SPONSORED CLINICAL TRIAL
AGREEMENT

SMLOUVA O PROVEDENI
ZADAVANEHO KLINICKEHO
HODNOCENI

Combined Endoscopic Epicardial and
Percutaneous Endocardial Ablation versus
Repeated Catheter Ablation in Persistent
and Longstanding Persistent Atrial
Fibrillation.

A randomized international multicenter
trial comparing interventional treatment
strategies in symptomatic patients with

drug refractory atrial fibrillation
Protocol Dated: 15 April 2016, Revision: G

Kombinovana endoskopicka epikardidlni
a perkutanni endokardidln{ ablace versus
opakovana katetrizacni ablace

u perzistentni a dlouhodobé perzistentni
atridlnf fibrilace (Combined Endoscopic
Epicardial and Percutaneous Endocardial
Ablation versus Repeated Catheter Ablation
in Persistent and Longstanding Persistent
Atrial Fibrillation).

Randomizované mezindrodni
multicentrické hodnoceni srovndvajici
strategie interven¢ni 1écby

u symptomatickych pacientt s atridlni
fibrilaci refrakterni na medikament6zni
1écbu

Protokol ze dne: 15 Duben, 2016, revize: G

This Agreement is made by and between,
AtriCure Europe BV, having its principal
place of business at De Entrée II, De Entrée
260, 1101 EE, Amsterdam, the Netherlands
(hereinafter referred to as “Sponsor”).

EU VAT number: NL815494932B01.

Tato smlouva se uzavird mezi spolecnosti
AtriCure Europe BV s hlavnim sidlem na
adrese De Entrée 11, De Entrée 260, 1101
EE, Amsterdam, Nizozemsko (déle
oznacovana jako ,,Zadavatel®).

DIC EU: NL815494932B01.

and

a

NAME HOSPITAL: Center for
Cardiovascular Surgery and
Transplantation, Brno (CKTCH)

Address: Pekatska 53, 656 91 Brno, Czech
Republic

represented by: Assoc. Prof. Petr Némec,
MD, Ph.D., MBA

Identification No.: 00209775

Bank account No.: 88634621/0710
Account Name: checking account

Bank Name: Cesk4 nirodni banka

Bank Address: Rooseveltova 18, 601 10
Brno

IBAN: CZ37 0710 0000 0000 8863 4621
SWIFT (BIC): CNBACZPP

Name and Home Address of Account:

Centrum kardiovaskularni a transplantacni
chirurgie, Pekaiskd 53, 656 91 Brno

NEMOCNICE: Centrum kardiovaskularni a
transplantacni chirurgie, Brno (CKTCH)
Adresa: Pekatskd 53, 656 91 Brno, Cesk4
republika

zastoupenou: Doc. MUDr. Petr Némec,
CSc., MBA

ICO: 00209775

DIC: CZ00209775

Bankovni spojeni: 88634621/0710
Naézev uctu: bé&Zny ucet

Nézev banky: Ceska narodni banka
Adresa banky: Rooseveltova 18, 601 10
Brno

IBAN: CZ37 0710 0000 0000 8863 4621
SWIFT (BIC): CNBACZPP
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(hereinafter referred to as “Institution”) in
the presence of

I - inaficr |

referred to as “Principal Investigator”).
The Principal Investigator is not the
contracting parties, but they only express
by signing their consent with participation
in the study pursuant to the Agreement. The
Co-Investigatros are required to follow the
instructions of the Medical Facility, and if
no such instructions exist they shall act in
accordance with this Agreement.

Nézev a adresa majitele ictu: Centrum
kardiovaskularni a transplantaéni chirurgie,
Pekatskd 53, 656 91 Brno

(ddle oznacovéna jako ,,Zdravotnické
zaFizeni*) za ptitomnosti

dale oznaCovédn
jako ,,Hlavni zkousSejici*). Hlavn{
zkousejici neni smluvni stranou, ale pouze
niZe svym podpisem vyjadfuje souhlas se
svou Ucasti ve Studii dle této Smlouvy.
Hlavni zkousejici je povinen dbat pokyni
Zdravotnického zatizeni, jinak bez téchto
pokynti postupuje v souladu s touto
Smlouvou.

These entities, except for the Principal
Investigator, shall be referred to hereinafter
collectively referred to as the “Parties”

Tyto subjekty vyjma Hlavniho zkousSejicitho
jsou dile souhrnné oznacovany jako
HStrany®.

RECITALS: _UVODNI CAST:
WHEREAS, Sponsor is engaged in the | PLATI, ZE Zadavatel se zabyva
research, development, manufacture, | vyzkumem, vyvojem, vyrobou, distribuci

distribution and sale of medical device
products; and

a prodejem zdravotnickych prostredkii.

WHEREAS, Sponsor has initiated the
Study identified in Article 1 below; and

PLATI, ZE Zadavatel zahijil
definovanou niZe v Clanku 1.

Studii

WHEREAS, Institution is recognized for its
expertise and ongoing academic research
and has the qualifications necessary for the
performance of, and the facilities, medical
staff and personnel required for the
execution of clinical studies; and

PLATI, ZE je Zdravotnické zafizeni
uznavané pro svou odbornost a probihajici
akademicky vyzkum a disponuje
kvalifikacemi, vybavenim a zdravotnickymi
pracovniky potfebnymi k provadéni
klinickych studii.

WHEREAS, Sponsor wishes Institution
and Principal Investigator to perform (part
of) the Study at the Study Facilities and
Institution and Principal Investigator are
willing to perform the same.

PLATI, ZE Zadavatel 74d4 Zdravotnické
zafizeni a Hlavni zkouSejici o provedeni
(¢asti) studie na studijnich pracovistich
a Zdravotnické zaftizeni a Hlavni zkouSejici
jsou ochotni toto vykonat.

NOW THEREFORE, the Parties, in
consideration of the above and the mutual
promises set forth below, agree as follows:

PROTO TEDY Strany vzhledem k vyse
uvedenému a vzajemnym zavazkiim
stanovenym niZe souhlasi s timto:
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ARTICLE 1.
DEFINITIONS

“Affiliate” means any firm, corporation
or other entity controlling, controlled by or
under common control with either of the
parties and for such purpose “control” shall
mean the direct or indirect ownership of
more than fifty percent (50%) of the voting
interest in such firm, corporation or other
entity or the power to direct the management
of such firm, corporation or other entity.

DEFINICE
,, PFidruzena spole¢nost*  znamena
jakoukoli firmu, korporaci nebo jiné
uskupeni spravujici, spravované nebo pod
spole€nou  sprivou nékteré ze stran

a ,sprava“ pro tyto dcely oznacuje piimé
nebo nepiimé vlastnictvi vice nez padesati
procent (50 %) hlasovacich prav v této
firmé, korporaci nebo jiném uskupeni nebo
schopnost fidit vedeni této firmy, korporace
nebo jiného uskupeni.

“Agreement” means this Sponsor Clinical
Trial Agreement, and its attached annexes.
The annexes form an integral part of the

somlouva® oznaCuje tuto  smlouvu
o provedeni zadaného klinického hodnoceni
a jeji ptilohy. Ptilohy jsou nedilnou soucasti

Agreement. smlouvy.
“Confidential ,,Davérné
Information” means any information | informace* oznacuji jakékoli informace

and/or data proprietary or possessed by a
Party, irrespective of its form (oral, visual,
written, electronic or otherwise) related to:

nebo data, kterd jsou pod ochranou ¢i jsou
majetkem jedné ze stran, bez ohledu na
jejich formu (mtZze byt ustni, vizudlni,
pisemn4, elektronicka ¢i jind) tykajici se:

(a) The Protocol; (a) Protokolu;

(b) Information embodied in Sponsor | (b) informaci obsaZenych v Materidlech
Materials; zadavatele;

() The Results and information | (¢) Vysledkli ainformaci ziskanych pfi

generated in performing the Study that are
considered work product;

provadéni  studie
vysledek préce;

a povazovanych za

(d) Other information provided by or on
behalf of the one Party to the other pursuant
to this Agreement, whether of a technical,
business or other nature; and

(d) dal$ich informaci poskytnutych jednou
ze Stran nebo jejim jménem druhé Strané na
zdkladé této Smlouvy, at uz technické,
obchodni nebo jiné povahy; a

(e) Information relating to a Party’s or
its Affiliates” trade secrets, products,
designs, technologies, promotional material
developments, methods of manufacture,
research, proprietary rights or business or
operations including but not limited to
business or research plans business or
research  strategies, marketing plans,
customer lists and pricing methods as well
as personnel and organizational data.

(e) informaci tykajicich se obchodnich
tajemstvi, vyrobkl, navrhi, technologif,
vyvoje propagacnich materidld, vyrobnich
metod, vyzkumu, vlastnickych prdv nebo
obchodni ¢innosti nebo postupii, mimo jiné
véetn€¢ obchodni cinnosti nebo jejich
vyzkumnych plani nebo vyzkumnych

strategif, marketingovych plani,
zakaznickych seznaml a metod stanoveni
cen, jakoZzto 1 vSech osobnich
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aorganizacnich dat Strany nebo jejich
PtidruZenych spolecnosti.

The information listed under Annex A to C
shall exclusively be the Confidential
Information of the Sponsor.

Informace uvedené v Ptiloze A az C jsou
vyhradnimi Dlvérnymi informacemi
Zadavatele.

“Effective Date” means date CTA is |,,Datum Gfinnosti“ oznacuje den, kdy
effective Smlouva nabude dcinnosti.
“Ethics Committee” means either the |,,Eticka komise“ oznacuje bud

Institutional Review Board (“IRB”) or the
“Central Committee” or both, whicheveris
applicable.

Institucionalni hodnotici komisi (,IRB®)
nebo “Ustfedni komise‘, nebo obég, dle
situace.

“GCP» means the rules for Good
Clinical Practice as laid out in the
International Conference in Harmonisation
of Technical Requirements for Registration
of Pharmaceuticals for Human Use (ICH)
Harmonised Tripartite Guidelines for Good
Clinical Practice (GCP)
(CPMP/ICH/135/95).

»GCP* znamend pravidla Spravné
klinické praxe (Good Clinical Practice)
uvedend v harmonizovanych tfistrannych
smérnicich pro spradvnou klinickou praxi
(GCP) Mezinarodni konference pro
harmonizaci technickych pozadavkd na
registraci humannich 1éCiv (ICH)
(CPMP/ICH/135/95).

“Human Tissue” means coded bodily
human tissue procured from a Subject,
including residual tissue thereof, which
Human Tissue will be shipped to Sponsor or
a third-party appointed by Sponsor for the
purpose of this Study. Human Tissue may
consist of blood, urine, biopsies or other
substances extracted from the human body
as described in the Protocol.

,» Tkarn lidského pivodu*  znamena
kédovanou lidskou télni tkdn ziskanou od
Subjektu, v€etné materialt obsahujicich jeji
rezidua, kterazto bude zaslana Zadavateli
nebo tfeti stran¢ povéiené Zadavatelem pro
ucely této Studie. Tkan lidského ptivodu
muze byt krev, moc¢, vzorky z biopsie nebo
jiné materidly ziskané z lidského téla, jak je
popsano v Protokolu.

“Institution” is the authorized contracting
party for clinical trials performed or
supervised by employees of CKTCH and/or
at the facilities of CKTCH. Hospital,
including the Study Facilities.

swZdravotnické zaiizeni“  je smluvni
stranou  oprdvnénou ke  klinickym
hodnocenim provedenym piimo

zamestnanci nemocnice CKTCH nebo pod
jejich dohledem, a/nebo na pracovistich
nemocnice CKTCH, vcetn¢ studijnich

Investigator” _

at the Study Facilities.

“Principal

pracovist.
»Hlavni zkouSejici* oznacuje |
pusobiciho na studijnich

pracovistich.

“Protocol” means the  documents
describing the scope and performance of the
activities undertaken by Institution and
Principal Investigator as outlined in Annex
A attached to this Agreement.

,»Protokol“ oznacuje
popisujici  rozsah  avykon  Cinnosti
provadénych Zdravotnickym zafizenim
a Hlavni zkouSejici mi, jak je uvedeno
v Pfiloze A k této Smlouvé.

dokumenty

“Sponsor”  means the individual,
company, institution, or organization
identified in the preamble to this Agreement
that is responsible for the initiation,
management and/or financing of a clinical
trial.

s»Zadavatel“ oznacuje jedince, spolecnost,
zafizeni nebo organizaci definované
vuvodni casti této Smlouvy anesouci
zodpovédnost za zahdjeni, vedeni a/nebo
financovani{ klinického hodnoceni.
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“Sponsor Materials” means all
products and Sponsor Materials made
available by or on behalf of Sponsor to
Principal Investigator, Institution and/or any
of its staff pursuant to this Agreement to
support the carrying out of the Protocol.

,Materialy zadavatele‘ oznacuji
vSechny produkty a Materidly zadavatele
poskytnuté Zadavatelem nebo jménem
Zadavatele Hlavnimu zkousSejicimu,
Zdravotnickému zatizeni a/nebo
kterémukoli z jeho zaméstnanct na zaklad¢
této Smlouvy za uUcelem splnéni Cinnosti
uvedenych v Protokolu.

“Results” means the data and results
generated or reduced to practice in the
performance of the Study by Institution.

»Vysledky* oznacuji data a vysledky
zjisténé pii vykonu Studie Zdravotnickym
zafizenim nebo zredukované na praktické
pouZiti.

“Study” means the clinical trial
entitled: “CEASE-AF” as further described
in the Protocol.

,,Studie* oznacuje klinické hodnoceni
nazvané ,,CEASE-AF*, jak je dile popséno
v Protokolu.

“StudyFacilities” means the facilities
where the Study is conducted, in this
Agreement meaning Cardiovascular
Surgery and  Transplantation, Brno
(CKTCH), Brno, Czech Republic.

»Studijni pracovisté« oznacuje
pracovisté, kde je provddéna Studie; v této
Smlouv€ je to nemocnice Centrum
kardiovaskularni a transplantacni chirurgie,
Brno (CKTCH), Brno, Ceska republika.

“Subject(s)” any patient (or
volunteer) to be recruited and enrolled in
the Study.

»oubjekt(y)“ jakykoli pacient
(nebo dobrovolnik), ktery bude vybran
a pfijat do Studie.

ARTICLE 2. CLANEK2,
THE STUDY (COMMENCEMENT, STUDIE (ZAHAJENI, DELKA
DURATION, PERFORMANCE) TRVANI, PRUBEH)
2.1 The Study performance at the Study | 2.1 Provddéni Studie na Studijnich

Facilities shall start on the Effective Date
and shall continue in full force until
completion of the Study, unless terminated
earlier in accordance with the terms of this
Agreement. Commencement of the Study is
conditioned upon obtaining the prior
approval of relevant regulatory authorities
and relevant Ethics Committees. Prior to
enrolling any Subject in the Study,
Institution’s Ethics Committees shall have
unconditionally approved of the terms and
conditions of the Protocol and the Study and
of the participation of Institution, Principal
Investigator and any Co-Investigator(s)
involved in the performance of the Study.
Institution shall promptly notify Sponsor in
writing in the event that the Ethics
Committee of the Institution alter or
withdraw, in whole or in part, their approval
of: (a) the Study in any manner; (b) the

pracovistich zapocne v Den Gc¢innosti a bude
pokracovat v plném rozsahu az do
dokonceni Studie, pokud nedojde k jejimu
pfedcasnému ukoncen{ v souladu
s podminkami  této  Smlouvy.  Pted
zahdjenim Studie se predpokldda ziskani
pisemného souhlasu odpovédného
kontrolniho ufadu a pfislusnych Etickych
komisi. Pred pfijetim Subjektu do Studie
musi Etické komise Zdravotnického zatizeni
bezvyhradné schvilit podminky Protokolu
a Studie a ucast Zdravotnického zafizeni,
Hlavni zkousejicich a jakéhokoli dalSiho
Hlavni zkousSejictho ucastniciho se vykonu
Studie. Zdravotnické zafizeni bezodkladné
pisemné uvédomi Zadavatele v piipadé€, Ze
Etickd komise Zdravotnického zatfizeni
pozméni nebo stihne, at’ uz zcela, nebo
CasteCné, svij souhlas (a) se Studii
jakymkoli zptsobem, (b) s ucasti Hlavni

©AtriCure Europe BV.
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participation of Principal Investigator or any
Co-Investigator(s); or (c) if the Ethics
Committees disband or otherwise cease to
review the Study. The Sponsor shall ensure
that the necessary approvals from other
Ethics Committees besides that of the
Institution or public administrative bodies
are obtained.

zkousejicich nebo jakychkoli dalsich Hlavn{
zkousejicich nebo (c¢) pokud bude Eticka
komise Zdravotnického zafizeni rozpusténa
nebo jakymkoli jinym zpisobem ukonci
svij dohled nad Studii. Nezbytné souhlasy
pfipadnych jinych Etickych komisi, nezje
Eticka komise Zdravotnického zafizeni, ¢i
organtl vefejné moci zajist'uje Zadavatel.

2.2 The Study shall be conducted by the
Principal Investigator. Subject to the terms
and conditions of this Agreement,
Institution, and Principal Investigator shall
diligently carry out the Study and shall
ensure the strict adherence to the Protocol
and make no amendments to the Protocol
without prior discussion with and written
agreement by Sponsor. In the event that
Principal Investigator is unable to continue
with the Study, Institution shall promptly
notify Sponsor in writing and propose a
substitute. Sponsor shall have the right to
approve any such substitute, and may
terminate this Agreement upon ten (10)
days’ prior written notice to Institution if the
proposed substitute is not acceptable to
Sponsor in its sole discretion in accordance
with Section 5.1(b)(V).

2.2 Studii bude vést Hlavni zkousSejici.
V souladu s podminkami této Smlouvy
budou Zdravotnické zafizeni a Hlavni
zkouSejici svédomité provadét Studii, zajisti
pfesné dodrZeni Protokolu a neprovedou
7Zadné upravy Protokolu bez pfedchozi
porady se Zadavatelem ajeho pisemného
souhlasu. V pfipadé, Ze Hlavni zkouSejici
nebudou schopni ve Studii pokracovat,
Zdravotnické zatizeni bezodkladné pisemné
uvédomi Zadavatele anavrhne néhradu.
Zadavatel bude mit prdvo tuto ndhradu
schvilit a rovnéz muze ukoncit platnost této
Smlouvy do deseti (10) dnit od ptedchoziho
pisemného  ozndmeni Zdravotnickému
zafizeni, pokud navrhovana ndhrada nebude
pro Zadavatele pfijatelnd, a to dle vyhradné
jeho vlastniho uvdZeni v souladu s Césti
5.1(b)(v).

2.3 Principal Investigator warrant with
his signature that Principal Investigator is
qualified by training and experience to
perform the Study and have special expertise
in the field of clinical research relating to the
Study. On Principal Investigator’ own
behalf and on behalf of Institution, Principal
Investigator commit to conduct and take
primary responsibility for performing the
Study in accordance with the Protocol and
the terms of this Agreement. In conducting
the Study, Principal Investigator shall follow
GCP. Without limiting the generality of the
foregoing, the work to be performed
hereunder shall be performed by Institution
solely by or under the direct supervision of

2.3 Hlavni zkouSejici nize svym podpisem
zaruCuje, Ze ma potiebné schopnosti,
vzdelani a zkuSenosti pro vedeni této Studie
a také Ze ma specifické profesni schopnosti
v oblasti klinického vyzkumu, které se
Studie tykd. Hlavni zkouSejici ve svém
vlastnim zdjmu a v zdjmu Zdravotnického
zafizeni bude provadét Studii a nést hlavni
zodpovédnost za jeji vykondvani v souladu
s Protokolem a podminkami této Smlouvy.
Pti vykonu Studie bude Hlavni zkousejici
dodrzovat pravidla sprdvné klinické praxe.
Aniz by byla omezena platnost vySe
uvedeného, bude price provddénd v ramci
této Smlouvy vykondvéna ve
Zdravotnickém zafizeni, a to bud’ Hlavnim

Principal Investigator. zkousejicim, nebo pod jeho pifimym
dohledem.
24  The Institution and the Principal | 2.4  Zdravotnické  zafizeni a Hlavni

Investigator shall perform the Study and

zkouSejici budou pii svém vykonu Cinnosti
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maintain records and data during and after
the term of this Agreement, in compliance
with all applicable law and regulations in its
performance of activities under this
Agreement in the extent in which they relate
to the study, including but not limited to:

vramci této Smlouvy provadét Studii
auchovavat zaznamy adata béhem doby
ucinnosti této Smlouvy i po jejim ukonceni
vsouladu se vSemi pravnimi pfedpisy
a nafizenimi v rozsahu, v jakém se na tuto
Studii vztahuji, mimo jiné v¢etné:

(a) Code of Federal Regulations of the
US. Food and Drug Administration
(“FDA”) as applicable; if the Sponsor has
informed the Institution and the Principal
Investigator about the contents of the FDA
regulations;

(a) Sbirky federdlnich pravnich ptedpisi
amerického Ufadu pro kontrolu potravin
aléka (,,FDA®), v platném rozsahu, pokud
Zadavatel seznamil Zdravotnické zafizeni a
Hlavni zkousejici s obsahem FDA;

(b) European Council Directive
93/42/EEC concerning medical devices
(hereinafter call the “MDD”) in the extent of
implementation of this directive into Czech
legislation, and ISO 14155;

(b) Smérnice Evropské rady 93/42/EHS
o zdravotnickych prostfedcich (dale
nazyvané jako ,MDD*)  vrozsahu
implementace této smérnice do predpisi

CR, a normy ISO 14155;

(©) National regulations applicable to
the conduct of clinical investigations of
medical devices in Czech Republic;

(c) ndrodnich ptedpisti vztahujicich se

k provadéni klinickych vyzkumu
zdravotnickych prostredkt v Ceské
republice;

(d) The European standard together with
such other good clinical practices as
specified in the MDD concerning medical
devices and in relevant guidance published
by the European Commission pursuant to
MDD;

(d) evropskych norem spolec¢né s dalSimi
postupy spravné klinické praxe
specifikovanymi v MDD o zdravotnickych
prostfedcich  a v pfislusSné  doprovodné
dokumentaci vydané Evropskou komisi na
zakladée MDD;

(e) The European Convention for Protection

(¢) Umluvy oochrané¢ lidskych prav

of Human Rights and Fundamental | a zdkladnich svobod;
Freedoms;
(f) European Council Directive (f) Smérnice Evropského parlamentu a Rady

95/46/EC on the protection of individuals
with regard to the processing of personal
data and on the free movement of such data
(up to and including 24 May 2018) and
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April
2016 on the protection of natural persons
with regard to the processing of personal
data and repealing Directive 95/46/EC
(General Data Protection Regulation) (on
and from 25 May 2018); in each case to the

95/46 / ES o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich udajt a
o volném pohybu téchto udaji (do 24.
kvétna 2018 vcetné) a natizeni Evropského
parlamentu a Rady (EU) 2016/679 a Rady ze
dne 27. dubna 2016 o ochrané fyzickych
osob v souvislosti se zpracovanim osobnich
udaji a o zruSeni smérnice 95/46 / ES
(obecné natizeni o ochran¢ idaji) (ode dne
25. kvétna 2018); v kazdém piipadé v
rozsahu provadéni této smérnice do Ceské
legislativy; a
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extent of implementation of this directive
into Czech legislation; and

(2) World Medical Association of
Helsinki entitled “Ethical Principles for
Medical Research Involving Human
Subjects (latest version).

(g) Helsinské deklarace Svétové lékatské
asociace snazvem ,FEtické zdsady pro
1ékatsky vyzkum s dcasti lidskych bytosti
(nejnovéjsi verze)®.

25 In the event of a conflict between this
Agreement and the Protocol, the terms of the
Protocol shall govern for matters regulated
by the FDA or any other regulatory authority
and, as for all other matters, this Agreement
shall govern. If generally accepted standards
of GCP require a deviation from the
Protocol, these standards will be followed.
Any Party who becomes aware of the need
for a deviation from the Protocol, or the
Principal Investigator, should they become
aware of such need, will immediately inform
the other Party to this Agreement of the facts
necessitating the deviation as soon as the
facts are known to that Party. In addition,
any amendments to the Protocol are to be
submitted by the Institution itself via
Principal Investigator for Ethics Committee
approval (if appropriate) and shall be
deemed part of the Protocol.

2.5 V ptipadé rozporu mezi touto Smlouvou
a Protokolem budou mit u zileZitosti
regulovanych tufadem FDA nebo jinym
kontrolnim dfadem pievahu podminky
Protokolu. Veskeré dalsi zdlezitosti se
budou fidit podminkami této Smlouvy.
Pokud vSeobecné pfijimané zdsady spravné
klinické praxe vyZaduji odchyleni od
Protokolu, musi se postupovat podle téchto
zasad. Pokud nékterd ze Stran nebo Hlavni
zkousejici odhali nutnost odchylit se od
Protokolu, ihned po zjiSténi skutecnosti
vyZzadujicich toto odchyleni o nich uvédomi
druhou smluvni Stranu. Jakékoli udpravy
Protokolu musi navic Zdravotnické zafizeni
samo nebo  prostfednictvim  Hlavni
zkousejici predlozit ke schvéleni Etické
komisi (Ize-li tak provést) a poté je zaclenit
jako pravoplatnou soucdst do Protokolu.

2.6 The Principal Investigator shall use
reasonable efforts to the recruitment of up to
B subiccts to the Study. The
Principal Investigator assures that prior to
enrollment of a Subject in the Study a signed
and dated written informed consent form, in
a form which has been approved by Sponsor,
is obtained from such Subject or from the
Subject’s legally acceptable representative.
Neither the Principal Investigator nor the
Institution shall be required to carry out
recruitment of subjects, if the legal
conditions are not fulfilled.

2.6 Hlavni zkousSejici vyvine pfiméfenou
snahu o pfijeti maximalné

Subjekti do Studie. Hlavni zkousejici
zajisti, aby pted pfijetim do Studie Subjekt
nebo jeho zdkonny zdastupce podepsal
aopatfil datem  pisemny  formuldf
informovaného souhlasu v podobé, kterd
byla schvidlend Zadavatelem. Hlavni
zkousejici ani Zdravotnické zafizeni nejsou
povinni provést ndbor Subjektu, pokud
nebudou splnény zdkonné podminky.

2.7 If the Study is a multi-center trial,
Sponsor may discontinue further enrollment
in the Study by Institution and/or Principal
Investigator when the total required
enrollment is attained irrespective of the
number of Subjects enrolled by the

2.7 Pokud bude Studie probihat na vice
pracovistich (multicentrické hodnocenf),
miZze Zadavatel ukoncit ndbor do Studie
Zdravotnickym zafizenim a/nebo Hlavni
zkousejici, jakmile bylo dosaZeno celkové
pozadované ucasti, bez ohledu na pocet
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Institution and/or Principal Investigator.
Neither the Principal Investigator nor the
Institution shall be required to carry out
recruitment of other Subjects after June 1,
2019; the Sponsor shall decide regarding
ending of recruitment.

Subjektt ptijatych do Studie Zdravotnickym
zafizenim a/nebo Hlavni zkousSejici. Hlavn{
zkousejici ani Zdravotnické zafizeni nejsou
povinni provadét nabor dalsich Subjekti po
1. Cervnu 2019; o ukonceni naboru vyrozumi
Zadavatele.

2.8 Institution shall submit to Sponsor,
within sixty (60) days of the date hereof, but
in any event before commencing subject
enrollment in the Study, documentation of
the approval of theStudy by the Ethics
Committee of the Institution, including the
Protocol and documentation of the
Institution’s Ethics Committees’ approval of
the patient informed consent form for use in
connection with the Study.

2.8 Zdravotnické zafizeni Zadavateli
predloZzi do Sedesati (60) dni ode dne nabyti
smluvni  platnosti  anejpozd¢ji  pred
zahdjenim piijimani Subjekti do Studie
zdokumentovany souhlas Etické komise
Zdravotnického zarizeni se Studii, vCetné
Protokolu, azdokumentovany  souhlas
Etické komise Zdravotnického zafizeni
s pacientskym formulafem informovaného
souhlasu, ktery se bude ve Studii pouZivat.

2.9. The Sponsor hereby declares that this
study serves for comparing the two
implemented methods of treatment and does
not constitute testing of any new drug, new
medical device or new method. The
Principal Investigator is not required to carry
out any medical procedures, if such
procedures would not correspond to the
Subject’s indications or the implemented
approaches of lege artis.

2.9 Zadavatel prohlaSuje, Ze tato Studie
slouzi k porovnani dvou zavedenych metod
1é€by a nepfedstavuje zkouSeni Zadného
nového 1éCiva, nového zdravotnického
prosttedku nebo nové metody. Hlavni
zkousejici  nejsou  povinni  provadét
jakékoliv 1ékarské vykony, pokud by tyto
neodpovidaly indikaci Subjektu nebo
zavedenym postuptim lege artis.

ARTICLE 3. CLANEK 3.
CURRICULUM VITAE ZIVOTOPIS
3.1 The Principal Investigator and any | 3.1 Hlavni zkouSejici a pfipadni dalsi

other Co-Investigator(s) involved in the
performance of the Study (which Co-
Investigator(s) shall work under the direct
supervision of Principal Investigator and
shall otherwise agree to be bound by the
same terms which bind Principal
Investigator hereunder), will submit up-to-
date, signed and dated Curriculum Vitae to
the Sponsor before initiation. The
documents will be archived by the Sponsor
and may, if so required, be sent to the FDA
and any other regulatory authority within or
outside the European Union.

spoluzkousejici ucastnici se vykonu Studie
(tito dalsi spoluzkousejici budou pracovat
pod pifimym dohledem Spoluzkousejicich
nebo musi souhlasit s tim, Ze budou vazani
stejnymi  podminkami  jako  Hlavni
zkouSejici podle této Smlouvy) piedlozi
Zadavateli pfed zahdjenim Studie aktudlni
adatem apodpisem opatfeny Zivotopis.
Zadavatel dokumenty ulozi a v piipade, Ze
to bude potieba, je zasle uradu FDA ¢i
jinému piislusnému  kontrolnimu uradu
v Evropské unii nebo mimo ni.
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ARTICLE 4.
REPORTING AND AUDITING

CLANEK 4.
TVORBA ZPRAV A AUDITY

4.1 The Principal Investigator shall
ensure that all clinical data are recorded on
the relevant Case Report Forms (“CRFs”) as
indicated by Sponsor and kept in accordance
with Section 2.4 above. CRFs contain
confidential data and the Principal
Investigator is responsible for maintaining
the confidential nature of this data through
the use and maintenance of a reliable and
safe system for the handling and storing of
all data held in connection with and
generated under the Study.

4.1 Hlavni zkousSejici zajisti, aby byla
veSkerd klinickd data zaznamendvdna do
ptisluSnych Zaznamt Subjekti hodnoceni
(Case Report Form, ,,CRF*) dle pokynu
Zadavatele abyla uchovdvdna v souladu
s podminkami uvedenymi v ¢asti 2.4 vyse.
Zaznamy CRF obsahuji davérné udaje
a Hlavni zkousSejici nese zodpovédnost za

udrzeni davérnosti téchto dat pomoci
spolehlivé  abezpené  strategie  pii
manipulaci  a ukldddni veSkerych dat

uchovdvanych nebo vytvofenych ve spojeni
se Studif.

4.2 Institution and/or Principal
Investigator ~ shall  notify = Sponsor
immediately (within twenty-four (24) hours)
of any serious adverse events in accordance
with applicable law and guidelines and will
cooperate with Sponsor in connection with
any reports or filings related to such serious
adverse event.

4.2 Zdravotnické zafizeni a/nebo Hlavni
zkousejici ihned (do dvaceti Ctyt (24) hodin)
ozndmi  Zadavateli  jakékoli  zdvaZné
nezddouci ptihody v souladu s platnymi
zakony a smérnicemi a budou spolupracovat
se Zadavatelem na vytvofeni hldSeni nebo
vyplnéni  formulait otéto  zdvazné
nezadoucti pithode¢.

4.3  The Principal Investigator shall keep
all correspondence with Ethic Committee
and Institution and all records relating to the
Study including copies of CRFs (the “Study
Files”) for a period of fifteen (15) years
following completion or discontinuation of
the Study. Sponsor shall be informed of any
change of address or other relocation of the
Study files.

4.3 Hlavni zkousSejici si uchova veskerou
pisemnou komunikaci s Etickou komisi
a Zdravotnickym  zafizenim  a vSechny
zdznamy tykajici se Studie, vcetné kopii
zaznami CRF (,Studijni zaznamy*) po
dobu patnécti (15) let od dokonceni nebo
ukonceni Studie. Zadavatele je nutné
informovat o piipadnych zménach adresy
nebo jiném premisténi Studijnich zdznamu.

44  The Institution and Principal
Investigator shall permit regular monitoring
visits by Sponsor’s staff. Monitoring visits
will be during normal working hours and
days. Monitoring visits will be carried out by
a duly appointed clinical monitor. Such
appointed clinical monitor, after fulfilling
legal conditions, for the fullilment of which
it will provide all necessary cooperation to
the Institution and the Principal Investigator,
shall be given direct access to the Subjects’
medical records in order to allow source data
verification. The Principal Investigator will

44  Zdravotnické  zafizeni a Hlavni
zkousejici umoZzni pravidelné kontroln{
navstévy pracovnikli Zadavatele. Kontrolni
navs§tevy  budou  probihat v béZnych
pracovnich hodinach a dnech. Kontrolni
nav§tévy  budou  vykondviny  tadné
poveéfenym klinickym monitorem. Tento
povefeny klinicky monitor bude mit po
splnéni zdkonnych podminek, k jejichz
splnéni poskytne Zdravotnickému zatizen{ a
Hlavnimu zkousejicimu nezbytnou
souCinnost, moZnost piimého piistupu
k 1ékarskym zaznamm Subjektli, aby mohl
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be notified at least forty-eight (48) hours in
advance.

ovefit spravnost zdrojovych dat. Hlavni
zkousejici bude uvédomén s predstihem
alespori Ctyficeti osmi (48) hodin.

4.5 Institution and Principal
Investigator, in compliance with applicable
legislation, shall permit inspections of the
Study PFacilities by any competent
governmental authorities, such as the U.S.
FDA and equivalent European Union and
national regulatory authorities, for any
registration or pending registration for
manufacturing of Sponsor Materials.
Sponsor shall be notifies in writing and will
be allowed to participate in such inspections
as an observer.

4.5  Zdravotnické  zafizeni a Hlavni
zkouSejici umozni v souladu s platnou
legislativou inspekce Studijnich pracovist
jakymikoli kompetentnimi vlddnimi orgény,
jako je napt. americky ufad FDA nebo jemu
ekvivalentni kontrolni dfad na drovni
Evropské unie nebo jednotlivych stati, za
ucelem jakékoli registrace nebo probihajici
registrace pro vyrobu Materidli zadavatele.
Zadavatel musi byt o téchto inspekcich
pisemné¢ uvédomen amusi mu byt
umoZznéno Ucastnit se jich jako pozorovatel.

4.6  The Principal Investigator shall
ensure that the identity of Subjects will not
be disclosed in any correspondence with
Sponsor, except in exceptional,
unforeseeable circumstances, which may
demand such disclosure, which will be at the
discretion of the Principal Investigator.
Subject to applicable law and regulations,
correct identification of the Study Subject
will be possible for purposes of on-site
audits by Sponsor or the appropriate
authorities, after fulfilling legal conditions.

4.6 Hlavni zkouSejici zabrani vyzrazeni

totoznosti Subjektdi pfi komunikaci se
Zadavatelem, s vyjimkou vyjimecnych

a neocekdvatelnych okolnosti, které mohou
vyzadovat toto vyzrazeni akteré budou
identifikovdny na zdkladé uvaZeni Hlavniho
zkousejictho. Podle platnych zdkoni
a predpist bude mozné uvést spravnou
totoznost Subjektl Studie pro ucely auditd
v nemocnici provadénych Zadavatelem
nebo piislusSnymi dfady, a to po splnéni
zakonnych podminek.

ARTICLE S.
TERMINATION

CLANEK 5.
UKONCENI

5.1 This Agreement commences on the
Effective Date and shall not continue in
force until the earlier of: (a) completion of
the Study or (b) termination in accordance
with this Agreement.

5.1 Tato Smlouva nabyva platnosti v Den
ucinnosti a bude platit v celém rozsahu az do

vvvvvv

dokonceni Studie nebo jeji ukonceni

v souladu s touto Smlouvou.

Either Party may terminate this Agreement
before completion of the Study, upon written
notice to the other party with immediate
effect in the following events:

Kazd4 Strana miiZe ukoncit tuto Smlouvu
jesté pfed dokoncenim Studie, po pisemném
ozndmeni druhé stran€ a s okamZitym
ucinkem, a to za té€chto situaci:

1 If the approval by the Ethics
Committee in charge of the Study is
irrevocably revoked;

(i) Pokud Etickd komise rozhodujici o Studii
nevratn¢ odvola sviij souhlas.

(i1) If it is reasonably determined by
either party that the Study must be

(i1)) Pokud nékterd ze stran na zakladé
rozumné Uuvahy usoudi, Ze je zapotiebi
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terminated in the interest of the Subjects’
health;

ukonc¢it Studii v zdjmu zdravotni ochrany
Subjekta.

(iii)  If it is reasonably determined by
either party that continuation of the Study
cannot serve a scientific purpose, and this is
confirmed by the Ethics Committee in
charge of the Study;

(iii) Pokud neé€ktera ze stran na zakladé
rozumné uvahy usoudi, Ze pokracovani ve
Studii nemuze slouzit védeckému ucelu,
atento fakt potvrdi Etickd komise
rozhodujici o Studii.

(iv) If one of the Parties is declared
bankrupt, or if a decision of a similar nature
is issued, or if either party enters liquidation.

(iv) Pokud je prohldSen upadek jedné ze
Stran, nebo je ucinéno jiné rozhodnuti
obdobné povahy nebo pokud jedna ze Stran
vstoupi do likvidace.

(v) If either Principal Investigator is no
longer able (for whatever reason) to act as
Principal Investigator and no mutually
acceptable replacement has been found;

(v) Pokud né¢ktery Hlavni zkouSejici jiz
nebude schopen (zjakéhokoli divodu)
fungovat jako Hlavni zkousSejici a nebyla
nalezena 7ddnd oboustranné piijatelnd
nahrada.

(vi)  Any material breach of or failure to
comply with any of the terms or conditions
of the Agreement or the Protocol by the
other Party, which breach or failure, if
capable of remedy, is not remedied within
thirty (30) days after notice from the
aggrieved Party demanding such remedy; or

(vi) Jakékoli zdvazné poruSeni né&které
z podminek této Smlouvy nebo Protokolu
nebo neschopnost tyto podminky dodrzet
druhou Stranou, kteréZto poruseni nebo
selhani neni napraveno do tficeti (30) dnti od
upozornéni zaslaného postiZenou Stranou
pozadujici toto napraveni, pokud je takova
ndprava mozna.

(vii) If circumstances beyond either
Party’s  control occur that render
continuation of the Study unreasonable.

(vii) Pokud se objevi podminky, které Zadna
ze Stran nemuze ovlivnit a kvili kterym
bude dalsi pokracoviani ve  Studii
nedvodné.

5.2 Upon either receipt or giving notice
of early termination, Institution shall
promptly terminate conduct of the Study to
the extent medically permissible for all
Subjects.

5.2 Po piijeti nebo odeslani oznidmeni
o pfed€asném ukonceni musi Zdravotnické
zafizeni neprodlené¢ ukonlit provadéni
Studie do takového rozsahu, ktery je
z 1ékatského  hlediska pro  Subjekty
ptijatelny.

53 In the event of early termination of
this Agreement for any reason, the total
sums payable by Sponsor pursuant to this
Agreement shall be equitably prorated to
account for actual work performed to the
date of termination and the cost of any non-
cancelable expenses reasonably incurred, by
Institution/Principal Investigator in

5.3 Vpiipad¢ predcasného ukonceni
Smlouvy zjakéhokoliv davodu bude
celkovd cCdastka proplacend Zadavatelem
podle této Smlouvy spravedlivé a imérné
rozdélena, aby odpovidala hodnoté price
skutené¢ odvedené do data ukonceni
a ptipadnym rozumné vzniklym
a nezruSitelnym ndkladim Zdravotnického
zafizeni/ Hlavni zkouSejici v souladu
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accordance with the Protocol, this

Agreement and budget attached.

s Protokolem, touto Smlouvou a pfipojenym
rozpoctem.

5.4  Institution and Principal Investigator
shall comply with Sponsor’s instructions as
to whether the Sponsor Materials and other
materials provided hereunder are to be
returned to Sponsor or disposed of,(all at the
Sponsor’s expense),provided, however, that
Institution and Principal Investigator shall
not dispose of or return Sponsor Materials to
Sponsor is such action would jeopardize the
rights, safety, or welfare of a Subject in the
Study.

54  Zdravotnické  zafizeni a Hlavni
zkousejici budou dodrzovat  pokyny
Zadavatele ohledn¢ vraceni ¢i likvidace
Materidlti zadavatele ajinych materidlt
poskytnutych v rdmci této smlouvy (vSe na
naklad Zadavatele), avSak pouze za
predpokladu, Ze Zdravotnické zafizeni
a Hlavni zkousejici likvidovanim Materidld
zadavatele nebo jejich navratem Zadavateli
neohrozi prdva, bezpecnost nebo blaho
Subjektl tcastnicich se Studie.

5.5  Sections 4.1, 4.2, 4.4, 5.3, 54, 6.1,
Article 7, Article 8, Article 9, Article 10, and
Section 11.3 shall survive any expiration or
termination of this Agreement.

5.5 Casti 4.1, 4.2, 4.4, 5.3, 5.4, 6.1, Clanek
7, Clanek 8, Clanek 9, Clanek 10 a Clanek
11.3 budou platit i po vyprSeni ¢i ukonceni
této Smlouvy.

ARTICLE 6. CLANEK 6.

PAYMENT PLATBA
6.1 Institution will be reimbursed in | 6.1 Zdravotnickému zafizeni budou
Euros in accordance with the budget and | proplaceny Céastky v eurech v souladu

payment schedule attached to this
Agreement as Annex B, upon receipt of duly
specified invoices provided to Sponsor by
Institution. Sponsor shall process and carry
out payment of each invoice within thirty
(30) days of receipt of such invoice by
Sponsor.

s rozpotem a rozpisem plateb pfipojenym
k této Smlouvé jako Ptiloha B poté, co
Zadavatel obdrzi od Zdravotnického
zafizeni ndlezit¢ specifikované faktury.
Zadavatel zpracuje a provede platbu kazdé
faktury do triceti (30) dni od pfijeti této
faktury Zadavatelem.

6.2 Institution agrees that Sponsor shall
have no obligation to pay for any labor or
materials contracted for by Institution from
a third party or for the costs of any
appliances or equipment rented from a third
party by Institution on account of the work

6.2 Zdravotnické zafizeni souhlasi s tim, ze
Zadavatel nebude mit povinnost proplatit
praci ani materidly ziskané smluvné
Zdravotnickym zatizenim od tiet{ strany ani
naklady na prondjem pfistrojit ¢i vybaveni
Zdravotnickym zafizenim ziskané od tfeti

to be performed hereunder. strany za ucelem  provedeni zde
definovanych ¢innosti.
ARTICLE 7. CLANEK 7.

PROPRIETARY RIGHTS/RESULTS

VLASTNICKA PRAVA / VYSLEDKY

7.1 Rights to the Results, whether or not
patentable, that are conceived, discovered,
developed or reduced to practice by or on
behalf of the Principal Investigator or

7.1 Prava na vysledky, at’ uz patentovatelné,
¢i nikoli, které jsou zjisténé, objevené,
vyvinuté nebo redukované na praktické
vyuziti Hlavnim  zkouSejicim  nebo
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Institution, resulting from the performance
of the Study, shall be solely owned by
Sponsor. Accordingly, the Sponsor shall be
the exclusive owner of any inventions,
discoveries, products, techniques, formulas,
data and knowledge and any other results
conceived, generated or reduced to practice
under or in connection with the Study and all
intellectual property and other rights related
thereto (“Sponsor Inventions™). Institution
shall retain a perpetual, fully paid up, non-
exclusive and non-transferable license to use
the Results solely for educational and
internal research purposes.

Zdravotnickym zatizenim ¢i jejich jménem
a které vyplyvaji z provadéni Studie, budou
vyhradnim majetkem Zadavatele. Podle
toho bude Zadavatel vyhradnim vlastnikem
jakychkoli vyndlezli, objevt, produkti,
technik, vzorcd, dat a znalosti a jakychkoli
jinych vysledkt vzniklych, vytvofenych
nebo redukovanych na praktické vyuZziti
vramci Studie nebo v souvislosti s ni
a veskerého dusevniho vlastnictvi a jinych
prav  tykajicich se téhoz (,,Vynalezy
zadavatele). Zdravotnické zafizeni bude
disponovat  trvalou, pln€¢ splacenou,
nevyhradni a nepfenosnou licenci na pouZziti
téchto Vysledkli pouze pro vzdé€lavaci
a intern¢ vyzkumné ucely.

7.2 The Principal Investigator and
Institution agree to provide promptly to
Sponsor a complete invention disclosure
report with respect to inventions originating
from their activities in the Study in
connection with any Sponsor inventions,
and shall sign such documents, and do at the
Sponsor’s expense such things necessary, to
vest Sponsor with full and exclusive title in
all Sponsor Inventions. The Principal
Investigator and Institution shall assist
Sponsor (at Sponsor’s expense) in filing any
patent applications or other documents
necessary or desirable to protect the Sponsor
Inventions. The Principal Investigator and
Institution hereby assign all of their rights in
the Sponsor Inventions and in all related
patents, copyrights, trade secrets and other
proprietary rights therein to Sponsor.

7.2 Hlavni zkouSejici a Zdravotnické
zafizeni souhlasi stim, Ze bez prodleni
poskytnou Zadavateli tdplné prohldseni
o vyndlezech vychdazejicich z jejich ¢innosti
ve  Studii v souvislosti s jakymikoli
Vynélezy zadavatele, tyto dokumenty opatii
svym podpisem aprovedou na naklad
Zadavatele nezbytné kroky, aby Zadavatel
dosahl plnych a vyhradnich prav na vSechny
Vynélezy zadavatele. Hlavni zkousSejici
a Zdravotnické zafizeni budou Zadavateli
niapomocni (na ndklady Zadavatele) pfi
vypliiovanich patentovych piihlasek nebo
jinych  dokumentli  potfebnych  nebo
vhodnych k ochrané Vyndlezii zadavatele.
Hlavni zkouSejici a Zdravotnické zatizeni
timto postupuji vSechna sva pridva spojend
s Vyndlezy  zadavatele a souvisejicimi
patenty, autorskymi pravy, obchodnimi
tajemstvimi a jinymi vlastnickymi pravy
Zadavateli.

7.3 For the avoidance of doubt, nothing
in this Agreement shall be construed as
affecting the ownership of any intellectual
property rights relevant to the performance
of the Study which are in the possession of a
Party prior to the commencement of the
performance of the Study or generated since
said date but outside of this Agreement.

7.3 Pro zamezeni pochybnosti nesmi byt nic
v této Smlouvé chdpano tak, Ze ma vliv na
nidrok na jakdkoli prava duSevniho
vlastnictvi tykajici se vykonu této Studie
a v majetku Strany ptfed zahdjenim vykonu
Studie nebo vznikla od uvedeného data, ale
mimo rozsah této Smlouvy.
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ARTICLE 8.
CONFIDENTIALITY

CLANEK 8.
DUVERNOST

8.1 Sponsor may come across or be
supplied with Confidential Information in
the possession of or proprietary to the
Institution or Principal Investigator. Sponsor
shall treat any such information received
from Institution with the same degree of care
it accords to its own Confidential

8.1 Zadavatel muZze prijit do kontaktu
s Davérnymi informacemi, které jsou ve
vlastnictvi Zdravotnického zafizeni nebo
Hlavni zkouSejici. Zadavatel bude s témito
informacemi ziskanymi od Zdravotnického
zafizeni zachdzet se stejnym stupném
opatrnosti, jaky se vztahuje na jeho vlastni

Information and/or as required by law. Divérné informace a/nebo jaky je
vyZadovéan zdkonem.

8.2 Institution and Principal Investigator | 8.2  Zdravotnické  zafizeni a Hlavni

shall receive and maintain all of the | zkouSejici obdrzi abudou uchovdvat

Sponsor’s Confidential Information in strict
confidence. Accordingly, Institution and
Principal Investigator shall not without the
prior written consent of Sponsor, disclose
Sponsor’s Confidential Information to any

third party. Institution and Principal
Investigator shall use the Sponsor’s
Confidential Information for the sole

purpose of the proper performance of the
Study and in accordance with such
directions as Sponsor may give from time to
time.

veskeré Duvérné informace Zadavatele
v nejpiisnéjsi tajnosti. Proto Zdravotnické
zafizeni ani Hlavni zkouSejici nesmi
Divérné informace Zadavatele odhalit
7zadné tfeti stran€ bez pifedchoziho
pisemného souhlasu Zadavatele.
Zdravotnické zafizeni a Hlavni zkousSejici
budou pouzivat Duvérné informace
Zadavatele za vyhradnim tcelem, kterym je
fadné provadéni této Studie, a v souladu
s pokyny, které mohou od Zadavatele
v pritbéhu dostavat.

8.3 Institution and Principal Investigator
shall restrict the access to the Sponsor’s
Confidential Information to those officers,
employees, co-workers, consultants or
advisers who must use the Sponsor’s
Confidential Information and who have
been advised of the restrictions imposed on
the parties and have agreed to abide by such
restrictions.

8.3  Zdravotnické  zafizeni a Hlavni
zkousSejici povoli piistup k Divérnym
informacim Zadavatele pouze tém dfednim
osobdm, pracovnikiim, spolupracovnikiim,
poradcim  a konzultantim, ktefi musi
Diivérné informace Zadavatele pouZivat
a ktefi byli pouceni o omezenich platnych
pro jednotlivé strany a souhlas{
s dodrZzovéanim téchto omezeni.

8.4  Parties shall have no obligations of
confidentiality and non-use with regard to
information received, which:

8.4 Strany nebudou mit zZddné zdvazky na
uchovéani divérnosti a nepouZzivani u téch
ptijatych informaci, které:

(a) was already known to the receiving
Party at the time of receipt from the
disclosing Party, as evidenced by written
records of the receiving Party;

(a) byly pfijimajici Strané¢ v dobé pfijeti od
odkryvajici Strany jiZ zndmy, coZ je mozné
dokazat pisemnymi zdznamy piijimajici
Strany;

(b) was available to the general public at
the time of receipt from the disclosing Party;

(b) byly vokamzik pfijeti od odkryvajici
Strany piistupné v§eobecné vefejnosti;
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() subsequently became available to the
public without the receiving Party being
responsible therefore;

(c) se nasledn¢ zpfistupnily vetejnosti, anizZ
by za to byla zodpovédna ptijimaci Strana;

(d) was received from an independent
third party, provided however, that such
information was not obtained by said third
party, directly or indirectly from disclosing
Party; or

(d) byly pfijaté od nezdavislé treti strany,
ovSem za predpokladu, Ze dand tfeti strana
neziskala tyto informace piimo ¢i nepiimo
od odkryvajici Strany; nebo

(e) was independently developed by or
for the receiving Party without benefit of
disclosing Party’s Confidential Information
as evidenced by their written records.

(e) byly nezavisle vytvofeny piijimaci
Stranou nebo pro ni a bez pouZiti Ditvérnych
informaci odkryvajici Strany, jak je mozné
dokéazat pisemnymi zdznamy.

8.5  Notwithstanding the confidentiality
and non-use obligations set forth in Sections
8.1 to 8.4 above, Parties shall respectively
have the right to disclose or provide
Confidential Information to the extent this
required by law or court order. However, the
rights to disclose or provide Sponsor
Confidential Information under this Section
8.5 is subject to the condition that notice is
promptly delivered to Sponsor prior to any
such disclosure or provision in order to
provide an opportunity for the Sponsor to
challenge or limit any such disclosure or
provision obligations.

8.5 AniZz by byly dotéeny zdvazky
o duvérnosti a nepouzivani uvedené
v ¢astech 8.1 az 84 vySe, budou mit
jednotlivé Strany prdvo uvefejnit nebo
poskytnout Dtvérné informace v rozsahu,
v jakém to vyZaduje zdkon, nebo na soudni
piikaz. AvSak prdvo uvefejnit nebo
poskytnout Duvérné informace Zadavatele
vyplyvajici ztéto Casti 8.5 je podmin€no
bezodkladnym odeslanim oznameni
Zadavateli pred jakymkoli takovym
uvefejnénim nebo poskytnutim, aby mél
Zadavatel moznost vznést namitku proti
takové uvefejniujici nebo  poskytujici
povinnosti nebo tyto povinnosti omezit.

8.6  Upon Sponsor’s request, Institution
undertakes to return to Sponsor or to destroy
all carriers of Sponsor Confidential
Information; provided, however, that
Institution’s legal counsel may retain one
copy of Sponsor’s Confidential Information
in a secure location for purposes of
identifying Institution’s obligations under
these confidentiality provisions.

8.6 Na zadost Zadavatele se Zdravotnické
zafizeni zavazuje vrétit Zadavateli nebo
zni€it vSechny nosic¢e Dlavérnych informaci
Zadavatele, avSak pouze za pfedpokladu, Ze
advokat Zdravotnického zafizeni si smi
ponechat na bezpetném misté jednu kopii
Divérnych informaci Zadavatele pro ucely
identifikace =~ zdvazkli = Zdravotnického
zafizeni vramci  téchto  ustanoveni
o dliveérnosti.

8.7 The obligations set forth in this
Article 8 shall be valid during the term of
this Agreement and for a period of five (5)
years thereafter.

8.7 Zéavazky ustanovené v tomto ¢lanku 8
zGstanou v platnosti béhem trvani této
Smlouvy a po dobu péti (5) let poté.
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ARTICLE9. CLANEK 9.
PUBLICATION UVEREJNEN{
9.1 Sponsor acknowledges that | 9.1 Zadavatel bere na védomi, Ze

Institution and Principal Investigator are
dedicated to a free scholarly exchange and to
public dissemination of the results of
scholarly activities. Institution and Principal
Investigator acknowledge that the Study is
being conducted at a number of
investigational sites that may also have an
interest in the public dissemination of the
results of scholarly activities. In order to
protect the foregoing Parties’ respective
interests, the  Parties agree  that,
notwithstanding  the  obligations  of
confidentiality and non-disclosure of Article
8, any publication of the Results shall be
subject to Sections 9.2 to 9.5.

Zdravotnické zafizeni a Hlavni zkousSejici
jsou vdzani svobodnou vymeénou védeckych
materidll a maji prdvo na vefejné Siteni
vysledki védeckych aktivit. Zdravotnické
zafizeni a Hlavni zkousSejici jsou si védomi,
7Ze Studie probihd na vice vyzkumnych
pracovistich, kterd rovnéZ mohou mit zdjem
na vefejném Sifeni vysledkd védeckych
aktivit. Za d¢elem ochrany difive uvedenych
zajmu jednotlivych Stran Strany souhlasi, Ze
bez ohledu na zdvazky o uchovéni
daveérnosti  anezvefejiiovani  uvedené
v Clanku 8 se bude jakékoli uvefejnéni
Vysledkit fidit ustanovenimi uvedenymi
v Castech 9.2 az 9.5.

9.2 If the Study is being performed at
more than one investigational site, any
publication of the Results shall be delayed
until all the data from the investigational
sites participating in the Study are available
and analyzed. The first publication shall be
a multi-center publication and involve the
Results of all investigational sites.
Authorship shall be determined based on
inclusion rates and participation in the
analysis of the data. Institution and Principal
Investigator agree that they shall not
independently publish or present any
materials regarding the Study until such
multi-center publication is released. In the
event the multi-center publication does not
occur within eighteen (18) months after
completion of the Study at the last
investigational site, or Sponsor informs
Principal Investigator there shall be no
multi-center publication — whichever is the
first — Principal Investigatoror the Institution
are entitled to publish the Results. If the
Study is a single center study, Sections 9.3
to 9.5 shall apply unabridged.

9.2 Pokud Studie probihd na vice nez
jednom vyzkumném pracovisti, jakékoli
uvefejnéni Vysledkti se odlozi, dokud
nebudou k dispozici a analyzovana veskera
data ze vSech vyzkumnych pracovist. Prvni
uvefejnéni bude mit podobu publikace
zvice pracovist (tzv. multicentrickd
publikace) abude obsahovat Vysledky
vSech vyzkumnych pracovist. Autorstvi se
urci na zdkladé inkluznich pomért a dcasti
na analyze dat. Zdravotnické zafizeni
a Hlavni zkouSejici souhlasi stim, Ze
nebudou do vydini této multicentrické
publikace  samostatné¢  publikovat ani
prezentovat Z4dné materidly tykajici se
Studie. V ptipad¢, Ze k multicentrické
publikaci nedojde do osmnadcti (18) mésict
od dokonCeni Studie na poslednim
vyzkumném pracovisti, nebo v piipad¢, Ze
Zadavatel informuje Hlavni zkousSejici, Ze
Zadna multicentrickd publikace se vydavat
nebude (podle toho, co nastane diive), smi
Hlavni zkouSejici nebo Zdravotnické
zafizeni Vysledky publikovat. Pokud je
Studie provadéna na jediném pracovisti,
plati v plném znéni ¢asti 9.3 a7 9.5.

9.3  The  publishing investigators/
Institution shall provide Sponsor with a

9.3 Publikujici zkousSejici/ Zdravotnické
zafizeni poskytnou Zadavateli aktudlni
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current draft of any intended publication at
least sixty (60) days before disclosure (the
“Review Period”). Sponsor will inform the
publishing investigators/Institution within
the Review Period whether the publication:

navrh  jakékoli zamySlené publikace
nejpozde€ji Sedesit (60) dni pred jejim
uvefejnénim (,,Kontrolni obdobi®).
Zadavatel bude v Kontrolnim obdobi
informovat  publikujici  zkouSejici /
Zdravotnické zatizeni o tom, zda publikace:

(a) contains information that may be
subject to a patent application; or

(a) obsahuje informace, na které se miZe
vztahovat patentova ptihlaska; nebo

(b) contains  Sponsor  Confidential
Information (excluding Results), that in the
opinion of Sponsor, has to be held
confidential.

(b) obsahuje Duvérné informace Zadavatele
(kromé Vysledkl), které je podle uvazeni
Zadavatele zapotfebi uchovat v tajnosti.

In the case of clause (a), Sponsor shall be
entitled to an additional delay of sixty (60)
days in order to file patent applications.

V ptipad€ bodu (a) ma Zadavatel pravo na
dodatecné odlozeni publikace o délce
Sedesati (60) dnti, aby mohl podat patentové
prihlasky.

In the case of clause (b), Sponsor shall
inform publishing investigators/Institution
within the Review Period accordingly. Any
such Confidential Information (excluding
Results) shall be removed from the
publication at request.

V piipadé bodu (b) Zadavatel piisluSnym
zpusobem uvédomi publikujici zkouSejici/
Zdravotnické zatizeni v rdmci Kontrolniho
obdobi. Jakékoli Duvérné informace (kromé
Vysledkit) budou na Zadost zpublikace
odstranény.

9.4  Ifnoreaction from Sponsor has been
received by the publishing
investigators/Institution within the Review
Period, the publishing
investigators/Institution can proceed with
the publication or oral presentation without
further delay.

9.4 Pokud se Zadavatel publikujicim
zkouSejicim / Zdravotnickému zafizeni
v rdmci Kontrolnitho obdobi nijak nevyjadii,
mohou publikujici zkousejici / Zdravotnické
zafizeni svou praci bez prodlevy publikovat
nebo ustné prezentovat.

9.5 Institution and Principal Investigator
shall promptly acknowledge Sponsor on all
proposed publications and Sponsor shall be
permitted to use reprints of any publications
resulting from the Study for its own
purposes and in a manner consistent with
industry practices.

9.5 Zdravotnické  zafizeni a Hlavni
zkouSejici bez prodleni uvédomi Zadavatele
o vSech navrZenych publikacich a Zadavatel
bude mit moZnost pouZit pfetisky jakychkoli
publikaci pochézejicich ze Studie ke svym
vlastnim uceliim a zplisobem odpovidajicim
postuptim béZnym v daném oboru.

ARTICLE 10.
INDEMNIFICATION

CLANEK 10.
ODSKODNENI

10.1  Sponsor will indemnify, defend and
hold harmless Institution, their officers,

10.1 Zadavatel bude branit, odskodni
a zbavi odpovédnosti Zdravotnické zatizeni,

employees and statutory bodies and | jeho ufedni osoby, zaméstnance a statutarni
members thereof and the Principal | organy a jeho cleny a Hlavniho zkousejiciho
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Investigator (collectively, the “Institution
Indemnitees”) from and against demands,
suits, claims, actions, proceedings and all
judgments, damages, liabilities, costs, and
expenses resulting from the negligence of
Sponsor in connection with the Study,
arising out of the use, transfer or disposal of
the Results by or through Sponsor, if
applicable.

(souhrnné ,,OdSkodiiované osoby ve
Zdravotnickém zaftizeni) za apfed
rozsudky, posSkozenimi, odpovédnostmi,

naklady a vydaji plynoucimi z nedbalosti
Zadavatele souvisejici se Studii, nebo
z pouziti, prevodu ¢i likvidace vysledka
Zadavatelem nebo na jeho ptikaz, pokud je
to vhodné.

10.2  Sponsor shall reimburse Institution
for the costs of the immediate medical
treatment of a Subject who sustains
complications, injuries or illness that is
determined by an independent physician
adjudicator to have been directly caused by
the treatment of such patient in connection
with the Study in accordance with the terms
of the Protocol and this Agreement, if
applicable, except to the extent such costs
are covered by Subject’s insurance or other
third party coverage. Notwithstanding the
foregoing, Sponsor’s obligations under this
paragraph shall not apply to the extent that
any such cost or illness or injury is
attributable to (i) the failure of Institution or
Principal Investigator or other Institution
personnel involved in the Study to adhere to
the terms of the Protocol or to comply with
applicable laws or regulations; (ii) the
negligence or intentional misconduct of
Institution, Principal Investigator or other
Institution personnel involved in the Study.
The term “complications, injuries or illness”
does not mean the natural progression of an
underlying or pre-existing condition or
events that would have been expected from

10.2 Zadavatel proplati Zdravotnickému
zafizeni ndklady na okamzitou lékaiskou
péci  Subjektu, ukterého se objevi
komplikace, zranéni nebo nemoc oznacené
nezavislym lékafem jako piimo zpusobené
pacientovou lécbou v souvislosti se Studif,
v souladu s podminkami Protokolu a této
Smlouvy, pokud je to vhodné, vyjma
rozsahu, ve kterém jsou tyto ndklady
hrazeny ze zdravotniho pojisSténi Subjektu
nebo jinou treti stranou. Bez ohledu na vyse
uvedené se zdvazky stanovené v tomto
odstavci nebudou na Zadavatele vztahovat
do té miry, do které je dany ndklad,
onemocnéni nebo zranéni zpusobené (i)
nedodrZzenim podminek Protokolu nebo
platnych zdkond ¢i nafizeni ze strany
Zdravotnického zafizeni, Hlavniho
zkousSejictho nebo dalSich zaméstnanct
Zdravotnického zatizeni podilejicich se na

Studii, (ii)) zanedbdnim nebo uUmyslné
nespravnym jednanim ze strany
Zdravotnického zafizeni, Hlavniho

zkousSejictho nebo dalSich zaméstnanct
Zdravotnického zatizeni podilejicich se na
Studii. Pojem ,.komplikace, zranéni nebo
nemoc® neoznaCuje pfirozeny T0zZvoj

the standard treatment using currently | vychoziho nebo diive existujictho stavu

approved therapies for the Subject’s | nebo uddlosti, které by bylo moZno ocekdvat

condition. ipfi standardnim, aktudlné¢ schvéleném
postupu 1éEby stavu Subjektu.

10.3  Sponsor agrees to indemnify, defend | 10.3 Zadavatel souhlasi stim, Ze bude

and hold harmless the Institution | brdnit, odskodni azbavi odpovédnosti

Indemnitees from and against liability or
loss resulting from judgments or claims
against them, arising out of the physical
illness, injury or death of a Subject as a
direct result of treatment of such patient in
accordance with the terms of the Protocol

Odskodinované osoby ve Zdravotnickém
zafizeni za apied zodpovédnosti nebo
ztratou plynouci zrozsudkii nebo Zalob
utéchto osob zpusobenych fyzickym
onemocnénim, zranénim nebo dmrtim
Subjektu v piimém disledku 1écby tohoto
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and this Agreement. Accordingly, the
Sponsor shall maintain appropriate errors
and omissions and commercial general
liability insurance in accordance with
applicable national law. Evidence of these
insurance policies, including the duration
and coverage of the insurance and the
insured amounts will be submitted to the
Principal Investigator, Institution and the
relevant Ethics Committees.

pacienta v souladu s podminkami Protokolu
a této Smlouvy. Proto bude Zadavatel vést
vhodné pojisténi pro piipad omyld
a opomenuti a vSeobecné pojisténi
zodpovédnosti v souladu s platnymi
narodnimi zdkony. Dokumentaci podminek
téchto pojisténi, vcetné¢ délky trvéani
pojisténi, pojistného kryti a pojistnych
castek, predlozi Hlavni  zkouSejici,
Zdravotnickému  zafizeni  a pfislusnym
Etickym komisim.

Notwithstanding the foregoing, Sponsor
shall have no obligation to indemnify and
hold harmless to the extent any liability,
damage, loss, claim, or expenses is
attributable to: (i) prior treatment giving rise
to the condition for which the Sponsor
Materials are used in connection with the
Study; (ii) the negligence, reckless, or
willful misconduct of one or more of the
Institution Indemnitees; (iii) any failure of
one or more of the Institution Indemnitees to
adhere strictly to the terms of the Protocol or
to follow good clinical practices; or (iv) a
breach of any applicable local law or
regulation by one or more of the Institution
Indemnitees.

Bez ohledu na vySe uvedené nemd Zadavatel
Zddnou povinnost odSkodnit ani zbavit

odpovédnosti druhou stranu v takovém
rozsahu, vjakém je  odpovédnost,
poskozeni, ztrdta, Zaloba nebo vydaj

zpasobeny: (i) ptedchozi 1écbou majici za
nasledek stav, pro ktery se pouzivaji
Materidly zadavatele v souvislosti se Studif,
(i1) zanedbanim nebo lehkomyslnym nebo
umyslné $patnym jednanim jedné nebo vice
Odskodinovanych osob ve Zdravotnickém
zafizeni, (iii) jakymkoli selhdnim jedné nebo

vice Odskodnovanych 0sob ve
Zdravotnickém  zafizeni pfi presném
dodrZzovdni podminek Protokolu nebo

postupti spravné klinické praxe nebo (iv)
porusenim jakéhokoli platného mistniho
zdkona ¢i predpisu jednou nebo vice
Odskodnovanymi osobami ve
Zdravotnickém zatizeni.

10.4  The Institution agrees to compensate
the Sponsor, its affiliate companies, official
representatives, agents and employees
(“compensated persons of the Sponsor”)
under the terms set by law for any damages
that arise as a result of circumstances caused
by physical illness, injury or fatality of a
Subject in a manner caused by the
compensated persons in the Institution. The
Institution shall accordingly maintain
insurance coverage against medical mal-
practice and complete insurance of overall
liability, which will sufficiently cover the
aforementioned compensation obligation of
the Institution.

104  Zdravotnické  zafizeni  nahradi
Zadavateli, jeho Pfidruzenym spole¢nostem,
afednim osobam, jednateliim
a zaméstnancim (,,Odskodiiované osoby
Zadavatele**) za podminek stanovenych
zakonem Skodu, které jim vznikne
v dtsledku okolnosti zptsobenych fyzickym
onemocnénim, zranénim nebo dmrtim
Subjektu zptisobenym zavinénim
Odskodnovanych osob ve zdravotnickém
zatizeni. Podle toho bude Zdravotnické
zafizeni vést pojisténi proti zanedbdni
povinné péce a komplexni pojisténi celkové
odpovédnosti, které bude dostatecné
pokryvat zde  uvedenou  povinnost
odskodnéni Zdravotnického zatizeni.
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10.5 In the event of a claim against either
Party which may be subject to the
indemnification obligations set forth in this
Article 10, the Party seeking
indemnification agrees to notify the other
Party promptly of such claim and to
cooperate fully with the other Party in the
investigation and defense thereof. The
indemnifying Party will have the right to
assume and control the defense and
settlement of such claim (including
negotiations related to the settlement
thereof), and in such case the indemnified
Party may employ its own counsel if it
wishes to do so, at its own expense.

10.5 V ptipadé Zaloby proti nékteré ze stran,
ktera muze spadat pod povinnosti
odSkodnéni uvedené v tomto clanku 10,
Strana  Zadajici odSkodnéni  souhlasi
s bezodkladnym upozornénim druhé Strany
o dané zalob¢ a bude s druhou Stranou plné
spolupracovat  pfi jejim  vySetfovéani
a obhajobé. Odskodnujici Strana bude mit
pravo prevzit a vést obhajobu a vyrovnani
pro takovouto Zalobu (vcetné vyjedndvani
o likvidaci Skody) avtakovém piipadé
muze odskodnovand Strana na vlastni
naklady a dle svého uvadZeni pouzit vlastniho
pravniho zéstupce.

10.6 In no event shall the indemnifying
Party be liable to the other for special
incidental or consequential damages arising
under or as a result of this Agreement (or
termination thereof), including, but not
limited to, the loss of prospective profits or
on account of expenses, investments, or

10.6 Odskodiujici Strana nebude mit
v Zadném piipad¢é zodpoveédnost viici druhé
Strané za zvlastni ndhodné nebo vedlejsi
Skody vzniklé podle této Smlouvy nebo
v jejim dusledku (nebo jejim ukoncenim),
mimo jiné vcetn¢ ztraty potencidlnich ziskt
nebo na tkor vydajl, investici nebo zavazka

commitments in connection with the | ve spojeni s podnikdinim nebo dobrou
business or goodwill otherwise. povesti.
ARTICLE 11. ) CLANEK 11.
COVENANTS AND WARRANTIES ZAVAZKY A ZARUKY
11.1 Institution and Principal Investigator | 11.1 ~ Zdravotnické zafizeni a Hlavni

each agree and warrant that neither will
enroll patients who have the clinical
indications described in the Protocol in any
other research protocol of competing
devices for any competitor of Sponsor for
the duration of active enrollment in the
Study. For the purposes of this Section, a
“competitor” of Sponsor is understood to
mean any party in actual competition or
intending or preparing to be in competition
with Sponsor’s (or its affiliated entities’)
products and/or business. The Parties hereto
agree that the period of time and the scope
of the restrictions specified in this Section
are both reasonable and justified by the
legitimate need of Sponsor to enroll
sufficient patients in the Study and prevent
the transfer of confidential and proprietary
information and know-how to competitors.

zkouSejici souhlasi a zaru€uji, Ze nebudou
do Studie zatazovat pacienty s klinickymi
indikacemi popsanymi v Protokolu,
v jakémkoli jiném vyzkumném protokolu
konkuren¢nich prostiedkt vydaném
jakoukoli konkurenéni spole¢nosti
Zadavatele po celou dobu aktivniho ndboru
do Studie. Pro ucely této <casti je
,konkurence“ Zadavatele chipana jako
jakdkoli strana skute¢né konkurujici nebo

planujici ¢i  pfipravujici  konkurenci
vyrobkim a/nebo  obchodni  Cinnosti
Zadavatele (nebo jeho pridruZenych

spole€nosti). Strany timto souhlasi, Ze délka
trvani arozsah omezeni uvedenych v této
Casti jsou piijatelné a opravnéné zakonnym
pozadavkem Zadavatele na zafazovani
vhodnych pacientli do Studie a zabranéni
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uniku divérnych ainternich informaci
a know-how ke konkurenci.
11.2  Institution and Principal Investigator | 11.2 ~ Zdravotnické zafizeni a Hlavni

based on their awareness each warrant that:
(i) neither of them has been found by the
FDA or state government officials to have
violated any statues, rules, or regulations
concerning the conduct of clinical
investigations; (ii)) no form FDA-483 has
been issued to either Institution or to
Principal Investigator with respect to any
site at which Principal Investigator have
served as a clinical investigators; and (iii)
neither of them has been terminated from
any investigation or research project for
reasons other than completion of the
research project.

zkousejici dle svého védomi prohlasuji, Ze:
(i) ani jeden dle tfadu FDA nebo stitnich
vladnich zastupct neporusil Zadné stanovy,
pravidla ani predpisy tykajici se vedeni
klinickych vyzkumt, (ii) Zdravotnickému
zafizeni ani Hlavnimu zkousSejicimu nebyl
zaslan formuldt FDA-483 tykajici se
neékterého z pracovist, na kterém Hlavni
zkouSejici fungoval jako klinicti zkouSejici,
a (iii) ani jeden nebyl odebrdn z dcasti na
Zadném vyzkumném nebo hodnoticim
projektu z jiného davodu, nez je ukonceni
vyzkumného projektu.

11.3  Institution and Principal Investigator
each further warrant that the services
covered by this Agreement do not, and will
not, violate any other agreement with other
parties or any restrictions of any kind.

11.3  Zdravotnické zafizeni a Hlavni
zkouSejici dédle  zarucuji, sluzby
poskytované  vrdmci této  Smlouvy
neporusuji ani nebudou poruSovat Zadnou
dal$si smlouvu sjinymi stranami nebo

jakdkoli jina dal$i omezeni.

ze

ARTICLE 12.
MISCELLANEOUS

CLANEK 12.
DALSI USTANOVENI

12.1 In this Agreement, the heading are
included only for convenience and do not
affect its interpretation and where the
context so admits reference to the singular
includes the plural and to masculine includes
feminine and vice versa.

12.1 Tato smlouva obsahuje hlavicky pouze
ke zlepSeni srozumitelnosti — nemaji Zadny
vliv na jeji vyklad. Kde smysl véty odkazuje
na jednotné C¢islo, automaticky se bere
v potaz i mnozné &islo, stejné jako muzsky
rod zahrnuje i Zensky rod a naopak.

12.2  Sponsor shall have the right to assign
this Agreement to an Affiliate upon prior
written notice to Institution, if protection of
the Institution’s and the Principal
Investigator’ rights are ensured in the same
extent as in the case of the Sponsor. Except
as set forth in the immediately preceding
sentence, neither Party shall assign its rights
or duties under this Agreement to another
without prior written consent of the other
Party. Any approval by a Party of an
assignment, transfer or encumbrance by the
other Party shall not release the assigning
Party if any if its obligations under this

12.2 Zadavatel ma pravo pfidélit tuto
Smlouvu  Pfidruzené spolec¢nosti  po
predchozim pisemném ozndmeni
Zdravotnickému zafizeni, bude-li zarucena
ochrana prav Zdravotnického zafizeni a
Hlavniho zkouSejiciho ve stejném rozsahu
jako  vptipad¢  Zadavatele.  Vyjma
ustanoveni v pfedchézejici vét€ nesmi Zadna
Strana pfid€lit sva prava nebo povinnosti
vramci této Smlouvy jiné stran¢ bez
pfedchoziho pisemného souhlasu druhé

Strany. Jakékoli  schvéleni  Strany
o pfidéleni, pfevodu nebo  zavazini
provedeném druhou Stranou nebude
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Agreement due up until such assignment.
Subject to the foregoing, this Agreement
shall bind and inure to the benefit of the
respective Parties and the successors and
assignees.

uvolnovat povinnosti pridé€lujici Strany
v ptipad¢€, Ze v dobé do takového pievodu
vyvstane jakykoli ze =zdvazkd v této
Smlouvé. Za plnéni vySe uvedenych
podminek bude Smlouva zavazovat
a pusobit ve prospéch jednotlivych Stran
ajejich  ndsledovniki  a pfidruzenych
spolecnosti.

12.3  Parties shall not use each other’s
name in marketing or advertising without
their prior written consent. However, for
reasons of transparency, Institution is
entitled to indicate Sponsor as its funding
partner on its website.

12.3 Strany nesmi pouZivat vzdjemné sva
jména pti marketingovych nebo reklamnich
¢innostech bez predchoziho pisemného
souhlasu. Z divodu transparentnosti vSak
smi Zdravotnické zafizeni uvést Zadavatele
jako svého financujictho partnera na
webovych strankach.

12.4  Sponsor acknowledges the position
of Institution as an academic institution, and
agrees that nothing in this Agreement shall
affect Institution’s or Principal Investigator’
obligations in connection with pending
and/or future research. Institution warrants
that it is free to enter into this Agreement and
the there is no right exercisable by or
obligation owed to any third party which
may prevent or restrict Institution and/or
Principal Investigator from performing their
obligations hereunder.

12.4 Zadavatel bere na védomi postaveni
Zdravotnického zafizeni jakozZto
akademické instituce a souhlasi stim, Ze
7adna ¢ast této Smlouvy nebude mit vliv na
povinnosti Zdravotnického zafizeni
a Hlavniho zkousSejiciho souvisejici
s probihajicim a/nebo budoucim vyzkumem.
Zdravotnické zafizeni zaruCuje, Ze muzZe
uzaviit tuto Smlouvu a Ze neexistuje zadné
pravo vymahatelné Zadnou tieti stranou ani
zadny zdvazek vuci tfeti strané, které by

mohly zabrénit nebo limitovat
Zdravotnickému zafizeni a/nebo Hlavni
zkousejici  plnéni zde  stanovenych
povinnosti.

12.5 Principal Investigator and any Co-
Investigator(s) understand, acknowledge
and agree that as a result of their relationship
with Sponsor, they may periodically possess
Confidential Information that is considered
to be “material” and “non-public”
information. Sponsor has adopted an insider
trading policy that contains certain black-out
periods for holders of material non-public
information. The black-out period begins on
the fourteenth (14™) day prior to the end of a
calendar quarter and ends forty-eight (48)
hours following the release of earnings or
other material information. Principal
Investigator and any other Co-
Investigator(s) shall not buy, sell, pledge or
otherwise trade, in Sponsor’s stock options,

12.5 Hlavni zkouSejici a jakykoli dalsi
spoluzkousejici jsou srozuméni, berou na
védomi asouhlasi stim, Zze v dusledku
svého vztahu se Zadavatelem mohou byt
pravidelné v drZzeni Duvérnych informaci
povaZovanych za ,,podstatné“ a ,,nevetejné*
informace. Zadavatel si pfisvojil vnitini
obchodni zdsady, které obsahuji urcité
obdobi mlcenlivosti pro drZitele podstatnych
nevetejnych informaci. Obdobi ml¢enlivosti
zatind Ctrnactého (14.) dne pfed koncem
kalendarniho cCtvrtleti a konéi Ctyficet osm
(48) hodin po vydani vynost nebo jinych
podstatnych informaci. Hlavni zkousejici
apfipadni dal$i spoluzkousejici nesmi
nakupovat, proddvat, zastavovat ani jinym
zpusobem obchodovat s akciovymi opcemi
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or enter into any transaction having the same
economic effect, while in possession of
material non-public Confidential
Information. Principal Investigator and any
other Co-Investigator(s) shall not buy, sell,
pledge or otherwise trade, in Sponsor’s stock
or options without obtaining prior pre-
approval from Sponsor’s Chief Operating
Officer. Principal Investigator and any other
Co-Investigator(s) shall not disclose such
Confidential Information to any third party
until  such  Confidential  information
otherwise becomes publicly available.
Without limiting any confidentiality
obligations included in this Section of the
Agreement, Principal Investigator and any
other Co-Investigator(s) shall not discuss
any information concerning Sponsor
obtained by Principal Investigator and each
any other Co-Investigator(s) in the course of
performing hereunder with any financial,
securities or industry analyst or with the
media without the written consent of
Sponsor. The term ‘“material” means
information that a reasonable investor would
consider important in making an informed
investment decision; and the term ‘“non-
public: means not made generally known by
press release, conference call open to the
public, or in a filing with the Securities and
Exchange Commission.

Zadavatele ani nesmi vstupovat do Zadnych
transakci, které by mély stejny ekonomicky
dopad, zatimco jsou v drzeni podstatnych
nevefejnych Duavérnych informaci. Hlavni
zkouSejici a pfipadni dals$i spoluzkousejici
nesmi nakupovat, proddvat, zastavovat ani
jinym zptisobem obchodovat s akciemi nebo
opcemi Zadavatele bez predchoziho
pisemného pfedbéZzného souhlasu od
hlavniho vykonného feditele Zadavatele.
Hlavni  zkouSejici  apfipadni  dalsi
spoluzkousejici nesmi vyzradit tyto Dtvérné
informace zadné treti stran€, dokud se
Duvérmé informace nestanou vefejné
dostupnymi jinym zpiisobem. Bez omezeni
platnosti vSech zdvazkd davérnosti v této
¢asti Smlouvy nesmi Hlavni zkousSejici ani
piipadni dal$i spoluzkousejici projedndvat
7zadné informace tykajici se Zadavatele
a ziskané Hlavnim zkouSejicim a jakymikoli
dalsimi  spoluzkousejicimi v pribéhu
vykonu této Smlouvy se Zadnymi financnimi
ani pramyslovymi analytiky ¢i analytiky
cennych papirt ani s médii bez predchoziho
pisemného souhlasu Zadavatele. Pojem
»podstatny* oznacuje informace, které by
raciondlni investor povazoval za duleZité pfi
provadéni uvédomélého rozhodnuti
o investici, a pojem ,nevefejny oznacuje
informace, které neveSly ve vSeobecnou
znamost cestou prohlaseni pro tisk,
konferenéniho pfispévku, nejsou volné
vefejn¢ dostupné nebo jsou v plnéni
u Komise pro cenné papiry a burzu.

12.6  Each Party hereby represents and
warrants to the other, that it has full power
and authority to execute, deliver, and
perform its obligations under this
Agreement and that such Party is not bound
by any other contractual obligation, express,
or implies, inconsistent with the terms
hereof.

12.6 Obé¢ Strany si timto vzdjemné vyjadiuji
a zarucuji, Ze disponuji plnou moci a jsou
opravnéné uskutecniovat, napliiovat
a provadet své zavazky v této Smlouve a Ze
7Zddnd ze Stran neni védzdna Zadnym
smluvnim zdvazkem, vyslovnym nebo
pfedpoklddanym, ktery by byl v rozporu
s podminkami této Smlouvy.

12.7 This Agreement constitutes the
entire agreement of the Parties with regard
to its subject matter and supersedes all
previous written or oral representations,
agreements and understandings between the
Parties regarding the subject matter hereof.

12.7 Tato Smlouva predstavuje udplnou
dohodu  Stran o pfedmétu  smlouvy
ustni prohlaseni, dohody admluvy mezi
Stranami tykajici se pfedmé&tu této smlouvy.
V piipadé¢  rozportit mezi Smlouvou
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In case of discrepancies between this
Agreement and the Protocol, this Agreement
shall prevail.

a Protokolem bude mit tato

Smlouva.

prevahu

12.8 This Agreement and its Annexes
may be changed, amended or modified only
in writing signed by the Parties.

12.8 Tuto Smlouvu a jeji Prilohy 1ze ménit,
opravovat ¢i upravovat pouze pisemnou
formou podepsanou obéma Stranami.

12.9  In the event that any one or more of
the provisions contained in this Agreement
shall, for any reason, held to be invalid,
illegal or unenforceable in any respect, (a)
such invalidity, illegality or unenforceability
shall not affect any other provisions of this
Agreement, and all other provisions shall
remain in full force and effect, and (b) such
invalid, illegal or unenforceable provision
shall be reformed and construed by limiting
and reducing it so as to be enforceable to the
maximum extent permitted by law.

12.9 V pfipadé, Ze jakékoli nebo vice
ustanoveni v této Smlouvé bude
z jakéhokoli divodu a hlediska povaZovano

za neplatné, protipravni nebo
nevymahatelné, (a)  neovlivni  tato
neplatnost, protipravnost nebo
nevymahatelnost Zadné jiné ustanoveni této
Smlouvy avSechna dal$i ustanoveni
zustanou v plné platnosti asile a(b)
takovéto  neplatné, protiprdvni  nebo

nevymahatelné ustanoveni se pteformuje
a vylozi tak, aby jej bylo moZzno vymédhat
v maximalnim rozsahu povoleném
zakonem.

12.10 This Agreement will in all events
and for all purposes be governed by, and
construed in accordance with, the laws of
Czech Republic. In the event of
disagreements both Parties agree to resort to
legal action only in extreme cases. They
shall make every attempt to settle such
disagreements by peaceable means. Any
dispute between the Parties that cannot be
resolved amicably shall be resolved by
courts of the Czech Republic with relevant
jurisdiction and powers to hear and decide
regarding any and all disputes between the
Parties hereto, and each Party hereby
consents to the jurisdiction of such courts
and waives any objections thereto. This
Agreement has been executed in the Czech
and English languages. In the event of any
conflicts between the language versions, the
Czech version shall be given priority.

12.10 Tato Smlouva se bude za vSech
okolnosti apro vSechny ucely fidit
avykladat vsouladu se zdkony Ceské
republiky. Strany souhlasi stim, Ze pfi
neshodach prejdou k pravnim krokiim pouze
v krajnich pfipadech a vynaloZ{ veSkeré
usili, aby danou neshodu vyfeSily
mirumilovnym zpusobem. Jakykoli spor
mezi Stranami, ktery nelze vytesit pratelsky,
bude fesen soudy Ceské republiky, které
jsou piislusné a pravomocné k projednéni a
rozhodovani veskerych sporii mezi Stranami
a kazda Strana se timto podvoluje jurisdikci
danych soudi avzdavd se veskerych
namitek. Tato smlouva byla sepséna v Ceské
a anglické jazykové verzi. V piipade
rozporli ma piednost Ceska jazykova verze
smlouvy.

[Remainder of page intentionally left blank,
signature page follows]

[Zbytek strdanky je ponechdn zdmérné
prdzdny; ndsleduje stranka s podpisy]
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IN WITNESS WHEREOF, duly authorized
representatives of the parties have signed
this Agreement, by:

NA DUKAZ VYSE UVEDENEHO
podepsali fadn€ zmocnéni zastupci stran tuto
Smlouvu mezi:

Center for Cardiovascular Surgery and
Transplantation Brno

Centrum kardiovaskularni a transplantaéni
chirurgie Brno

By:

Date: 17.5.2018

Datum: 17.5.2018 -

AtriCure Europe BV

Spole¢nosti AtriCure Europe BV

Date: 5/21/2018

Podle:

Datum:
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The undersigned Principal Investigator
hereby declare that they have read the
above Agreement between the Parties and
that they agree with the provisions of the
Agreement relative to their role,
responsibilities and duties concerning the
Study:

Nize podepsan Hlavni zkousejici timto
prohlasujie Ze si precetl vySe obsazenou
Smlouvu mezi Stranami a Ze souhlasi s
podminkami Smlouvy vztahujicimi se k
jeho funkci a povinnostem ve Studii:

Principal Investigator

Hlavni zkouSejici

By:

Date: 3. 5. 2018

Podle:

Datum: 3. 5. 2018
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