajov.

Pri ukonéeni Stidie bude spracovavanie
Udajov pacientov v &tadii zo strany
Zdravotnickeho zariadenia/Skisajiceho v
kontexte Zmluvy a Stidie obmedzené na
uchovavanie takychto (dajov v silade s
prislusnymi nariadeniami o archivécii spisu
klinickej sStudie a po dobu trvania
stanovenu v takychto nariadeniach.

1. Definicie

Na Gcel tychto Doloziek o ochrane udajov
budd mat nasledovné pojmy nasledovné
vyznamy:

1.1 Pojem ,,Vseobecné nariadenie o
ochrane udajov" Znamena
nariadenie Eurdpske;j Unie
¢. 2016/679 o ochrane fyzickych
oséb pri spracovdvani osobnych
udajov a o wvolnom pohybe
takychto Gdajov a vietky prislusné
narodné pravne predpisy.

1.2 Pojem ,Pacienti v stadii"
znamenat ,dotknuté osoby" v
zmysle  definicie  VSeobecného
nariadenia o ochrane udajov.

bude
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1.3

1.4

1.5

2.

“Personal Data” shall have the
meaning as defined in the General
Data Protection Regulation.

"Personal Data Breach” shall
have the meaning as defined in the
General Cata Protection

Regulation,

"Processed/processing” shall
have the meaning as defined in the
General Data Protection
Regulation.

Data Protection

Study Site agrees, in respect of their
processing of Study Patient Data in the
context of the Agreement and the Study,

to:

2.1

2.2

2.3

process  Study Patient Data
strictly in accordance with the
written instructions of Medtronic,
as provided in the present Data
Protection Clauses, the Protocol
and any [further documented
instructions from Medtronic, and
to undertake any other measures
requested by Medtronic and/or as
required in order to comply with
the General Data Protection
Regulation;

notwithstanding the above, Study
Site shall be allowed to process
and/or transfer Study Patient
Data if required to do so by law,
in which case it shall inform
Medtronic of that legal
requirement before processing,
unless that law prohibits such
information on important grounds
of public interest;

ensure that personnel authorized
to process the personal data have
committed themselves to
confidentiality or are under an

1.3 Pojem ,Osobné adaje" bude mat
vyznam, ktory je definovany vo
VSeobecnom nariadeni o ochrane
Gdajov.

1.4 Pojem ~Porusenie ochrany
osobnych ddajov® bude mat
vyznam, ktory je definovany vo
Vieobecnom nariadeni o ochrane
udajov.

1.5 Pojem
.Spracovavany/spracovavanie”
bude mat wvyznam, ktory je
definovany Vo VEeobecnom
nariadeni o ochrane udajov.

2. Ochrana adajov

Stredisko zapojené do studie sihlasi s
ohladom na svoje spracovavanie Udajov
pacientov v Studii v kontexte Zmluvy a
Stadie, ze:

2.1 bude spracovaval Udaje pacientov
v Stadli v prisnom sllade s
pisomnymi pokynmi spolocnosti
Medtronic, ktore su uvedeng v
tychto Dolozkach o ochrane
udajov, Protokole a akymikolvek
zdokumentovanymi pokynmi
spolocnosti Medtronic a zava:zuje
sa vykonat akékolvek dalsie
opatrenia pozadované
spolofnostou  Medtronic  a/alebo
podla potreby na ucel dodrziavania
Vieobecného nariadenia o ochrane
udajov;

2.2 bez ohladu na vyssie uvedené bude
Stredisku zapojenému do Stadie
povoleneé spracovavat a/alebo
prenasat Udaje pacientov v Stidii,
ak to budi vyZadoval pravne
predpisy, pricom v tomto pripade
bude  informovat  spolognost
Medtronic o  danej pravnej
poziadavke pred spracovavanim,
ak pravne predpisy nezakazujl
takéto informovanie na zaklade
dolefitych dévodov vo verejnom
zaujme;

2.3 zabezpedi, aby sa pracovnici, ktori
sii opravneni spracovavat osobné
udaje, zaviazali k  ochrane
dévernosti alebo sa na nich
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2.4

2.5

2.6

2.7

2.8

appropriate statutory obligation of
confidentiality;

take all reasonable steps to
ensure  the reliability of any
personnel  engaged in  the

processing of Study Patient Data
and to ensure that any personnel
that process Study Patient Data

receive adequate training to
ensure compliance with this
Exhibit;

ensure that appropriate technical
and organizational measures are
adopted to ensure safekeeping
against unauthorized or unlawful
processing of Study Patient Data
and against accidental loss, or
destruction of, or damage to
Study Patient Data so as to
enable Medtronic to comply with
the General Data Protection
Regulation, taking into account
the sensitive nature of the Study
Patient Data and the particular
expertise of the Study Site in
relation to such Study Patient
Data and the related security and
confidentiality requirements;

upon request of Medtronic,
provide written particulars of all
technical and  organizational
measures detailed to a
reasonable level such that
Medtronic can determine whether
or not, in connection with the
Study, any Study Patient Data is
or has been processed in
accordance with the General Data
Protection Regulation.

make arrangements to ensure
that back-up records of the
current Study Patient Data are
maintained and updated on a
reqular basis;

promptly notify Medtronic and
provide Medtronic with full co-
operation and assistance, in
relation to any complaint, notice
or communication which relates
directly or indirectly to the
processing of Study Patient Data

2.4

.5

2.6

2.7

2.8

vztahovala  prislusna  zdkaenna
paovinnost zachovania dévernosti;

vykona vsetky primerané kroky na
zaistenie spolahlivosti  vSetkych
pracovnikov _zapojenych do
spracovavania Udajov pacientov v
Stadii a na zabezpecenie, aby
vsetci  pracovnici  spraclvajtci
Udaje pacientov v Stadii  boli
primerane vyskoleni na Gcel
zaistenia suladu s touto Prilohou;

zabezpedi, aby boli prijaté vhodné
technicke a organizacné opatrenia
na Géel zabezpecenia ochrany pred
neopravnenym alebo nezakonnym
spracovanim Udajov pacientav v
Studii a pred nahodnou stratou ¢
znicenim alebo poSkodenim Udajov
pacientov v Stadii, aby wmohla
spoloénost  Medtronic  dodrzat
Vieobecné nariadenie o ochrane
idajov so zohladnenim citlivej
povahy Udajov pacientov v stidii a
Specifickej odbornosti  Strediska
zapojeného de Stidie vo vztahu k
takymto Udajom pacientov v Stadii
a slvisiacim poziadavkam na
zaistenie bezpecnosti a dovernosti;

na ziadost spolocnosti Medtronic
pisomne poskytne podrobné
informdcie o vietkych technickych
a organizacnych opatreniach v
primeranej tGrovnl podrobnosti, aby
spoloénost Medtronic maohla
stanovit, ¢ boli alebo sG v
stvislosti so Stidiou spracovavané
akékolvek Udaje pacientov v Stidii
v sulade 50 Vseobecnym
nariadenim o ochrane Udajov alebo
nie;

podnikne  opatrenia, aby sa
zabezpedilo, Ze sa uchovava a
pravidelne  aktualizuje  zaloha
zaznamov  aktudlnych  Udajov
pacientov v stadii;

bezodkladne oznami spolocnosti

Medtronic a poskytne jej pind
spolupraci a pomoc v stvislosti s
akoukolvek staznostou,
oznamenim alebo komunikaciou,
ktora sa tyka prlamo & nepriamo
spracovavania Udajov pacientov v
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2.9

2.10

2.11

or te Medtronic's compliance with
the General Data Protection
Regulation; promptly notify any
reguest received directly from the
Study Patients without responding
to that request, unless it has
been otherwise authorized to do
so in cases where the disclosure
is not required by law;

fully cooperate, on request, with
any supervisory authority in the
performance of its tasks and
promptly inform Medtronic of
such a request and any actions
taken to fulfill this request; where
possible, Study Site shall seek
Medtronic's position in relation to
any such requests prior fto
responding to them;

provide promptly to Medtronic
from time to time such
information and access, and fully
cooperate with Medtronic, as
Medtronic may require in relation
to Study Patient Data and Medical

Center's processing  facilities,
systems, personnel and
documentation, to enable
Medtronic to audit, inspect or
monitor compliance  with the
General Data Protection

Regulation and this Exhibit;

promptly inform Medtronic it any
Study Patient Data is lost or
destroyed or becomes damaged,
corrupted, or unusable and, at
Medtronic’'s request, restore such
Study Patient Data at Medical
Center’'s and Investigator's own
axpense; promptly notify
Medtronic without undue delay
after becoming aware of a Study
Patient Personal Data Breach;

2.9

2.10

2.11

stadii alebo dodrziavania
Vieobecného narladenia o ochrane

tdajov zo strany spolocnosti
Medtronic, bezodkladne oznami
prijatie  akejkolvek  poziadavky

priamo od Pacientov v stadii bez
toho, aby odpovedala na dand
poziadavku, ak nie je inak
opravnena tak udinit v pripadoch,
kedy poskytnutie nie je
pozadované pravnymi predpismi;

bude na poziadanie pine
spolupracovat 5 akymkolvek
organom dohladu pri plneni svojich
tloh a bezodkladne bude
informovat spolocnost Medtronic o
takejto Ziadosti a akychkolvek
ukonoch wvykonanych na (Gcel
splnenia  takejto  ziadosti. WV
pripadoch, kedy to bude mozne, si
Stredisko zapojené do Stidie
vyZiada stanovisko spolocnosti
Medtronic vo vztahu k akymkolvek
takymto poziadavkam pred tym,
ako na ne bude reagovat;

bezedkladne bude  poskytovat
spoloCnosti Medtronic priebezne
také informacie a pristup a pine
spolupracoval so  spoloénostou
Medtronic, ako bude spolotnost
Medtronic poZadovat v sivislosti s

Udajmi pacientov v Stidii a
zariadeniami, systémami,
pracovnikmi a  dokumentaciou
spracovavania Strediska
zapojeneho do  Studie, aby
umoznilo speolocnosti  Medtronic
vykonaval audit, kontrolu a
maonitorovanie suladu S0

VSeobecnym nariadenim o ochrane
udajov a tejto Prilahy;

bezodkladne informuje spoloénost
Medtronic v pripade straty alebo
znicenia ¢ poskodenia, narusenia
alebo nepouzitefnosti akychkolvek
Udajov pacientov v Stadii a na
Ziadost  spoloCnosti  Medtronic
obnovi takéto Udaje pacientov v
stadii na vlastné naklady Strediska
zapojeného do stadie a
Skusajuceho a bez zbytocného
odkladu oznami spolotnosti
Medtronic  Porusenie  ochrany
osobnych ddajov  pacientov v
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2.12

2.13

2.14

2.15

ensure that Study Patient Data is
accurately entered inte data
management systems and, where
necessary, kept up to date,
corrected or erased if found to be
inaccurate;

have appropriate procedures in
place for the archiving of the
Study Patient Data after the end
of the Study, in accordance with
local regulations ; at the end of
the legally mandated archiving
period, or upon Medtronic’s prior
explicit  written instructions,
ensure the destruction of Study
Patient Data and promptly inform
Medtronic of this same;

maintain a full written record of
processing activities under their

responsibility, including
appropriate evidentiary
documentation of their

compliance with their obligations
under this Exhibit;

otherwise perform any of the
Duties so that Medtronic is
compliant with the General Data
Protection Regulation.

Liability and Indemnification
Study Site shall indemnify, keep
indemnified and hold harmless

Medtronic against all losses,
claims, demands, liabilities, costs
and expenses (including
reasonable legal costs and

disbursements) incurred by them
in respect of any breach of the
present Data Processing Schedule
by Study Site and/or any act or
omission of Study Site and
provide all reasonable assistance
to Medtronic in connection with

any civil, administrative or
criminal  proceedings  against
Medtronic.

2.12

2.13

2.14

2.15

3.

Studii;

zabezpedi, aby boll Udaje pacientov

v stidii presne zadané do
systéemov spravy Gdajov a v
pripadoch, kedy sa to bude
vyzadovat, boli aktualizované,

opravené alebo vymazané, ak sa
zisti, Ze sU nepresne;

zavedie primerané postupy na
archivaciu Udajov pacientov Stidie
po ukonéeni Stadie v sdlade s
miestnymi nariadeniami. Na konci

pravnymi predpisml| stanoveného
obdobia archivacie alebo na
zaklade predoslych  vyslovnych
pisomnych pokynov  spolocnosti
Medtronic  zabezpedi  znicenie
Udajov pacientov v &tGdii a
bezodkladne o nfnom  informuje

spolocnost Medtronic;

uchova Upiny pisomny zaznam o
aktivitdch spracovavania v ramci
svoje] zodpevednosti, a to vritane
primeranej dokumentacie
dokladajicej sidlad so svojimi
povinnostami na zdklade tejto
Prilahy;

inak bude pinit vsetky Povinnosti
tak, aby spolotnost Medtronic
dodrzala VSeobecné nariadenie o
ochrane udajov.

Zodpovednost a odSkodiovanie
Stredisko  zapojené do  Etddie
odskodni a zachova edskodnenie a
bude chrdnil spolofnost Medtronic

s ohladom na wvsetky straty,
naroky, poziadavky, zavazky,
naklady a wydavky (vratane

primeranych nakladov a Utrat na
pravne zastlpenie), ktoré jej
vzniknu s ohladom na akékolvek
porusenie prislusného  Sipisu
spracovavania Udajov zo strany
Strediska zapojeného do Studie
a/alebo akéhokolvek konania &
opomenutia zo strany Strediska
zapojeného do Stidie, a poskytne
spolotnosti Medtronic vietku
primerani pomoc v stvislosti s
akymkolvek obéianskopravnym,
spravnym alebo trestnopravnym
konanim proti speloénosti
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ATTACHMENT 4 / PRILOHA €. 4
Partnership Clause / DoloZka o partnerstve

1. Systém riadenia

Partner vecneho vztahu (obchodny partner:
externa zmluvna strana) sa zavazuje, Zze v
ramci svoje] organizacie  prijme Gé&inny
systém riadenia schopny zabranit' korupénym
trestnym  Cinom  Gplatkarstva/podplacania
s ciefom zpeuZitia Uradnej moci, pravemoci,
vplyvu €i postavenia, za Ucelom porusenia
zakona, Uplatkarstva pri pravnych (konoch,
navadzania na takéto zneuzitie, vydieranie
alalebo spreneveru.

2. Platobné systémy

Partner vecného wvztahu sa pri vykone
cinnosti v ramci zmluvného vztahu so
spolocnostou Narodny Ustav  srdcovych
a cievnych choréb, as. (dalej len ,NUSCH,
a.8.") zavazuje vykonavat platby vyhradne

takym spisobom, ktory umoznuje
identifikaciu  prijemcu a vyhybat sa
hotovostnym  platbam  alebo  platbam
v naturaliach.

3. Dary a odmeny

Partner vecného vzfahu sa zaviazuje, Ze
Ziaden z |ej predstavitelov, zastupcov,
zamestnancov, alebo inych osdb konajicich
v jeho mene pred uzatvorenim alebo pocas
plynutia zmluvného vztahu nebude priamo
alebo nepriamo ponukat, davat, poskytovat,
vyzadovat' ani prijimat finanéné prostriedky
alebo akekolvek iné ocenitelné hodnoty,
alebo poskytovat akekolvek wyhody, dary,
alebo pohostenia za Ugelom ovplyviovat

konanie NUSCH, as., s vyuzitim
odmeriovania, alebo navadzania
k nekorektnému viykonu prislusnych

predstavitelov. NUSCH, a. s. za Géelom
zlskania alebo udrzania vyhody pri vykone jej
ginnosti v rozpore so vieobecne zavaznymi
pravnymi predpismi Slovenskej republiky
(dalej len ,SR"). Je mozneé vsak poskytnut
prejav.  zdvorilosti s nizkou  finanénou
hodnotou, napr. knihy, kvety, katalogy,
drobne spomienkoveé predmety pri
pracovnych stretnutiach alebo oficialnych
rokovaniach, pripadne pohostenie v hodnote
obeda v primeranej restauracii.

1. Management System

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

2. Payment Systems

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

3. Gifts and Rewards

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

Clinical Investigation Agreement Template_EMEA_version 4_November 2013

Medtronic ref.: A 1638473

Version 2_27APR2021_with reference to DISSECT-N Version 2_09APRIDZ0

Page 45 of 48




Medtronic

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

Partner vecného vztahu nesmie vyvijat i uz
priamy alebo nepriamy natlak na politickych
predstavitelov, zamestnancov itatne
averejne] spravy (napriklad poskytovanim
vlastnych priestorov, prijimanim navrhnutych
uchadzacov o pracu, konzultovanim dohod)
s ciefom ziskat vyhody pri uzatvarani
zmluvnych vztahov s NUSCH a.s.

5. Nulovy konflikt zaujmov

Partner vecného vztahu vyhlasuje Zze Ziaden

Z jej Statutarnych zastupcov :

a) nevykondva, ani nevykonaval cinnosti,
ktoré by predstavovali konflikt zaujmov z
hladiska uzatvorenia zmluvného vztahu
s NUSCH, a.s.,

b) nebol trestne stihany za:

- Subvenény podvod,

- Skreslovanie Udajov hospodarskej a
obchodne]  evidencie  (uvedenie
nepravdivych alebo hrubo

skreslujucich udajov alebo zatajenie
povinnych udajov o zavaznych
skuto€nostiach vo vykazoch),

- Korupciu (§ 328 — 336 zakona €.
300/2005 Z.z. Trestny zakon v zneni
neskorsich predpisov; napr.:
Prijimanie  Uplatku, Podplacanie,
Nepriamu korupciu).

6. Klauzula proti uplatkarstvu

Partner vecného wztahu vyhlasuje, Ze
poZiadavky NUSCH, a. s. uvedené v tejto
dolozke, vyplyvajlice z platnych pravnych
predpisov Slovenskej republiky v ramci boja
proti korupcii berie na vedomie a zavazuje sa
k ich dodrziavaniu. V pripade potreby blizsie

specifikovat’ poZiadavky DoloZky, bude
NUSCH, a. s. akceptovat znenie
schvdleného  protikoruptného  programu

u konkrétneho partnera vecného vztahu.

Zaroven sa zavézuje okamzite oznamit
primeranou formou uréenému zastupcovi
NUSCH, a.s., akékolvek podozrenie na
porusenie ktoréhokolvek ustanovenia tejto
dolozky, a byt plne sGginny pri dokladnom
sefreni podozrenia.

4. Relationship to the Political Parties or
Public Organizations

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

5. Zero Conflict of Interest

Material Relationship Party declares that

none of their statutory representatives:

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

a.s.
d) has been prosecuted for;
- subsidy fraud,
- distortion of  economic and
commercial records (indication of

false or grossly distorting data or
concealment of mandatory data on
serious indication in the reports),

- corruption (Section 328 — 336 of the
Act No. 300/2005 Coll. Criminal Code
as amended; e.9.: Accepting a Bribe,
Bribery, Indirect Corruption).

6. Anti-bribery Clause

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

At the same time, Material Relationship Party
undertakes to immediately notify the
designated representative of NUSCH, as., in
an appropriate form, of any suspicion of a
breach of any provision of this Clause, and to
be fully cooperative in the thorough
investigation of the suspicion.
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Paverenym zastupcom v spoloénosti
NUSCH, a.s., je osoba vykonavajlica dohlad
na dodrziavanim protikerupénych opatreni —
manazer
integrovaného manazérskeho systému (dalej
JMSY),  tel.: e-mail

Ak NUSCH, as.. preukaze partnerovi
vecného vztahu, porusenie akéhokolvek
ustanovenia tejto dolozky:

a) je opravneny pozastavit' plnenie predmetu
zmluvného vztahu po predchadzajlicom
pisomnom upozomeni, a to po dobu,
ktorlu povaZuje za nevyhnutn( vzhlfadom
na rozsah a charakter zistenia, maximalne
viak na dobu jedného mesiaca. Partner
vecného vztahu berie na vedomie a
suhlasi, Ze pofas doby nevyhnutnej na
zistovanie skutocnosti pre vySetrenie
podozrenia na porusenie ustanoveni tejto

dolozky nebudld wvznikat akékolvek
povinnosti a/alebo sankcie voéi NUSCH,
as., vyplyvajlce z takehoto
pozastaveného pinenia zmluvného
vztahu;

b) partner vecného vztahu je povinny prijat
vSetky relevaniné opatrenia, aby zabranil
strate, zneuZitiu alebo zni¢eniu listinnych
a inych dbdkazov vztahujicich sa k
prislugnemu konaniu.

7. UkonEenie zmluvného vzt'ahu

V pripade zistenia a preukazania porusenia
akychkolvek povinnosti uvedenych v tejto
dolozke partnerom vecného vztahu je
NUSCH, a.s,, na zaklade predchadzajliceho
pisomného upozornenia, aak na tomto
zaklade partner vecného vztahu neuskutoéni
napravu  vlehote jedného  mesiaca,
opravneny odstupit od zmluvného vztahu,
Partner vecného vztahu zodpoveda NUSCH,
a. s. za preukazanu skodu, ktora vznikne
porusenim ustanoveni tejto dolozky.

8. Dodatky k ustanoveniam a
podmienkam tejto dolozky o partnerstve

Tieto ustanovenia a podmienky Dolozky
o partnerstve nadobidaji pravnu zavaznost
a ucinnost dnom ich podpisu. DoloZzka méZe

The authorized representative of the

company NUSCH, as. is the person

supervising the observance of anti-corruption

measures -

manager of the integrated management

system (hereinafter "IMS"), tel.
email:

If NUSCH, a.s. proves the violation of any
provision of this clause to the Material
Relationship Party:

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

resulting  from such suspended
performance of the contractual
relationship;

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

7. Termination of Contractual
Relationship

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

Material Relationship Party shall bear
responsibility to NUSCH, as for proven
damage resulting from a breach of the
provisions of this Clause.

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

These Terms and Conditions of the
Partnership Clause shall become legally
binding and effective on the date of signature
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byt doplfiana alebo aktualizovana pisomnou
formou v spolupraci medzi partnerom
vecneho vztahu a NUSCH, as.

thereof. The Clause may be supplemented or
updated in writing as a result of cooperation
between the Material Relationship Party and
NUSCH, a.s.
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