CLINICAL STUDY AGREEMENT SMLOUVA O KLINICKEM HODNOCEN1

This Clinical study Agreement (the "Agreement”)
is entered into by and between Medtronic and
Medical Center as specified in the following
Contract Details.

Tato smlouva o klinickém hodnoceni (dale jen
~Smlouva") je uzavifena mezi Zadavatelem a
Hodnotitelem / Poskytovatelem tak, jak je dale
uvedeno v nasledujicich Smluvnich udajich.

Contract Details: Smluvni adaje:

Name of MASTERS-D 2 (hereafter, Nazev klinického o -
Clinical study | “Study”) hodnoceni MASTERS-D 2 (dale jen ,Studie")
Effective Date | 6" of September, 2016 Datum uéinnosti | 6.za11.2016

Medtronic Bakken Research Medtronic Bakken Research

Center B.V., company having its

Center B.V., spoleCnost se sidlem

Medtronic rincipal lace of business at | Udajeo i

Details Ende;folsdo?nein 5, 6229 GW Zad;vateli Endepolsdomein 5, = 6229 ~ GW
Maastricht The Netherlands Maastricht, Nizozemsko (dale jen

. Zadavatel")
("Medtronic") "
Faculty Hospital Hradec Kralové Fakultni nemochice Hradec
with its registered office at Sokolska Kralové, Sokolska 581, 500 05
581, 500 05 Hradec Kralove, Czech Hradec Kralove, Ceska republika, IC:
Republic, ID No: 00179906, Tax ID 00179906, DIC: CzZ00179906 (dale
No: CZ00179906 jen ,Poskytovatel™)
. and, . a

Investigator Udaje o

and Medical Hodnotiteli a L

Center Details | NG - | oo ovateii | T -

individual with a professional
address of: Faculty Hospital Hradec
Kralové

(collectively, the “Investigator /
Medical Center”).

osoba s mistem vykonu povolani v:
Neurochirurgicka  klinika  Fakultni
nemocnice Hradec Kralové

(spolecné dale jen ,Poskytovatel /
Hodnotitel).
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Clinical
Investigation
Plan

“MASTERS-D 2", Version 1.0, dated
16 June 2015 (hereafter: “Clinical
Investigation Plan”), which is
incorporated  herein and
subsequent amendment which is
incorporated herein by reference

Plan klinického
hodnoceni

“MASTERS-D 2", Verze 1.0, dne 16.

cervna 2015 (dale jen ,Plan
klinického hodnoceni"), ktery je
uvedeny v této Smlouvé a jakékoliv
dodatky, na které se odkazuje

Estimated Piedpokladané
Duration of trvani klinického
Study hodnoceni
Eﬁ?nelfet??)f Prepokladany
Patients pocet pacientt
enrolments

_ |

Lkl
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Expenses

Expenses will be reimbursed to

Medical Center

Vydaje

Vydaje budou

Poskytovateli

nahrazeny

Bank Account
Details

Account details Medical Center
Account Owner: Fakultni
nemocnice Hradec Kralové

Account Number/IBAN: CZ95 0800
0000 0000 0625 6082

Bank: Ceska spofitelna a.s., Prah
Address: Budéjovicka 1912,
140 00 Praha

Sort/Swift Code: GIBACZPX
Variable symbol: invoice number

Bankovni udaje

Bankovni iidaje Poskytovatele
Majitel Gc¢tu: Fakultni nemocnice
Hradec Kralove

Cislo uctu/IBAN: CZ95 0800 0000
0000 0625 6082

Banka: Ceska spofitelna a.s., Prah
Adresa: Budéjovicka 1912, 140 00
Praha

Sort/Swift: GIBACZPX

Variabilni symbol: Cislo faktury

fomen | Quartery payments (Ieice il | g spnany | SIS Bty (fokure b
f:xerning Czech Republic Ridici pravo Ceska republika

Language Czech (“Language”) Jazyk Cestina (,Jazyk™)

gg‘:\ziii:ilons N/A izljl:‘tl:z(y N/A
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PREAMBLE

Medtronic intends to carry out a Study
involving the Study Devices based on the
Clinical Investigation Plan. The Study is an
observational Study.

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

The Study may be initiated only on the
condition that the competent Ethics
Committee approval has been obtained and
that notifications to any competent
authorities, required under applicable medical
device law or data privacy law, have been
made.

The parties hereby agree as follows:
1. DUTIES

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

1.1 Collect and evaluate data in accordance

with the Clinical Investigation Plan.

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

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

Obtain the written informed consent or
a documented  witnessed verbal
informed consent of each patient

1.4

UVODNI USTANOVENI

Zadavatel hodld provadét Studii ohledné
Predmétu Studie, a to na =zakladé Planu
klinického  hodnoceni. Tato Studie je

observacni studie.

Zahajeni Studie je planovano na Den zahajeni
Studie a jeji ukonceni na Den ukonceni Studie.

Studii Ize zahajit pouze tehdy, pokud byl
obdrzen souhlas prislusné Etické komise a byla
zasldna ozndmeni pfislusnym  organim
vyzadovana podle prislusného zakona o
zdravotnickych prostfedcich nebo zakona o
ochrané osobnich Gdajd.

Smluvni strany se dohodly nasledovné:
1 POVINNOSTI

Poskytovatel a/nebo Hodnotitel se dohodli na
plnéni téchto povinnosti (dale jen
,Povinnosti“):

1.1 Shromazdovat a
v souladu s
hodnoceni.

hodnotit  Udaje
Planem klinického

Vynalozit maximalni Usili k tomu, aby
do dokonceni naboru do Studie byl
zafazen Minimalni pocet pacientd,
pfi¢emZ?  polet  pacientd  nesmi
pfesdhnout Maximalni pocet pacientd.
Pacienti jsou zafazovani na zakladé
zafazovacich kritérii stanovenych
v Planu klinického hodnoceni, a to bez
zaruky, ze bude v zdravotnickém
zafizeni Poskytovatele ziskan
zamy$leny pocet pacientd.

Pfevést vSechny shromazdéné ldaje v
souladu s Planem klinického hodnoceni
prostfednictvim kdédovanych zaznami o
pacientech nebo elektronickych zaznam{
o pacientech (dale jen ,CRF“), vcas
dokondit, podepsat a predat Zadavateli
veSkeré CRF a v pfipadé Zadosti
Zadavatele bezodkladné doplnit
chybéjici nebo dodate¢né vyzadané
informace o pacientech.

Ziskat od kazdého pacienta, ktery se
Gcastni Studie, pisemny informovany
souhlas nebo svédecky dolozeny ustni

1.3

1.4
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1.5

1.6

1.7

1.8

1.9

participating in the Study using the
form provided by Medtronic or an
alternative informed consent form
approved by Medtronic (hereafter:
“Patient Informed Consent”).

To the extent required by local law or
otherwise Medtronic will procure written
Ethics Committee approval and provide
Medtronic with a copy of the Ethics
Committee statement or, if applicable
assist Medtronic with submitting to the
appropriate  Ethics Committee the
Clinical Investigation Plan, Patient
Informed Consent and other relevant
information to obtain such approval.

Adhere to the Clinical Investigation Plan
and any requirement imposed by the
appropriate Ethics Committee, and all
other applicable institutional or legal
requirements. Ensure that all involved
persons assisting the Investigator in
conducting the Study will comply with
the terms and conditions of this
Agreement and inform  Medtronic
accordingly. On request of Medtronic,

Investigator will provide according
evidence.
Ensure that all involved persons

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

The Investigator and Medtronic will
procure all necessary governmental
notifications and approvals in due time,
including the authorizations by the
Medical Center whose involved persons,
premises or equipment will be used in
performing the activities under the
Agreement wholly or in part or, if the
filing or providing for such notifications
and/or approvals are legally within
Medtronic’s responsibility, assist
Medtronic with the same.

Maintain records of correspondence as
required by applicable regulation,
including all correspondence with other
investigators, Ethics Committee,
Medtronic, monitors, competent
authorities and where applicable, i.e. if

1.5

1.6

1.7

1.8

1.9

informovany souhlas s pouzitim
formulare poskytnutého Zadavatelem
nebo nahradniho formulare
informovaného souhlasu schvaleného

Zadavatelem (ddle jen ,Informovany
souhlas pacienta").

Zadavatel zajisti pisemny souhlas
Etické komise a predlozit Zadavateli
kopii stanoviska Etické komise a,
v pfipadé potreby, poskytnout
Zadavateli soucinnost nutnou pro
predlozeni prislusné Etické komisi Planu
klinického hodnoceni, Informovaného
souhlasu pacientl a jinych pFisludnych
Gdaji za Ulelem ziskani takového
souhlasu, a to v rozsahu pozadovaném
mistnimi pravnimi predpisy.

Dodrzovat Plan klinického hodnoceni a
veskeré pozadavky ulozené pfisluSnou
Etickou komisi, jakoz i vSechny ostatni

institucionalni nebo zakonné
pozadavky. Zajistit dodrzovani
podminek  této Smlouvy vSemi

spolupracujicimi osobami Hodnotitele a
informovat o tom Zadavatele. Na
zadost Zadavatele Hodnotitel predlozi
prislusné zdznamy.

Zajistit, aby vesSkeré spolupracujici
osoby, které plni povinnosti ve vztahu
ke Studii, byly Fradné vyskoleny ve
vSech pfislusnych predpisech a ve
vSech ostatnich prislusnych
institucionalnich  postupech. Veskeré
spolupracujici osoby, které se podili na
zpracovani Studie, se budou ucastnit
vesSkerych Skoleni pozadovanych ze
strany Zadavatele.

Hodnotitel a Zadavatel =zajisti vdas
veskera nezbytna ozndmeni a souhlasy,
véetné schvaleni Poskytovatelem, jehoz
spolupracujici  osoby, prostory a
zafizeni budou zcela nebo zCasti
uzivany pfi provadéni cinnosti dle této
Smlouvy, nebo v pfipadg, Ze predlozeni
takovych oznameni a/nebo souhlast je
dle zakona povinnosti Zadavatele,
poskytnout k tomuto svoji soucinnost.

Zajistit uchovani korespondence dle
pfisludnych pravnich predpisl, véetnd
veskeré korespondence s ostatnimi
hodnotiteli, Etickou komisi,
Zadavatelem, monitorujicimi osobami,
prislusnymi organy a, pokud
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the Study will be wused for FDA
submission, the US Food & Drug
Administration ("FDA"). Report to the
Ethics Committee as required and send
Medtronic a «copy of any such
communication.

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

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

Study.
1.12 Cooperate with audits initiated by
Medtronic and/or governmental

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

1.13 The sponsor will ensure any national
registrations of the Study in accordance
with  the applicable laws and
regulations, particularly  Act No
268/2014 Coll. on Medical Devices, Act
No 372/2011 Coll., on Health Services,
Act No 101/2000 Coll., on the
Protection of Personal Data, Act No
340/2015 Coll., on the Agreement
register and Decree No 226/2008 Coll.,
on Good Clinical Practice.

1.14 Promptly report to Medtronic all
adverse events related to the Study /
Study Device and also report such
events, as required, to the Ethics
Committee and, in accordance with the
applicable laws, to the competent
authorities.

1.15 Provide Medtronic with a copy of the
Curriculum Vitae of Investigator. Upon
request of Medtronic the Investigator
shall also provide the Curriculum Vitae

1.10

1.11

1.12

1.13

1.14

1.15

aplikovatelné, napf. pokud Studie bude
pouzita k podani na FDA, téz US Food &
Drug Administration (,FDA").
Informovat Etickou komisi, pokud je
toto pozadovano, a zaslat Zadavateli
kopii jakékoliv takové komunikace.
Zajistit, aby byl Hodnotitel a/nebo
pracovnici Poskytovatele k dispozici pro
prfipravu monitorovacich navstév, aby
béhem téchto navstév odpovidali na
dotazy monitorujicich osob a aby
posléze podnikli veskeré kroky
stanovené béhem navstévy.

Zajistit Ucast Hodnotitele na Setkanich
hodnotitell organizovanych
Zadavatelem nebo pokud nebude
Hodnotitel k dispozici, povérit touto
Ucasti jinou prislusnou kvalifikovanou
osobu, ktera na Studii spolupracuje.

Spolupracovat Vv rdmci auditd
provadénych  Zadavatelem  a/nebo
statnimi regula¢nimi organy s tim, Ze
umozni ptistup k originalim
zdravotnich zdznamd, véetné zdrojové
dokumentace souvisejici se Studii a v
pripadé, ze vysledky Studie budou
pouzity k podani na FDA, povolit FDA
nebo jinym regulaénim  organim
provést prohlidku prostor a zaznamd,
pokud poskytnuti takového pfistupu
neni zakazano pravnimi predpisy o
ochrané soukromi, které plati pro
pacienty zarazené do Studie.

Zadavatel zajisti veSkeré vnitrostatni
registrace Studie v souladu s platnymi
pravnimi predpisy, zejména zakonem C.
268/2014  Sb. o zdravotnickych
prostfedcich, zadkonem ¢. 372/2011
Sb., o zdravotnich sluzbach, zakonem
¢. 101/2000 Sb., o ochrané osobnich
Udajl, zdkonem ¢&. 340/2015 Sb., o
registru smluv a vyhlaskou ¢. 226/2008
Sb., o spravné klinické praxi.

Neprodlené hlasit Zadavateli vSechny
nezadouci pfihody souvisejici se Studii
/ Predmétem studie a je-li to
vyzadovano, hlasit tyto udalosti i Etické
komisi a vsouladu s pfislusnymi
pravnimi predpisy také pfislusnym
organim.

Poskytnout Zadavateli kopii zivotopisu
Hodnotitele.  Na  zadkladé  Zadosti
Zadavatele Hodnotitel téz predlozi
Zivotopis spoluhodnotitell, za které je

J:\17 Clinical & ERP\02 Templates\03 Registry Agreement Templates\Czech Republic

(Version 4_31AUG2016)

Strana 6 z 27



1.16

2.1

of Co-Investigators under the
Investigators responsibility.

If Medtronic relies upon data from this
Study to demonstrate the effectiveness
or safety of a device at the time
Medtronic files an application with the
U.S. FDA for market clearance of the
device, new FDA rules may require
disclosure of any significant financial
interests which Investigator holds in
Medtronic. Therefore, upon request of
Medtronic, Investigator agrees to
disclose to Medtronic any financial
interest, as defined by the FDA, that

Investigator has in Medtronic.
Investigator shall provide this
information upon signature of this

Agreement and agrees to update it, if
necessary, one (1) year after the
closure of the Study. Financial
information that must be disclosed
includes (1) more than USD 50,000 in
stock ownership in Medtronic (including
but not limited to any stock options,
warrants, or other financial interest)
which Investigator, his/her spouse and
dependent children may hold
collectively or individually; (2) grants,
honoraria, or equipment provided by
Medtronic to Investigator or to the
Medical Center to support
Investigator’s activities, the total value
of which exceeds USD 25,000; and (3)
any proprietary interest Investigator
may have in the subject device
(including but not limited to royalties,
license fees, or other payments). The
disclosure forms will be provided
separately by Medtronic. Investigator
also agrees that Medtronic may provide

this financial information to third
parties as required by law.

2. COMPENSATION
Compensation for Services.

Medtronic shall pay the Medical Center
for the Duties performed under this
agreement in full and exclusive
compensation according to the
Compensation Scheme in compliance
with the Compensation Split (if
applicable).

1.16

2.1

zodpovédny Hodnotitel.

Pokud Zadavatel vychazi z Gdaji z této
Studie pri prokazovani ucinnosti nebo
bezpecnosti néjakého zdravotnického
prostfedku v radmci své Zzadosti o
povoleni uvedené daného prostfedku
na trh, podané u Ufadu USA pro
kontrolu potravin a lé¢iv (FDA), muize
byt na zakladé novych pravidel FDA
pozadovano poskytnuti informaci o
veskerych  vyznamnych  financnich
podilech Hodnotitele ve spolecnosti
Zadavatele. Proto se Hodnotitel
zavazuje poskytnout Zadavateli na
pozadani informace o jakémkoli
finan¢nim podilu (podle definice FDA),
ktery ma ve spolecnosti Zadavatele.
Hodnotitel poskytne tyto informace pfi
podpisu této Smlouvy a zavazuje se je
v pfipadé potfeby aktualizovat jeden
(1) rok po dokonceni Studie. Financni
Udaje, které musi byt poskytnuty,
zahrnuji (1) vlastnictvi akcii Zadavatele
v hodnoté vyssi nez 50000 USD
(veetnd veskerych akciovych opci, listt
nebo jiného financniho podilu), které
ma Hodnotitel individudlné nebo
spolecné se svou manzelkou a
zavislymi détmi; (2) granty, honorare
nebo zafizeni poskytnuté ze strany
Zadavatele Hodnotiteli nebo
Poskytovateli na podporu cinnosti
Hodnotitele, jejichz celkova hodnota je
vysSi nez 25 000 USD a (3) veskery
pfipadny majetkovy podil Hodnotitele
na predmétném prostifedku (zejména
autorské nebo licencni poplatky nebo
jiné platby). Formulafe pro poskytnuti
téchto informaci pfedd samostatné
Zadavatel. Hodnotitel souhlasi rovnéz
s tim, Ze Zadavatel m{ze poskytnout
tyto financni informace podle
pozadavkl pravnich predpisl i tretim
osobam.

2 ODMENA

Odména za sluzby. Zadavatel bude
platit  Poskytovateli za  Povinnosti
vykonavané dle této Smlouvy plnou
odménu vsouladu se zplsobem
odménovani a v souladu s rozdélenim
odmeén (pokud existuje).
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2.2

2.3

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

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

Payment. Payment is conditioned on
timely receipt and approval of the
documentation set  forth below.
Payment of compensation will be made
within the Payment Terms and made
payable by bank transfer as specified in
the Contract Details based on itemized
invoice and/or compensation report.
Invoice should be written in English
language and mention the study name.
The payment will be made once per
year, by October 31.

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

a) All required data are provided.

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

2.2

2.3

VysSe uvedend odména je bez DPH, jez
bude uhrazena v pfipadé, je-li to
vyzadovano pravnimi predpisy, a za
predpokladu, ze smluvni strana predlozi
fakturu uvadéjici DPH oddélené.

Odména zahrnuje nahradu veskerych
nakladd vynaloZenych Poskytovatelem /
Hodnotitelem pfi plnéni Povinnosti,
zejména, nikoliv vSak pouze, za uzivani
jakychkoli objektd, materidld nebo
vybaveni.

Vydaje. Kromé toho bude Zadavatel
nahrazovat smluvni strané uvedené ve
Smluvnich Udajich veskeré primérené
cestovné, ubytovani, stravné a dalsi
nutné a primérené vydaje, které
Poskytovatel / Hodnotitel vynalozi pfi
vykonavani cinnosti uvedenych v této
Smlouvé, pokud budou takové vydaje
podloZzeny origindly stvrzenek a jinymi
podklady, jsou v souladu s politikou
nahrad Zadavatele (dle Prilohy ¢. 1) a
pokud smluvni strana uvedena ve
Smluvnich  Udajich obdrzi predem
pisemny souhlas Zadavatele s takovymi
vydaji.

Platby. Platba je podminéna vcasnym

obdrzenim a schvédlenim podrobné
dokumentace uvedené nize. Platba
odmény bude hrazena na zakladé

faktury a/nebo dokumentu o odméné
v Dobé splatnosti, a to bankovnim
prevodem na ulet uvedeny ve
Smluvnich Gdajich. Faktura by méla byt
vystavena v anglickém jazyce
s uvedenim nazvu Studie. Platba bude
1x ro¢né k 31.10.

Dfive nez Zadavatel vyplati odménu,

musi obdrzet vyplnény CRF v tom
smyslu, ze:
a) budou poskytnuty vSechny

Udaje;

b) CRF musi byt fadné podepsan
Hodnotitelem nebo
certifikovanym pracovnikem
Poskytovatele;
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2.4

3.1

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

d) Patients were enrolled within the
agreed enrollment time window.

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

3. CONFIDENTIALITY AND USE OF
DATA

Definition of Confidential
Information. “Confidential
Information” means any information or
tangible item that:

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

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

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

2.4

3.1

c) CRF musi byt v souladu s Planem
klinického  hodnoceni  (napf.
pacienti musi spliovat pozadavky
pro zafazeni do studie, hodnoceni
musi byt provedeno ve Ih{tach
pro hodnoceni apod.);

d) pacienti byli zafazeni do Studie
ve sjednané Ihdté pro zafazeni.

Realna trzni hodnota, Zzadné
pobidky. Smluvni strany sjednavaji, ze
platby hrazené dle této Smlouvy (a) jsou
v souladu sredlnou trzni hodnotou
Povinnosti a (b) nebyly stanoveny
zplsobem, ktery bere v Gvahu objem
nebo hodnotu jakychkoli doporuceni
nebo obchodni nebo predpokladané
obchodni spoluprace mezi smluvnimi
stranami. Zadné ustanoveni  této
Smlouvy nesmi byt ?adnym zplsobem
vykladano tak, ze zavazuje nebo vybizi
Poskytovatele / Hodnotitele ke koupi,

objednavani, predepisovani nebo
doporucéovani jakychkoli vyrobkd
Zadavatele.

MLCENLIVOST A UZIVANi UDA30

Definice  Ddvérnych informaci.

o v e . .7 . z .
Duvérné informace znamenaji jakekoli
informace nebo hmotné polozky, které:

3.1.1 Poskytovatel / Hodnotitel ziska
od Zadavatele nebo od jakékoli
Spriznéné osoby (jak definovano
v Cl. 8.6 nize) a které:

a) jsou v dobé jejich zpfistupnéni
nebo v pfimérené dobé poté
v . ] v 7
oznaceny jako duvernég;

b) predstavuji neverejné Udaje,
napriklad udaje 0
zdravotnickych prostredcich
nebo |écebnych postupech, o
vyzkumu a vyvoji, specifikace
nebo technické informace,
obchodni plany, napriklad
financni  nebo  marketingové
informace nebo informace o
prodeji, pocitaCové kédy,
informace nebo dokumentace;
nebo
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3.2

3.3

3.4

¢) Investigator / Medical Center
has a reasonable basis to
believe it is confidential;
3.1.2 Relates to Copyright
Protected Materials

pursuant to Section 4;

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

Disclosure and Non-Use of

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

Ownership of Confidential
Information. Medtronic shall retain
all right, title and interest in and to its

Confidential Information. Neither this
Agreement, nor any disclosure of
Confidential Information, shall be

deemed to imply or grant the Medical
Center / Investigator any license,
interest in or other intellectual property
rights to the Confidential Information.

Legally Required Disclosure of
Confidential Information. In the

3.2

3.3

3.4

c) které Hodnotitel / Poskytovatel
mohou ddvodné povaZovat za
ddvérné;

3.1.2 souvisi s materidly chranénymi
autorskym pravem dle ¢l. 4;

3.1.3 vyplyvaji z povinnosti dle této
Smlouvy nebo souviseji s témito
povinnostmi.

Zpfistupnéni a zakaz uzivani

Dlvérnych informaci.

Poskytovatel / Hodnotitel nesmi

zpfistupfiovat DU{vérné informace a

musi je zabezpedit s pfimérenou péci

tak, jak by =zabezpecil své vlastni
divérné informace. Poskytovatel
/ Hodnotitel mohou uZivat DQavérné
informace podle potfeby k plnéni

Povinnosti dle této Smlouvy a nesmi je

publikovat ani prezentovat bez
predchoziho pisemného souhlasu
Zadavatele. Poskytovatel / Hodnotitel
jsou  povinni  okamzité  upozornit
Zadavatele v pripadé, Ze nékteré

DUvérné informace byly nebo mohly
byt zpfistupnény, zverejnény, ztraceny
nebo jinak pouzity v rozporu s touto
Smlouvou. Poskytovatel / Hodnotitel
zpfistupni Dlv&rné informace
zameéstnanci, agentovi nebo zastupci
(spole¢né dale jen ,PFidruzena osoba
Hodnotitele") pouze tehdy, jedna-li se
o osobu, kterd potiebuje znat DUvérné
informace pro Ucely této Smlouvy a
ktera bude nasledné povinna dodrzovat
ustanoveni této Smlouvy.

Vlastnictvi Dtvérnych informaci.
Zadavatel si ponechd vsechna prava a
titul ke svym DOvérnym informacim a
podil na nich. Nema se za to, Ze tato

Smlouva nebo néjaké zpfistupnéni
DUvé&rnych informaci implikuje nebo
udéluje  Poskytovateli  / Hodnotiteli

licenci k DOGvérnym informacim, podil
na nich nebo jind prava k dusevnimu
vlastnictvi ve vztahu k DGv&rnym
informacim.

Zakonem vyzadované zpristupnéni
Davérnych informaci. Pokud jsou
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3.5

3.6

3.7

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

Return or Destruction of
Confidential Information. The
Medical Center / Investigator may not
copy or duplicate any materials
containing  Confidential  Information
except as necessary to perform the
Duties under this Agreement. The
Medical Center / Investigator shall
return all materials containing
Confidential Information at the
termination of this Agreement or upon
Medtronic’'s request, provided that
Medical Center/ Investigator may retain
a copy if legally required.

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

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

3.5

3.6

3.7

Poskytovatel / Hodnotitel na zakladé
pravni porady ze zakona povinni
zptistupnit DUvérné informace, oznami
to neprodlené Zadavateli a podniknou
veSkeré primérené kroky k tomu, aby

v zakonem povolené mire zajistil
ochranu  zpfistupnénych D{vérnych
informaci.

Vraceni nebo znic¢eni Diivérnych
informaci. Poskytovatel / Hodnotitel
smi  kopirovat nebo rozmnozovat

materidly obsahujici DOvérné informace
pouze vV rozsahu nutném k plnéni
Povinnosti dle této Smlouvy.
Poskytovatel / Hodnotitel vrati vSechny
materialy obsahujici DGvérné informace
pfi ukonceni této Smlouvy nebo na
pozadani Zadavateli, ale mohou si
ponechat kopii, pokud jsou ze zakona
povinni tak ucinit.

Osobni udaje Hodnotitele.
Poskytovatel / Hodnotitel souhlasi s tim,
ze Zadavatel a jeji Spriznéné osoby
mohou pro ucely fizeni vztahu s
Poskytovatelem / Hodnotitelem
shromazdovat, zpracovavat a skladovat
osobni Udaje (tj. jméno, adresu,
strukturovany Zivotopis apod.).
Poskytovatel / Hodnotitel dale souhlasi
stim, Ze tyto informace mohou byt

poskytovany Spfiznénym 0sobam
Zadavatele, vcietné téch, které se
nachazeji ve Spojenych  statech

americkych, jakoz i vSem pfrislusSnym
v 7 r o

regulacnim organum v souladu

s pfislusSnymi povinnostmi Zadavatele.

Verejna transparentnost. Zadavatel
bude dodrzovat vsSechny pfislusné
pravni predpisy a statni nebo oborové
smérnice (,Pozadavky na
transparentnost") souvisejici
s transparentnosti plateb
zdravotnickym odbornikdm. Proto
Poskytovatel / Hodnotitel souhlasi s tim,
7e Zadavatel mQze zptistupnit vdechny
informace o této Smlouvé v rozsahu
vyzadovaném Pozadavky na
transparentnost. Takové Udaje mohou
zahrnovat zejména (ale bez omezeni)
jméno zdravotnického odbornika, ktery
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3.8

4.1

professional providing the Duties, the
value of amounts transferred, and
nature of services.

Use of Data. Medtronic is committed to
support evidence-based medicine, and
the scientific integrity and ethical
principles in the design, conduct and
reporting of clinical research. The
Medical Center / Investigator retains
ownership of all raw clinical data as
contained in its patient medical records
or other original source documentation
and may use such data as it deems
reasonable and appropriate except for
commercial purposes. By signing this
Agreement, all Parties agree that all
clinical data collected for the Study is
available for use by Medtronic for any
purpose, including but not limited to
regulatory submissions and publication
as provided in the Clinical Investigation
Plan. The Medical Center / Investigator
specifically agree that all clinical data
collected in accordance with the Clinical
Investigation Plan, including the CRF
(the "“Study Data”) is owned by
Medtronic and may be pooled in a
common database that is owned or
contracted by Medtronic ("Study
Database”) and will be wused for
regulatory submissions and
presentations / publications. Subject to
the Confidentiality section of the
Agreement, Medtronic grants the
Medical Center a non-exclusive license
to use the Study Data it has collected for
publication purposes.

COPYRIGHT PROTECTED MATERIALS
AND PUBLICATION

Protected Materials. Except for
Publications (as defined in article 4.2
below), the Medical Center / Investigator
agree that any materials developed in
the course of performing the activities

described in this Agreement (the
"Protected Materials") shall become
the property of Medtronic unless

applicable law determines otherwise.
The Medical Center / Investigator
hereby assign the Protected Materials to
Medtronic and agree to sign and deliver
to Medtronic any documents required to

3.8

plni Povinnosti,, hodnotu prevadénych
Castek a povahu sluzeb.

Uzivani Gdajli. Zadavatel podporuje
medicinu  zalozenou na dlkazech,
védecké cCestnosti a etickych principech
pfi navrhovani, provadéni a podavani
zprav o klinickém vyzkumu,
Poskytovatel / Hodnotitel si ponechava
vlastnicky titul ke vSem nezpracovanym
klinickym Gdajim obsaZenych v jeho
zaznamech o pacientech nebo v jiné
plvodni zdrojové dokumentaci a mQze
tyto Udaje pouzivat tak, jak uzna za
pfiméfené a vhodné, s vyjimkou vyuziti
pro obchodni Gcely. Podpisem této
Smlouvy vyjadfuji vSechny Smluvni
strany souhlas s tim, Ze vSechny klinické
Udaje shromazdéné pro Studii jsou
k dispozici Zadavateli pro jejich vyuziti
za jakymkoli Ucelem, zejména (ale bez
omezeni) za Ucelem podani u
regulaénich orgénd a publikace tak, jako
je stanoveno v Planu klinického
hodnoceni. Poskytovatel / Hodnotitel
souhlasi zvlast s tim, Ze veskeré klinické
Udaje shromazdéné v souladu s Planem
klinického  hodnoceni, vcetné CRF
(,Udaje Studie") jsou ve vlastnictvi
Zadavatele a mohou byt zarazeny do
spoleCné databaze, kterou Zadavatel
vlastni nebo pouziva na zakladé smlouvy
(,Databaze Studie") a budou pouzity pro

regulatorni Ulely a prezentace /
publikace. Zadavatel udéluje
Poskytovateli s vyhradou ustanoveni

této Smlouvy o micenlivosti nevyhradni
licenci k uzivani Udajd Studie, které
shromazdilo pro publikacni Ucely.

4 MATERIALY CHRANENE AUTORSKYM

4.1

PRAVEM A PUBLIKACE

Chranéné materialy. Poskytovatel /
Hodnotitel souhlasi stim, Ze neni-li
pfisluSnymi pravnimi predpisy stanoveno
jinak, vesSkeré materiadly zpracované pfi
vykondvani cinnosti uvedenych v této
Smilouvé, s vyjimkou Publikaci (jak
definovano v ¢l. 4.2 nize) (déle jen
,Chranéné materialy") se stanou
vlastnictvim Zadavatele. Poskytovatel /
Hodnotitel timto postupuji Chranéné
materidly Zadavatele a zavazuji se
podepsat a dorucit Zadavateli veskeré
dokumenty  pozadované  k dovrseni
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4.2

4.3

4.4

complete such assignment. Should
applicable law preclude Medtronic's
ownership of the Protected Materials,
the Medical Center / Investigator hereby
grants to Medtronic an unlimited,
perpetual and royalty free license to use,
reproduce and distribute the Protected
Materials and agrees to sign and deliver
to Medtronic any documents required to
complete such license.

“Publication” means all
abstracts, articles, manuscripts,
presentation and other forms of
publication regarding the Study Data or
results. The Medical Center /
Investigator may publish the results of
work performed under this Agreement,
in accordance with the Publication
Policy described in the Clinical
Investigation Plan and publication
guidelines from the Declaration of
Helsinki; provided, however, that any
such Publication shall be at a time
determined by Medtronic and shall be
provided to Medtronic for review at
least sixty (60) days prior to
submission or presentation.
Multicentre Publication. The Medical
Center / Investigator acknowledges
that this Study is conducted at multiple
sites and that Medtronic has a
legitimate interest in ensuring that a
multi-center publication is the first
publication to be released or presented
regarding the completed Study.
Accordingly, Medical Center /
Investigator agrees that it will not
independently publish, publicly
disclose, present or discuss any results
of or information pertaining to the
Study until a multi-center publication is
released; provided however, that if a
multi-center publication is not released
within one year after completion of the
Study at all Study sites, Medical Center
/ Investigator will have the right to
publish the results of and information
pertaining to their activities conducted
under this Agreement in accordance
with the provisions of this section.
Medtronic review. Medtronic will limit
its review to a determination of
whether Confidential Information is
disclosed and will not censor or in any

Publications.

4.2

4.3

4.4

takového postoupeni. Bude-li né&jaky
platny pravni predpis branit Zadavateli v
ziskani vlastnického prava k Chranénym
materidlim, Poskytovatel / Hodnotitel

timto udéluji Zadavateli a jejim
Spriznénym 0sobam neomezenou,
trvalou, celosvétovou a bezplatnou
licenci  kuzivani, rozmnozovani a
distribuci  Chrdnénych materidld a
zavazuje se podepsat a dorudit
Zadavateli veskeré dokumenty

pozadované k dovrSeni udéleni takové
licence.

Publikace. Pojem ,Publikace" znamena
veskera abstrakta, clanky, rukopisy,
prezentace a jiné formy publikaci o
Udajich  Studie nebo  vysledcich.
Poskytovatel / Hodnotitel mohou
publikovat vysledky prace vykonané na
zakladé této Smlouvy, v souladu
s Politikou zverejnéni uvedenou v Planu
klinické studie a pravidlech pro
zverejiiovani uvedenych v Helsinské
deklaraci, a to za predpokladu, Zze o
jakékoliv Publikaci rozhodne Zadavatel,
prficemz bude poskytnuta Zadavateli ke
kontrole nejméné Sedesat (60) dni pred
predlozenim nebo prezentadi.

Spolec¢na publikace. Poskytovatel /
Hodnotitel bere na védomi, Ze tato
Studie je provadéna v nékolika centrech
a ze Zadavatel ma skutec¢ny zajem na
tom, aby vysledky ukoncené Studie byly
zvefejnény jako spolec¢nd publikace
véech center. Z toho divodu
Poskytovatel / Hodnotitel souhlasi s tim,
ze nebude nezavisle publikovat,
zverejiiovat, predkladat nebo diskutovat
jakékoliv  vysledky nebo informace
ohledné Studie do doby vydani spole¢né
publikace. V pfipadé, Ze spolecna
publikace nebude vydana do 1 roku po
ukonceni Studie v centrech, Poskytovatel
/ Hodnotitel bude opravnén publikovat
vysledky nebo informace ohledné svych
aktivit dle této Smlouvy v souladu
s ustanovenimi tohoto c¢lanku.

Kontrola Zadavatelem. Zadavatel
omezi svou kontrolu na rozhodnuti o
tom, zda jsou zpFistupfiovany DUlvérné
informace a nebude cenzurovat ani nijak
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5.1

5.2

way interfere with presentation or
conclusions 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, Medical Center
/ Investigator will delay publication 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 that such
Publication contains Confidential
Information or technical errors of

Medtronic information, Medical Center /
Investigator shall delete what is
reasonably identified as Confidential
Information and make the corrections
of Medtronic information prior to
publication or presentation.

DATA PROTECTION & INSURANCE

Data Protection. Medical Center /
Investigator shall ensure that any
personal data, in particular relating to
the health conditions of patients who
participate in the Study, is protected as
required by law in particular all
applicable data protections laws and
regulation, that all necessary consents
for provision of such data and its
transfer to Medtronic and its Affiliates
and to other parties involved in this
Study are obtained and that patient
information data provided to Medtronic

shall not contain any identifying
characteristics.
Non Insurance. This Study s

designed to be a purely observational
study, meaning that participating
patients receive the same standard
care of the hospital as any other
patient that is not participating in the
Study. There is no direct involvement
with the patient because of the Study
and no additional treatments,
investigations or experiments are
mandated by the Clinical Investigation
Plan. Therefore, participation in the
Study creates no additional risk or
burden for the patient. For this reason,
no specific clinical trial insurance is

5.1

5.2

zasahovat do prezentace nebo do zavérd
nad rdmec nutny k ochrané DQvérnych
informaci (jinych nez Udaje Studie) tak,
aby mohla chranit sva prava
k materidldm, knimz Ize  ziskat
patentovou nebo autorskou ochranu a
zkontrolovat spravnost informaci o svych
vyrobcich. Kdyz o to Zadavatel pozada,
Poskytovatel / Hodnotitel odlozi publikaci
az o dalSich devadesat (90) dni, aby
Zadavateli umoznili ochranit jeji pravo
k materidlim, knimz Ize  ziskat
patentovou nebo autorskou ochranu.
Pokud Zadavatel v Sedesatidenni
kontrolni Ih(t& upozorni, Ze dana
Publikace obsahuje D{vé&rné informace
nebo technické chyby v Udajich o ni,
Poskytovatel / Hodnotitel jesté pred
publikaci nebo prezentaci daného
materidlu odstrani Udaje, které budou
divodng& oznaleny jako Ddavérné
informace a provede opravy informaci o
vyrobcich Zadavatele.

OCHRANA UDAJU A POJISTENI

Ochrana ddaji. Poskytovatel /
Hodnotitel zajisti, aby vsSechny osobni
Udaje, zejména Udaje o zdravotnim
stavu pacientll, ktefi jsou zarazeni do
Studie, byly chranény vsouladu s
pravnimi predpisy zejména pfisluSnymi
predpisy o ochrané osobnich udajl, aby
byly ziskany vSechny potifebné souhlasy
s poskytnutim takovych Gdaji a jejich
predavanim Zadavateli a jejim
Spfiznénym osobam a ostatnim stranam
Ucastnicim se této Studie a aby udaje o
pacientech poskytnuté Zadavateli
neobsahovaly zadné identifikacni
charakteristiky.

Zadné pojisténi. Tato Studie je
navrzena jako Cisté observacni studie,
co? znamend, ze je pacientim, ktefi
jsou do né&j zarazeni, vénovana stejna
standardni nemocni¢ni péce jako jinym
pacientim, ktefi nejsou zafazeni do
Studie. Vramci Studie nedochazi
k pfimému kontaktu s pacientem a Plan

klinického hodnoceni nepredepisuje
provadeéni zadnych dodatecnych
lé¢ebnych postupl, vysSetfeni nebo

experimentd. Proto Ucast ve Studii
nevyvolava Zzadné dodatecné riziko
nebo zatéz pro pacienty. Z tohoto
ddvodu neni pro tuto Studii uzavieno
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6.1

6.2

6.3

issued for this Study. Please note that
if there is a product malfunction (when
used in accordance to the product
Instructions for use), the Medtronic
warranty for the Device will apply.

6. REPRESENTATIONS

Authorization and Notification.
Medical Center/ Investigator represents
and agrees that:

6.1.1 Medical Center / Investigator
has full right and authority to
enter into this Agreement under
any law, regulation or policy
applicable to Medical Center /
Investigator (including, where
Investigator is an individual, the
internal rules of any medical
institution where Investigator
practices or is employed);

6.1.2 Medical Center/ Investigator has

no obligations or agreements

currently, and represents that it

will  not enter into any
obligations or agreements
during the term of this
Agreement, which are

inconsistent or in conflict with
the execution of this Agreement
or performance of the Duties.

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

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

6.1

6.2

6.3

zadné zvlastni pojisténi pro klinicka
hodnoceni. Upozornujeme, Ze v pripadé
chybného fungovani néjakého vyrobku
(pokud je uzivan v souladu se svym
Navodem k pouZiti) bude platit zaruka
Zadavatele za takové zafizeni.

6 PROHLASENI

Opravnéni a oznameni.
Poskytovatel / Hodnotitel prohlasuji a
ujistuji, ze:

6.1.1 Poskytovatel / Hodnotitel maji
plné pravo a opravnéni uzavrit
tuto Smlouvu podle jakéhokoli
zakona, predpisu nebo zasad a

postupl, které se k nim
vztahuji (v pripadé
Hodnotitele-fyzické osoby i
podle  internich predpist

jakéhokoli Poskytovatele, kde

Hodnotitel plsobi nebo kde je

zameéstnan);
6.1.2 Poskytovatel / Hodnotitel nemaji
v souCasné dobé Zzadné =zavazky a
nejsou Ucastniky zadné dohody, ktera
by nebyla slucitelnd nebo kterd by byla
vV rozporu s uzavienim této Smlouvy
nebo s plnénim Povinnosti a prohlasuji,
ze béhem doby platnosti této Smlouvy
neuzavie zadny takovy zdvazek ani
dohodu.

Potvrzeni o dodrzZeni predpisi.
Smluvni strany se zavazuji, Ze tato
Smlouva, vcéetné poskytovani Sluzeb a
Zzadosti o zaplaceni a vyplaty odmény a
nahrad nakladl, bude plnéna v souladu
s prislusnymi pravnimi predpisy,
zasadami a postupy, véetné zasad a
postupl jakékoli organizace, s niz jsou
Poskytovatel / Hodnotitel spojeni.

Pozadované poskytnuti informaci.
Poskytovatel / Hodnotitel se zavazuji, ze
poskytnou Uplné a presné informace o
tomto finan¢nim vztahu a dohodé tak,
jak je vyzadovano pro veskeré védecké
lékarské publikace nebo prezentace.
Poskytovatel / Hodnotitel poskytnou
veskeré potrebné informace o obsahu
této Smlouvy jakémukoli prislusnému
profesnimu sdruzeni, oborovému
organu, Uradu nebo instituci.
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6.4

oo
vl

6.5.2

6.6

Ethical Conduct and Medical

Decision-Making.

6.4.1 Medical Center / Investigator
represents and warrants that all
personnel selected to participate
in the conduct of the Study has
never participated in a study or
other research activity that has
been terminated by the Ethics
Committee or sponsor of such
activity for reasons of non-

compliance, that he/she has
never individually been
terminated from an

investigational study for reasons
of non-compliance and that
he/she has not been
disqualified, restricted or
debarred by any regulatory
authority from conducting
clinical trials.

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

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

6.4.2

Continuing Compliance. Medical
Center/ Investigator shall remain in
compliance with the above

representations and agreements and
shall promptly inform Medtronic if
Medical Center / Investigator are / is

6.4

6.5.1

6.5.2

6.6

Poskytovatel / Hodnotitel
dodrzovat

Etické jednani a Iékarské
rozhodovani.
6.4.1 Poskytovatel / Hodnotitel

prohlasuji a zarucuji se, ze se
v 7 ’ 7 O r
zadny z pracovniku vybranych
k Gcasti na provadéni Studie
nikdy neucastnil studie ani jiné
vyzkumné cinnosti, kterad byla
ukontena ze strany Etické
komise nebo zadavatele
o v ’ v . O
z duvodu nedodrzeni predpisu,
ze jeho ucast na néjaké studii
nebyla nikdy ukoncena
o o v ’ v . O
z duvodu nedodrzeni predpisu a
ze jej zadny regulacéni organ

nediskvalifikoval ani neomezil
nebo neodebral takovému
pracovniku opravnéni
k provadéni klinickych
hodnoceni.

6.4.2 Poskytovatel / Hodnotitel budou
plnit Povinnosti podle nejvyssich
standardd 1ékafské profese a
pokynd Zadavatele. V piipadé
potieby budou veskera lékarska
rozhodnuti ucinéna
Poskytovatelem / Hodnotitelem
v souladu s profesionalnim
Iékarskym usudkem
Poskytovatele / Hodnotitele.

Kompetentnost

Poskytovatel/ Hodnotitel prohlasuji a
zaruCuji se, ze Hodnotitel je osobou,
jejiz kvalifikace a zkuSenosti jej cini
odbornikem schopnym posuzovat
bezpec¢nost a vykon Predmétu Studie a
Zadavatel obdrzel pfislusny profesni
Zivotopis.

Hodnotitel si je védom skutecCnosti, Ze
veskeré Stitky, navody a materiadly ke
Studii mohou byt v anglickém jazyce.
Hodnotitel tomuto jazyku rozumi a
potvrzuje, Ze tato skutecnost neohrozi
bezpeé&nost pacientd.

Trvalé dodrzovani prohlaseni.
budou nadale

vySe uvedena prohlaseni a

dohody, a pokud je nebudou nadale moci
dodrZovat, oznami to neprodlené Zadavateli.
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no longer able to comply.

6.7 Registration. Medical Center / 6.7 Registrace. Poskytovatel / Hodnotitel
Investigator agree that a registration of souhlasi stim, ze registrace Studie bude
the Study be made by Medtronic at a provedena Zadavatelem ve verejném registru,
public database such as napf. www.clinicaltrials.gov, za Uc¢elem splnéni
www.clinicaltrials.gov in order to Helsinského prohlaseni a pozadavk({
comply with the Declaration of Helsinki Committee of Medical Journal Editors.
and the requirements from the
Committee of Medical Journal Editors.

7  TERM AND TERMINATION 7 DOBA UCINNOSTI A UKONCENI
SMLOUVY

7.1 Effective Date. This Agreement shall 7.1 Datum Gdinnosti. Tato Smlouva
begin on the Effective date or upon full nabude Uclinnost k Datu ucinnosti nebo
compliance with all the requirements set Uplnému dodrzeni vdech pozadavkd
forth in Article 6.1 hereof, whichever stanovenych v ¢lanku 6.1 shora podle
occurs last. toho, které ztéchto dat nastane

pozdé&ji.

7.2 Term. This Agreement shall continue in 7.2  Doba Gé&innosti. Tato Smlouva zlstane
effect until: ucinna do té doby, dokud:

a) the Study has been completed a) nebude dokoncena Studie, coz je
which is expected on the Study End ocekavano ke Dni ukonceni Studie,
Date as determined in the Contract jak je specifikovano ve Smluvnich
Details. udajich

b) the Agreement is terminated as b) nebude ukonena tak, jak je
provided in this Agreement or the stanoveno v této Smlouvé nebo
Clinical Investigation Plan, v Planu klinického hodnoceni,

whichever occurs first. podle toho, ktery zté&chto okamzik{
nastane drive.

7.3 Termination. If either party to this 7.3 Ukonc€eni. Pokud kterdkoli strana této
Agreement should breach any provision Smlouvy porusi kterékoli z jejich
hereof, the injured party may give ustanoveni, muZe poskozend smluvni
written notice of the breach to the strana predat porusujici smluvni strané
defaulting party. If such breach is not oznameni o  takovém poruseni.
remedied within 30 (thirty) days of the Nebude-li takové poruseni napraveno
written notice thereof, the complaining do 30 (tficeti) dnd od jeho pisemného
party may terminate this Agreement ozndmeni, mize smluvni strana, kterd
immediately by providing written notice si stézuje na toto poruseni, ukoncit tuto
to the defaulting party. The failure of a Smlouvu s okamzitym ucinkem
party to so terminate this Agreement pisemnou vypovédi dorucenou
due to a breach on the part of the porusujici  smluvni strané. Pokud
other party shall not constitute a néktera smluvni strana neukondi tuto
waiver of its right to so terminate on Smlouvu z dlvodu jejiho poruseni
the basis of any subsequent breach. druhou smluvni stranou, neznamena

to, Zze se vzdava svého prava ukoncit
tuto Smlouvu na zdkladé jakéhokoli
nasledného poruseni.

Furthermore, Medtronic is entitled to V pripadé, ze se Zadavatel rozhodné

terminate this Agreement upon thirty ukonc¢it Studii, Zadavatel je téz

(30) days’ prior written notice to opravnén  ukondit tuto  Smlouvu

Medical Center / Investigator, should pisemné vypovédi ve |h(té tFiceti (30)
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7.4

7.5

8.1

8.2

8.3

Medtronic decide to discontinue the
Study. In addition, Medtronic is entitled
to terminate the Study for the reasons
specified in the Clinical Investigation
Plan.

Effect of Termination. In the event of
an early cancellation or termination of
this Agreement, Medtronic shall pay
Medical Center pro-rata for the services
rendered until such cancellation or
termination, and Medical Center shall
refund Medtronic pro-rata any amounts
it may have received in advance for
services still to be rendered after such
cancellation or termination, as the case
may be.

Survivability. The Confidentiality,
Copyright Protected Materials and
Representations  sections of this

Agreement shall survive the expiration
or termination of this Agreement

8 MISCELLANEOUS

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

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

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

7.4

7.5

dnd zaslané Poskytovateli / Hodnotiteli.
Zadavatel je téz opravnén ukoncit
Studii z ddvodd uvedenych v Planu
klinické studie.

Ucinek ukonéeni Smlouvy. V piipadé
pred¢asného ukonceni této Smlouvy
z jakéhokoli ddvodu zaplati Zadavatel
Poskytovateli pomérnou ¢ast Ghrad za

sluzby  poskytnuté do  takového
ukonceni a Poskytovatel vrati
Zadavateli pomérnou cast jakychkoli

Castek, které pripadné obdrzelo predem
za sluzby, jez maji byt poskytnuty az
po takovém ukonceni.

Platnost po ukonceni Smlouvy.
Ustanoveni této Smlouvy o
mlcenlivosti, o materialech chranénych
autorskym pravem a  prohlaseni
zOstanou v platnosti i po uplynuti
platnosti nebo ukonceni této Smlouvy.

8 OSTATNI USTANOVENI

8.1

8.2

8.3

Nezavisly podnikatel; zadné
opravnéni zavazovat druhou
smluvni stranu.
Poskytovatel / Hodnotitel se povazuji
pro vSechny Ucely za nezavislé
podnikatele a nebudou za Zadnym

Ucelem povazovani za agenty, zastupce
nebo zaméstnance Zadavatele. Neni-li
to v této Smlouvé vyslovné dovoleno,
nesmi Poskytovatel / Hodnotitel bez
predchoziho pisemného souhlasu
Zadavatele prebirat odpovédnost za
Zadavatele ani ji jakkoli zavazovat.

Uplnd dohoda. Tato Smlouva a
vSechny prilohy tvofi Uplnou smlouvu
nebo dohodu smluvnich stran ohledné
jejiho predmétu. Jakékoli dodatky,
zmény, prodlouzeni nebo Upravy této
Smlouvy plati a jsou zavazné pouze
tehdy, jsou-li pisemné a podepsany
obé&ma smluvnimi stranami.

Stejnopisy. Tato Smlouva muize byt
podepsana v jednom nebo vice
stejnopisech a vSechny tyto stejnopisy
budou dohromady tvorit jednu a tutéz
Smlouvu, pficemz kazdy =z nich je
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8.4

8.5

8.6

8.7

8.8

Agreement.

Governing law. The Agreement shall
be construed and interpreted under
and in accordance with the substantive
laws of Czech Republic. The competent
courts of Czech Republic shall have
exclusive jurisdiction over any disputes
arising out of this Agreement which
cannot be solved amicably between the
parties.

Language. The official text of this
Agreement is in the Language as
determined in the Contract Details. In
case of any discrepancy between the
Czech and the English version, the
Czech version shall prevail.

Affiliates. “Affiliate” means Medtronic,
Inc., a Minnesota, USA company, and all
entities owned by Medtronic, Inc. or by
an entity in which Medtronic, Inc. has a
direct or indirect ownership interest of at

least 50%. Medtronic has the right, in
its sole discretion, to perform any
obligations under this Agreement

through an Affiliate and share or transfer
any benefits or protections arising
hereunder amongst its Affiliates. All

references to Medical Center/
Investigator include Medical Center/
Investigator Associates, and all

corporate or other entities, including,
but not limited to, affiliated entities of
each.

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.

No Assignment. Medical Center /
Investigator may not assign Medical
Center / Investigator’'s rights or
obligations under this Agreement
without specific prior written approval
from Medtronic.

8.4

8.5

8.6

8.7

8.8

rovhocennym dokladem jeji existence.

Rozhodné pravo. Tato Smlouva se
vykladd v souladu s pravem Ceské
republiky. PFislusné soudy Ceské
republiky maji vyhradni pravomoc
k FeSeni vdech sporl vyplyvajicich
ze Smlouvy, které smluvni strany
nemohou mezi sebou vyresit jednanim.

Jazyk. Oficialni verze této Smlouvy je
jeji jazykova verze specifikovand ve
Smluvnich ddajich. V pripadé rozporu
mezi anglickou a ceskou verzi této
smlouvy ma prednost a je rozhodujici
verze Ceska.

SpFiznéné osoby. ,Spfriznéna osoba"
znamena spolecnost Medtronic, Inc.,
Minnesota, USA a vSechny subjekty
vlastnéné spolec¢nosti Medtronic, Inc.
nebo kymkoli subjektem, v némz ma
Medtronic, Inc. pfimo nebo nepfimo
alesponn  padesatiprocentni  obchodni
podil. Zadavatel ma pravo plnit dle
vlastniho uvazeni veskeré zavazky dle
této Smlouvy prostfednictvim nékteré
Spfiznéné osoby a sdilet nebo rozdélit
veskery  prospéch  nebo  ochranu
vyplyvajici z této Smlouvy mezi své
Spfiznéné osoby. VSechny odkazy na
Poskytovatele / Hodnotitele zahrnuji
odkazy na jejich Pridruzené osoby a na
vSechny pravnické nebo jiné osoby, mj.
na spfiznéné osoby kazdé z nich.

Oznameni. VSechna oznameni, vyzvy,
Zzadosti, podani, zpravy nebo jina
sdéleni povolend nebo vyZzadovana dle
této Smlouvy se zasilaji smluvnim
stranam na adresy uvedené ve
Smluvnich udajich této Smlouvy a jsou
povazovana za platné danda, jsou-li
zaslana  doporuCenou  posStou na
takovou adresu kazdé ze smluvnich
stran. Kazdd smluvni strana mUze
zménit svou adresu zaslanim oznameni
druhé smluvni strané.

Zadné postoupeni.
Poskytovatel / Hodnotitel nesmi
postoupit sva prava ani zavazky dle této

Smlouvy  bez  zvlast  udéleného
predchoziho pisemného souhlasu
Zadavatele.
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8.9 Severability. In the event that any
provision of this Agreement is or
becomes invalid, prohibited or
unenforceable in any jurisdiction, the
ineffectiveness of such provision shall
not invalidate the remaining provisions
of this Agreement, which shall remain
in full force and effect.

The parties hereby acknowledge that the
Agreement will be published in the
Agreement register according to the aci
No. 340/2015 Coll. The Medical Center
will publish the anonymized contract ir
the Agreement register, i.e. the Medica
Center hereby undertakes to publish this
Agreement without any and all provisions
on Compensation for Services, the Study
Purpose in the Contract Details anc
further Study specific details ac
mentioned in the Agreement. The
provisions mentioned above shall be
made anonymous or removed by the

Medical Center.
X Xk Xk Xk Xk X X Xk

IN WITNESS WHEREOF, the parties have
executed this Agreement.

8.9 Oddélitelnost jednotlivych
ustanoveni. Pokud kterékoli
ustanoveni této Smlouvy je nebo bude
v jakékoli jurisdikci neplatné, zakazané
nebo nevymahatelné, neucinnost
takového ustanoveni nezpUlsobi
neplatnost zbyvajicich ustanoveni této
Smlouvy, kterd zlstanou plné platna a
acinna.

Smluvni strany berou na védomi, Zze smlouva
bude uverejnéna v registru smluv v souladu se

zakonem ¢. 340/2015 Sb. Anonymizovanou

smlouvu Vv registru smluv uverejni
poskytovatel, tzn. Poskytovatel se zavazuje
zverejnit  tuto Smlouvu bez jakychkoliv

ustanoveni upravujicich Odménu za sluzby,
Ucel klinického hodnoceni uvedeny v sekci
Smluvni Udaje, jakoz i dalSi detailni Udaje o
Klinickém hodnoceni uvedené ve Smlouvé.
Takovato ustanoveni uvedena vyse budou ze
strany Poskytovatele odstranéna c¢i ucinéna
necitelnymi

%k 3k 3k Xk X X X X

NA DUKAZ TOHO smluvni strany uzavrely tuto
Smlouvu.

MEDTRONIC BAKKEN RESEARCH CENTER B.V.

Signature / Podpis:
Christophe van de Maele
Sr. Medical Affairs Manager

HODNOTITEL / INVESTIGATOR

Siﬁnature / Podiis:

hodnotitel / Investigator

POSKYTOVATEL / MEDICAL CENTER:

Signature / Podpis:

prof. MUDr. Vladimir Palicka, CSc., dr. h. c.

6.9.2016

Datum: _ _
14.9.2016

Datum:
14.9.2016

Datum:
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Priloha ¢. 1 - Medtronic Reimbursement Policy

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

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

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

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

CONSULTANT’S TRAVEL AND LODGING EXPENSES

PAID/REIMBURSED BY MEDTRONIC NOT ROUTINELY REIMBURSED

Lowest logical, round trip commercial airfare; economy  Travel and ground transportation upgrades’
class air travel: Business class only for long distance

flights (over 5 hours total), and after receiving the Other travel change charges not related to a schedule
required internal approvals; change or personal or professional emergency
»  From home city to destination where Services are
performed Use of airline frequent flyer club facilities
»  Work with your Medtronic contact to arrange the
travel.

Travel for spouses or other guests

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

Limousine ground transportation unless preapproved
by Medtronic based on scheduling necessity

Private aircraft costs or charter service

Taxi or comparably priced ground transportation Mileage for rental cars
Mid-size rental car, including fuel charges where

; Insurance costs; e.g., life insurance, flight insurance
Medtronic arranges and books the car ' 9. 19 )

personal or rental car insurance, baggage insurance,

Parking fees at airport and hotel ete.

Lost baggage charges

One standard / single hotel room during the duration of  Incidental lodging expenses; e.g., in-room movies,

the training program or meeting, including the night mini-bar, movies or pay TV, telephone, laundry, dry
before and the night of the last day of the event, as cleaning, spa services, fitness center, etc.
necessary, due to travel schedules

> Medtronic to book at Meatronic approved facility Lodging upgrades or the additional cost of an alternate

. and more expensive hotel
In-room meals and beverages (room service)

Costs related to a spouse or other guest staying with

Reasonable telephone and internet access service you
»  Submission of phone bill detailing charges is
required

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

Reasonable service charges

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

Hospitality or entertainment expenses of any kind,
including such items as lift tickets, golf fees, excursion
tour fees, sports tickets, etc.

1 Unless terms of an active Consulting Agreement provide otherwise
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Meals for spouses or other guests

Meals between Consultants and other Business
Colleagues
EXPENSES NOT ROUTINELY REIMBURSED

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

Loss or theft of cash advance money, airline tickets,
personal funds or property

Parking tickets or traffic violation fees

Personal automobile repairs
OTHER RELATED EXPENSES NOT PAID/REIMBURSED BY MEDTRONIC: Unless otherwise set forth in the written
Agreement, Medtronic will not pay separately for travel time; preparation time for a presentation, training or other

such service; the use of any laboratory, clinic, hospital or office facilities and equipment; and time spent preparing
invoices or reports required under the Agreement.
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Priloha ¢. 1 — Politika nahrad Zadavatele

Tento dokument obsahuje popis cestovnich a dalSich vyloh, které Zadavatel bud’ zaplati, nebo nahradi v souladu
s pfislusnymi kodexy oborovych sdruzeni, s mistnimi pravnimi pfedpisy a se Standardy obchodniho jednani
Zadavatele. Kromé toho je zde uveden vycet dalsich vyloh, které nelze nahrazovat.

Schvadleni. Veskeré vylohy vyZaduji pfedchozi schvaleni Zadavatelem.

Nutnost. Vylohy musi byt nutné k poskytovani Sluzeb dle Smlouvy a konzultant je musi skutecné vynaloZit pri

Jejich poskytovani.

PozZadované doklady — aby bylo mozno proplatit cestovni naklady, musi byt Zadavateli predlozeny podrobné

originaly stvrzenek nebo jiné podpurné doklady.

CESTOVNE A UBYTOVANI KONZULTANTA

VYLOHY PLACENE/NAHRAZOVANE ZADAVATELEM

Nejlevnéjsi komercni letenka pro logicky koncipovanou
cestu tam a zpét v tfidé economy: tfida business se
hradi pouze u del$ich letll (o celkové dobé del$i nez 5
hodin) a po obdrzeni pozadovanych internich souhlas(;

»  zdomova do mista poskytovani Sluzeb
» Kk zafizovani cesty se spojte se svou kontaktni
osobou ve spolecnosti Zadavatele.

Naklady na zmény cestovnich plant v disledku zmén
vyzadanych Zadavatelem, pozadavki leteckych
spole¢nosti nebo naléhavého pracovniho nebo
osobniho zaneprazdnéni profesionalniho zdravotnika

Taxi nebo pozemni doprava za srovnatelné ceny

Najem stfedné velkého automobilu, v€éetné nakladu na
pohonné hmoty v pfipad€, Ze Zadavatel obstara a
rezervuje automobil

Parkovné na letisti a v hotelu

Jeden standardni / jednoldzkovy hotelovy pokoj po
dobu $koleni nebo schiize, véetné noci pfed zahajenim
akce a noci po poslednim dni akce, pokud to vyZzaduje
Casovy plan cesty

»  Zadavatel schvaluje a rezervuje ubytovaci zafizeni

Jidlo a napoje s donaskou na pokoj (room service)

PFfimérené poplatky za telefon a pfistup na internet
»  Nutno predlozit telefonni tcet s poZzadovanym
rozpisem

Pfiméfené poplatky za sluzby

2 Pokud podminky této Smlouvy nestanovi jinak

VYLOHY, KTERE NEJSOU OBVYKLE HRAZENY
Vys8i urovern letecké a pozemni dopravy2
Jiné zmény cestovnich vyloh, které nesouviseji se
zménou ¢asového planu nebo s naléhavym osobnim
nebo pracovnim zaneprazdnénim
Vyuziti moznosti frequent flyer club

Cestovné pro manzelské partnery a jiné hosty

Pozemni doprava limuzinou, neni-li pfedem schvalena
Zadavatelem na zakladé pozadavkl ¢asového planu

Naklady na soukromé letadlo nebo charterovou sluzbu
Kilometrovné u najatych automobil(i

Naklady na pojisténi, napf. na Zivotni pojisténi, osobni
pojisténi nebo pojisténi najatého automobilu, pojisténi
zavazadel apod.

Naklady na ztracena zavazadla

Privodni ubytovaci naklady, napf. filmy promitané na
pokoji, mini-bar, filmy nebo placené televizni programy,
telefon, Cistirna, lazeriské sluzby, fitness centrum apod.

VysS§i droven ubytovani nebo dodate¢né naklady na
jiny drazsi hotel

Naklady na manzelského partnera nebo jiného hosta
ubytovaného s Konzultantem

Poplatky za dodate¢né hodiny ubytovani po dobé
odhlaseni z hotelu nebo za dodate¢né noci s vyjimkou
okolnosti uvedenych ve sloupci povolenych nakladu na
ubytovani

DalSi stravné (v pfipadech, kdy Zadavatel poskytuje
stravu béhem schlize nebo Skoleni, ledaze zakaznik
zmeska v disledku svého cestovného planu néjaké

jidlo podavané na schuzi nebo na $koleni)

Pohosténi jakéhokoli druhu, v€etné jizdenek, golfovych
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poplatkd, poplatku za turistické vylety, listku na
sportovni udalosti apod.

Stravné pro manzelské partnery a jiné hosty

Jidlo na setkani Konzultant(l a dal$ich kolegl z profese
VYLOHY, KTERE NEJSOU OBVYKLE HRAZENY

Naklady na osobni péci, napf. na holie, kadefnika,
Cisténi obuvi apod.

Ztrata nebo odcizeni hotovostni zalohy, letenek,
osobnich finanénich prostfedkd nebo majetku

Pokuty za Spatné parkovani nebo za poruseni
dopravnich predpis(

Opravy osobniho automobilu

OSTATNI SOUVISEJICi VYLOHY, KTERE NEJSOU PLACENY/HRAZENY ZADAVATELEM: Neni-li v pisemné smlouvé stanoveno
jinak, Zadavatel nebude samostatné hradit ¢as straveny na cesté, pfipravou na prezentaci, Skoleni nebo na jinou
takovou sluzbu, pouziti laboratornich, klinickych nemocni¢nich nebo kancelafskych prostor a zafizeni a Cas
straveny zpracovanim faktur nebo vykaz(i vyZzadovanych podle Smiouvy.
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Attachment 2 Compensation for Services / Priloha ¢. 2 = Odmeéna za sluzby
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