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CLINICAL INVESTIGATION AGREEMENT DOHODA O KLINICKEM VYZKUMU

This Clinical

"Agreement”) is entered into from the Effective | ,dohoda”) se wuzavird k datu uG&innosti mezi

Investigation Agreement (the | Tato dohoda o klinickém vyzkumu (dale jen
Date by and between Medtronic and the Medical | spolecnosti Medtronic a zdravotnickym zafizenim
Center and/or the Investigator as specified in the | a/nebo hlavnim zkousejicim, jak je uvedeno v

tollowing contract details. nasledujicich podrobnostech smlouvy.

Contract details (the "Contract Details”): Kontaktni Udaje (dale jen kontaktni Gdaje”).

Preamble/
Preambule

In 2022, Medtronic plc acquired all of the outstanding equity nterests in
Affera, Inc. (the "Acquisition"). Following the Acquisition, the Clinical
Investigation Plan CP-00013 (“CIP") for the Study has been updated to
Revision D, dated 10 June 2025. /V roce 2022 ziskala spoleénost Medtronic
plc viechny nesplacené podily ve spolecnosti Affera, Inc. (dale jen "akvizice").
Po akvizici byl plan klinické zkougky CP-00013 ("CIP") pro studii aktualizovan

na revizi D ze dne 10. &ervna 2025.

Institut Klinické a Experimentalni Mediciny, with the business place Videnska
1958/9, 14021 Prague 4, 1D 00023001 (hereinafter also as ,|IKEM"), (S D
G ich Tech Med Consult, s.r.o., and Affera Inc. {,Affera inc”)
entered into a Medical Device Clinical Investigation Agreement regarding the
conduct of the study entitted “ A Safety and Performance Assessment of the
Affera SpherePVI™ Multi-Ablation System to Treat Paroxysmal Atrial
Fibrillation” (,Study”) effective as of 18 November 2021 (hereafter ,Affera
Agreement”). Parties herewith enter into a new agreement and mutually agree
that the Affera Agreement shall be terminated and replaced by this
Agreement as of the Effective Date

/ Institut Klinické a Experimentalni Mediciny, se sidlem Videnska 1958/9,
14021 Prague 4, ID 00023001 (hereinafter also as ,IKEM") (D
@ -igh Tech Med Consult, s.r.o., a Affera Inc. (dale jen "Affera Inc")
uzaviely smlauvu o klinickém vyzkumu zdravotnickych prostiedkd tykajici se
provadéni studie s nazvem "Hodnoceni bezpecnosti a vykonu multiablaéniho
systému Affera SpherePVI™ pro [é¢bu paroxysmalini fibrilace sini" (dale jen
"studie") s G&innosti od 18. listopadu 2021 (dale jen "dohoda Affera”). Smiuvni
strany timto uzaviraji novou smlouvu a vzajemné se dohodly, Ze Dohoda Affera

bude ukonéena a nahrazena touto Dohodou k Datu Géinnost.
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Collaboration Clinical Research Organization

The Study will be supported by external Clinical Research Organization (CRO)
High Tech Med Consult, s.r.o., with address at Frimlova, 1322/4e, 155 00 Praha
5, Czech Republic, IC/Tax: 28473221 (,CRO").

Responsibility of the CRO is to serve as a local representatvie of Medtronic in
Czech Republic and assists Medtronic with regulatory tasks (e.g. Ethics
Commitee and Competent Approval), Site managment tasks, provide Holters
and Transtelephonic Monitor (TTM)to Study Site, Study monitoring and
support Study Site with close out visits The scope and duties of the CRO has
been concluded in a separate agreement with Affera Inc. effective as of
September 12, 2017./

Spoluprace s organizaci klinického vyzkumu Studie bude podpofena externi
organizaci pro klinicky vyzkum (CRO) High Tech Med Consult, s.r.o., se sidlem
Frimlova, 1322/4e, 155 00 Praha 5, Ceska republika, IC/Tax: 28473221
("CRO").

Odpovédnosti CRO je slouzit jako mistni zastupce spoleénosti Medtronic v
Ceské republice a pomahat spole¢nosti Medtronic s regulaénimi tkoly (napf
Etickd komise a kompetentni schvalovani), ukoly sprévy pracovisté, poskytovat
Holtery a transtelefonicky monitor (TTM) nebo implantabilni smyckovy
rekordér (ILR) na misto studie, monitorovat studii a podporovat pracovisté
studie s blizkymi navstévami Rozsah a povinnosti CRO byly uzavieny v

samostatné smlouvé se spolec¢nosti Affera Inc. s U¢innosti od 12. 23 2017.

All activities for the 18 patients enrolled have been finalized under the Affera
Agreement. Per Protocol Version E, the scope of the Study has been extended,
as besides Paroxysmal Atrial Firbrillation patients also Persistent Atrial
Fibrillation (AF) patients may be enrolled. Additionalpatients may be enrolled
under this Agreement defined in the section ,Maximum Number of patients
enrolled in the Study'./

Viechny aktivity pro 18 zafazenych pacientd byly dokonceny v ramci dohody
Affera. Podle protokolu verze E byl rozsah studie rozdifen, protoze kromé
pacientld s paroxysmalni fibrilaci sini mohou byt zafazeni také pacienti s
perzistentni fibrilaci sini (FS). Na zékladé této dohody mohou byt zafazeni dalsi
pacienti, jak je definovano v ¢asti Maximalni pocet pacientl registrovanych do

studie na studijnim pracovisti’.

Name of Study /
Nazev studie

A Safety and Performance Assessment of the Affera SpherePVI™ Multi-
Ablation System to Treat Paroxysmal Atrial Fibrillation (CP-00013) /
Hodnoceni bezpeénosti a vysledkli pouziti multiablaénihe systému
SpherePVI™ spoleénosti Affera k 1écbé paroxysmalni fibrilace sini (CP-
00013)
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Effective Date /
Datum aéinnosti

on the date of the publishing in the Register of Contracts in accordance with
the Act No. 340/2015 Coll, on the Register of Contracts as amended /
zvefejnénim v Registru smluv v souladu se zdkonem &. 340/2015 Sb., o registru

smluv v platném a G¢inném znéni

Medtronic Details /

Udaje o spoleénosti

Medtronic Bakken Research Center B.V., company having its principal place
of business at Endepolsdomein 5, 6229 GW Maastricht, The Netherlands /

Medtronic Bakken Research Center B.V., spole¢nost se svym hlavnim mistem

Medtronic podnikéni na adrese Endepolsdomein 5, 6229 GW Maastricht, Nizozemi,
("Medtronic")
G - - loyee of / zaméstnanec Institutu klinické
a experimentalni Mediciny, Videfskd 1958/9, 14021 Fraha 4, C7ech Republic
(“Investigator”) / (,,vyzkumny pracovnik")
and/a

Details Study Site / Institut Klinické a Experimentalni Mediciny, Videriska 1958/9, 140 21 Praha

Podrobnosti o
studijnim pracovisti

4, Czech Republic IC /Tax ID: 00023001 ("Medical Center”)/ (,,zdravotnické
stredisko”)

Investigator and Medical Center are designated jointly as “Study Site” and they
shall be jointly and severally liable for the execution of their obligations
defined in the Agreement. /

Vyzkumny pracovnik a zdravotnické stfedisko jsou spole¢né oznadavani jako
LStudijni pracovisté” a jsou spole¢né a nerozdilné odpovédni za splnéni svych

povinnosti definovanych v této dohodé.

Clinical Investigation
Plan / Plan klinického
vyzkumu

‘A Safety and Performance Assessment of the Affera SpherePVI™  Multi-
Ablation System to Treat Paroxysmal Atrial Fibrillation, Version E, 17 Junc -
2025 ("Clinical Investigation Plan”) which is incorporated herein by
reference, and any subsequent amendment which is also incorporated herein
by reference. /

+.Hodnoceni bezpecnosti a vysledk( pouziti multiabla¢niho systému
SpherePVI™ Affera k

, Verze E 10-Cerven-2025 (,Plan klinického vyzkumu”), ktery je do této

spolec¢nosti lécbé paroxysmalni fibrilace sini
smlouvy zapracovan formou odkazu, a jakékoli dalsi zmény, které jsou rovnéz

zapracovany do této dohody formou odkazu.

Estimated end date
of the Study /
Odhadované datum
dokonceni studie

January 31, 2028
(subject to change due to changes of the Clinical Investigation Plan) /
31 leden, 2028

(podléha zménam v dasledku zmén planu klinického vyzkumu)
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EstimatedMaximum
Number of patients
enrolled in the Study
/Maximalni pocet
pacienta
registrovanych do
studie na studijnim

pracovisti

200

Up to 200 patients may be enrolled at two sites in Czech Republic as defined in
the Clinical Investigation Plan. So far a total of 71 patients have been enrolled in
the Study.

Study Site may enroll additional patients, provided the number does not exceed
the maximum of 200 enroliments. Medtronic will notify Study Site in a timely
manner when nearing the maximum number and enrollments should be
stopped./ Na dvou pracovistich v Ceské republice miZe byt zafazeno az 200
pacientt definovanych v Planu klinickych zkou$ek. Dosud bylo do studie zafazeno
celkem 71 pacientd.

Pracovisté studie muze zafadit daldi pacienty za predpokladu, ze jejich pocet
nepfesdhne maximalni pocet 200 zépisu Spoleénost Medtronic bude pracovisté
studie véas informovat, pokud se pfiblizi maximalnimu poctu a registrace by mély

byt zastaveny.

(This number may be increased or reduced over time due toe changes of the
Clinical Investigation Plan without separate written amendment to the
Agreement) /

(Tento polet se mize v prabéhu Casu zvysit nebo snizit v disledku zmén planu

klinického vyzkumu bez samostatnych pisemnych zmén této dohody)

Study Devices /
Studijni vybaveni

Affera Sphere-360™ Multi-Ablation System / Multiablacni systém SpherePVI™
spoleénosti Affera ("Study Device”)

Study Site represents and warrants that within this Study the Study Device will
only be used pursuant to the Clinical Investigation Plan and with Study

participants enrolled in the Study and under the Investigator’s supervision. /

Studijni pracovisté prohlasuje a zarucuje, Ze zdravotnicky prostfedek souvisejci s
touto klinickou zkouskou bude pouzivan pouze v souladu s planem klinické

zkousky u subjektd zafazenych do této studie, a to pod dohledem zkousejiciho.

Medtronic shall provide Study Site free-of-charge with a sufficient number of
the following Study Device components (“Study Device Components”) for
conducting the Study / Spolecnost Medtronic poskytne studijnimu pracovist

bezplatné dostatecny pocet studijniho vybaveni k provedeni studie.

Model Number | Component / studijni vybaveni

/ Cislo modelu

AFR-00012 Sphere-PVI™ Catheter (Sphere-360™ Catheter)
AFR-00001 Sphere-9™ Catheter (optional)

AFR-00006 Catheter Extension Cable

AFR-00002 Tubing Set (optional)
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AFR-00022 Sphere-360 Ablation Cable
AFR-00007 Location Reference Patch Kit (optional/volitetny)
AFR-00015 Impedance Localization Patch Kit

(optional/volitelny)

AFR-00021 Magnetic Localization Patch Kit (optional/volitelny)

Study Site agrees to use the Study Device Components solely for the Study
Study Site shall be responsible for the safe storage and upkeep of the Study
Device Components. Upon the termination or expiration of this Agreement,
Study Site shall immediately return any unused Study Device Components to

Medtronic at Medtronic's cost.

Study Site shall not claim reimbursement of costs related to the purchase of
Study Device Components from the local social security or any other third
party. /

Studijni pracoviité se souhlasi s pouzitim studijniho vybaveni vyhradné k Gcelam
studie. Studijni pracovisté ponese odpovednost za bezpecdné skladovani a udrzbu
studijniho vybaveni. Po skonéeni nebo uplynuti platnosti této dohody vréti studijn
pracovisté neprodiené spolecnosti Medtronic na jeji naklady veskeré nepouzité
studijni vybaveni.

Studijni pracovisté nesmi od mistniho systému socidlniho zabezpeceni nebo
jakékoli jiné tfeti strany pozadovat nahradu za naklady vynaloiené na nakup

studijniho vybaven.

Loan Study Device Components

The following Study Device components will be loaned for the duration of the

Study (,Equipment”).

Model Number | Component / studijni vybaveni Quantity/
/ Cislo modelu Mnoizstvi
AFR-00004 HexaGen™ RF Generator 1
AFR-00008 HexaPulse™ PF Generator 1
AFR-00005 HexaFlow™ Irrigation Pump 1
AFR-00003 or -HexaMap™ Catheter Interface Unit 1
AFR-00016 (CIU)

-Prism-1 Software and Workstation

-Magnetic Field Generator
AFR-00013 System Cart (optional/volitelny) 1
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Medtronic shall provide the Equipment free-of-charge for conducting the
Study. Study Site agrees to use the Equipment solely for the Study. Medtronic
shall retain all rights of possession and awnership in the Equipment and Study
Site shall acquire no rights of possession or ownership in the Equipment
pursuant to this Agreement or otherwise. Study Site shall be responsible for
the safe storage and upkeep of the Equipment. Upon termination or expiration
of this Agreement, Study Site shall immediately return the Equipment to
Medtronic at Medtronic's costs./

Spolec¢nost Medtronic poskytne bezplatné zafizeni k provedeni studie. Studijni
pracovi§té se zavazuje pouzivat poskytnuté zafizeni vyhradné k G¢eldm studie

Spole¢nost Medtronic si ponechavéd veskera vlastnickd prava a vlastnictvi
zafizeni a studijni pracovi$té neziskd zadna vlastnickd prava ani viastnictvi
zaiizeni na zdkladé této smlouvy ani jinak. Studijni pracovi§té ponese
odpovédnost za bezpeéne skladovani a idrzbu zafizeni Pfi skonéeni nebo
uplynuti platnosti této dohody vrati studijni pracovisté neprodiené veskeré
zafizeni spole¢nosti Medtronic na jeji naklady.

Medtronic undertakes to provide, at its own expense, the service and possible
revisions of the Equipment in accordance with the Medical Devices Act,
including the issuance of service protocols/ protocols on BTK {periodic safety
checks) and shipping expenses./ Medtronic se zavazuje na své naklady zajistit
servis a pfipadné revize zafizeni v souladu se zdkonem o zdravotnickych
prostiedcich, véetné vystaveni servisnich protokoli/protokold o BTK a naklady
na doprava

The contact person for IKEM for ordering service and sending service reports
and protocols is (NG - i address: (NG
D

/Kontaktni osobou za IKEM pro objednévani servisu a zasilani servisnich
vykazu a protokolt je pani (I R c-ailova adresa (GG
D

Medtronic 1s obliged to inform IKEM about the technical condition of the
Equipment and the operation of the Equpiment, to hand over the Statement
of Compliance, in the English language and other relevant documents
according to the Medical Devices Act./ Medtronic je povinen IKEM sezndmit
stechnickym stavem predmétu zafizeni, sobsluhou zafizeni, pfedat
Prohlaseni o shodébezpelnostné technické kontroly, Navod k obsluze
vanglicky jazyce a piipadné daldi relevantni doklady podle zédkona o

zdravotnickych prostfedcich.
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The handover/delivery of the Equpiment will be reported to tKEM in advance

while the place of notification is the Department of Medical Technology and
Equipment (OZT), (D D G G
N - < déni/dodavka zafizeni bude

oznamena IKEM predem, pfi¢emz mistem vyrozuméni je Oddéleni

zdravotnické techniky a investic do ZT (QZT! (D

Investments  in

Compensation for Services / Kompenzace za sluzby

Compensation Scheme / Systém plateb

Visit / Navétéva

Compensable item

Polozka naroku na ndhradu

Amount /
Castka

Informed Consent
Procedure Screening /
Zajisténi informovaného
souhlasu Screening

e Inclusion/Exclusion

« Patient Demographics
e Medical History

« Cardiac Medications
s Arrhythmia history

e Physical Exam

«TTE

¢ Thrombus screening (if
TEE)

e Vital Signs

e 12-Lead ECG

e Pregnancy test (if
applicable)

¢ Vyhodnoceni vstupnich kritérii
» Sbér demografickych dat

» Odbér anamnézy

» Odbér kardiologické medikace
e Odbér anamnézy arytmii

» Vlyhodnoceni fyzického stavu

o TTE

* Screening na trombus v LAA (v
pfipadé uziti TEE)

e Zaznam vytalnich funkei

e Odbér 12 svodového EKG

» Téhotensky test (pokud je
relevantni)

Index Procedure / Studijni
vykon

e Thrombus screening (if
ICE)

« Mapping and ablation
procedure

= Assess for Adverse Events

# Screening na trombus v LAA (v
pripadé uziti ICE)

» Vykon mapovani a ablace

* Posoudit za&znam nezddoucich
udalosti

Discharge after Index
Procedure / Propusténi
po studijnim vykonu

¢ Optional EGD (see below)
« Optional brain MRI (see
below)

s Vital signs

e 12-Lead ECG

¢ Arrhythmia history

e Cardiac Medications

e Assess for Adverse Events

» Volitelna gastroskopie jicnu (viz
nize)

s Volitelnd MRt mozku (viz nize)

e Zaznam vitalnich funkci

» Odbér 12 svodového EKG

» Odbér anamnézy arytmii

e Odbér kardiologické medikace
¢ Posoudit zaznam nezadoucich
udéalosti

Day 10 Follow Up {phone
call) / Kontrola 10 dni po
studijnim vykonu
(telefonicka)

e Cardiac Medications
» Assess for Adverse Events

» Odbér kardiologické medikace
» Posoudit zaznam neZadoucich
udalosti

Day 75 Follow Up (office
visit)/ Kontrola 75 dni po
studijnim vykonu
{navitéva ordinace)

sArrhythmia history
(TTM/ILR)

« Cardiac Medications

» Assess for Adverse Events
» Optional PV anatorny
imaging (MRI/CT, if
applicable, see below)

+Odbér anamnézy arytmiv
(TTM/ILR)

o Odbér kardiologické medikace
» Zaznam nezédoucich udalosti
e Volitelné zobrazeni anatomie
plicnich zil (MRI/CT, pokud je
relevantni, viz nize)

Remap Procedure /
Remap vykon

= Vital signs
e TTE

e Zaznam vitalnich funkci
e TTE

Clinical investigation Agreement Template_EMEA_Version 5.1_October 2018
Dohoda k klinickem vyzkumu - Sablona_EMEA_Verze 5.1_ﬁ’ijen 2018_JAN2021

{Version 2_170CT202S5) ONIT-40319140 Page 7 of 40 /Strana 7 z 40



Docusign Envelope ID: 70C682F7-076B-4E89-98F7-68913FB8B0F 88

¢ Thrombus screening (TEE
or ICE)

e 12-Lead ECG

e Pregnancy test " {if
applicable)

» PV anatomy imaging (ICE,
if applicable)

e Mapping (and ablation if
applicable) procedure

» Assess for Adverse Events

¢ Screening na trombus v LAA
(TEE or ICE)

e Odbér 12 svodového EKG

» Téhotensky test (pokud je
relevantni)

» Zobrazeni anatomie plicnich zil
(ICE, pokud je relevantni)

» Vykon mapovani (a pokud
relevantnii ablace)

» Zaznam nezadoucich udalosti

Discharge after Remap
Procedure

« Vital signs

s 12-Lead ECG

e Cardiac Medications

» Assess for Adverse Events

o Zaznam vitélnich funkci

» Odbér 12 svodového EKG

» Odbér kardiologické medikace
s Zaznam nezadoucich udalosti

Day 10 Follow Up after
Remap Procedure (phone
cally Kontrola 10 dni po
remap vykonu
(telefonicka)

« Cardiac Medications
» Assess for Adverse Events

» Odbér kardiologické medikace
» Zaznam nezadoucich udalosti

Day 180 Follow Up
{phone call or office visit) /
Kontrola 180 dni po
studijnim vykonu
(telefonicka nebo
navstéva ordinace)

» Arrhythmia history
(TTM/ILR+Holter)

» Cardiac Medications

¢ Assess for Adverse Events

e Odbér anamnézy arytmii
(TTM/ILR+Holter)

» Odbér kardiologické medikace
¢ Zaznam nezddoucich udalosti

Day 365 Follow Up
{phone call or office visit) /
Kontrola 365 dni po
studijnim vykonu
(telefonickad nebo
navétéva ordinace)

« Arrhythmia history
(TTM/ILR+Holter)

e Cardiac Medications

e Assess for Adverse Events

* Odbér anamnézy arytmii
(TTM/ILR+Holter)

» Odbér kardiologické medikace
& Zdznam nezadoucich udalostf

Study Exit / Ukonceni
utast) subjektu ve studii

lif not screen failure

nejedna-li se o nenaplnéni
vstupnich kriténi pfi screeningu

Procedures/ Procedura

Post procedural brain MRI
(it applicable)

MRI mozku po vykonu (pokud je
relevantni)

Post procedural EGD (if
applicable)

Gastroskopie jicnu po vykonu
(pokud je relevantni)

CT or MRI of pulmonary
veins anatomy at Day 75
Follow Up (if applicable)

CT nebo MRI anatomie plicnich
2il pfi kontrole 75 dni od
studijniho vykonu (pokud je
relevantni)

ESTIMATED TOTAL COST
PER TRIALSUBJECT

ODHADOVANE CELKOVA
CASTKA ZA SUBJEKT
HODNOCENI

ADDITIONAL FEES
(upon occurrence)/
DALSI POPLATKY (pii
vzniku)

Screen failures

Nenaplnéni vstupnich kritérii pfi
screeningu

Adverse Event Review and
AE CRF Completion

Posouzeni AE a vyplnéni AE CRF

Serious Adverse Event
Review and SAE CRF
Completion

Posouzeni SAE a vyplnéni SAE
CRF

Unscheduled visit

Neplédnovana kontrola

TURLNORIRIRE
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RA Audit/ Inspectian {per Poplatek za audit (za kazdy audit,

audit/ inspection, payable | splatny na zaklad& dorugené ]
on receipt of invoice issued | faktury vystavené zdravotnické

by the Medical Center) stiedisko)

Archiving of Clinical Archivace dokumentd klinické

Investigation documents zkousky (splatné pfi doruceni L]
(payable on receipt of faktury vystavené

invoice issued by the poskytovatelem po ukonéeni

Medical Center when klinické zkougky na strané

Clinical Investigation ends | zdravotnické stiedisko)

at the Medical Center)

Amendment to Agreement | Dodatek ke smlouvé (za kazdy

(per Amendment requested | dodatek ke smlouvé vyzadany L]
by the Sponsor, payable on | zadavatelem, splatny na zakladé

receipt of invoice issued by | dorucené faktury vystavené

the Medical Center) zdravotnické stfedisko)

Reconsenting fee (if Poplatek za opétovné schvaleni | (D
applicable) (pokud je to relevantni)

Compensation will be paid in full to Medical Center /Platba bude v plné vysi
Payee /Pfijemce o o
proplacena zdravotnickému zafizeni

Patient Travel Costs Reimbursement/ Nahrada cestovnich nakladd
pacienta

Moreover, Medtronic shall reimburse Medical Center for reasonable and
necessary travel expenses incurred by the Study patients for their Study-
related visits at Medical Center, provided that such expenses are properly
documented in the patient files and that the Study evaluation is not performed
under a regularly scheduled follow-up.

These expenses will be payable by Medtronic upon receipt of a detailed
Patient Travel Costs | invoice, which shall not contain any information that could identify the Study
Reimbursement / patients. Medical Center shall be solely responsible for the reimbursement of
Nahrada cestovnich | expenses directly to its Study patients. /
nakladi pacienta Spoleénost Medtronic navic proplati zdravotnickému zafizenipfimérené a
nezbytné cestovni vydaje vzniklé pacientdm ze studie v souvislosti s jejich
navitévou ve zdravotnickém zafizeniza pfedpoklady, Ze jsou tyto vydaje fadné
zdokumentovany v zaznamech pacientd a vyhodnoceni studie neni
provadéno jako soucast pravidelné planovaného sledovani.

Tyto vydaje uhradi spole¢nost Medtronic po obdrzeni podrobné faktury, ktera
nebude obsahovat zadné informace, které by mohly identifikovat pacienty ve
studii. Zdravotnické zafizeninese vyhradni odpovédnost za Ghradu vydajl

pfimo jeho pacientdm ve studii.

Account details Medical Center / Udaje o Gétu zdravotnického stiediska

Bank Account
Details /

Clinical Investigation Agreement Template_EMEA_Version 5.1_QOctober 2018
Dohoda k klinickém vyzkumu - $ablona_EMEA_Verze 5.1_F"?|'jen 2018_JAN2021

(Version 2_170CT2025) ONIT-40319140 Page 9 of 40 /Strana 9z 40



Docusign Envelope ID: 70C682F7-076B-4E89-98F7-68913FB8B0F 88

Udaje o bankovnim

uétu

Address / Adresa: Na Pfikopé 28, 11503 Praha 1, Czech Republic

Sort/Swift Code / Kéd banky/swift kéd: CNBACZPP

Payments will be done on a quarterly basis within 30 days upon receipt of an
Payment Terms / o S

itemized invoice. /
Platebni podminky

Platby budou provadény ¢tvrtletné do 30 dni od obdrzeni podrobnych faktur.

Governing Law /
Rozhodné pravo

This Agreement shall be construed and interpreted in accordance with the
laws of the Czech Republic, especially act. No. 268/2014 Coll, on medical
devices. The competent courts of the Czech Republic shall have exclusive
jurisdiction over any disputes arising out of this Agreement which cannot be
solved amicably between the parties. / Tato dohoda bude vypracovana a
vykladana v souladu s pravnimi predpisy Ceské republiky, zejména zdkonem
¢.268/2014 Sb., o zdravotnickych prostfedcich. Nad véemi spory vyplyvajicimi
z této smlouvy, které nelze mezi stranami vyfesit smirné, maji vyluénou

jurisdikci pislu§né soudy Ceské republiky.

Language /
Jazyk

In the event of a discrepancy between the Czech and English language
versions, the Czech version will prevail. /V pfipadé rozporu mezi ¢eskou a

anglickou jazykovou verzi bude rozhodna verze ceska.

The parties hereby agree as follows:

Strany se timto dohodly nasledovné:

1.1

1.2

1. DUTIES

Study Site agrees to perform the following duties

(together the "“Duties"):

1. POVINNOSTI

Studijni pracovisté se zavazuje vykonavat nasledujici

.

povinnosti (spolecné déle jen ,povinnosti”):

Conduct the Study in accordance with | 1,1 Provadét studii v souladu s touto dohodou,
this Agreement, the Clinical Investigation planem klinickych zkouSek, se viemi
Plan, all applicable standards for prislusnymi standardy k provadéni klinickych
conducting clinical investigations of zkousek zdravotnickych prostredkd pro
medical devices for human subjects, all lidské subjekty, se véemi pozadavky
requirements imposed by the Ethics kladenymi etickou komisi a jakymikoli jinymi
Committee, and any other applicable mistnimi, institucionalnimi nebo zdkonnymi
focal, institutional or legal requirements. pozadavky.

To the extent required by local law, | 1.2 V rozsahu pozadovaném mistnimi zakony

Ethics

approval and provide Medtronic with a

procure  written Committee

copy of the Ethics Committee statement.

obstarat pisemny souhlas Etické komise a
poskytnout spolecnosti Medtronic kopii

prohlaseni Etické komise
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13

1.5

1.6

1.7

or, if applicable, assist Medtronic with
submitting the Clinical Investigation Plan,
Informed Consent and other
Ethics

Committee to obtain such approval.

Patient
relevant information to the
Obtain the written informed consent of
each patient participating in the Study
using the form provided by Medtronic or
an alternative informed consent form
approved by Medtronic and the Ethics
Informed

Committee (the “Patient

Consent”)

Make best efforts to enrol a sufficient
number of patients until Study enrolment
has been completed, but not exceed the
Maximum Number of patients as defined
in the Contract Details. 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 Study Site.

Process and transfer to Medtronic all data
collected in accordance with the Clinical
Investigation Plan, by means of case

("CRF")

pseudonymized form, have all CRFs

report forms only in a

completed in a timely manner and
promptly respond to requests from

Medtronic for missing information.

Ensure that all physicians/staff assisting
the Investigator in conducting the Study
will comply with the terms and conditions
of this Agreement and provide Medtronic
such

with a list of all assisting

physicians/staff (“Delegation Task List").

13

1.5

1.6

1.7

nebo pfipadné pomoci  spoleénosti
Medtronic s predlozenim planu klinickych
zkousek, informovaného souhlasu pacienta
a dalsich prislusnych informaci etické komisi,
aby ziskala takové schvéleni.

Ziskat pisemny informovany souhlas
kazdého pacienta ucastniciho se studie s
pouZitim formulare poskytnutého
spoleé¢nosti Medtronic nebo alternativniho
souhlasu

formulare informovaného

schvaleného spoleénosti  Medtronic  a
etickou komisi (déle jen ,informovany
souhlas pacienta”)

Vynalozit maximalni  Usili  k  zajisténi
registrace dostatecného poctu pacientd,
dokud nebude dokoncena registrace do
studie, ale nepiekratovat maximalni pocet
pacientl, jak je definovan v podrobnostech
budou

zékladé kritérii pro zafazeni stanovenych v

smlouvy.Pacienti registrovani na
planu klinickych zkousek, aniz by byla
zaruéena dostupnost zamysleného poctu
pacientd na pracovisti studie.

Zpracovat a pfenést spolecnosti Medtronic
viechna data shroméaidéna v souladu s
planem klinickych zkousdek, a to
prostiednictvim formulafi hlaseni pfipadd
{,CRF* = Case Report Forms) pouze v
pseudonymizované

podobé, viechny

formulafe CRF vyplnit véas vyplnit a
neprodlené reagovat na zadosti spole¢nosti
Medtronic o chybéjici informace.

lékaii/zaméstnanci

Zajistit, aby vsichni

pomahajici  hlavnimu  zkouSejicimu  pfi
provadéni studie dodrzovali podminky této
dohody, a  poskytnout  spolecnosti
Medtronic seznam vSech téchto pomocnych
lékarG/zameéstnancd (,seznam

delegovanych ukola”).
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1.8

1.9

1.10

1.1

Ensure that all personnel performing
Study
applicable

duties relating to the are
adequately trained in all
regulations and any other applicable

institutional procedures and will attend

all training sessions required by
Medtronic.
Assist  Medtronic  in procuring  all

necessary governmental notifications
and approvals in due time.

Maintain records of correspondence as
required by applicable regulations,
including all correspondence with other
Ethics

monitors  or

investigators, Committee,

Medtronic, competent
authorities, and where applicable, i.e, if
the Study will be FDA
submission, the USA Food & Drug

Administration ("FDA"). Report to the

used for

Ethics Committee as required and send

Medtronic a copy of any such

communication.

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 another appropriate and qualified
person the
Additional

Center and/or Investigator's employer

participating in Study.

notification of the Medical

about Investigator's and/or delegates’
participation to investigator meeting is
not needed, except if required by local
transparency requirements or country-

specific regulations.

1.8

1.9

1.10

.1

Zajisut, aby viichni pracovnici plnici
povinnosti souvisejici se studii byli nalezité
proskoleni ve viech souvisejicich
predpisech a jakychkoli dalsich pfislusnych
institucionalnich postupech a zicastnili se
véech 3koleni vyzadovanych spolecnosti
Medtronic.

Pomaci spole¢nosti Medtronic véas obstarat

viechna potfebnd vladni oznameni a
schvaleni.
Udrzovat zaznamy o  korespondenci

vyzadované pfisluSnymi pfedpisy, véetné

veskeré korespondence 5 jinymi

zkousejicimi, etickou komisi, spolecnosti
Medtronic, monitory nebo pfislusnymi
orgény, a pokud je to relevantni, tj. pokud
bude studie pouZita k podéani Gfadu FDA,
USA Food and Drug Administration (,FDA”").
Podle potieby podavat zpravy etické komisi
a zaslat spole¢nosti Medtronic kopie jakékoli

takové komunikace.

Zajistit ucast hlavniho zkousejiciho na

setkénich  zkousejicich,  které  muaze

spole¢nost Medtronic piileZitostné

organizovat, nebo v pfipadé nedostupnosti
hlavniho zkousejiciho delegovat tuto Ucast
na jinou vhodnou a kvalifikovanou osobu
Dalsi  oznameni

ucastnici  se  studie.

zdravotnického zafizenia/nebo
zaméstnavatele hlavniho zkousejictho o

U€asti  hlavniho  zkousejiciho  a/nebo

delegata na schizce zkousejich neni tieba s
vyjimkou pfipadi, kdy to vyZzaduji mistni
nebo

poZzadavky na transparentnost

predpisy specifické pro danou zemi.
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1.12  Promptly report all Assess for Adverse | 1.12  Okamzité ohlasit véechny nezadouci ucinky
Events related to the Study and/or Study tykajici se studie a/nebo studijniho zafizeni
Device to Medtronic, and as required, to spole¢nasti Medtronic a podle potieby
the Ethics Committee and the competent etické komisi a pfisluinym organium.
authorities.

113 Assist Medtronic by providing additional 1.13 Pomoci spolecnosti Medtronic poskytnutim
information or data in the event a dalsich informaci nebo udaju v pfipadé, Ze
governmental/regulatory agency takové informace nebo Jddaje bude
requires such information or data. vytadovat viddni/regulacni ifad
2. MONITORING AND AUDITS 2. MONITOROVANI A AUDITY

2.1 Monitoring. Study Site agrees to permit | 2.1 Monitorovani.Studijni pracovisté se
employees or agents of Medtronic zavazuje umoznit béhem béiné pracovni
("Medtronic Monitors”) to monitor the doby a ve vzdjemné dohodnutych casech
Study records during normal business zaméstnancam nebo zastupcim spoleénosti
hours and at mutually agreed upon times. Medtranic {monitorujici osoby
Study Site will ensure Study-records are spoleénosti Medtronic”) sledovat zaznamy
ready for review prior to each visit and will studie. Studijni pracoviité zajisti, aby pied
allow Medtronic Monitors to have access kazdou navstévou byly zaznamy o studii
to all records for comparison, including pfipraveny ke kontrole, a umozni
source documentation, related to the monitorujicim osobam spolec¢nosti
Study. The review of such records is Medtronic pfistup ke viem zdznamim pro
subject to reasonable safeguards tor the srovnani, vfetné zdrojové dokumentace
confidentiality and privacy of Study souvisejici se studii. Kontrola téchto
patients’ data. Investigator and Study zaznami podléha pfiméfenym zarukam
Site's staff will be available during the visit duvérnosti a ochrany soukromi udajd
to respond to Medtronic Monitor's pacientd  studie. Hlavni zkousejici a
queries and further commit to follow up pracovnici studijniho  pracovidté budou
on any action items assessed during the béhem néavitévy monitorujicich osob
monitoring. spoleénosti Medtronic k dispozici, aby

odpovédéli na jejich otdzky, a dale se
zavazuji, Ze budou sledovat jakékoli polozky
akci posuzované béhem monitorovani.

2.2 Audits. Study Site will notify Medtronic | 2.2 Audity. Studijni pracoviité neprodlené,
immediately, at the latest within two nejpozdéji do dvou pracovnich dni, oznami
business days, if any government or spoleénosti Medtronic, pokud néktery vliadni
regulatory authority begins to conduct, or nebo regulaéni ufad zacdne provadét
gives notice of its intent to conduct, an inspekci/audit zahrnujici zaznamy studie,
inspection/audit that includes the Study nebo pokud oznami svij zamér takovy audit
records. Study Site will provide provést.  Studijni  pracoviité  poskytne
Medtronic with copies of all pertinent spoleénosti  Medtronic  kopie  viech
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2.3

written and electronic documents issued

by the government or regulatory
authority and any proposed response.
Medtronic may review in advance and
comment within two business days on
any proposed responses that pertain to
the Study, and Study Site will incorporate
all reasonable requests for modifications
to the responses. Such response will
contain no false or misleading
information with respect to the Study or
Medtronic. Study Site will also provide
Medtronic with a copy of all written and
electronic documents, including the final
responses, that pertain to the Study and
are provided to the government or
authority,

confidentiality and privacy restrictions.

regulatory subject to
Should Medtronic be notified of any such
planned audit/inspection, it will also
inform Study Site immediately or at the

latest within two business days.

Cooperation. Study Site commits to
cooperate with all audits initiated by
governmental or regulatory agencies by
allowing access to the ornginal medical
records, including source
documentation, for purposes related to
this Study and in the case that results of
the Study will be FDA

submission, permit the FDA or other

used for

regulatory bodies to inspect the facilities
and records, provided that such access is
not prohibited by data privacy laws
concerning the patients involved in the
Study.

23

prislusnych pisemnych a elektronickych
dokumentl vydanych danym vladnim nebo
regulaénim ufadem a jakékoli navrhované
odpovédi. Spole¢nost Medtronic si mdaze
pfedem prostudovat a do dvou pracovnich
dnl okomentovat jakékoli navrhované
odpovédi, které se vztahuji ke studii, a
studijni pracovisté zahrne do své odpovédi
viechny pfiméfené zadosti o Gpravy. Takova
odpovéd nebude obsahovat 7adné faleiné

nebo zavadéjici informace tykajici se studie

nebo spoleénosti  Medtronic.  Studijni
pracovisté také poskytne spolecnosti
Medtronic  kopii véech pisemnych a

elektronickych dokumentd, véetné
zavéreénych odpovédi, které se vztahuji ke
studii a jsou poskytovény vladnimu nebo
regulaénimu Ofadu, s vyhradou omezeni
vztahujicich se k zachovani davérnosti a

ochrané soukromi.

Pokud bude spoleé¢nost  Medtronic
informovéna o kazdém takovém
planovaném auditu/inspekci, bude také

informovat studijni pracovisté okamzité

nebo nejpozdéji do dvou pracovnich dnd.

Spoluprace. Studijni pracoviité se zavazuje
spolupracovat se viemi audity zahajenymi
vladnimi nebo regulaénimi urfady tim, ze
umozni pfistup k originalnim |ékafskym
2aznamum véetné zdrojové dokumentace,
pofizenym pro Gely souvisejici s touto
studii, a v pfipadé, Zze budou vysledky studie
pouzity k podani Ufadu FDA, povoli ufadu
FDA nebo

provést kontrolu prostor a zdznamu za

jinym regulaénim organim
predpokladu, ze takovy pristup nenizakazan
zakony o ochrané osobnich udaju tykajicimi

se pacientu zapojenych do studie.
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3.1

3.2

3.3

3. COMPENSATION

Compensation. Medtronic shall pay the
party specified in the Contract Details
(the “Payee”) for the Duties performed
under this Agreement in full and
exclusive compensation according to the

Compensation Scheme.

Value-Added Tax. All
payable shall be deemed to be exclusive
of value-added tax (“VAT"). If VAT is

chargeable on any service, Medtronic

compensation

shall pay to the Payee, in addition to and

at the same time as paying the
compensation, an amount equal to the
amount of the VAT. The Payee shall
promptly provide a valid VAT invoice to
Medtronic.

The extent to which VAT is chargeable
and payable will be determined by the
relevant VAT requlations in the country of
the Payee in the first instance, and in the
second instance, in the country of
Medtronic {in the event that the Payee
and Medtronic are located in different
countries).

in the event that VAT or other applicable
indirect taxes are charged in error, a valid
credit note or amending invoice shall be
issued by the Payee, and the VAT or other
applicable indirect tax amount shall be
adjusted correspondingly. If it s
subsequently found that VAT was not
charged or charged at an incorrect rate,
the (additional) VAT due upon said
consideration will be paid by Medtronic
upon presentation by Payee of a valid
VAT invoice and under the conditions
that Medtronic has been notified of the
(additional) VAT within a reasonable time.
Payments. Payment is conditioned on
timely receipt and approval of the

documentation set forth below. Payment

3.1

3.2

33

3. NAHRADA
Nahrada. Spoleénost Medtronic vyplati
smluvni strané specifikované v
podrobnostech  smlouvy  (dale  jen

Jprijemca”) za povinnosti spinéné podle
této dohody celou a vyluénou ¢&astku

nahrady podle planu nahrad.

Dan z pridané hodnoty. Veskeré splatné
nadhrady a odmény se povaiuji za ¢astky bez
dané z pfidané hodnoty (,DPH"). Je-li u
kterékoli sluzby povinnost Gétovat DPH,
spole¢nost Medtronic zaplati pfijemci navic
a soucasné s vyplacenim sjednané nahrady
¢astku rovnajici se ¢astce DPH. Piijemce
platoy neprodiené pieda spolecnosti
Medtronic platnou fakturu s DPH.

Rozsah, v jakém se Uétuje a je splatnd DPH,
bude stanoven pfisludnymi pfedpisy o DPH v
zemi pfijemce v prvnim pfipadé a v druhém
pfipadé v zemi spolecnosti Medtronic (v
pfipadé, Zie se pfijemce a Medtronic
nachazeji v raznych zemich).

V pfipadé, ze budou DPH nebo jiné pfislusné
nepfimé dané uctovany omylem, vystavi
pfijiemce platny dobropis nebo opravnou
fakturu a odpovidajicim zpisobem upravi
castku DPH nebo jiné pfisluiné nepfimé
dané. Pokud se néasledné zjisti, ze DPH
nebyla Uétovana nebo byla uétovana
nespravnou sazbou, spolec¢nost Medtronic
DPH

protipinéni  po

zaplati (dodateénou) splatnou na

zékladé  uvedeného
predlozeni platné faktury s DPH a za

podminek, ze spole¢nost Medtronic byla

upozornéna na (dodateénou) DPH v
pfiméfené lhate.

Platby.Platba je podminéna vcasnym
pfijetim a schvalenim déle uvedené
dokumentace. Platba ndhrady bude
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of compensation will be made within the
Payment Terms and made payable by
bank transfer as specified in the Contract
Details based on itemized invoice and
compensation report. Invoice should be
the English and  Czech
language and mention the Study name.

written in

Prior to the payment of the compensation

Medtronic shall receive the complete

CRF, meaning that:

» All required data has been provided.

* CRFs are in compliance with the
Clinical Investigation Plan

s Patients were enrolled within the

agreed enrollment time window.

provedena v souladu s platebnimi

podminkami a bude splatnd bankovnim

prevodem, jak je uvedeno v podrobnostech

smlouvy na zakladé podrobné rozepsané

faktury a zpravy o nahradé. Faktura musi byt

vyhotovena v anglickém a Ceském jazyce a

musi uvadét nazev studie.

Pred vyplatou nahrady obdrii spolecnost

Medtranic vyplnény formuldi CRF, coz

znamena, ze:

= Budou poskytnuty viechny poZadovaneé
udaje.

= Formulafe CRF jsou v souladu s planem
klinickych zkousek.

* Pacienti byl zaregistrovani v pribéhu

Study Site will comply with all applicable
local and European data protection laws,
including but not limited to the General
Data (EU)
20146/679

Protection  Regulation

dohodnutého ¢asového obdobi
registrace.

34 Fair Market Value; No Inducement. The | 3.4 Spravedliva trini hodnota; Zadné
parties agree that the payments pobidky. Smluvni strany se dohodly, Ze
hereunder (a) are consistent with the fair platby podle této dohody (a) jsou v souladu
market value of the Duties and (b) have se spravedlivou trZni hodnotou za splnéné
not been determined in a manner that povinnosti; a (b) nebyly stanoveny
takes into account the volume or value of zpusobem, ktery zohlednuje objem nebo
any referrals or business otherwise hodnotu jakychkoli doporuéeni nebo
generated or anticipated between the obchodl. které by jinak vznikly mezi
parties. Nothing contained in this smluvnimi stranami nebo byly mezi nim
Agreement shall be construed in any ocekavany. Nic obsaZené v této dohodé
manner as any obligation or inducement nebude Zadnym zplisobem vykladano jako
for Study Site to purchase, order, povinnost nebo pobidka pro studijni
prescribe, or recommend any Medtronic pracovisté k nakupu, objednavan,
products. pfedepisovani nebo doporucovani

jakychkoli produktu spolecnosti Medtronic.
4. DATA PROTECTION 4. OCHRANA OSOBNICH UDAJU
4.1 Compliance with laws. Medtronic and | 4.1 Soulad se zdkony. Spolecnost Medtronic a

budou

véechny pfisluiné mistni a evropske zakony

studijni  pracovisté dodrzovat

na ochranu udajl, zejména vietné

obecného nafizeni o ochrané osobnich
udajl (EU) 2016/679 (GDPR).
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4.2

Personal data of Investigator and
Study team members. Medtronic will
process personal data of Investigator and
all other staff listed on the Delegation
Task List in order to execute the
Agreement and 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 Exhibit 2.

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
Exhibit 3

4.2

4.3

Osobni udaje vyzkumného pracovnika a
élent studijniho  tymu. Spole¢nost
Medtronic bude zpracovavat osobni udaje
vyzkumného pracovnika a viech ostatnich
zaméstnancid  uvedenych v seznamu
delegace ukoll za u¢elem plnéni smlouvy a
plnéni  jejich  zakonnych  povinnosti.
Zdravotnické zafizeni podporuje spole¢nost
Medtronic pfi odpovidajicim informovani
vyzkumného pracovnika, spolupracujiciho
vyzkumného  pracovnika a  dalsich
pracovnikd tim, Zze jim poskytne informacni

upozornéni v pfiloze 2..

Osobni udaje pacienti ve studii. Pro ucely
této studie jednd spole¢nost Medtronic pfi
zpracovani osobnich udajd pacienti studie
jako spravce udaju ve smysiu nafizeni (EU)
2016/679. Studijni pracovisté je povazovano
za zpracovatele Udaji a bude dodriovat
veskeré pozadavky spolecnosti Medtronic
tykajici se nakladani s udaji o pacientech ve
studii, jak je dale definovano v ustanovenich
o zpracovani udaja pfipojenych ke smlouvé
jako Ptiloha 3.
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5.1

5.2

5. CONFIDENTIALITY

Definition of Confidential Information.

"Confidential Information” means any

and all information disclosed or made

available during the term of this

Agreement by one of the Parties (the

“Disclosing Party”) to the other Party (the

"Receiving Party”) that.

a. isinformation identified as confidential
at the time of disclosure or within a
reasonable time thereafter;

b. is non-public information relating to
medical devices or therapies; research
or developmental work; specimens or
engineering information; business
plans such as financial, marketing or
sales information;

C. is part of this Agreement; or

d. relates to the Study Data pursuant to
Section 6 and/or Intellectual Property

pursuant to Section 7

Non-Disclosure. The Receiving Party
shall Confidential

information in confidence and protected

maintain the

against unauthorized access using the
same degree of care it uses to protect its
own confidential information of like

importance, but not with less than
reasonable care. Other than as set out in
this Agreement, the Receiving Party shall
not disclose the Confidential Information
to third parties without the prior written
consent of the Disclosing Party. An
Affiliate of Medtronic

considered a third party.

shall not be

5.1

5.2

§. ZACHOVANI DUVERNOSTI

Definice davérnych informaci. Pojem

,duvérné informace” znamena veskere
informace odhalené nebo zpfistupnéné
béhem doby platnosti této dohody nékterou
(dale

smluvni

ze smluvnich stran LZverejhujici
druhé (dale
Jprijimajici smluvni strana”) za téchto

strana”) strané
podminek:

a. informace, které jsou v dobé zvefejnéni
nebo v piiméfené dobé poté oznaceny
jako divérné;

b. informace, které jsou nevefejné, tykaji
se zdravotnickych prostfedkd nebo
terapii; vyzkumné nebo vyvojové prace;
vzorkd nebo technickych informaci;
obchodnich pland, jako jsou finanéni,
marketingové nebo prodejni

informace;

C. jsou soucasti této dohody; nebo
vztahuji se k Gdajum studie podle éasti
6 a/nebo k dusevnimu vlastnictvi podle
&asti 7

Nezverejnéni. Prijimajici strana zachovava
divérné informace v divérnosti a chranéné
pfed neopravnénym pfistupem se stejnou
mirou opatrnosti, jakou pouziva k ochrané
svych davérnych informaci srovnatelného
vyznamu, avSak ne meéné nei s pfiméfenou
pédi. Kromé pfipadld stanovenych v této

dohodé nesmi pfijimajici strana zpfistupnit

davérné informace jinym strandm bez
pfedchoziho pisemného souhlasu
zvefejniujici  strany. Pobocka spoleénosti

Medtronic se nepovazuje za treti stranu.
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53

54

55

Restrictions. The restrictions and
obligations of confidentiality shall not
apply to any portion of the Confidential
Information of either Party which:

a. can be proven to have been previously
known or developed by the Receiving
Party independent of, or apart from,
any disclosure by the Disclosing Party
to the Receiving Party,

b. is disclosed without restriction to the
Receiving Party in good faith by a third
party who is in lawful paossession
thereof and who has the right to make

such disclosure; or

(B!

is or becomes public knowledge or
becomes available to the Receiving
Party otherwise than by a breach of this
Agreement or any other obligation of

canfidence.

Confidential
information. The Disclosing Party retains

Ownership of

all rights, title and interest in and to its
Confidential Other than

expressly set out in this Agreement, no

Information.

disclosure of Confidential information

shall be deemed to grant either Party any

license, interest or other intellectual
property right to such Confidential
information.

Legally Required Disclosure. In the
event that a public authority requires
access to Confidential Information, the
Receiving Party will (to the extent legally
promptly
Disclosing Party about such request, and

permissible) notify  the

will  immediately provide to the
Disclosing Party the public authority's
Further, the
lake

written access request.

Receiving Party shall every

reasonable step to ensure protection of

the disclosed Confidential Information, to

5.3

5.4

5.5

Omezeni.Omezeni a povinnost zachovavat
micenlivost se nevztahuji na Zadnou <ast
Davernych informaci kterékoli ze Stran, u
kterych plati:

a. mlze byt prokadzano, Ze byly znamy
vyvinuty
pfijimajici stranou jiz dfive, nezavisle na

pfijimajici  strané nebo

jakémkoli  poskytnuti  zvefejhujici
stranou pfijimajici strané,

b jsou pfijimajici strané sdéleny v dobré
vife bez omezeni tieti stranou, ktera je
zakonnym drzitelem téchto informaci a
ktera ma pravo takové informace
zpfistupnit; nebo

c. jsou nebo se stanou vefejné znadmymi
nebo se stanou dostupnymi pro

pfijimajici stranu jinak neZ porusenim
této dohody nebo jakoukoli jinou
povinnosti zachovani divérnost

Vlastnictvi informaci.

Zvefejiujici strana si ponechdvd veskerd

davérnych

prava, naroky a zajmy na svych davérnych

informacich. Kromé pfipadd vyslovné

stanovenych v této dohodé se zadné
poskytnuti davérnych informaci nepovazuje
za udéleni jakékoli licence kterékoli ze stran,
udéleni 2ajmu ¢&i podilu nebo jiného prava
dusevniho vlastnictvi k témto davérnym
informacim.
Zakonem poZzadované zvefejnéni.
V piipadé, ze vefejny organ vyzaduje pfistup
k ddvérnym informacim, pfijimajici strana
bude o

informovat zvefejnujici stranu (v pravné

takové zadosti neprodlené
pfipustném rozsahu) a neprodlené poskytne
zverejnujici strané pisemnou zadost daného
Ufadu o pfistup kinformacim. Pijimajici
strana dale udini veskeré pfimérené kroky k
zajisténi ochrany zvefejnénych davérmych
informaci v rozsahu pfijatelném zdkonem.

Strany berou na védomi, Ze tato dohoda
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5.6

5.7

the extent acceptable by law. The parties
acknowledge that this Agreement must
be published in the Contract Register in
accordance with Act No. 340/2015 Coll.,
on the Contract Register, as amended

(hereinafter referred to as the "Contract

Register Act”). Publication will be
arranged by the medical center.
Medtronic  will  send an  emall

pravni@ikem.cz version of the agreement
for publication in a machine-readable
format as required by the Contract
Register Act.

Return of Confidential Information.
Upon expiration or termination of this
Agreement for any reason, the Receiving
Party shall,
Disclosing Party, and to the extent legally

upon request by the
permissible, return to the Disclosing Party
all data, information and materials of any
kind which Confidential

information.

constitute

Transparency. Medtronic will comply
with all applicable laws, regulations and
professional institution and association
guidelines with regard to its notification
obligations for this Study (“Transparency
Requirements”). Study Site therefore

acknowledges that Medtronic may
disclose all information relating to this
Study and/or this Agreement to the
extent required under the applicable

Transparency Requirements.

5.6

5.7

musi byt zvefejnéna v Registru smluv
v souladu se zdkonem ¢&. 340/2015 Sb., o
registru smluv v platném a ucinném znéni
(dadle jen ,zakon o registru smiuv”).
Zvefejnéni zajisti zdravotnické stfedisko.

Medtronic zaile na email pravni@ikem.cz

verzi dohody ke zvefenéni ve strojove
¢itelném formédtu tak jak je vyzadovano

zdkonem o registru smiuv.

Vraceni duvérnych informaci. Po uplynuti
platnosti nebo ukondeni této dohody z
jakéhokoli divodu vrati pfijimajici strana na
pozadani zvefejfiujici strany a v zdkonem
rozsahu strané

povoleném zverfejhujici

véechny udaje, informace a materialy
jakéhokoli druhu, které predstavuji davérné

informace.

Transparentnost. Pokud jde o oznamovaci
povinnosti pro tuto studii, bude spoleénost
Medtronic dodrzovat viechny pfisluiné
zakony, predpisy a smérnice profesnich
(.pozadavky

pracovisté

instituci a asociac{

transparentnosti’).  Studijni
proto bere navédomi, ze spole¢nost
Medtronic muze zverejnit veskeré informace
tykajici se této studie a/nebo této dohody v
pfistusnymi

rozsahu poZadovanem

pozadavky na transparentnost.
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6.1

6.2

71

6. OWNERSHIP & USE OF STUDY DATA

Ownership of Study Data. By signing
this Agreement, Study Site agrees that all
clinical data collected in accordance with
the Clinical Investigation Plan, including
data from the CRF (“Study Data”), is
owned by Medtronic, will be treated as
Confidential [nformation of Medtronic,
and may be pooled in a common
database that s owned by, or under

contract for, Medtronic.

Use of Study Data. Study Site
acknowledges that Medtronic can use
this Study Data for any lawful purpose,
including but not limited to, regulatory
submissions and  publications  as
provided in the Clinical Investigation

Plan.

7. INTELLECTUAL PROPERTY

Medtronic Intellectual Property. All
rights including but not limited to

patents, inventions, improvements or
suggestions, know-how, trade secrets,
registered designs, copyrights, database
rights, data, whether or not registerable,
or any applications to register any of the
aforesaid, and materials developed in
whatever medium (hereafter,
"Intellectual Property") relating to the
Study Device, the Study Data or resulting
from the performance of the Clinical
shall

("Medtronic

Investigation Plan, belong to

Medtronic Intellectual

6. VLASTNICTVi A POUZiVANI DAT STUDIE

6.1

71

Vlastnictvi dat studie. Podpisem této
dohody souhlasi studijni pracovisté s tim, ze
viechna klinickd data shroméaidéna v
souladu s planem klinickych zkousek véetne
udaja formulédfd CRF (,data studie”) jsou
majetkem spole¢nosti Medtronic, budou
informace

povazovana za  davérné

spole¢nosti  Medtronic a3 maohou byt
shromazdovéna ve spole¢né databazi, ktera
je vlastnictvim spoleénosti Medtronic nebo
na smluvnim zékladé urcena pro spoleénost

Medtronic.

Pouzivani dat studie. Studijni pracovisté
uznavé, ze spole¢nost Medtronic muze
pouzit pfedmétna data studie k jakémukoli
zékonnému ucelu, zejména véetné podani
ufadim a zvefejnéni, jak je uvedeno v planu

klinickych zkousek.

7. DUSEVNI VLASTNICTVI

Dusevni vlastnictvi spoleénosti

Medtronic. Viechna prava, zejména prava k
vynalezim, nebo

patentam, zlepienim

navrham, know-how, obchodnim
tajemstvim, registrovanym vzorim, autorska
prava, prava k databazim, data, at uz jsou
nebo nejsou registrovateln3, nebo jakékoli
Z3dosti o registraci kterékoli z wvyse
uvedenych polozek a vyvinuté materialy na
jakémkoli médiu (dale jen ,duSevni
vlastnictvi”), tykajici se studijniho zafizeni,
dat studie nebo vyplyvajici z provadéni
planu klinickych zkousek, patii spole¢nosti
vlastnictvi

Medtronic (,dusevni
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7.2

Property”). Study Site agrees to disclose
all such Medtronic Intellectual Property
promptly to Medtronic and acknowledge
that this will be Confidential information
of Medtronic and agree to treat it as such,
about

subject to the regulations

publications in Section 8.

Assignment of Medtronic Intellectual
Property. Study Site further hereby
assigns and shall assign to Medtronic, at
the request of, and in a form satisfactory
to Medtronic, all Medtronic Intellectual
Property. Study Site further agrees to
render such assistance as Medtronic may
require to perfect Medtronic Intellectual
Property and to publish, patent or protect
the same in any patent office or in
litigation, for reasonable compensation
based on the then prevailing hourly rate
for such services during the term of this
Should

law preclude Medtronic's

Agreement and thereafter.
applicable
ownership of the Medtronic Intellectual
Property, Study Site hereby grants to
Medtronic an exclusive, unlimited,
perpetual, fully paid-up and royalty free
license to freely and fully use, reproduce
and distribute the Medtronic Intellectual
Property, and agree to sign and deliver to
Medtronic any documents required to

complete such license.

Study Site represents and warrants that all
persons who work on the activities

described in this Agreement and

7.2

spoleénosti Medtronic”). Studijni

pracovisté souhlasi s okamzitym
zvefejnénim veskerého takového dusevniho
viastnictvi spolednosti Medtronic
spole¢nosti Medtronic a potvrzuje, ze se
bude jednat o davérné informace
spoleénosti Medtronic, a souhlasi s tim, Ze s
nimi bude zachazet jako s takovymi, v
souladu s pfedpisy o zvefejnéni v €asti 8.

Postoupeni a piifazeni duSevniho
vlastnictvi spoleénosti Medtronic. Studijni
pracovisté déle timto postupuje a pfifazuje
spoleé¢nosti  Medtronic veskeré dudevni
vliastnictvi spole¢nosti Medtronic na jeji
zadost a v uspokojujici podobé. Studijni
pracovité dale souhlasi s poskytnutim
takové pomoci, jakou mize spole¢nost
Medtronic pozadovat ke zdokonaleni
dudevniho vlastnictvi spole¢nosti Medtronic
a k jeho zvefejnéni, patentovani nebo
ochrané u jakéhokoli patentového Gfadu
nebo v soudnich sporech, za pfiméfenou
zékladé

pfevladajici hodinové sazby za tyto sluzby v

kompenzaci na momentalné
dobé platnosti dohody a po jejim skonceni.
Pokud pfisluiné pravni predpisy vyluéuji

viastnickd prava spolecnosti Medtronic k

dusevnimu vlastnictvi spolednosti
Medtronic, udéluje studijnl pracovisté
spoleé¢nosti Medtronic vyluénou,

neomezenou, trvalou, piné splacenou a

bezplatnou licenci k svobodnému a
uplnému uzivani, reprodukovani a distribuci
dusevniho vlastnictvi spole¢nosti Medtronic
a souhlasi s tim, Ze podepise a dorudi
spolecnosti Medtronic veskeré dokumenty
potiebné k dokonceni takove licence.

Studijni pracoviité prohlasuje a zaruduje, ze
viechny osoby, které pracuji na ¢innostech

popsanych v téte dohodé a pfispivaji k
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contribute to Medtronic Intellectual
Property shall have similar assignment
obligations in their contract with Study
Site, and shall therefore enable Study Site
to fully assign all rights in the Medtronic
Intellectual Property free of any third-

party nghts to Medtronic.

dusevnimu vlastnictvi spoleénosti
Medtronic, maji ve své smlouvé se studijnim
pracovistém podobné povinnosti tykajici se
postoupeni a pfifazeni, a protoc umozni
studijnimu pracovisti plné postoupit viechna
prava k dusevnimu vlastnictvi spole¢nosti
Medtronic bez jakychkoli prav tfetich stran

na spoleénost Medtronic

presentation and other forms of
publication regarding the Study Data.
Study Site may publish the results of work
performed under this Agreement, in
accordance with the Publication Policy
described in the Clinical Investigation
Plan and publication guidelines from the
Helsinki;

however, that any such Publication shall

Declaration  of provided,

be at a time determined by Medtronic
and shall be provided to Medtronic for

7.3 Dusevni vlastnictvi jinych osob nez
7.3 Non-Medtronic Intellectual Property. spole€nosti Medtronic. Dusevni vlastnictvi,
Intellectual Property not resulting from které nevyplyva z plénu klinickych zkousek
the Clinical Investigation Plan or not nebo nesouvisi se studijnim zafizenim nebo
related to the Study Device or the Study daty studie, zistdvd majetkem studijniho
Data shall remain the property of Study pracovisté a nebude poskytnuto spole¢nosti
Site and shall not be disclosed to Medtronic, pokud nebude existovat
Medtronic in the absence of a separate samostatnd dohoda tykajici se konkrétné
agreement specifically pertaining to such takového zvefejnéni, pokud dany predmét
disclosure, unless necessary to properly neni nutny ke spravné cinnosti, pochopeni
work, understand or protect the nebo ochrané dusevniho  vlastnictvi
Medtronic Intellectual Property  All spole¢nosti Medtronic. Veskeré duSevni
intellectual  Property disclosed by vlastnictvi odhalené hlavnim zkousejicim
Investigator to Medtronic in the absence spole¢nosti Medtronic v pfipadé
of such agreement may be used by neexistence  takové  dohody  mdlze
Medtronic for any purpose and without spole¢nost Medtronic pouzit k jakémukoli

additional compensation. ucelu a bez dalsi kompenzace.

8. PUBLICATION 8. ZVEREJNENI

B.1 Publications. "Publication” means all | 8.1 Zvetejnéni. ,Zverejnéni’ to znamend
abstracts, articles, manuscripts, vsechny vytahy, ¢lanky, rukopisy, prezentace

a daléi formy publikace tykajici se dat studie.
Studijni pracovisté mdze zvefejnit vysiedky
praci provedenych na zékladé této dohody v
souladu  se  zdsadami  zvefejfovani
popsanymi v planu klinickych zkousek a s
pravidly publikovani podle Helsinske
deklarace; aviak za predpokladu, ze jakakoli
takova publikace bude zvefejnéna v dobé
bude

poskytnuta ke

urcené spolecnosti Medtronic a

spole¢nosti  Medtronic
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8.2

8.3

review at least sixty (60) days prior to
submission or presentation.
Publication.

Multicenter Study Site

acknowledges that this Study s
conducted at multiple sites and that
Medtronic has a legitimate interest in
ensuring that a multi-center publication is
the first publication to be released or
presented regarding the completed
Study. Accordingly, Study Site agrees
that they will not independently publish,
publicly disclose, present or discuss any
results of or information pertaining to the
Study until a multi-center publication is
released; provided however, that if a
multi-center publication is not released
within one year after completion of the
Study at all sites involved in the Study,
Study Site will have the right to publish
the results of, and information pertaining
to, their activities conducted under this
Agreement, in accordance with the

provisions of this section.

Medtronic review. Medtronic will limit
its review to a determination of whether
Confidential Information (as defined in
Section 5) is disclosed and will not
censor or in any way interfere with
presentations or canclusions beyond the
extent necessary to protect Confidential
Information (other than Study Data), to
allow Medtronic to protect its rights in
patentable or copyrightable materials,
and to check for technical correctness of
Medtronic information. When requested
by Medtronic, Study Site will delay
Publications up to an additional ninety
(90) days to allow Medtronic to protect its
right in patentable or copyrightable
material. If notified by Medtronic within
the sixty (60) day review period according

8.2

83

kontrole nejméné Sedesat (60) dnu pied

{ejim odeslanim nebo prezentaci.

Multicentricka

uznava, ze tato

publikace. Studijni

pracovisté studie je
provadéna na vice pracovistich a Ze
spole¢nost Medtronic ma legitimni zajem na
zajisténi toho, aby multicentricka publikace
byla prvni publikaci ohledné dokoncené
studie, kterd bude vydana nebo predlozena
V souladu s tim studijni pracovisté souhlasi,
7e nebude nezavisle zvefejiiovat, vefejné
odhalovat, prezentovat ani diskutovat o
zadnych vysledcich nebo informacich
tykajicich se studie, dokud nebude vydana
aviak  za

multicentricka publikace;

predpokladu, Ze pokud multicentricka
publikace nebude vydana do jednoho roku
po dokondeni studie na viech pracovistich
zapojenych do studie, bude mit studijni
pracovi§té prévo zvefejhovat vysledky a
informace  tykajici se jeho <Cinnosti
provadénych v souladu s ustanovenimi
tohoto oddilu.
Kontrola spoleénosti Medtronic.
Spole¢nost Medtronic omezi svou kontrolu
na zjisténi, zda jsou davémné informace (jak
jsou definovany v éasti5) zvefejnény, a
nebude cenzurovat ani zadnym jinym
zpasobem zasahovat do prezentaci nebo
zavérad nad ramec nezbytny k ochrané
divérnych informaci (jinych dat nei dat
studie); to umoziuje spole¢nosti Medtronic
chranit sva prava k patentovatelnym
materialdm nebo materidlim chranénym
autorskymi pravy a kontrolovat technickou
spravnost informaci spole¢nosti Medtronic.
Na zadost spolecnosti Medtronic posune
studijni pracoviité publikovani az o dalsich
devadesat (90) dni, aby

Medtronic mohla

spolecnost
chranit sva prava v

patentovatelném materidlu nebo materialu
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to Section 8.1. that such Publication
Confidential Information or
Medtronic

information, Study Site shall delete what

contains
technical errors of
is reasonably identified as Confidential
Information and make the corrections to
Medtronic

information  prior  to

publication or presentation.

Pokud

béhem

chranéném  autorskymi  pravy.
Medtronic  oznami
dedesatidenniho (60) kontrolniho obdobi

podle ¢&asti 8.1, e takova publikace

spole¢nost

obsahuje  davérné  informace  nebo

technické chyby v informacich spolecnosti
Medtronic, studijni pracovisté odstranito, co
je odivodnéné oznaceno jako duvérné
informace, a nebo

pfed zvefejnénim

prezentaci  provede upravy udajd

spoleénosti Medtronic.

9.1

9.2

INSURANCE & INDEMNIFICATION

Proof of Insurance. Medtronic maintains
appropriate clinical trial liability insurance
coverage as required under applicable
taws and regulations and will comply with
applicable local law concerning specific

nsurance coverage.

Indemnification. Medtronic agrees to
indemnify Investigator and the Medical
claims

and

unanticipated personal injury to patients

Center against any and all

resulting from a  serious
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

Medical Center or the Medical Center.

staff members of

9.1

9.2

9. POJISTENI A ODSKODNENI

Doklad o pojisténi. Spolecnost Medtronic

kryti
odpovédnosti za klinické zkousky, jak to

udrzuje  odpovidajici  pojistné
vyzaduji pfislusné zadkony a predpisy, a bude
dodriovat piislusné mistni zakony tykajici se

konkrétniho pojistného kryti.

Odskodnéni.
souhlasi s tim, 2e odskodni wyzkumného

Spolecnost Medtronic

pracovnika a zdravotnicke zafizeni za

veskeré naroky wvzniklé z vainého a
neoéekavaného Urazu osob ucastnicich se
studie  vyplyvajictho z  nefunkénosti
studijniho zafizeni v pribéhu fadného plnéni
studie v souladu s planem kiinickych
zkousek, ktery neni zpusoben nedbalosti
nebo umyslnym porusenim povinnosti ze
strany vyzkumného pracovnika,
zaméstnancl zdravotnického zafizeni nebo

zdravotnického zafizeni samotného.
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10.1

10.2

103

104

10. REPRESENTATIONS & DISCLOSURES

Authorization and Notification. Study
Site represents and agrees that it has:

* full right and authority to enter into

this Agreement under any law,
regulation or policy applicable to
Study Site;
* no obligations or agreements
currently, and represent that it will not
enter into any obligations or
agreements during the term of this
Agreement, which are in conflict with
the execution of this Agreement or

performance of the duties.

Compliance Certification. The parties
agree that this Agreement shall be
performed in accordance with applicable
law, regulations and any policy, including
the policies of any organization with
which Study Site is associated.

Required Disclosures. Study Site agrees
to make complete and accurate
disclosures of any financial relationship
and engagement as required for any
scientific  medical  publications or
presentations. Also, Study Site will make
all necessary disclosure regarding the
contents of this Agreement to any
relevant

professional association,

industry body, authority or institution.

Conflict of Interest. Study Site shall not
perform the Duties in contravention of
their obligations to third parties. if a
conflict of interest may arise as a result of
Study Site’s activities with third parties,
Study Site will promptly notify Medtronic.
The parties will discuss the best means for

mitigating / avoiding such conflict.

10.1

10.2

10.3

104

10. PROHLASENI A ZVEREJNENI

Opravnéni a oznamovani. Studijni

pracovisté prohlasuje a souhlasi s tim, ze:

* ma plné pravo a opravnéni k uzavieni
této dohody podle jakéhokoli zakona,
nafizeni nebo zasad vztahujicich se na
studijni pracovisté;

* v soucCasné dobé neexistuji Zzadné

zavazky ani dohody, pficemz prohlasuje,

7ze béhem doby platnosti této smiouvy
neuzavie Zadné zavazky ani dohody,
které jsou v rozporu s plnénim této
smlouvy nebo plnénim souvisejicich

povinnosti.

Osvédceni shody. Smiluvni strany soubhlasi s
tim, Ze tato dohoda bude plnéna v souladu s
platnymi zakony, piedpisy a veskerymi
zdsadami, véetné zdsad jakékoli organizace,

ke které je studijni pracovisté pfidruzeno.

Nutna

souhlasi s tim, Ze zverejni Uplné a presné

zvefejnéni. Studijni pracovisté
informace o veskerych finanénich vztazich a
angazovanosti, jak je pozadovano pro
jakékoli védecké lékarské publikace nebo
Studijni

veskeré

prezentace. pracovisté rovnéz
nezbytné

tykajici se obsahu této dohody jakemukoli

poskytne informace

pfislusnému profesnimu sdruzeni,

prumyslovému orgéanu, Ufadu nebo instituci.

Stiet zajmd. Studijni pracoviité nebude
plnit své povinnosti v rozporu se svymi
povinnostmi vudi tfetim strandm. Pokud v
disledku aktivit studijniho pracovisté s
tretimi stranami mdaze dojit ke stietu zajmd,
studijni pracovisté to neprodlené ozndmi
Medtronic.  Smluvni

spolegnosti strany

projednaji  nejlepsi  prostiedky ke

zmirnéni/zabranéni takovym konfliktam.
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a.

a.

10.5 Competence.

Medical Center represents and
warrants that Investigator is an
individual who, because of 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.

Study Site is aware that all Study
Device labeling, instructions of use
and Study materials may be provided
in the English language. They
understand this language, and they
state that this will not jeopardize the

safety of the patients in the Study.

10.6 Ethical Conduct and Medical Decision-
Making.

Study Site represents and warrants
that all staff 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
or the sponsor of such activity for
reasons of non-compliance; that
Medical Center or Investigator have
never individually been terminated
from an investigational study for
reasons of non-compliance; and that
Medical Center or Investigator have
not been disqualified, restricted or
debarred by any regulatory authority
from conducting clinical trials.

Study Site 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 Investigator in

10.5 Kompetence.

a. Zdravotnické zafizeni prohladuje a
zarucuje, ze hlavni zkousejici je osoba,
kterd se diky skolenim a zkusenostem
kvalifikuje jako vhodny odbornik pro
zkoumani  bezpecnosti a  vykonu
studijniho zafizeni a 2e spolecénosti
Medtionic byl pfedloZzen pfesny
Zivotopis této osoby.

b. Studijni pracoviité si je védomo, ze
veskeré oznaceni studijniho zafizeni,
névody k jeho pouziti a studijni materialy
mohou byt poskytovany v anglickém
jazyce. Prislusni  pracovnici rozumi
tomuto jazyku a studijni pracovisté
prohlasuje, Ze to nijak neohrozi

bezpelnost pacientd ve studii.

10.6 Etické chovani a lékaiské rozhodovani.

a. Studijni  pracovi§té  prohlasuje a
zaru€uje, Ze iadny ze zaméstnancl
vybranych k dcasti na provadéni studie
se nikdy neudéastnil studie nebo jiné
vyzkumné &innosti, ktera byla ukoncena
etickou komisi nebo zadavatelem takové
¢innosti z ddvodu nedodrzeni pfedpisy;
fe zdravotni zafizeni nebo hlavni
zkousejici  nikdy nebyli jednotlivé
vylouéeni z vyzkumné studie z didvodu
nedodrieni pfedpisu; a Zze zdravotnické
zafizeni nebo hlavni zkousejici nebyli
diskvalifikovani, omezeni nebo
vylouceni Zadnym regulacnim organem

z provadéni klinickych studii.

b. Studijni pracovisté bude vykonavat své
povinnosti v souladu s nejvyssimi
standardy lékafské profese a s pokyny
spolenosti Medtronic, Veskera lekarska
rozhodnuti bude podle ockolnosti

pfijimat hlavni zkousejici v souladu s
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accordance with Investigator's
professional and  independent

medical judgment.

10.7 Continuing Compliance. Study Site shall
remain in compliance with the above
representations and obligations and shall
promptly inform Medtronic if Study Site is

no longer able to comply.

10.8 Registration. Study Site agrees 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.

10.7

10.8

odbornym a nezavislym lékafskym

usudkem vyzkumného pracovnika.

Pokracujici shoda. Studijni pracovisté bude
i nadéle dodrZovat vySe uvedend prohlaseni
a zdvazky a pokud jim jiz studijni pracoviité
nebude schopno dostédt, bude neprodlené

informovat spole¢nost Medtronic

Registrace. Studijni pracoviité souhlasi s
tim, ze spolecnost Medtronic provede
registraci studie do vefejné databaze, jako je
www.clinicaltrials.gov, aby byla dodrzena
Helsinska deklarace a pozadavky vyboru
editord lékafskych casopisu.

11. TERM AND TERMINATION

11.1  Term. This Agreement shall begin on the
Effective Date and continue in effect until
completion of the final Study report and
the final payment under this Agreement,
unless  otherwise  terminated In
accordance with this Section 11

11.2 Termination. If either party to this
Agreement should breach any provision
hereof, the injured party may give written
notice of the breach to the defaulting
party. If such breach is not remedied
within thirty (30) days of the written notice
thereof, the complaining party may
terminate this Agreement immediately by
providing written notice to the defaulting
party. The failure of a party to so
terminate this Agreement due to a
breach on the part of the other party shall
not constitute a waiver of its right to so
terminate on the basis of any subsequent

breach.

11. DOBA PLATNOSTI A VYPOVED DOHODY

111

11.2

Doba platnosti. Platnost této dohody zacina
dnem Géinnosti a pokraduje ai do
dokonéeni zavérecné zpravy o studii a
konecné platby podle této dohody, pokud
nebude v souladu s touto €asti 11 ukoncena

jinak.

Vypovéd' dohody. Pokud by kterakoli ze
stran této dohody porusila jakékoli jeji
ustanoveni, muze poskozend strana
pisemné vyrozumét o poruseni dohody
protistranu, kterd nedodriela podminky.
Pokud takové poruseni nebude odstranéno
do tficeti (30) dnli od pisemného oznameni
o tomto poruseni, miZe stézujici si strana
tuto dohodu okamzité ukonéit zaslanim
pisemné vypovédi protistrang, kterd neplni
své zavazky. Pokud poskozend strana
nevypovi tuto dohodu z divodu poruseni
dohod protistranocu, nebude to znamenat
vzdani se jejiho prava vypovédét dohodu na

zakladé jakéhokoli nasledného poruseni.
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Furthermore, Medtronic is entitled to
terminate this Agreement upon thirty (30)
days prior written notice to Study Site,
should Medtronic decide to discontinue
the Study.

Pokud se spoleénost Medtronic rozhodne
studii ukondit, je dale opravnéna vypovédét
tuto smlouvu pisemnou vypovédi zaslanou
studijnimu pracovisti se tficetidenni (30)
Ihatou

vypovédni pfed datem konce

platnosti smlouvy.

an agent, representative or employee of
Medtronic for any purpose. Except as
explicitly permitted in this Agreement,
Study Site may not incur any liability on
Medtronic's behalf nor bind Medtronic to
any obligations without the prior written

consent of Medtronic.

11.3 Effect of Termination. In the eventofan | 443  (éinek vypovédi. V piipadé predéasného
early cancellation or termination of this zrugeni neba vypovédi této dohody uhradi
Agreement, Medtronic shall compensate spole¢nost Medtronic pfijemci pomérnou
Payee pro-rata for the services rendered gast za sluzby poskytnuté do pfedmétného
up to that date, and all work entered into data a za veskerou praci zahajenou pied
before such cancellation or termination. timto zrudenim nebo vypovédi. Pfijemce
Payee shall refund Medtronic pro-rata vrati  spoleénosti  Medtronic pomérnou
any amounts it may have received in ¢astku z vyplacenych ¢éastek, které obdrzel
advance for services still to be rendered pfedem za sluzby, které maji byt pripadné
after such cancellation or termination, as poskytnuty po takovém piedéasném zruseni
the case may be. nebo ukonceni platnosti smlouvy.

11.4  Survivability. The sections on| 114 Pretrvavajici ustanoveni. Cast tykajici se
Confidentiality, Intellectual  Property, zachovani davérnosti, dusevniho vlastnictvi,
Representations & Disclosures, prohlaseni a zvefejnéni, vlastnictvi a
Ownership & Use of Data, Data pouzivani dat, ochrany udaji a pojisténi a
Protection and Insurance & odskodnéni podle této dohody zGstanou v
Indemnification of this Agreement shall platnosti i po skoneni platnosti nebo
survive the expiration or termination of vypovédi této dohody.
this Agreement.

12. MISCELLANEOUS 12. RUZNA USTANOVEN(

12.1 independent Contractor; No Authority | 12.1 Nezavisly smluvni dodavatel; 2adné
to Bind. Study Site shall be deemed to be opravnéni prfijimat zavazky. Studijni
an independent contractor for all pracovisté bude pro vsechny lcely
purposes and shall not be considered as povaiovano za nezavislého smluvniho

dodavatele a nebude v zadném pfipadé a k
7adnému Jucelu povazovano za agenta,
zastupce nebo zaméstnance spolecnosti
Medtronic. S vyjimkou pfipadi vyslovné
povolenych v této dohodé nemdaze studijni
pracovisté nést za spolec¢nost Medtronic
zadnou odpovédnost a bez predchoziho
pisemného souhlasu spole¢nosti Medtronic
ani nemuze zavazovat spole¢nost Medtronic

k jakymkoli zavazkim.
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12.2

12.3

124

12.5

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 in numbered
amendments and signed by the parties
hereto.

Counterparts. This Agreement may be
signed in three counterpart copies all of
which shall

Agreement and each of which may

together constitute one

equally evidence this Agreement.

Affiliates. "Affiliate” shall
entity directly or

controlling,

mean any
legal indirectly
controlled by or under
with, Medtronic.

“Control” shall mean a direct or indirect

common  control
ownership of at least 50% of the voting
rights in a legal entity. Medtronic has the
right, in its sole discretion, to perform any
obligations under this Agreement
through an Affiliate and share or transfer
any benefits or

protections  arising

hereunder amongst its Affiliates.

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.

12.2

123

124

125

Cela dohoda. Tato dohoda a jakékol jeji
pfilohy pfedstavuji uplnou smiouvu nebo
ujednani mezi stranami tykajici se pfedmeétu
této dohody. Zidné dodatky,

rozéifeni nebo Upravy této dohody nebudou

zmeény,

platné a zavazné, pokud nebudou udinény
pisemné formou ¢islovanych dodatkd a

podepsany smluvnimi stranami.

dohodu lze

podepsatve tiech stejnopisech uréenych

Smluvni strany. Tuto
smluvnim straném; viechny stejnopisy tvofi
spole¢né jednu dohodu a kazda z nich maze

tuto dohodu prokazovat stejné.

PfidruZené spoleénosti.  Pfidruzena

spoleénost” znamena jakoukoli pravni
entitu pfimo nebo nepfimo kontrolujici
spole¢nost  Medtronic,  kontrolovanou
spole¢nosti Medtronic nebo pod spoleénou
Medtronic.

.Kontrola” v této souvislosti znamena pfimé

kontrolou se spoleénosti
nebo nepiimé vlastnictvi nejméné 50 %

hlasovacich prav v pravnické osobé.
Spole¢nost Medtronic mé& pravo podle
svého vyhradniho uvédzeni plnit jakékoli
dohody

prostfednictvim pridruzené spolecnosti a

zavazky  vyplyvajici  z  této
sdilet nebo pfevadét jakékoli vyhody nebo
ochrany vyplyvajici z této dohody mezi svymi

pfidruzenymi spole¢nostmi.

Oznameni. Veskerd oznameni, pozadavky,
Zadosti, podani, zpravy nebo jakakoli jina

sdéleni povolené nebo vyZadované podle

této smlouvy budou zaslany smluvnim
stranam na adresy uvedené v
podrobnostech této dohody a budou

povazovany za platné realizované, pokud
jsou zaslany doporucené kazdé ze smluvnich
stran na uvedenou adresu. Kterdkoli ze
smluvnich stran muze zménit svou adresu

oznamenim dorué¢enym protistrané.
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12.6 No Assignment. Study Site may not | 12.6 Z&dné postoupeni. Studijni pracoviité
assign Study Site’s rights or abligations nemizZe postoupit prdva nebo povinnosti
under this Agreement without specific studijniho pracoviité podle této smlouvy
prior written approval from Medtronic. bez presné definovaného predchoziho

pisemného souhlasu spole¢nosti Medtronic.

12.7 Severability. In the event that any | 12.7 Oddélitelnost. V prfipadé, Zze kterékoli
provision of this Agreement is or ustanoveni této smlouvy bude nebo se stane
becomes invalid, prohibited or neplatnym, zakazanym nebo
unenforceable in any jurisdiction, the nevymahatelnym v kterékoli  jurisdikci,
inctfectiveness of such provision shall ot rieddinnost takového ustanoveni nebude mit
invalidate the remaining provisions of this za nasledek neplatnost  zbyvajicich
Agreement, which shall remain in full ustanoveni této dohody, kterd zlstanou v
force and effect. plné platnosti a u¢innosti.

*kk Kk *kk

IN WITNESS WHEREOF, the parties have executed this Agreement through their duly authorized

representatives as appropriate./

NA DUKAZ €EHOZ smluvni strany uzaviely tuto dohodu prostiednictvim svych fadné opravnénych

zastupcd.

MEDTRONIC

——

MEDICAL CENTER / ZDRAVOTNICKE ZARIZENi

z

Date / Daturr (A

INVESTIGATOR /HLAVNIi ZKOUSEJicCi

Clinical Investigation Agreement Template_EMEA_Version 5.1_QOctober 2018
Dohoda k klinickém vyzkumu - $ablona_EMEA_Verze 5.1_F"?|'jen 2018_JAN2021
(Version 2_170CT2025) ONIT-46319140

Page 31 of 40 /Strana 31 2 40




Docusign Envelope ID: 70C682F7-076B-4E89-98F7-68913FB8B0F 88

EXHIBIT 1
DATA PROCESSING INFORMATION
NOTICE

As you will contribute to the Study entitled: A
Safety and Performance Assessment of
the Affera SpherePVI™ Multi-Ablation
System to Treat Paroxysmal Atrial
Fibrillation' (the “Study”)

Medtronic, Medtronic will be provided with

sponsored by

personal data about you. This Notice 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:
s |dentifying data (name, address, email
address, phone number)
with  relevant

»  Curriculum  Vitae

qualifications and professional
experience as necessary to establish
your suitability for your role in the Study
{collectively reterred 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

PRILOHA 1
INFORMACE O ZPRACOVANI UDAJU

Vzhledem k tomu, ze budete pfispivat ke studii
A Safety and Performance Assessment
of the Affera SpherePVI™ Multi-
Ablation System to Treat Paroxysmal
Atrial Fibrillation’ (dile jen ,studie”) pod
obdrzi

spole¢nost Medtronic vase osobni udaje. Toto

zastitou  spolenosti Medtronic,
oznameni ma za ukol vas informovat o zpusobu,
jakym bude spoleénost Medtronic zpracovavat

vase osobni Gdaje.

Uéel a typ shromazd'ovanych osobnich Gdaji
Pro ucely fizeni studie a v souladu s pravnimi
povinnostmi podle pfisluiné legislativy tykajici
se klinickych vyzkumd, Medtronic Bakken
BV. se sidlem v
Endepolsdomein 5, 6229 GW Maastricht,
Nizozemi (,Medtronic") bude tato spolecnost
ukladat

Research  Center

shromazdovat, zpracovadvat  a
nasledujici udaje o vasi osobé:

* |dentitikaé¢ni Odaje (jméno, adresa, e-
mailova adresa, telefonni &islo)

» Zivotopis s pfislusnou kvalifikaci a
odbornymi  zkuSenostmi, které jsou
nezbytne k prokazani vasi vhodnosti pro
vasi roli ve studii
(kolektivné oznacované jako ,osobni
udaje”)

Uchovavani a zabezpeceni dat

Vase osobni ddaje budou ve spoleénosti
Medtronic uchovévany po celou dobu trvani
studie. Poté budou archivovany po dobu
stanovenou pfislusnymi klinickymi pfedpisy.
Spole¢nost Medtronic pfijme veskera technicka
a organizacni opatieni nezbytna k zajisténi
odpovidajici  urovneé dat

ochrany pred

neopravnénym pristupem nebo kradezi, jakoz i
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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
tor the sponsor, insofar as this is required for the
purpose of the Study, and accordingly may be
transferred 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 requirements

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
shall be

controller under the General Data Protection

Medtronic considered as data
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:

pred nahodnou  ztratou, nedovolencu
manipulaci nebo znicenim.

Pfijemci a pFfenos udajd

K vadéim osobnim udajim bude mit obecné
pristup pouze personal spole¢nosti Medtronic,
ktery se podili na fizeni studie.

Vase udaje mohou byt také poskytnuty dalsim
pridruzenym spoleénostem spole¢nosti
Medtronic nebo dodavatelim sluzeb tfetich
stran, ktefi pro zadavatele studie vykonavaji
¢innosti souvisejici se studii, pokud je to pro
ucely studie tieba, a mohou byt odpovidajicim
zplsobem preneseny do zemi, kde zakony
Evropské unie o ochrané osobnich Gdajd nelze
pouzit. V piipadé, Zze budou vase osobni udaje
pfedany pfijemci se sidlem ve tfeti zemi mimo
Evropskou unii, spole¢nost Medtronic zajisti,
aby toto pfeshraniéni zpracovani udajl bylo
odpovidajicim zpisobem chranéno a aby bylo
provadéno pouze zpusobem, ktery je v souladu
s obecnym evropskym nafizenim o ochrané
osobnich udaji ( EU) 2016/679 (GDPR) a se
véemi dal§imi pozadavky definovanymi mistnimi
zakony.

V souladu s mistnimi zdkony muZe byt od
spoleénosti Medtronic také vyzadovano, aby
piedavala osobni udaje organdm verejné
spravy, které se mohou nachazet v Evropské unii
nebo ve tfetich zemich.

Kontaktni udaje spolec¢nosti Medtronic
Spoleénost Medtronic je podle obecného
nafizeni o ochrané osobnich udaji povazovana
za spravce udajl, coz znamena, ze urdi ucely a
prostiedky, kterymi  jsou vaSe udaje
zpracovavany.

Mate-li jakékoli otdzky tykajici se zpracovani
vasich udajd spoleénosti Medtronic pro ucely
této studie, mazete kontaktovat povéfence pro

ochranu osobnich udaju spoleénosti Medtronic:
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Your rights

You are entitled to access your Personal data
processed far 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
to Medtronic's Data Protection

Officer at (G

Alternatively, you also have the right to lodge a

addressed

complaint to the local data protection authority.

Vase prava

Mate pravo na piistup ke svym osobnim udajom
zpracovavanym pro tuto studii a pravo
pozadovat opravu, omezeni, vymazani nebo
export téchto Udajid nebo mate pravo ziskat
dalsi

pfipadé predani do tretich zemi.

informace o ochrané vasich ddaju v
Jak)'/kol‘
poZadavek je tfeba zaslat inspektorovi ochrany
udaju  spoleénosti  Medtronic

Alternativné mate také pravo podat stiznost k

na adresu

mistnimu orgéanu pro ochranu Udaja.
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EXHIBIT 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

accordance wrth the Duties outlined in Section

and transfer to Medtronic, in
1 of the Agreement. Any processing that Study
Site undertakes outside of the context of this
Agreement and the Study, shall be conducted
under Study Site’s sole responsibility and
tiability and, for such processing, Medtronic
shall not be considered as the data controller.

At the end of the Study, Study Site'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”

Union Regulation 2016/679 on the

means the European

protection of natural persons with

regard to the processing of personal

PRILOHA 3

Ustanoveni o zpracovani dat

V souladu s €asti 4.3 dohody musi studijni

pracovisté pri zpracovéni osobnich ddaju
pacientd zafazenych do studie dodrzovat tato

ustanoveni (,adaje pacientu ve studii”).

dohody a

pracoviité zpracovavat udaje o pacientech

V  ramci studie bude studijni
studie pouze po dobu trvani smlouvy a studie.
Toto bude

shromazdovani udaji o pacientech ve studii,

zpracovani zahrnovat
vyplhovani formulaid CRF a pfenos dat do
spolecnosti Medtronic v souladu s povinnostmi
€asti 1 dohody. Jakékoli

zpracovani, které studijni pracoviité provadi

uvedenymi v

mimo ramec této dohody a studie, bude
provadéno na vyhradni odpovédnost a riziko
studijniho pracovisté a v pripadé takového
zpracovani nebude spole¢nost Medtronic
povazovana za spravce Udaja.

Na konci studie bude zpracovani ddajd o
pacientech ve studii v kontextu této dohody a
studie omezeno na uchovavani pfedmétnych
Udajt v souladu s platnymi pfedpisy o archivaci
zéznamu klinické studie a po dobu stanovenou

v téchto pfedpisech.

1. Vymezeni pojmu
Pro uely téchto ustanoveni o ochrané osobnich
udajb maji nasledujici podminky tento vyznam:
1.1 ,Obecné nafizeni o ochrané udaji”
(GDPR) znamena nafizeni Evropske
unie 2016/679 o ochrané fyzickych
osob v souvislosti

se zpracovanim

osobnich Udaji a o volném pohybu
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1.2

1.3

1.4

1.5

2.

2.1

2.2

data and on the free movement of such

data, and any relevant national laws.

shall

meaning of "data subjects” as defined in

"Study Patients’ have the

the General Data Protection Regulation.

“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 Data

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

Protection Regulation.

Data Protection

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

Agreement and the Study, to

process Study Patient Data strictly in
accardance with the written instructions
of Medtronic, as provided in the present
Data Protection Clauses, the Clinical
Investigation Plan and any further

documented instructions from
Medtronic, and to undertake any other
measures requested by Medtronic
and/or as required in order to comply
Protection

with the General Data

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

1.2

1.3

1.4

1.5

2.

téchto udaji a vedkerou pfislusnou

vnitrostatni pravni legislativu.
JPacienti ve studii’ ma vyznam
LSubjektl udajd”, jak jsou definovany v
obecném nafizeni o ochrané osobnich
udaju.
.Osobni udaje” ma vyznam definovany
v obecném nafizeni o ochrané osobnich

udajo.

.Porugeni osobnich adaji’ ma vyznam
definovany v obecném nafizeni o
ochrané osobnich ddaju.

F

Zpracované/zpracovani’ ma vyznam
definovany v obecném nafizeni o

ochrané osobnich Gdaju.

Ochrana osobnich udaja

Studijni pracovisté souhlasi s ohledem na

zpracovani udaju o pacientech ve studii v

kontextu dohody a studie, Ze:

2.1

2.2

bude zpracovavat tidaje o pacientech
ve studii striktné v souladu s pisemnymi
pokyny spoleénosti Medtronic, jak jsou
uvedeny v téchto ustanovenich o

ochrané osobnich u4daji, v planu
klinickych zkousek a jakychkoli dalsich
dokumentovanych pokynech
spolecnosti Medtronic, a bude pfijimat
veskera dalsi opatfeni pozadovana
spolecnosti Medtronic a/nebo podle
poZzadavki za Géelem  dodrieni
obecneho nafizeni o ochrané udajy;

bez ohledu

studijnimu

na vyse uvedené je
pracovisti umoznéno
zpracovavat a/nebo prenaset Udaje o

pacientech ve studii, pokud to vyzaduje
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2.3

2.4

2.5

2.6

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
confidenuality or are wunder an

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
ensure

adequate training to

compliance with this Exhibit,

ensure that appropriate technical and
organizational measures are adopted to
ensure safekeeping against
unauthorized or unlawful processing of
Study

accidental loss, or destruction of, or

Patient Data and against
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 technica!l and
arganizational measures detailed to a
reasonable level such that Medtronic

can determine whether or not, in

2.3

2.4

2.5

2.6

zakon; v takovéem pfipadé bude pred

zpracovanim nformovat spolecnost
Medtronic o tomto pravnim pozadavku,
pokud tento zdkon nezakazuje takové
informovani z ddlezitych divodi ve
vefejnéem zajmu;

zajisti, aby se pracovnici opravneni ke
zpracovani osobnich (daju zavazali k
micenlivosti nebo aby méli odpovidajici

zakonnou povinnost mic¢enlivosts;

prijme veskerd pfimérend opatreni k

zajisténi  spolehlivost veskerého
personalu zapojeného do zpracovani
udajo o pacientech ve studii a k zajisténi
toho, aby kaidy persondl, ktery
zpracovdva Judsje o pacientech ve
studii, absolvoval odpovidajici skoleni k
zajisténi souladu s touto pfilchou;

zajisti, aby byla prijata vhodna technicka
a organizaéni opatfeni k zajisténi
zabezpeceni pfed neopravnénym nebo
nezdkonnym zpracovanim udaji o
pacientech ve studii a proti nahodné
ztraté, zni¢eni nebo poskozeni idajl o
studii,

pacientech ve aby mohla

spoleénost  Medtronic  dodriovat
obecné nafizeni o ochrané osobnich
tdajd s ohledem na citlivou povahu
udajd o pacientech ve studii a zvlastni
odbornost studijniho mista ve vztahu k
témto udajum o pacientech ve studii a
souvisejicimi pozadavky na bezpecénost
a ddvérnost;

na zadost spolec¢nosti Medtronic uvede
pisemné udaje o viech technickych a
organizaénich opatienich, kterd budou
podrobné

popsana na primérené

grovni, aby mohla  spolednost
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2.7

2.8

2.9

2.10

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 regular 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 or to Medtronic's
compliance with the General Data
Protection Regulation; promptly notify
any request received directly from the
Study Patients without responding to
that request, wunless 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 to responding to

them;

provide promptly to Medtronic from

time to time such information and

access, and fully cooperate with

2.7

2.8

2.9

2.10

Medtronic uréit, zda v souvislosti se

studii jsou nebo nejsou udaje o
pacientech ze studie zpracovéavény v
souladu s obecnym nafizenim o
ochrané osobnich udaju.

zavede opatieni k zaji§téni toho, aby
byly

aktualizovany

pravidelné udrzovany a

zélozni  zdznamy o
aktudlnich datech pacientd ve studii;
bude

spole¢nost

neprodlené informovat

Medtronic a poskytne
spole¢nosti Medtronic plnou spolupraci
a pomoc v souvislosti s jakoukoli
stiznosti, oznamenim nebo komunikaci,
kterd se piimo nebo nepfimo vztahuje
ke zpracovani udajd o pacientech ve
studii nebo k dodrzovani obecného
nafizeni o ochrané osobnich Udaju
bude

neprodlené informovat o jakémkoli

spoleénosti Medtronic;

pozadavku obdrieném piimo od
pacientd ve studii, aniz by na tento
pozadavek reagovalo, pokud k tomu
nebylo jinak opravnéno v pfipadech,
kdy zvefejnéni neni vyZadovéno
zakonem;

bude na pozadani plné spolupracovat s
jakymkoli orgdnem dozoru pfi pinéni
jeho ukold a neprodlené informovat
spolecnost Medtronic o této Zadosti
predmétného orgdnu a o veskerych
opatienich pfijatych k jejimu splnéni;
pokud je to moine, pozada studijni
pracovisté o stanovisko spoleénosti
Medtronic ve wvztahu k jakymkoli
takovym Zadostem dfive, nez na né
odpovi;
neprodlené  poskytne  spolecnosti
Medtronic tyto informace a pfistup a

bude plné spolupracovat se spole¢nosti
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2.11

2.12

2.13

2.14

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
Data Protection

with the General

Regulation and this Exhibit;

promptly inform Medtronic if any Study
Patient Data 1s lost or destroyed or
becomes damaged, corrupted, or
unusable and, at Medtronic's request,
restore such Study Patient Data at Study
Site's own expense; promptly notify
Medtronic without undue delay after
becoming aware of a Study Patient

Personal Data Breach:

ensure that Study Patient Data is

accurately entered into 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

2.11

2.12

2.13

2.14

Medtronic, jak muaze spoleénost
Medtranic pozadovat v souwvislosti se
zpracovatelskymi zafizenimi, systéemy,
personalem a dokumentaci spoleé¢nosti
ohledné dat pacientd ve studii, aby
mohla spolec¢nost Medtronic provadét

audit, kontrolu nebo monitorovani

souladu s obecnym nafizenim o
ochrané osobnich Ju4daji a touto
prilohou;

bude neprodlené informovat

spole¢nost Medtronic, pokud dojde ke
ztraté nebo znieni udaju o pacientovi
ve studii nebo k jejich poskozen,
poruseni nebo nepouiitelnosti, a na
zadost spolecnosti Medtronic obnovi
tyto udaje o pacientech ve studii na
bude

informovat spole¢nost Medtronic bez

vlastni  naklady, neprodlené
zbyte¢ného odkladu poté, co gzjisti

poruseni ochrany osobnich udajl
pacienta ve studii;

zajisti, aby idaje o pacientech ve studii
byly pfesné zadany do systému spravy
dat a v pfipadé potreby aktualizovany,
cpraveny nebo vymazany, pokud
budou shledany nepresnymi;

bude mit zavedeny vhodné postupy
archivace udajl o pacientovi po
ukonceni studie v souladu s mistnimi
predpisy; na konci zdkonem
stanoveného obdobi archivace nebo na
zaklade

predchozich  vyslovnych

pisemnych pokynt spole¢nosti

Medtronic  zajisti zni¢eni udaji o
pacientovi ve studii a neprodlené o tom
bude informovat spole¢nost Medtronic;
bude udrzovat uplny pisemny zaznam o
¢innostech

zpracovani na  svou

odpovédnost, véetné piisluineé dakazni
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2.15

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.

dokumentace o jejich souladu s

povinnostmi vyplyvajicimi z této pfilohy;

2.15  jinak bude vykonavat veskeré sve

povinnosti  tak, aby spole¢nost
Medtronic dodriovala obecné nafizen(

o ochrané oscbnich udaju.

3.

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

Medtronic against all losses, claims,

harmless

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.

3. Odpovédnost a odskodnéni

Studijni odskodni,

odskodnéni a bude chranit spolec¢nost

pracovisté zajisti
Medtronic proti veskerym ztratdm, naroktm,

pozadavkam, zavazkim, nakladim a
vydajim (véetné piiméfenych nakladd na
pravni zastoupeni a vydaje), které vzniknou v
souvis|osti s jakymkoli porusenim
soucasného harmonogramu zpracovani dat
studijnim pracovistém a/nebo v pfipadé
jakéhokoli ¢inu nebo opomenuti studijniho
pracovisté a  poskytne  spolecnosti
Medtronic veskerou pfiméfenou pormoc
v souvislosti s

jakymkoli  obé&anskym,

spravnim nebo trestnim Ffizenim proti

spoleénosti Medtronic.
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