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SMLUVNI STRANY

VDI Technologies s.r.o.

ICO: 17108501
DIC: CZ17108501
Se sidlem: Kréalovopolska 62/147
Kralovo Pole, 612 00 Brno
Zastoupena:  MUDr. Miroslavem Navratilem,

jednatelem
(dale jen ,,zadavatel*)

a

Nemocnice Na Homolce

ICO: 00023884

DIC: CZ00023884

Se sidlem: Roentgenova 37/2, 150 30 Praha 5
Ceska republika

Zastoupena: MUDr. Petrem Polouckem MBA,
reditelem

Bank. spojeni: CNB, 34534-17734051/0710 - EUR

SWIFT: CNBACZPP

(dale jen ,,poskytovatel)

zadavatel a poskytovatel dale téz jednotlivé jako
»strana®, spole¢né jako ,,strany*

a

XXXX

Adresa: XXXX

(dale jen ,,zkousejici)

se nize uvedeného dne, mésice a roku, v souladu s
ustanovenim § 1746 odst. 2 zdkona ¢. 89/2012 Sb.,
obcansky zakonik (dale jen ,,ob¢ansky zakonik®),
nafizenim EP a Rady (EU) 2017/745 ze dne 5. dubna
2017 o zdravotnickych prostfedcich (dale jen
,nafizeni“) a zakona ¢ 375/2022 Sb.,
0 zdravotnickych prostfedcich a diagnostickych
zdravotnickych prostiedcich in vitro (dale jen ,,zdkon
0 zdravotnickych prostiedcich®), dohodly na
zaklad¢ vzijemného konsensu o vSech dale
uvedenych ustanovenich tak, jak stanovi tato

SMLOUVA O PROVEDENI KLINICKEHO
SLEDOVANI ZDRAVOTNICKEHO
PROSTREDKU PO UVEDEN{ NA TRH

(dale jen ,,smlouva®)

CONTRACTING PARTIES

VDI Technologies s.r.o.

ID: 17108501

VAT: CZ17108501

Reg. office: Krélovopolska 62/147
Kralovo Pole, 612 00 Brno

Acting by: MUDr. Miroslav Navratil,

Managing Director
(hereinafter referred to as “Sponsor”)

and
Nemocnice Na Homolce
ID: 00023884
VAT: CZ00023884
Reg. office: Roentgenova 37/2, 150 30 Praha 5
Czech Republic
Acting by: Petr Polou¢ek, MD, MBA,

Hospital Director
Bank acc. No.: CNB, 34534-17734051/0710 - EUR
SWIFT: CNBACZPP
(hereinafter referred to as “Provider”)

Sponsor and Provider hereinafter also individually as
“Party” or together as “Parties”

and

XXXX
Address: XXXX

(hereinafter referred to as “Investigator )

on the day, month and year below and in accordance
with § 1746 sub. 2 of Act 89/2012 Coll., Civil Code
(hereinafter referred to as “Civil Code*), Regulation
(EU) 2017/745 of the EP and of the Council of 5.
April 2017 on medical devices (hereafter referred to
as “Regulation”) and Act 375/2022 Coll., on medical
devices and in vitro diagnostic medical devices
(hereafter referred to as “Medical Devices Act”)
agree based on mutual consent on all the following
provisions of this

MEDICAL DEVICE POST MARKET
CLINICAL FOLLOW UP AGREEMENT

(hereinafter referred to as “Agreement*)
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Postaveni smluvnich stran

. Poskytovatel je statni piispévkova organizace
v pfimé fidici piasobnosti Ministerstva
zdravotnictvi  Ceské  republiky,  zfizena
rozhodnutim ministra zdravotnictvi ze dne 25.
11. 1990, ¢j.: OP-054.25.11.90, ve znéni zmén

provedenych Opatienim Ministerstva
zdravotnictvi vydaného pod ¢j.: MZDR

31003/2022-1/0PR ze dne 25. 1. 2023.
Poskytovatel je subjekt zfizeny za ucCelem
poskytovani zdravotnich sluzeb.

Zadavatel je ,zadavatelem  provedeni
klinického sledovani zdravotnického prostredku
po jeho uvedeni na trh ve smyslu nafizeni a
zakona o zdravotnickych prostfedcich.

Zkousejici je zaméstnancem poskytovatele.
Poskytovatel bude své povinnosti z této smlouvy
plnit zejména prostiednictvim zkousejiciho jako
svého zaméstnance. Zkousejici se podpisem této
smlouvy zavazuje plnit veskeré relevantni

povinnosti ulozené touto smlouvou
poskytovateli.

Predmét a ucel smlouvy

.Pfedmétem této smlouvy je  zavazek

poskytovatele provést za podminek stanovenych
v této smlouvé a v souladu s planem , ktery bude
poskytovateli a zkouS$ejicimu predan
zadavatelem a ktery muze byt ¢as od Casu
zadavatelem za podminek této smlouvy
jednostranné dopliiovan (dale jen ,,plan®),
klinické sledovani zdravotnického prostiedku po
jeho uvedeni na trh (dale jen ,studijni
zdravotnicky prostitedek) podle nafizeni a
zakona o zdravotnickych prostfedcich, nazvané
Klinicka studie Ultra-vysokofiekvenéniho EKG
pro  diagnostiku komorové  elektrické
dyssynchronie — SYNC klinicka studie (dale jen
»studie®), zavazek poskytovatele poskytnout
dalsi v této smlouveé dohodnuté sluzby, zavazek
zadavatele za tyto ¢innosti poskytovateli zaplatit
dohodnutou odménu a souvisejici prava a
povinnosti smluvnich stran.

.Utelem této smlouvy je stanovit podminky k
provedeni studie a vymezit prava a povinnosti
smluvnich stran pro priubéh studie a zpracovani
jejich vystupi.

.Smluvni strany berou na védomi, Ze pivodné
meéla namisto studie prob&hnout klinicka zkouska
ve smyslu ¢l. 62 MDR. Smluvni strany berou na

1. Status of Parties

1.1

1.2.

1.3.

Provider is a state-funded organization under the
direct control of the Ministry of Health of the
Czech Republic, established by a decision of the
Minister of Health of November 25, 1990, Ref.
no.: OP-054.25.11.90, as amended by the
Measure of the Ministry of Health issued under
Ref. no.. MZDR 31003/2022-1/OPR from
January 25, 2023. Provider is a legal entity
authorized to provide healthcare.

Sponsor is the “sponsor“of the medical device
post market clinical follow up within the
meaning of Regulation and Medical Devices
Act.

Investigator is an employee of Provider.
Provider shall meet its obligations arising
hereunder via Investigator in their capacity as the
Provider’s employee. By signing this
Agreement, Investigator hereby undertakes to
meet all the obligations of Provider imposed
herein.

2. Merit and purpose
2.1 The merit hereof is the obligation of Provider to

2.2.

2.3.

conduct, under the terms set forth herein and in
accordance with the plan which will be
provided to the Provider and Investigator by the
Sponsor and which may be, according to the
conditions of this Agreement, from time to time
unilaterally updated by the Sponsor (hereinafter
referred to as “Plan”), a medical device post
market clinical follow up (hereinafter referred
to as “Study Medical Device”), according to
the Regulation an Medical Devices Act, titled:
Pivotal Clinical Study of VDI’s Ultra- High
FrequencY Electrocardiogram (UHF- ECG)
for the DiagNosis of VentriCular Electrical
Dyssynchrony (VED) The SYNC Study)
(hereinafter referred to as the “Study*), the
obligation of Provider to provide further
services specified herein, the obligation of
Sponsor to pay Provider for these activities the
agreed remuneration, and the related rights and
obligations of the Parties.

The purpose hereof is to set forth the terms and
conditions for conducting the Study and to set
forth the rights and obligations of the Parties for
the duration of the Study and processing of its
results.

The Parties acknowledge that a clinical
investigation pursuant to Article 62 of the MDR
was originally intended to take place instead of
the Study. The Parties further acknowledge that
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védomi, ze v priloze ¢. 4 této smlouvy je
obsazeno prohlaSeni zadavatele, ze zamér proveést
klinickou zkousku dle ¢l. 62 MDR se méni na
provedeni studie certifikovaného zdravotnického
prostiedku dle ¢l. 74 MDR. Zadavatel prohlasuje,
ze dokumentace vztahujici se ke studii (zejména
protokol a dalsi doprovodné dokumenty), ktera
byla plivodné vypracovana pro ucely klinické
zkousky dle ¢l. 62, ziistava i nadale beze zmény a
bude vyuzita i pro Gcely studie.

Souhlas k provedeni studie

. Studie bude provedena na zakladé pisemného
souhlasu etické komise s provedenim studie.

Zadost o souhlas etické komise podava
zadavatel. Zadavatel a zkouSejici jednaji ve
vzajemné souCinnosti s etickou komisi.
Zadavatel rovn€z pozada prislusnou etickou
komisi o pisemny souhlas se zménami podminek
studie a predlozi ji nadvrh na zmény
v dokumentaci v piipadé, Ze je tieba zménit
podminky studie etickou komisi schvalené.

Zakladni podminky provedeni studie

. Studie bude provedena na oddé¢leni Kardiologie

poskytovatele pod vedenim zkousejiciho.
Zkousejici, popt. dal§i osoby zucastnéné na
studii (dale jen ,,participujici osoby*) jsou
zaméstnanci poskytovatele, a poskytovatel bude
své povinnosti z této smlouvy plnit
prostiednictvim zkousejiciho popt.
participujicich osob jakoZzto svych zaméstnancii.
Pracovnépravni odpoveédnost téchto osob ve
vztahu k poskytovateli neni timto ustanovenim
dotcena.

Studie bude provedena v souladu s podminkami
a pravidly stanovenymi:

i) v souhlasu etické komise,

ii) Vv planu studie. Zmény v planu lze provést
pouze postupem v souladu s nafizenim a
zakonem o zdravotnickych prosttedcich,

iii) v ptiruéce zkousejiciho,

iv) v obecné zavaznych pravnich piedpisech,
zejména  vnafizeni a v  zakoné
o zdravotnickych prostfedcich,

Appendix No. 4 to this Agreement contains a
declaration by the Sponsor stating that the plan
to conduct a clinical investigation under Article
62 of the MDR has been changed to the conduct
of a study of a certified medical device pursuant
to Article 74 of the MDR. The Sponsor declares
that the documentation related to the Study (in
particular the Protocol and other accompanying
documents), which was originally prepared for
the purposes of the clinical investigation under
Article 62, remains unchanged and will also be
used for the purposes of the Study.

3. Approval to conduct the Study

3.1. The Study shall be conducted under the written
approval of the conduct of the Study from the
Ethics Committee.

3.2. The application for an approval of the Ethics
Committee shall be filed by Sponsor.
Investigator in coordination with Sponsor shall
negotiate with the Ethics Committee. In case it is
necessary to modify the terms and conditions of
the Study already approved by the Ethics
Committee, Sponsor shall ask the relevant Ethics
Committee for a written approval approving the
modification of terms and conditions of the
Study and it shall submit a proposal of changes
in documentation.

4. Basic terms and conditions for conducting the
Study

4.1. The Study shall be conducted in the Cardiology
dept. of Provider under supervision of
Investigator. Investigator or possibly other
personnel participating in the Study (hereinafter
referred to as “Participating Personnel”) are
employees of Provider and Provider, being their
employer, shall perform its obligations under
this contract through the Investigator or
Participating Personnel as its employees. The
liability of these employees arising from labor
law towards Provider is not affected by this
provision.

4.2. The Study shall be conducted in accordance with
the terms and rules set forth:

i) in the authorization of the Ethics Committee;

ii) inthe Plan. Changes to the Plan may be executed
only in accordance with Regulation and
Medical Devices Act;

ii)  inthe Investigator’s brochure;

iv) in generally applicable law, namely
Regulation and Medical Devices Act;
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v) vsouladu s podminkami vychézejicimi z
Helsinské deklarace.

4.3. Poskytovatel a zkousejici se zavazuji pouzivat
studijni zdravotnicky prostiedek vyhradé pro
ucely provadéni klinické studie a pouze
zpusobem specifikovanym v planu.

4.4. V ptipadé, je pii studii pouzivano pfistrojové
vybaveni poskytovatele, které vyzaduje servis,
kalibraci nebo jinou zvlastni péci, zavazuje se
poskytovatel udrzovat takové pristrojové
vybaveni zptsobilé fadného provozu, o Cemz je
povinen zadavateli na vyzadani poskytnout
odpovidajici dokumentaci.

4.5. Poskytovatel a zkouSejici jsou povinni
informovat zadavatele o vSech zménach, které
maji vliv na dostupnost zdroji pro provadéni
studie.

5. Subjekty studie

5.1. Obdobi pro zafazovani subjekta studie (dale jen
,.subjekt studie*) do studie se planuje ptiblizné
od 1. 6. 2025 do 30. 11. 2025. Nabor subjekti
studie se vzdy fidi aktualnimi podminkami
planu.

5.2. Celkovy piedpokladany pocet subjektt studie
bude u poskytovatele €init ptiblizné XXXX.

5.3. Poskytovatel se zavazuje do studie zatadit pouze
radné zptsobilé subjekty studie v souladu s
planem.

5.4. Kdykoli o to zadavatel pozada, zavazuje se
poskytovatel podat hlaSeni o postupu ve studii
véetn¢ udajii o zatazovani subjektt studie.

5.5. Zatazeni subjektti studie do studie bude mozné
jen s jejich pisemnym souhlasem (dale jen
»informovany souhlas) a po jejich fadném
pouceni. Vyzadani informovaného souhlasu od
subjektt studie musi byt ve shod¢ s pravnimi
predpisy a etickymi principy.

v)  in accordance with the terms and conditions
arising from the Helsinki Declaration.

4.3. The Provider and Investigator agree to use the
Study Medical Device exclusively for the
purposes of conducting the Study and only as
specified in the Plan.

4.4, In the case that during the course of the Study,
Provider devices are used that require servicing,
calibration or any other special care, the Provider
agrees to maintain such devices in due
operational condition and to provide relevant
documentation thereof to the Sponsor upon the
request of the Sponsor.

4.5. The Provider and the Investigator must inform
the Sponsor about any and all changes having an
impact on the availability of resources for
conducting Study.

5. Study subjects

5.1. The period for recruitment of Study subjects
(hereinafter referred to as ,,Study Subject®) in
the Study is expected to begin on June 1%, 2025,
and to be completed by November 31%, 2025.
Recruitment of Study Subjects is always
governed by current terms and conditions of the
Plan.

5.2. The total number of Study Subjects included at
Provider shall be approximately XXXX.

5.3. The Provider agrees to include in the Study only
such Study Subjects that are duly suitable for the
Study in compliance with the Plan.

5.4. The Provider agrees to report on the progress of
the Study, including information about the
enrollment of Study Subjects, upon the
Sponsor’s request.

5.5. Including Study Subjects in the Study shall only
be possible following their written consent
(“Informed Consent”) and after they are duly
informed. Seeking consent from Study Subjects
must be done in accordance with applicable law
and ethical principles.

Zadavatel prohlaguje, 7e predal zkousejicimu SPonsor declares that Investigator was given the Informed

formulat informovaného souhlasu subjektu

Consent form for Study Subjects to be included in the

studie se zafazenim do studie a e zadavatel Study and the Study Subjects’ written disclaimer form and

poucil zkousejiciho o jejich nalezitém pouziti,

5.6. Podepsané informované souhlasy budou uloZeny
v dokumentaci studie vedené zkousejicim.

5.7. Subjekty studie budou pouceny a informovany
také o tom, Ze Udaje ziskané o nich v pribchu
studie mohou byt pro ucely kontroly pouZzity a
ptredlozeny také ptislusnym statnim organim

that the Sponsor instructed the Investigator on their use,

5.6. Signed Informed Consent forms shall be kept in
Study documentation administered by the
Investigator.

5.7. Study Subjects shall also be informed about the
fact that for control purposes, the data gathered
about them during the Study may be used and
presented to relevant bodies of the
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Ceské republiky a zahraniénim kontrolnim
uradim.

Poskytovatel a zadavatel jsou povinni v prubéhu
studie 1 po jejim ukonceni dbat prislusnych
pravnich piedpisit Ceské republiky na ochranu
osobnich udaju subjekta studie. Poskytovatel za
timto ucelem eviduje udaje o subjektu studie
pseudonymizovangé, tj. aniz by byl subjekt studie
jmenovéan. Bude-li z medicinskych davoda
nezbytné jméno subjektu studie uvést, bude jeho
totoznost vedena podle zasad ochrany osobnich
tdaju a zachovani micenlivosti jak zadavatelem,
tak poskytovatelem a zkousejicim, a to v souladu
s platnymi pravnimi predpisy.

Monitorovani studie

.Pribéh a provadéni studie budou koordinovany,
kontrolovany a sledovany povéfenymi osobami
zadavatele, kterym poskytovatel umozni za
podminek dle této smlouvy piistup ke vSem
informacim ziskanym v radmci studie i k
vysledktim laboratornich testli, zkouSek a jinych
zaznami o subjektech studie zatazenych do
studie. Cl. 5. 8. této smlouvy neni timto
ustanovenim dotcen. Planovana kontrola musi

byt poskytovateli pisemné 0znamena
s rozumnym piedstihem.
.Povétenou osobou zadavatele (CRO) pro

monitorovani je:

Institut biostatistiky a analyz, s.r.o.

IC: 02784114

DIC: CZ02784114

Sidlo: Postovska 68/3, Brno-mésto, 602 00

Brno

Kontaktni osoba: XXXX Tel.:

+ XXXX

E-mail: XXXX
.Prib¢h studie a jeji vysledek mohou byt
pozorovany/kontrolovany povéfenymi
pracovniky pfislusnych statnich organti Ceské
republiky a zahrani¢nich kontrolnich tfada.
Poskytovatel a zkousejici vyvinou nalezité usili k
tomu, aby oddélili, a tak zaroven nezpfistupnili
jakékoli daveérné udaje (¢l. 10 této smlouvy),
jejichz  poskytnuti neni vyzZadovano béhem
takové kontroly.

6.4. Poskytovatel a zkouSejici se zavazuji umoznit,

aby zadavatel mohl byt pfitomen na kazdé
inspekci provadéné ve vztahu ke studii. Pred
vyjadienim se k nalezim takové inspekce,
budou-li n&jaké, jsou poskytovatel a zkousejici

5.8.

6.

6.1.

6.2.

6.3.

administration of the Czech Republic and
foreign inspection bodies.

Both during and after the Study, the Provider and
the Sponsor shall both duly abide by all
applicable laws of the Czech Republic regarding
personal data protection of the Study Subjects.
For this purpose, Provider shall particularly aim
to keep all the Study Subject data records
pseudonymously, i.e. without the Study Subject
being named. If for any medical reason it shall
be necessary to state the name of the Study
Subject, the Study Subject’s identity shall be
kept and held confidential in accordance with the
principle of personal data protection by the
Provider, the Investigator and the Sponsor, all in
accordance with applicable legislation.

Monitoring of the Study

The development and conducting of the Study
shall be carried out in coordination with, and
under the control and monitoring of persons
authorized by the Sponsor. Provider shall enable
these said persons, under the terms herein set
forth, to access all information gained within the
Study, as well as results of laboratory tests,
examinations and other records on Study Subjects
included in the Study. Art. 5.8. hereof is not
affected by this provision. The Provider must be
notified about planned control with reasonable
advance notice.

The Sponsor’s authorized person (CRO) for the
monitoring is:

Institut biostatistiky a analyz, s.r.o.

ID: 02784114

VAT:CZz02784114

Reg. office: Postovska 68/3, Brno-mésto, 602

00 Brno

Contact pers.: XXXX, Tel.: XXXX

E-mail: XXXX
The course of the Study and its results may be
under the additional observation/inspection of
authorized personnel of governmental bodies and
foreign bureaux to undertake control inspections.
Provider and Investigator shall make every effort
to separate and prevent access to any Confidential
data (Art. 10 hereof), the providing of which is
not requested during such an inspection.

6.4. The Provider and the Investigator shall allow the

Sponsor to be present at any inspection conducted
by authorities regarding Study. Prior to
responding to the findings of any such inspection,
if any, the Provider and the Investigator must
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povinni odpovéd’ posoudit a prodiskutovat se
zadavatelem. Poskytovatel a zkousejici bez
zbytecného odkladu poskytnou zadavateli kopie
jakychkoliv zjisténi nebo kontrol odpovédnych
uradi ve vztahu ke studii.

6.5.Zadavatel si vyhrazuje pravo na vyjadieni
a podani pfipominek k jakémukoliv vyjadfeni
poskytovatele vii¢i kontrolnim afadim, které se
vztahuje ke studii. Jakékoli takové vyjadreni
nebude obsahovat Zadnou nepravdivou ¢&i
klamnou informaci vztahujici se ke studii,
studijnimu zdravotnickému prostfedku nebo
zadavateli.

6.6.Zadavatel mulze povéefit kontrolou nebo
monitorovanim jiné osoby, neZ jsou uvedené v
¢l. 6.2 pouze s piedchozim pisemnym
souhlasem poskytovatele.

7. Dalsi povinnosti zkou$ejiciho

7.1. Zkousejici je odpoveédny za fadny pribéh studie.
ZkouSejici je odpovédny za blaho subjektt studie
z hlediska poskytovani zdravotnich sluzeb na
nalezité odborné urovni.

7.2.Zkousejici je povinen shromazd’'ovat data a
vkladat je do elektronickych zdznamovych listi
(dale jen ,,CRF*) v souladu s naleZitostmi
stanovenymi v planu. ZkouSejici se zavazuje
pravidelné predavat zadavateli CRF a veskerou
dokumentaci vyzadovanou planem, aby je
zadavatel mohl pfimo ¢i prostfednictvim jiného
subjektu pribézné zpracovavat.

7.3.Zkousejici je povinen zajistit, ze vSechny CRF
poskytnuté zadavateli jsou pravdivé, piesné a
fadné¢ vyplnény a Ze jsou vérnym odrazem
skute¢nych vysledka studie. Zkousejici se rovnéz
zavazuje predat zadavateli kopie vSech zprav,
véetné vSech aktualizaci a zmén, které si vyzadala
eticka komise.

7.4. Zkousejici se zavazuje poskytovat soucinnost pii

pohotovém objasiiovani  jakychkoli dotazi
tykajicich se udaji v CRF a vénovat se témto
dotaziim.
7.5.Poskytovatel a zkouSejici zajisti, ze CRF
nebudou pristupné nikomu jinému nez
participujicim osobam a zkousejicimu.
7.6.Zkousejici je povinen plnit veskeré své

povinnosti ulozené mu obecné zavaznymi
pravnimi piedpisy, zejm. nafizenim, zakonem o
zdravotnickych  prostiedcich a prislusnymi
vyhlaskami.

review and discuss such response with the
Sponsor. The Provider and the Investigator shall
promptly provide the Sponsor with copies of any
findings or inspections of responsible authorities
in relation to the Study.

6.5. The Sponsor reserves the right to comment and
submit comments on any statement of the
Provider to the regulatory authorities related to
the Study. Every such written opinion shall be
free of incorrect or false information related to the
Study, the Study Medical Device, or the Sponsor.

6.6. Sponsor may delegate inspection and monitoring
to a person not listed in Art. 6.2 only with the
prior written consent of Provider.

7. Other obligations of Investigator

7.1. Investigator shall be responsible for the proper
conduct of the Study. The Investigator is
responsible for the well-being of the Study
Subjects in terms of professional medical services
provided.

7.2.The Investigator must collect data and enter them
in the electronic case report forms (hereinafter
referred to as “CRF”) in accordance with the
requirements set forth in the CIP. The
Investigator agrees to regularly forward CRF and
any documentation required in the CIP to the
Sponsor so that the Sponsor could process them
directly or through another entity on a continuous
basis.

7.3.The Investigator shall ensure that all CRF
submitted to the Sponsor are true, complete,
correct and accurate and reflect the actual results
of the Study. The Investigator also agrees to
provide the Sponsor with copies of all reports,
including all updates and changes, that were
requested by the ethics committee.

7.4.The Investigator agrees to assist in promptly
clarifying any questions concerning CRF data
and to address and answer such questions.

7.5.The Provider and the Investigator shall ensure
that CRF shall not be available to any persons
other than Participating Personnel and the
Investigator.

7.6. Investigator shall meet all of their obligations
arising from generally applicable legal
regulation, especially Regulation, the Medical
Devices Act and relevant decrees.
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7.7.Za  splnéni  povinnosti  zkousSejiciho a
participujicich osob ulozené jim obecné
zavaznymi predpisy a touto smlouvou odpovida
ve smyslu ustanoveni ¢l. 4. 1. této smlouvy
poskytovatel.  Pracovnépravni  odpovédnost
zkousejiciho a participujicich osob ve vztahu k
poskytovateli neni timto ustanovenim dotc¢ena. V
pripadé¢ zaniku zameéstnaneckého nebo jiného
poméru mezi zkousejicim a poskytovatelem je
poskytovatel povinen o tom zadavatele co
nejdiive vyrozumét, a to nejpozdéji, do 14 dnu od
podpisu dohody o ukonéeni pracovniho poméru,
podani  vypovédi sméfujici k  ukonceni
pracovniho poméru kteroukoliv ze stran anebo
dorucenim okamzitého zruSeni pracovniho
poméru. Zadavatel ma pravo piipadného nového
zkousejiciho uréeného poskytovatelem schvalit.
Poskytovatel se zavazuje s vynaloZenim
maximalniho usili pozadovat po novém
zkou$ejicim, aby se pisemné zavazal
k dodrzovani podminek sjednanych v této
smlouvé. V piipadé, ze zadavatel neschvali
nového zkouSejiciho, anebo pokud novy
zkouSejici neni ochoten zavazat se k podminkam
stanovenym touto smlouvou, je zadavatel
opravnén vypovédét tuto smlouvu vsouladu s
¢l 17.

8. Dal8i povinnosti zadavatele
8.1. Zadavatel poskytne poskytovateli CRF.

8.2. Zadavatel je povinen:

i) ptedat  zdarma  poskytovateli  studijni
zdravotnicky prostfedek a dalsi zdravotnické
prosttedky a materidl urcené pro studii a
uvedeny v dokumentaci studie,

ii) zajistit a to na vlastni naklady, dodani
veskerych zdravotnickych prostiedki
a materialu dle bodu i) vcetné veskerych
celnich ukoni/procleni (uplatni-li se); tato
¢innost neni odpovédnosti poskytovatele,

iii) je povinen plnit veSkeré své povinnosti
ulozené mu obecné zavaznymi pravnimi
predpisy,  zejm.  nafizenim,  z&konem
o0 zdravotnickych prostiedcich a piislusnymi
vyhlaskami.

8.3. Zadavatelem poskytnuté zdravotnické prostiedky

I ostatni material, jejichz specifikace je uvedena
vV dokumentaci studie, pouzije poskytovatel
pouze pro provedeni studie. Zadavatel je
vlastnikem veSkerého studijniho materialu.
Vsechny materialy, které nebudou pouzity v
ramci studie, vrati poskytovatel zadavateli nebo

7.7.Meeting the obligations of the Investigator and
Participating Personnel, arising both from all
legal regulations and from this Agreement, is the
responsibility of the Provider as per provision of
Art. 4.1. herein. The liability of the Investigator
and Participating Personnel arising under labor
law toward the Provider is not affected by this
provision. In the event of termination of
employment or other relationship between the
Investigator and the Provider, the Provider shall
provide written notice to the Sponsor as soon as
possible and at the latest within 14 days of signing
of the Agreement on termination of employment,
giving notice to terminate the employment
contract by either party or the delivery of
immediate termination of employment. The
Sponsor shall have the right to approve any new
Investigator designated by the Provider. The
Provider shall make maximum efforts to require
the new investigator to agree in writing to the
terms and conditions stipulated in this
Agreement. In the event that the Sponsor does not
approve such new investigator, or if the new
investigator is unwilling to agree to the terms and
conditions stipulated in this Agreement, the
Sponsor shall have the right to terminate this
Agreement in accordance with Art. 17.

8. Further obligation of Sponsor

8.1.The Sponsor shall provide the Provider with
CRF.

8.2.The Sponsor shall:

i) provide to the Provider free of charge the
Study Medical Device and other medical
devices and material designated for the Study
and specified in the documentation to the
Study;

ii)  organize at its own expense the shipping and
passing through all Custom authorities of all
medical devices and material according to i)
hereto (if applicable) so that these activities
shall not be the responsibility of the Provider;

iii)  shall meet all of their obligations arising from
generally  applicable legal regulation,
especially Regulation, the Medical Devices
Act and relevant decrees.

8.3. The medical devices provided by Sponsor as well
as any other material specified in the
documentation of the Study shall be used by
Provider only for the performance of the Study.
Sponsor is the owner of all the Study material. All
items not used during the performance of the
Study shall be returned by Provider to Sponsor or
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je zlikviduje podle instrukci zadavatele a na jeho
naklady.

8.4.Zadavatel se zavazuje poskytnout poskytovateli

studijni prostiedek — VDI UHF-ECG Systém
pro ucely jeho vyhradniho pouziti ve studii, o
kterém poskytovatel povede pisemnou evidenci,
rozsah a podminky poskytnuti jsou vymezeny v
priloze ¢. 3. Poskytovatel vybaveni po skonceni
studie vréati zadavateli.

9. Néahrada za poskozeni zdravi subjektu

hodnoceni, odpovédnost a odSkodnéni

9.1.Zadavatel prohlasuje, ze zajistil na celou dobu

provadéni studie pojisténi odpovédnosti za skodu
pro zadavatele, poskytovatele a zkousejiciho
(dale jen ,,pojisténi®). Pojisténi se vztahuje i na
pripady, kdy nebude mozné prokazat zavinéni
konkrétni osoby. Doklad prokazujici pojisténi je
prilohou ¢. 1 této smlouvy.

9.2.Zadavatel je povinen zajistit, aby naroky z

pojisténi odpovédnosti za Skodu v dusledku
studie bylo mozné u pojistitele u¢inné uplatnit po
celou dobu provadéni studie a dale v souladu
s platnymi pravnimi ptedpisy.

9.3. Rozsah pojisténi musi byt v pfiméfeném poméru

k rizikiim spojenym se studii a odpovidat pravni
upravou pozadovanému rozsahu pojiSténi pro
pripad smrti nebo trvalého poSkozeni zdravi
anebo dlouhodobé pracovni neschopnosti.

9.4.Zadavatel se zavazuje poskytnout poskytovateli

plnou kompenzaci za ujmu, ktera subjektu studie
a/nebo tietim osobam vznikla v disledku studie,
a jejiz nahradu byl poskytovatel povinen
poskytnout podle pravomocného soudniho
rozhodnuti nebo podle mimosoudni dohody
schvélené zadavatelem subjektim studie ¢i tetim
osobam nad rdmec pojistného plnéni nebo ktera
nebyla v plné vysi kryta pojistnou smlouvou.
Zadavatel se dale zavazuje, ze poskytovateli
rovnéz poskytne v plné vysi nadhradu nakladi
pravniho zastoupeni v fizeni podle véty prvé
tohoto Clanku. Zadavatel se dale zavazuje, ze
poskytne poskytovateli v plné vysi nahradu
nakladli na 1éCeni v piipadé poskozeni zdravi
subjektu studie v souvislosti s jeho ucasti na
studii, vCetné pripadného regresniho naroku
zdravotni pojistovny.

9.5.Zadavatel dale odskodni, bude branit a chranit

poskytovatele, zkousejiciho, participujici osoby
(dale jen ,,odSkodiiované osoby*) pfed a proti
stihani, Zalobam, narokiim a nakladim (v&etné

8.4.

9.1.

9.2.

9.3.

9.4.

9.5.

shall be scrapped under Sponsor’s instructions
and at its expenses.

The Sponsor agrees to provide the Provider with
the Study Device — VDI UHF-ECG System for
the purposes of its exclusive use in the Study,
about which the Provider shall keep a written
inventory; the scope and conditions of its
provision are defined in Appendix 3. The Provider
shall return the equipment once the Study is
completed.

Compensation for damage to health of the
Trial Subject, Liability and Indemnity

The Sponsor declares that they obtained and will
maintain, for the entire duration of performance
of the Study, insurance against liability for
damage for the Sponsor, the Provider and the
Investigator  (hereinafter referred to as
"Insurance®). The Insurance shall also apply in
cases where the culpability of a particular person
cannot be established. Document proving the
insurance is as Appendix No. 1 hereto.

The Sponsor shall ensure that the claims from
insurance of liability for damage caused by Study
may be made during the whole period of the
Study and further per applicable law.

Extent of the insurance shall be in adequate
proportion to the risks associated with the Study
and correspond to the scope required by the
applicable legislation in the event of death or
permanent damage to a Study Subject’s health or
long-term sick leave.

The Sponsor shall provide the Provider full
compensation for damage or immaterial loss
incurred to Study Subjects or third parties as a
result of the Study, as long as such compensation
is to be provided by the Provider under a final
court decision or an out-of-court settlement
approved by the Sponsor to the subjects or third
parties above the relevant claim limit or that was
not fully covered by the policy. Further, the
Sponsor shall also reimburse the Provider in full
for all costs of legal counsel in any proceedings
pursuant to the first clause of this article. Further,
the Sponsor shall reimburse the Provider for all
costs of treatment in case of damage to health of
a Study Subject in relation to the Study subject’s
participation in the Study, including a possible
regress or subrogation claim of the health
insurance company.

Sponsor will also indemnify, defend and hold
harmless the Provider, the Investigator and
Participating Personnel (“Indemnitees”) from
and against third party actions, suits, claims, and
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10.2.

10.3.

10.4.
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ptiméfené nahrady naklada za pravni zastoupeni)
(dale jen ,,ztraty*) pfimo vyplyvajicim z (a)
pouzivani studijniho zdravotnického prostredku
v souladu s planem nebo s postupy, které by
subjekt studie nebyl podstoupil, pokud by se
studie netcastnil, (b) poruseni této smlouvy
zadavatelem nebo nedodrzeni platnych prévnich
predpist, nebo (c) pouziti nebo komercializace
dat nebo vynalezii vytvorenych v rdmci studie
zadavatelem. Povinnost zadavatele k odskodnéni
se nebude vztahovat na rozsah, v jakém jsou
jakékoli ztraty zpisobeny  nedbalosti,
nedodrzenim platnych pravnich ptedpisti nebo
porusenim této smlouvy ze strany odskodinované
osoby.

Zachovani divérnosti

. Divérnymi udaji se pro ucely této smlouvy

rozumi veSkeré tdaje, o kterych se strany
dozvédely na =zakladé spoluprace dle této
smlouvy, v¢etné informaci o struktute, slozeni,
ingrediencich, vzorcich, know-how,
technickych postupech a procesech. Davérnymi
udaji nejsou informace a) ohledné kterych
dotcena smluvni strana prokaze, ze takovy udaj
ji byl zndm jiz pted datem uzavieni této smlouvy
a nebyl predmétem jakéhokoliv omezeni
piijatého v souvislosti s ochranou davérnych
udaji; b) ohledné kterych dotéenda smluvni
strana prokaze, ze takovy idaj byl z jeji strany
legdlné ziskdn od tfeti osoby bez poruseni
jakéhokoliv ustanoveni na ochranu davérnych
udaju; nebo c¢) je-li ¢i stane-li se takova
informace verejné pfistupnou, aniz by takova
skute¢nost byla zptisobena jednanim ¢i ikonem,
ktery by predstavoval poruseni jakékoli
povinnosti dotéené smluvni strany.

Smluvni strany se zavazuji, ze davérné tdaje
nezpfistupni tieti osob€, nebudou tyto udaje
pouzivat pro jiné tcely nez pro ucely plnéni této
smlouvy a ucini pfimefena opatieni pro to, aby
nedoslo ke zptistupnéni duveérnych tdaja tietim
osobam nebo k jejich zvetejnéni

Povinnost k zachovavani divérnosti se
nevztahuje na ty ptfipady, kdy jsou smluvni
strany opravnény publikovat divérné informace
v souladu s €l. 13.

Smluvni strany jsou opravnény zpfistupnit
dvérné informace v takovém rozsahu, v jakém
je takové zpfistupnéni vyzadovano pravnimi
pfedpisy nebo  vykonatelnym  soudnim
rozhodnutim, avSak za podminky, Ze smluvni
strana o takové skutecnosti v priméienéCasovém
ptredstihu informuje opravnénou

costs (including reasonable attorney fees)
(“Losses”) directly arising from (a), use of Study
Medical Device in accordance with the Plan or
procedures that the Study Subject would not have
undergone but for participation in the Study, (b)
the Sponsor’s breach of this Agreement or failure
to comply with applicable legislation, or (c) the
Sponsor’s use or commercialization of the
Results or Inventions produced by the Study. The
Sponsor’s indemnification obligation will not
apply to the extent that any Losses are attributable
to the negligence, failure to comply with
applicable law or breach of this Agreement on the
part of an Indemnitee.

10. Confidentiality

10.1

10.2.

10.3.

10.4.

. For the purposes of this Agreement, confidential
data means any and all information learnt by the
Parties in the course of their collaboration
hereunder, including information on structure,
content, ingredients, samples, know-how,
technology and processes.  Confidential
information is not information that: a) the
relevant Party proves was known to it before the
date of execution of this Agreement and was not
subject to any restrictions relating to the
protection of confidential information; b) the
relevant Party proves was legally obtained by it
from a third party without breaching any clause
of confidential data protection regulations; or c)
being or becoming publicly accessible without
this event or fact having been caused by an act
representing any kind of legal breach by the
relevant Party.

The Parties undertake not to disclose
confidential information to any third party, not
to use this information for any purpose other
than for the purpose of performance of this
Agreement and shall take appropriate steps so
that no disclosure of confidential information
occurs toward third parties or the general public.

The confidentiality obligation shall not apply if
the Parties have the right to publish Confidential
Information in accordance with Art. 13.

Furthermore, the Parties may disclose
Confidential Information to the extent required
by law or an enforceable court order, provided,
however, that the Party shall give the other Party
reasonable advance notice and shall cooperate
with the Party to seek a protective order or any
other appropriate remedy upon the
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11.

11.
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smluvni stranu a na jeji zadost s ni bude
spolupracovat ve snaze dosahnout opatfeni za
ucelem ochrany nebo jiného piiméreného
pravniho prosttedku. Smluvni strany se zavazuji
vyvinout priméfené usili, aby zabezpecily
divérné zachazeni s kteroukoli z divérnych
informaci, jeZ bude zpfistupnéna.

Smluvni strany se zavazuji na zadost opravnéné
smluvni strany zlikvidovat a smazat duvérné
informace, jimiz disponuji anebo je vratit
opravnéné smluvni strané.

Veskeré dohody existujici pfed uzavienim této
smlouvy a tykajici se zachovavani ml¢enlivosti
ve vztahu se studii, se nahrazuji touto smlouvou
a pouze ve vztahu ke studii

Ochrana a zpristupnéni osobnich udaji

1. Poskytovatel a zkousSejici jsou si védomi, ze
zadavatel nebo tfeti osoba zadavatelem
povéiena budou vkladat vysledky studie (dle
odst. 13.1. této smlouvy) a veskeré zpravy
souvisejici se studii, zaznamy o $kolenich
V mist¢ provadéni studie a vystupy
z veSkerych auditd provadénych
zadavatelem nebo jeho jménem podle
pravidel spravné klinické praxe ¢i inspekei
do internich  elektronickych  databazi
zadavatele a/nebo tfetich osob povérenych
zadavatelem. V ramci této spravy dat mohou
byt v souladu s pozadavky pravidel spravné
klinické praxe a prislusSnych pravnich
predpist na useku ochrany osobnich tdaju
uchovavany, zpracovavany a pouzivany
zadavatelem a povéfenymi tfetimi stranami
osobni udaje zkousejiciho, jako jsou jméno,
pfijmeni a adresa, financni zajmy podle
Potvrzeni o finan¢nich zajmech, a dale také
osobni  udaje  jinych  zaméstnancii
poskytovatele, participujicich osob a jejich
zaangazovani ve studii a vystupy auditl
provedenych zadavatelem podle pravidel
spravné klinické praxe ¢i inspekci (dale jen
,data“) a pravnich piedpist vztahujicich se k
ochran¢ osobnich udaji. Zadavatel bude
poskytovat tato data externim vefejnym
databazim jako je napf. clinicaltrials.gova Vv
nezbytném rozsahu na zakladé piislusnych
pravnich pfedpist také orgdnim vefejné
moci. Data budou zpracovavana pro plnéni
pravnich povinnosti zadavatele a pro
management klinickych hodnoceni. Data
budou zpracovavana po dobu neurcitou,
nejdéle vSak do naplnéni ucelu.

10.5.

10.6.

11.

request of the Party. The Parties agree to make
reasonable efforts to ensure confidential
treatment of any Confidential Information that
shall be disclosed.

The Parties agree to destroy and delete any
Confidential Information in their possession or
to return it to the other Party upon the request of
the Party.

All pre-existing agreements regarding the
confidentiality obligation with regard to the
Study shall be superseded by this Agreement
and only with regard to the Study.

Personal Data Protection and Disclosure

11.1. The Provider and the Investigator understand

that the Sponsor or a third party authorized by
the Sponsor shall enter results of the Study (in
accordance with Art. 13.1. hereto), all reports
related to the Study, site-training records and
outcomes of all audits performed by, or on
behalf of, the Sponsor into internal electronic
databases of the Sponsor and/or third parties
authorized by the Sponsor in compliance

with good clinical practice rules or
inspections. As part of such data
management, the personal data of the

Investigator, such as first and last name,
address and financial interests according to
the Financial Interests Declaration, as well as
the personal data of other employees of the
Provider, Participating Personnel and their
involvement in the Clinical Investigation and
outcomes of audits performed by the Sponsor
in compliance with good clinical practice
rules or inspections (hereinafter as “Data”)
and personal data protection laws may be
stored, processed and used by the Sponsor
and authorized third parties in compliance
with good clinical practice rules and
applicable personal data protection laws. The
Sponsor shall provide Data to external public
databases, such as clinicaltrials.gov, as well
as, to the extent necessary under applicable
law, to government authorities. Data shall be
processed for the purpose of compliance with
the Sponsor’s legal obligations and for the
management of clinical trials. Data shall be
processed for an indefinite period, however,
no longer than until the purpose, for which
they are processed, is fulfilled.
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11.3.

12.
12.1.

12.2.

13.
131
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. Poskytovatel a zkousejici se zavazuji zajistit,
ze do provadéni studie  nebudou
zaangazovany zadné fyzické osoby, dokud
tyto osoby neudéli souhlas se zpracovanim
svych osobnich udaji. Vzor souhlasu se
zpracovanim Udaji dle tohoto odstavce
poskytne zadavatel poskytovateli. To neplati,
bude-li existovat jiny titul pro zpracovani
osobnich udaju fyzickych osob a zaroven
budou splnény souvisejici pozadavky
vyplyvajici z ptislusnych pravnich piedpist
(zejm. pouceni subjektu udaji).

Smluvni strany se zavazuji jednat v souladu s
prislusnymi pravnimi predpisy na useku
ochrany osobnich udajt, zejména natizenim
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochran¢
fyzickych osob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu téchto
udajt a 0 zruSeni smérnice 95/46/ES (obecné
nafizeni 0 ochrané osobnich udaji) zakonem
upravujicim zpracovani osobnich udaju.

Uchovani udaji

Poskytovatel se zavazuje uchovavat veSkerou
elektronickou i jinou dokumentaci, véetné
zdrojové dokumentace a slozky zkousSejiciho,
vyzadovanych ICH piedpisy a ptislusnymi
pravnimi piedpisy upravujicimi provadéni
studie, po delsi z nasledujicich dvou dob: 1)
deset (10) let po skonCeni studie nebo 2)
jakoukoli delsi dobu pro archivaci dokumentace
stanovenou pfislusnymi pravnimi ptedpisy.
Dokumentace musi byt uchovavana na
vhodném mist¢ a vhodnym zplsobem.
Poskytovatel pfijme piiméfend opatieni, jez
zabrani ndhodnému nebo predcasnému zniceni
téchto dokument.

Zadavatel je povinen po dobu nejméné deseti
(10) let uchovéavat zdznamy o0 nepiiznivych
udalostech, které mu byly oznameny v prabéhu
studie.

Préava Kk vysledkam, publikovani

Zadavateli patfi vyhradni prava ke vSem
vysledkim, datim, zjisténim, objeviim,
vynalezim a specifikacim, bez ohledu na to, zda
jsou zpusobilé byt predmétem patentové
ochrany ¢i nikoli, které vznikly, byly vytvorené,
odvozené, vyprodukované, objeveng,
vymyslené nebo jinak ucinéné poskytovatelem,
zkouSejicim a/nebo participujicimi osobami v
souvislosti s provadénim studie (,,vysledky*).
Poskytovatel timto pfedem postupuje veskera
sva majetkova prava k

11.2. The Provider and the Investigator agree not
to enroll any natural persons in the Study
until such persons grant their consent to the
processing of their personal data. Sponsor
shall provide the Provider with a sample
consent form for the processing of personal
data according to this paragraph. This does
not apply in case there is another legal ground
for the processing of personal data of natural
persons and at the same time the related
requirements arising from the applicable
legal regulation are met (esp. the instructions
for the data subject).

11.3. The Parties agree to adhere to applicable
personal data protection laws, especially
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 on the free movement of such data, and
repealing Directive 95/46/EC (General Data
Protection Regulation), the law regulating
personal data processing.

12. Keeping records

12.1. The Provider shall keep all electronic and other
documents, including without limitation, source
documents and the Investigator’s files required
by ICH guidelines and applicable laws
regulating Study performance for the longer of
the two following periods: 1) ten (10) years after
the end of the Study, or 2) any longer
documentation archiving period laid down in
applicable legal regulations. Documentation
must be kept in a suitable location and manner.
The Provider shall adopt adequate measures,
which will prevent accidental or early
destruction of these documents.

12.2. Sponsor shall keep records of adverse events
communicated to it during the Study for ten (10)
years or more.

13. Rights to Results, Publications

13.1. The Sponsor shall own the exclusive rights to all
results, data, findings, discoveries, inventions and
specifications, whether patentable or not, that
were originated, conceived, derived, produced,
discovered, invented or otherwise made by the
Provider, the Investigator and/or Participating
Personnel in connection with conducting the
Study (hereinafter referred to as “Results®). The
Provider hereby assign all of his proprietary
rights to Results to the Sponsor in advance and
the Sponsor accepts such
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vysledkim na zadavatele a zadavatel tato
postoupena prava prijima. Odmeéna za tento
prevod je jiz zahrnuta v odméné dle ¢l. 14.
Poskytovatel neziskava k vysledkim plnénim
této smlouvy zZadna prava.

assigned rights. The royalty fee for this
assignment is already included in the
remuneration under Art. 14 hereof. The
Provider shall not acquire any rights to Results
by performing this Agreement.

13.2 VSechna zdravotnicka dokumentace a ptvodni 13.2. All medical records . and original source
zdrojovd  dokumentace zfistane majetkem docu_ments shall remain the property of the
poskytovatele; nicméng, zadavatel je opravnén PI‘OVI'der; however, t_he Sponsor Sh_a” b_e
je pouzit vsouladu stouto smlouvou a permitted to use them in accordance with this
souhlasem subjektd hodnoceni. Zpfistupnéni Agrc_eement _and based on the consent of T”al
vysledki jakémukoli subjektu, véetnd smluvni Subjects. Disclosure of Results to any subject,
vyzkumné organizace & etické komise anebo including a contracted research organization,
regulatorniho organu nebude povazovéno za ethics committee or re_gulatory author_lty, shall
udéleni vlastnického prava k t€émto informacim POt be de_emed as grantln_g_the ownership of such
t&mto subjektam, information to these entities

13.3V rozsahu, v jakém prava dusevniho vlastnictvi 13.3.To the extent intellectual property rights to

k vysledkiim nejsou prevoditelna, udéluje timto
poskytovatel zadavateli vyhradni,
neodvolatelnou v mist¢ a Case neomezenou
licenci s pravem ude¢lovat podlicence a to ke
v§em zpusoblm uziti téchto vysledki. Odména
za tuto licenci je jiz zahrnuta v odméné dle
¢l. 14. Poskytovatel se zavazuje vyvinout
priméfené usili k tomu, aby skute¢ni vlastnici
téchto prav  duSevniho vlastnictvi, tzn.
zaméstnanci poskytovatele a/nebo zicastnéné
tfeti strany, umoznili poskytovateli udé€lit vyse
uvedenou licenci zadavateli.

13.4 Poskytovatel se zavazuje zajistit, Zze veSkeré

vysledky ucinéné zaméstnanci poskytovatele
(dale jen ,vynalezy*), budou bezodkladné
oznameny zadavateli.

13.5 Zadavatel je opravnén podat pfihlaSku patentu

pro tyto vynalezy svym vlastnim jménem anebo
jménem urcené teti strany, na vlastni ndklady, s
uvedenim jména vyndlezce(-i) v piihlasce
patentu.

13.6 Zadavatel udé€luje poskytovateli nevyhradni

13.7 Zadavatel

licenci k vysledkiim vytvofenym
U poskytovatele pro interni nekomeréni
vyzkumné a vzdéldvaci ucely pii dodrzeni
podminek zachovavani divérnosti a podminek
pro publikovani, jez jsou obsazeny v této
smlouvé. Tato licence neopraviiuje k udélovani
jakychkoliv podlicenci.

uznadvad zajem poskytovatele a
zkouSejictho na nekomerénim  védeckém
publikovani vysledkd, bez ohledu na to, zda je
vysledek studie pozitivni ¢i negativni. S
ohledem na opravnéné zdjmy zadavatele se
poskytovatel a zkouSejici zavazuji dodrzovat
nasledujici  povinnosti a podminky pro
publikovani:

13.4.

13.5.

13.6.

13.7.

Results are legally not assignable, the Sponsor
is hereby granted by the Provider an exclusive,
worldwide, sub-licensable, time-unlimited and
irrevocable license for unlimited use of these
Results. The royalty fee for this license is
already included in the remuneration under Art.
14. The Provider shall make reasonable efforts
so that the actual owners of the intellectual
property rights, i.e. employees of the Provider
and/or involved third parties, would allow the
Provider to grant the aforementioned license to
the Sponsor.

The Provider agrees to ensure that all Results
made by employees of the Provider (hereinafter
referred to as “Inventions”) shall be reported to
the Sponsor without undue delay.

The Sponsor shall have the right to file a patent
application for such Inventions under its own
name or under the name of a designated third
party and at its own expense, with the
inventor(s) named in the patent application.

The Sponsor provides the Provider with a non-
exclusive license to Results created at the
Provider for internal non-commercial research
and educational purposes, subject to
confidentiality and publication terms specified
in this Agreement. Such license does not allow
for granting any sub-licenses.

The Sponsor acknowledges the interest of the
Provider and the Investigator in the non-
commercial scientific publication of Results,
regardless of whether the outcome of the Study
is positive or negative. Considering the
Sponsor’s reasonable interests, the Provider and
Investigator agree to comply with the following
publication obligations and terms:
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i) poskytovatel a zkouSejici se zavazuji
poskytovat zadavateli veSkeré navrhy na
publikovani nebo Ustni prezentace tykajici se
klinické  zkousky nebo hodnoceného
zdravotnického prostfedku nebo vysledka
(dale jen ,,publikace*) nejméné Ctyficet pét
(45) dnti pfed zamyslenym piedloZzenim nebo
prezentaci publikace, aby je zadavatel mohl
zkontrolovat,

if) publikace nebudou poskytovatelem,
zkouSejicim, ¢i participujicimi  osobami
publikovany nebo jinak zpfistuptiovany
vefejnosti  bez predchoziho pisemného
souhlasu zadavatele.

Zadavatel neni opravnén souhlas bezdivodné
odeptit. Divodem pro odepieni souhlasu je
piedevsim skutecnost, Ze zkousejici neposkytne
zadavateli k pfipominkovani navrh publikace
nebo pokud pfipominky zadavatele sdélené do
Ctyficeti péti (45) dnt od takového predlozeni,
zkousSejici do publikace nezahrne, nebo pokud
studie nebude dosud ukoncena.

8 Poskytovatel a zkousSejici se zavazuji zahrnout
do kazdé publikace ustanoveni informujici, Ze
vytvofeni dat bylo podpoieno zadavatelem.
Autorstvi a uznani za védecké publikovani by
mély byt v souladu s Jednotnymi pozadavky na
rukopisy vydanymi Mezinarodnim vyborem
redaktori 1ékafskych casopisi - ICMJE
(Uniform Requirements for Manuscripts).

Pokud by publikace z pohledu zadavatele mohla
mit nezaddouci ucinek na schopnost ziskat
patentovou ochranu pro kterykoli vynalez, ma
zadavatel pravo pozadovat odklad publikace na
pfiméfenou dobu za ucelem ptipravy a podani
zadané patentové ptihlasky zadavatelem nebo
jeho jménem, avsak tato doba nesmi presahnout
Sest (6) mésici od data, kdy byla zadavateli
publikace dorucena ke kontrole. Zadavatel ma
pravo pozadovat dalsi odklad publikace, pokud
patentova prihlaska byla podana a pokud
ptihlaska s prdvem piednosti je nelplnd a
v ramci 1 roku od podani ptihlasky s pravem
prednosti musi byt do zadosti doplnén piredmét
patentové pfihlasky. V tomto ptipadé ma
zadavatel pravo pozadovat odklad jakékoli
publikace az do doplnéni piihlasky s pravem
pfednosti.  Zadavatel nebude  zakazovat
publikaci v pfipad¢, kdy informace, kterd je
zpusobild byt predmétem patentové ochrany,
byla z planované publikace odstranéna.

13.8.

13.9.

i) The Provider and the Investigator agree to
provide the Sponsor with all proposed
publications or oral presentations relating to
the Clinical Investigation or the Evaluated
Medical Device or Results (hereinafter
referred to as the “Publication”) at least
forty-five (45) days prior to the intended
submission or presentation of the
Publication in order to allow the Sponsor to
review it.

Publications shall not be published by the
Provider, the Investigator or Participating
Personnel and shall not be disclosed to the
general public without prior written consent
of the Sponsor.

The Sponsor shall not refuse such consent
without a reason. The primary reason to refuse
such consent is the fact that the Investigator has
not provided the Sponsor with a proposal of
such publication for comments, or such
comments relayed within forty-five (45) days
since the provision of the proposal are not
included by the Investigator in the publication,
or if the Study is not or was not yet completed.

The Provider and the Investigator agree to
include in every Publication information that the
creation of data was supported by the Sponsor.
Authorship and acknowledgements for scientific
publications should be consistent with the
Uniform Requirements for Manuscripts issued
by the International Committee of Medical
Journal Editors (ICMJE).

If the Publication may - in the Sponsor’s view -
have an adverse effect on the ability to obtain
patent protection for any Invention, the Sponsor
may request a delay of the Publication for a
reasonable period of time in order to enable the
preparation and filing of any desired patent
application by, or on behalf of, the Sponsor;
such period, however, may not to exceed six (6)
months from the day the Sponsor received the
intended Publication for review. The Sponsor
may request a further delay of the Publication
in the case that the patent application has been
filed and the priority application is incomplete
and the subject matter has to be added to the
application during the priority year. In such
a case, the Sponsor may request a delay of any
Publication until the completion of the priority
application. The Sponsor shall not prohibit the
Publication if the patentable information was
removed from the planned Publication.
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13.10 Zadavatel je opravnén zvetejnit vysledky studie
zpusobem, ktery uzna za vhodny, a to jak po
celou dobu trvani této smlouvy, tak po jejim
ukonCeni, dale je zadavatel opravnén umistit
informace studii a o vysledcich na internet a v
kterékoli  databazi vyzadované pravnimi
predpisy v souladu s pfislusnymi standardy ve
vztahu k rozsahu, form¢ a obsahu.

14. Odména, splnéni penézitvch zavazku

14.1 Zadavatel se zavazuje zaplatit poskytovateli za
provedeni studie, v¢etné pievodu prav dle ¢l. 13
této smlouvy, odménu dle platebniho schématu,
které je prilohou ¢. 2 této smlouvy.

14.2 Jedinym pfijemcem veskerych castek dle této
smlouvy bude poskytovatel. Poskytovatel se
zavazuje vyplatit prisluSnou ¢ast odmeény
zkous$ejicimu a participujicim osobam v souladu
se svymi internimi piedpisy.

14.3 Zadavatel prohlaSuje, Ze neuzaviel se
zaméstnanci poskytovatele zadnou dohodu,
jejimz predmétem by bylo poskytnuti plnéni v
souvislosti se studii.

14.4 Smluvni strany prohlasuji, ze pfedpokladana
vyse odmeény ¢ini 237 215 K&.

14.5Narok na pfislusSnou cast odmény vznikne
poskytovateli v okamziku poskytnuti plnéni,
které je polozkou platebniho schématu.

14.6 Smluvni strany se dohodly, ze finanéni plnéni
budou poskytovateli poskytovana za devadesati
(90) denni obdobi pocinaje dnem zahdjeni
studie, a to v souladu s vySe uvedenym
platebnim schématem. Pfipadné bankovni
poplatky vzniklé v souladu s touto platbou hradi
zadavatel.

14.7 Finan¢ni plnéni budou ze strany zadavatele
poskytovana na zaklad¢ faktury — danového
dokladu, vystaveného v souladu s touto
smlouvou, jehoz pfilohou bude seznam
uskuteCnénych  Cinnosti  rozhodnych  dle
platebniho schématu pro vypocet smluvni
odmény. Daiiovy doklad musi obsahovat
nalezitosti dle zakona ¢. 235/2004 Sb., o dani
z ptidané hodnoty. Zadavatel je povinen vratit
danovy doklad, ktery neobsahuje uvedene Udaje,
poskytovateli k opravé do 14 dni od jeho
obdrzeni. Splatnost dafiového dokladu je 30 dni
ode dne jeho doruceni. Faktura bude zaslana
elektronicky k rukdm XXXX na emailovou
adresu XXXX.

13.10. The Sponsor may publish Results of the Study
in any manner it deems appropriate, both
during, and following termination of this
Agreement; the Sponsor may also post
information about the Study and Results on the
Internet and in any other database required by
laws in accordance with applicable standards
regarding scope, form and content.

14. Remuneration, meeting financial obligations

14.1. The Sponsor shall pay to the Provider for
performing the Study, and for the transfer of
rights under Art. 13 of this Agreement,
a remuneration as per the payment chart, as
attached in Appendix no. 2 hereto.

The Provider shall be the only recipient of all
payments hereunder and agrees to pay a relevant
part of the remuneration to the Investigator and
Participating Personnel pursuant to its internal
rules.

The Sponsor represents and warrants that they
did not conclude any agreement about the
performance of the Study with any employee of
the Provider.

The Parties hereto represent that the anticipated
remuneration amount is € 9 500.

145. A claim to each respective part of the
remuneration shall arise in favor of the Provider
at the moment of performance of the item as
itemized in the payment chart.

The Parties agree that the remuneration shall be
paid to Provider per each period of ninety (90)
days beginning on the day of the start of the
Study and in accordance with the payment chart.
Any bank charges incurred in accordance with
this payment shall be borne by the Sponsor.

14.2.

14.3.

14.4.

14.6.

14.7. The remuneration shall be provided by the
Sponsor upon an invoice — issued in accordance
herewith, and the attachment to that shall be
a list of performed activities relevant as per the
payment chart for calculation of the
remuneration. The invoice must contain
particulars pursuant to Act No. 235/2004 Coll.,
on value added tax. The Sponsor is obliged to
return the invoice which does not contain such
particulars to the Provider within 14 days from
receipt of the invoice. Maturity of the invoice
shall be 30 days from the date of its delivery.
Invoices will be sent electronically to the
attention of XXXX to email address XXXX.
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Zadavatel se zavazuje uhradit poskytovateli
pomernou ¢ast odmény i v pfipadé, Ze subjekt
studie studii nedokon¢i nebo v ptipadg, Ze studie
bude pred¢asné ukoncena.

Nestanovi-li tato smlouva jinak, vsechny ¢astky
uvedené v této smlouvé a jejich ptilohach jsou
uvedeny bez DPH. Pokud nékteré podléhaji
DPH, zadavatel zaplati pfislusnou ¢astku DPH
ve vysi dle pravnich predpisi ucinnych ke dni
uskutecnéni zdanitelného plnéni na zakladé
prislusného danového dokladu (faktury), ktera
bude spliovat vSechny nalezitosti predepsané
prislusnymi pravnimi piedpisy. Poskytovatel
nese odpovédnost za uhrazeni v§ech ostatnich
dani v souvislosti s platbami na zakladé této
smlouvy.

Poskytovatel a zkouSejici nebudou vyzadovat
zaplaceni studijniho zdravotnického prostiedku
nebo jakékoliv sluzby hrazené zadavatelem
podle této smlouvy po subjektu studie nebo tieti
strang, jako je naptiklad zdravotni pojistovna.

Penézité zavazky wvzniklé mezi smluvnimi
stranami na zakladé této smlouvy, je zavazana
smluvni strana povinna uhradit fadné a véas, ato
na bankovni ucet druhé smluvni strany.
Nedohodnou-li se smluvni strany jinak, rozumi
se bankovnim uctem smluvni strany jeji
bankovni u¢et uvedeny v zahlavi této smlouvy.

Penézity zavazek je splnén okamzikem, kdy je
prislusna castka pripsana na bankovni ucet
opravnéné smluvni strany.

Strana, ktera je v prodleni s plnénim penézitého
zavazku dle této smlouvy, je povinna zaplatit
opravnéné smluvni strané zakonny Udrok z
prodleni z dluzné ¢astky.

Dalsi smluvni ujednani

Zadavatel bere na veédomi, ze zkousejici,
participujici osoba, ani jakakoli jind osoba
v pracovnim poméru k poskytovateli nejsou
opravnéni vstupovat v souvislosti s provedenim
studie dle této smlouvy do jakychkoli pfimych
smluvnich vztahi se zadavatelem nebo
s jakoukoli jinou osobou jednajici se
zadavatelem ve shod¢, na jeho ptikaz nebo v
jeho prospéch, a prijimat na zakladé téchto
smluvnich vztahi jakékoli plnéni, ledaze je
poskytovatel ticastnikem takové smlouvy.

Zadavatel se zavazuje, ze zadné z téchto osob
neposkytne  pfimo ani  nepfimo, t.
prostfednictvim jiné osoby jednajici s ni (-m) ve
shod¢ na jeho (-ji) pfikaz nebo v jeho (-ji)
prospéch odménu nebo jakékoli jiné plnéni
jinak nez dle této smlouvy.

14.8.

14.9.

14.10

14.11

14.12

14.13

15.
15.1.

15.2

The Sponsor shall pay to the Provider a
proportionate part of the remuneration even if a
Study Subject does not finish the Study or if the
Study is terminated prematurely.

Unless otherwise stated in this Agreement, no
amounts specified in this Agreement and its
Appendices include VAT. In the case that any
payment is subject to VAT, the Sponsor shall
pay the relevant VAT amount stipulated in legal
regulations effective as of the date of taxable
supply based on the relevant tax document
(invoice) that shall meet the requirements laid
down in applicable legal regulations. The
Provider shall be responsible for paying any
other tax with respect to the payments made
based on this Agreement.

. The Provider and the Investigator shall not

charge any Study Subject or third party, such as
a health insurance company, for the Study
Medical Device or for any services paid for by
the Sponsor under this Agreement.

. Financial obligations arising hereunder shall be

paid by the obliged Party duly and properly via
bank transfer to the bank account of the other
Party. Unless agreed otherwise, the bank
account of either Party means the bank account
specified in the heading hereof.

.Financial obligation is met upon the proper

amount being credited in favor of the bank
account of the entitled Party.

.Party in delay with payment hereunder shall

pay the entitled Party the statutory default
interest.

Other provisions

The Sponsor acknowledges that the
Investigator, Participating Personnel and any
other person employed by Provider are not
authorized to enter in connection with the Study
into any direct contractual relationships with the
Sponsor or any other person acting in line with
the Sponsor upon their order or in their favor, or
to accept any consideration based on such
relationships, unless the Provider is a party to
such an agreement.

. The Sponsor hereby stipulates that no person

participating in the Study shall be provided,
directly or indirectly, i.e. through another
person acting in line with this participating
person or upon his/her order or in his/her favor
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15.4.

15.5.

16.
16.1.

16.2.
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V piipad¢, ze zadavatel porusi svtij zavazek dle
¢l. 15. 1. a 15. 2. této smlouvy, bude to
povazZovano za podstatné poruseni smlouvy.
Zkousejici a participujici osoby se budou
ucastnit skoleni, které v souvislosti se studii pro
tyto osoby zadavatel zorganizuje a poskytovatel
je povinen takovou ucast umoznit. Za ucast na
takovém vzdélavani nenalezi Gc¢astnikiim ani
nikomu jinému zadna odména.

Zkousejicimu a participujicim osobam budou
zadavatelem prostiednictvim poskytovatele
proplaceny piiméfené a nezbytné vydaje
spojené s cestovanim schvalenym zadavatelem
v souladu s cestovni politikou zadavatele a na
zakladé vyslovného schvaleni poskytovatele a
mohou jim byt poskytnuta jidla na setkanich
zkouSejicich nebo na jinych setkdnich
pozadovanych zadavatelem. Zadavatel nebude
hradit vlastni vydaje, pokud se pozadované
setkani kond soucasné s oborovou konferenci
nebo jinym zasedanim, kterého se zkousSejici
nebo participujici osoby ucastni 1 jinak.
Poskytovateli lze rovnéz uhradit piiméfené,
predem schvalené vydaje spojené s cestovanim
subjektd hodnoceni, které jsou nezbytné pro
navstévy v radmci nasledného sledovani v
pripadé finan¢nich potizi.

Trvani smlouvy

Tato smlouva nabude platnosti dnem jejiho
podpisu posledni ze smluvnich stran popiipadé
jejich zéstupcl, a ucinnosti dnem jejiho
uvefejnéni v registru smluv v souladu se
zakonem ¢. 340/2015 Sb., o zvlastnich
podminkdch Ucinnosti  nékterych  smluv,
uvefejiiovani téchto smluv a o registru smluv
(dale jen ,,zakon o registru smluv®), a skon¢i
dnem kdy (a) bude dokonéena zavére¢na zprava
o studii, nebo (b) bude provedena posledni
platba zadavatelem, pticemz rozhodujici je ta z
téchto skutecnosti, ktera nastane pozde¢ji.

Prava a povinnosti smluvnich stran stanovena v
této smlouve, které s ohledem na svou povahu
maji pretrvat i po skonceni této smlouvy (véetné
prdv. s ohledem na vlastnictvi, vynalezy,
zachovavani mlcCenlivosti, ochranu osobnich
udaji, publikace, odmeénu, protikorup¢nich
ustanoveni, pojisteéni, odpovédnosti
a odskodnéni), =zustavaji v platnosti i po
skonceni nebo splnéni této smlouvy.

15.3.

15.4.

15.5.

16.
16.1.

16.2.

any fee or any other consideration not included
in this Agreement.

If the Sponsor breaches obligation stipulated in
Art. 15. 1 and 15. 2 hereof, it will be deemed to
be material breach of the Agreement.

The Investigator and Participating Personnel
shall attend trainings organized for them by the
Sponsor in connection with the Study, and the
Provider shall allow such persons to attend. No
remuneration shall be provided to participants
or any other persons for attending such trainings.

The Investigator and Participating Personnel
will be reimbursed by the Sponsor through
Provider for reasonable and necessary expenses
related to the Sponsor-approved travel
consistent with the Sponsor’s travel policy and
approved by the Provider and may be provided
meals at investigator meetings or other Sponsor
required meetings. The Sponsor will not
reimburse out-of-pocket expenses if the
required meeting takes place simultaneously
with an industry conference or other meeting
that the Investigator or other Participating
Personnel are otherwise attending. The Provider
may also be reimbursed for reasonable, pre-
approved, travel-related expenses for the benefit
of Trial Subjects required to make follow-up
visits in the event of financial hardship.

Term of the Agreement

This Agreement shall enter into force upon its
execution by all Parties or their representatives,
and into effect on the date of its publication in
the Agreements Register in accordance with Act
No. 340/2015 Coll., on the Special Conditions
for the Effectiveness of Certain Agreements, the
Publishing of such Agreements and the Register
of Agreements (hereinafter referred to as “Act
on the Agreements Register”), and shall end
on the day (a) the final Study report is completed
or (b) the Sponsor makes its last payment,
whichever occurs later.

The rights and obligations of the Parties that are
set forth in this Agreement and by nature are to
survive this Agreement (including, without
limitation, rights with respect to ownership,

Inventions, confidentiality, personal data
protection, publication, remuneration, anti-
bribery, insurance, liability and

indemnification) shall remain in effect even
after this Agreement is terminated or completely
performed.
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Ukonceni

Bez ohledu na jakékoli jiné pravo ukoncit tuto

smlouvu, jez mtize byt stanoveno v této smlouveé

anebo vyplyva z obecné zavaznych pravnich
predpist, ma zadavatel pravo ukonCit tuto
smlouvu kdykoli i bez uvedeni diivodu na

zaklad¢ pisemné vypovédi s tiicetidenni (30)

vypovédni dobou, doba bézi ode dne doruceni

vypovédi poskytovateli. Thned po doruceni
vypovédi této smlouvy na zaklade kteréhokoli

ustanoveni této smlouvy, se poskytovatel a

zkousSejici zavazuji:

i) zastavit nabor a zafazovani subjekt studie
do studie,

ii) zastavit provadéni veSkerych postupt, u jiz
zafazenych subjektt studie, a to v mife, v
jaké to dovoluje 1ékafské hledisko, a

iii) zdrZet se v maximalni mozné mite vytvafeni
dalgich nakladd a vydajt.

Bez ohledu na jakékoli jiné pravo ukoncit tuto

smlouvu, jez mize byt stanoveno v této

smlouvé, anebo vyplyva z obecné zavaznych
pravnich predpisi, ma poskytovatel pravo

vypovédét tuto smlouvu pisemnou vypovédi z

divodu okolnosti, které poskytovatel nemtize

ovlivnit (vis maior) a které poskytovateli
znemoznuji dokonceni studie. Vypovéd je
ucinna dnem doruceni vypovédi zadavateli.

Poskytovatel a zadavatel maji pravo ukoncit
tuto smlouvu s okamzitym ucinkem formou
vypovédi doruené druhé smluvni strané:

a) v piipadé, Ze provadéni studie musi byt
ukonceno z I1ékatskych anebo etickych divodd;
b) v ptipadé zavazného poruseni této smlouvy
druhou smluvni stranou, které zustane
nenapravené po uplynuti tficeti (30) dnt od
dorueni pisemné vyzvy k napravé takového
poruseni.

Tuto smlouvu lze dale predcasné ukoncit
jednostrannym odstoupenim od smlouvy v
souladu s obecné zavaznymi pravnimi predpisy
nebo dohodou smluvnich stran.

V ptipadé€, Ze kterékoli z povoleni ¢i souhlast
nezbytnych pro provadéni studie je (i) s
kone¢nou platnosti zamitnuto anebo (ii)
zruSeno, skonci tato smlouva automaticky dnem
doruceni oznameni (rozhodnuti) o takovém
kone¢ném zamitnuti ¢i zruSeni.

Uplynutim ¢innosti této smlouvy ani jejim
pfedCasnym ukonfenim nezanikd néarok
poskytovatele na dosud nesplatnou odménu
nebo jeji cast. Zadavatel je povinen uhradit

17.

17.1.

17.2

17.3.

17.4.

17.5.

17.6.

Termination

Notwithstanding any other termination right set
forth in this Agreement or in the applicable
generally binding legal regulations, the Sponsor
reserves the right to terminate this Agreement at
any time without cause based on thirty-day
notice effective by the date of its delivery to the
Provider. Immediately upon receipt of the notice
based on any provision of this Agreement, the
Provider and the Investigator agree to:

i) cease recruiting and including Study
Subjects in the Study,

cease all procedures to the extent
medically permissible on Study Subjects
already included in the Study, and

refrain as much as possible from incurring
additional costs and expenses.

i)

i)

. Notwithstanding any other termination right set

forth in this Agreement or in the applicable
generally binding legal regulations the Provider
has the right to terminate this Agreement by
giving written notice to the Sponsor due to
circumstances the Provider cannot influence
(force majeure) preventing Provider from
completing the Study. The termination is
effective on the date of its delivery to the
Sponsor.

The Provider and the Sponsor have the right to
terminate this Agreement with immediate effect
by giving written notice to the other Party: a) in
the case that the Study needs to be terminated
due to medical or ethical reasons; b) in the event
of material breach of this Agreement that
remains uncured after thirty (30) days after
receipt of written notice for remedy to the other
Party.

Further, this Agreement may be prematurely
terminated by unilateral withdrawal in
accordance with generally applicable regulation
or by agreement of the Parties.

In the case that any authorization or consent
necessary for the performance of the Study is (i)
finally rejected or (ii) withdrawn, this
Agreement shall be automatically terminated on
the day of receipt of notification (decision) of
such final rejection or withdrawal.

The Provider's right to unpaid remuneration or
its part does not cease by expiry of this
Agreement, termination, or early termination of
this Agreement. The Sponsor shall pay to the
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18.3.

19.

19.1.

19.2.
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poskytovateli pomérnou ¢ast odmény, kterd mu
v dasledku plnéni této smlouvy vznikla a
Vv piipadg, Ze pomérna ¢ast odmeény nepokryva
naklady poskytovatele vynaloZzené na plnéni
této smlouvy, také ndklady nepokryté pomérnou
casti odmény.

Salvatorni klauzule

Smluvni strany se zavazuji poskytnout si k
naplnéni ucelu této smlouvy vzajemnou
sou¢innost.

Smluvni strany sjedndvaji, ze pokud v disledku
zmény ¢i odlisného vykladu pravnich piedpisi
anebo judikatury soudd bude u né&kterého
ustanoveni této smlouvy shledan davod
neplatnosti pravniho jednani, smlouva jako
celek nadale plati, pfi¢emz za neplatnou bude
mozné povazovat pouze tu ¢ast, které se divod
neplatnosti pfimo tyka. Strany se zavazuji toto
ustanoveni doplnit ¢i nahradit novym
ujednanim, které bude odpovidat aktualnimu
vykladu pravnich ptedpist a smyslu a tcelu této
smlouvy.

Pokud v nékterych ptipadech nebude mozné
feSeni zde uvedené a smlouva by byla neplatna,
strany se zavazuji bezodkladné po tomto zjisténi
uzaviit novou smlouvu, ve které piipadny
divod neplatnosti bude odstranén, a dosavadni
pfijata plnéni budou zapocitdna na plnéni stran
podle této nové smlouvy. Podminky této nové
smlouvy pfitom vyjdou z ptivodni smlouvy.

Zvlastni ujednani o dorudovani pisemnosti,
kontaktni osoby

Smluvni strany si budou dorucovat pisemnosti
na dohodnuté dorucovaci adresy. Dohodnutou
dorucovaci adresou se rozumi adresa sidla
dotéené smluvni strany uvedena v zahlavi této
smlouvy, pfipadné jina kontaktni adresa
uvedend v zahlavi této smlouvy. Dorudi-li
smluvni strana druhé smluvni strané pisemné
oznameni o zmeén¢ dorucovaci adresy, rozumi
se dohodnutou dorucovaci adresou dotéené
smluvni strany novée sdélena adresa.

Neptevezme-li si  adresat zasilku, nebo
nepodati-li se mu zasilku dorucit na dohodnutou
dorucovaci adresu, nastavaji pravni ucinky,
které pravni ptedpisy spojuji s doru¢enim
pravniho Ukonu, ktery byl obsahem za&silky,
uplynutim desatého (10) pracovniho dne po dni
ulozeni pisemnosti na po$té nebo dnem, kdy
adresat prevzeti odmitl, s tim, Ze za doklad
odeslani se povazuje potvrzeny podaci listek.

18.
18.1.

18.2.

18.3.

19.

19.1.

19.2.

Provider the proportionate part of the
remuneration arising as a result of performing
hereunder and if this proportionate part of the
remuneration does not cover costs of the
Provider paid for performing hereunder, then
also all costs not covered by this proportionate
part of the remuneration.

Severability
Parties agree to provide full mutual cooperation

so that the purpose of this Agreement can be
fulfilled.

Parties agree that in case of change or different
interpretation of legal regulation or court
decision concerning a finding that any of the
provisions hereof would cause nullity of a legal
act, the rest of the Agreement as a whole shall
remain valid and the only invalid part shall be
the part directly affected by the reason for
nullity. Parties shall amend or replace that
provision with a new one that shall correspond
to the current interpretation of legal regulation
and the spirit and purpose of this Agreement.

Should in some cases such a solution be
impossible and the Agreement would therefore
be void, Parties shall immediately conclude a
new agreement. In the new agreement the
reason for nullity shall be resolved and all so-far
provided considerations shall be cleared
accordingly by and between the parties of this
new agreement. Terms and conditions of this
new agreement shall arise from the original
Agreement.

Delivering mail, Contact Persons

Mail is to be delivered to the agreed mail
addresses. The agreed mail address is the
registered office as per the heading hereof, or
another address specified in the heading hereof.
If a Party announces a change of address to
another Party, then this new address shall be the
agreed address for deliveries.

If the addressee does not accept the delivered
mail or it fails to be delivered to the delivery
address, then the legal effects which legal
regulation associate with such delivery occur
upon the expiry of the tenth (10) business day
after the day of posting the notice or other
communication, or on the day on which the
addressee refused to receive the delivery,
provided that the confirmed postage slip shall be
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Ukon uginény viici poskytovateli se povazuje za
fadn¢ ucinény 1 vici zkouSejicimu, resp.
participujicim osobam.

Kontaktnimi osobou poskytovatele je X XXX, e-
mail; XXXX

Kontaktni osobou zadavatele je: XXXX,
XXXX.

ReSeni sporii a prorogaéni dolozka
Smluvni strany se pii zpracovani studie zavazuji
vzajemné si pomahat a piipadné spory a
rozdilnost nazorti na postup a zptsob praci Fesit
zejména smirnou cestou.

Smluvni strany se ve smyslu ustanoveni § 89a
zakona ¢. 99/1963 Sb., obCansky soudni tad
dohodly, ze mistné ptislusnym je v ptipadé, zZe
k projednani véci je vécné prisluSny krajsky
soud, Méstsky soud v Praze a v piipadée, ze
k projednani véci je vécné piislu$ny okresni
soud, Obvodni soud pro Prahu 5.

Protikorupéni dolozka

Smluvni strany se dohodly, Ze pfi plnéni této
smlouvy budou vzdy postupovat dcestné a
transparentné a potvrzuji, ze takto jednaly i
V prubéhu vyjednavani a po dobu ucinnosti této
smlouvy. Kazda ze smluvnich stran prohlasuje,
ze neposkytne, nenabidne ani neslibi Uplatek
jinému nebo pro jiného v souvislosti s
obstaravanim véci obecného zajmu ani
neposkytne, nenabidne ani neslibi Uplatek
jinému nebo pro jiného v souvislosti
S podnikdnim svym nebo jiného, a ze
neposkytne, nenabidne ani neslibi neopravnéné
vyhody tfetim stranam, ani je nepfijima a
nevyzaduje. V této souvislosti se smluvni strany
zavazuji si navzdjem neprodlené oznamit
dtivodné podezieni ohledné mozného jednani,
které je v rozporu se zasadami podle tohoto
¢lanku a mohlo by souviset s plnénim této
smlouvy nebo s jejim uzaviranim.

Zavéreéna ustanoveni

Pravni vztahy mezi smluvnimi stranami vzniklé
na zakladé této smlouvy nebo v souvislosti s ni,
se fidi platnymi pravnimi predpisy Ceské
republiky vyjma koliznich ustanoveni, zejména
ob¢anskym zakonikem, zédkonem
o0 zdravotnickych  prostfedcich, z&konem ¢.
372/2011 Sb., o zdravotnich sluzbéch, to vSe ve
znéni pozdéjsich predpisi.

regarded as sufficient proof that the notice was
sent.

19.3. All actions taken with respect to the Provider
shall be deemed as actions taken respect to the
Investigator or Participating Personnel as well.

19.4. The Provider’s contact person is: XXXX, e-
mail: XXXX.

19.5. The Sponsor’s contact person is: XXXX.
XXXX.

20. Dispute resolution and jurisdiction

20.1. Parties agree that during the performance of the
Study hereunder the Parties shall assist each
other and resolve potential disputes and
differences of opinions in particular amicably.

20.2. The Parties agree that, in the sense of section
89a of Act No. 99/1963 Coll., on civil law
proceedings, the local jurisdiction is with the
Municipal Court in Prague (provided the
jurisdiction is with the relevant regional court)
and the District Court of Prague 5 (provided the
jurisdiction is with the relevant district court).

21. Anti-Bribery and Anti-Corruption clause

The Parties have agreed to always act honestly
and transparently in the performance of this
Agreement and confirm that they have acted in
such a manner during the negotiations and will
do so for the duration of this Agreement’s effect.
Each Party declares that it will not provide, offer
or promise a bribe to another person or for
another person in connection with the
procurement of matters of a general interest, nor
will it provide, offer or promise a bribe to
another person or for another person in
connection with its or another’s business and
that it will not provide, offer or promise unfair
advantages to third parties nor will it accept or
demand them. In this context, the Parties
undertake to notify each other without delay of
a reasonable suspicion of possible conduct that
is contrary to the principles of this Article and
could be related to the performance of this
Agreement or its conclusion.

22.  Final provisions

22.1. Legal relationship based on this Agreement and
in relation hereto is governed by all applicable
law of the Czech Republic excluding provisions
on conflict of laws, especially the Civil Code,
Medical Devices Act, Act No. 372/2011, on
Health Services, all of the above as amended.
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22.2.Zmény smlouvy jsou mozné jen ve formé 22.2. An_y_changes ar_ld amendments hereto shall be in
pisemného a ¢islovaného dodatku ke smlouvée writing a_nd via numbere_d amepdments and
podepsaného  viemi  smluvnimi  stranami. shall be S|gneo! by all Partles_. This A_greement
Smlouva miize byt ukoncena pouze pisemné. can b"? terminated or_1|y in writing. The
Prilohy tvofi nedilnou sougast smlouvy. V appendices form an integral part of the
pipadé rozporu smlouvy a jejich piiloh ma Agreement. In the event _of a COﬂﬂIC_’[ between
prednost smlouva. the Agreement and its appendices, the

Agreement shall prevail.

22.3.V pripadé zmény préavni Gpravy se smluvni 22.3. In case of change of Ie_gal regulation, If’artigs
strany zavazuji postupovat v souladu s touto hereby agree to proceed in accordance with this
novou pravni Gpravou poSinaje dnem jeji new legal regulation as of the day it comes into
ucinnosti. effect.

22.4.Smluvni strany nesmi postoupit tuto smlouvu 22-4- Parties shall not assign or delegate this
nebo sva préva a povinnosti z ni vyplyvajici Agreement  or their rights and obligations
nebo s ni souvisejici bez piedchoziho pisemného arising here from or related hereto as long as the
souhlasu druhé smluvni strany. other Party did not give prior written consent

thereto.

22.5. Smluvni strany nesmi uzaviit smlouvu se tretimi  22-5. Parties shall not conclude any agreement with
osobami na pInéni jakychkoliv povinnosti podle any third party the subject matter of which
této smlouvy bez predchoziho pisemného would be performance of any obligations under
souhlasu druhé smluvni strany. this Agreement, as long as the other Party did

not give prior written consent thereto.

22.6. Vzdani se uplatnéni narokt a prav na plnéni 22.6. Waiver of any CIalrr_15 or |f|ghts under this
kteréhokoliv ustanoveni této smlouvy je mozné Agreement must be m writing and m_USt be
jen v pisemné form& s podpisem prislusné S|gne(_j by the respective Party._ '_rhe waiver of
smluvni strany. Vzdani se naroku na vyméhani any right to enforce any provision hereunder
nékterého z ustanoveni této smlouvy neznamena does not mean and shall not be interpreted as a
a ani se nebude vykladat jako vzdani se naroku waiver of the rights to enforce any other
na vyméhani kteréhokoliv jiného ustanoveni této provision hereunder or as a waiver to enforce
smlouvy, ani jako vzdani se néroku na vymahani the relevant_prowsmn |f_|t is subseqqent!y
v piipadé dalsiho poruseni predmétného breached again. The extension o_f any period in
ustanoveni. Zadné prodlouzeni lhity plnéni order to enable meeting ob!lgatlons hereunder
jakychkoliv povinnosti nebo tkonil podle této shall not mean nor _be interpreted as the
smlouvy se nebude povazovat anebo vykladat ext(_anS|_on of any period to m_eet any other
jako prodlouzeni Ihity plnéni jakékoliv dalii obligation or taking any other action hereunder.
povinnosti anebo tkonu podle této smlouvy.

22.7.Tato smlouva se vyhotovuje ve &tyfech (4) 22.7. This Agreement exists_ in four (4) counterparts
stejnopisech, z nichz kazdy je sepsan soucasné v and each of them in Czech _and English
jazyce ceském a anglickém. Poskytovatel obdrzi language. Provider shall receive two (2)
po dvou (2) stejnopisech. Zadavatel a zkousejici counterparts. Sponsor and Investigator shall
obdrzi kazdy po jednom (1) stejnopise. Je-li tato receive one @) counterpart each. _In the event
smlouva vyhotovena v elektronické podobg, that th_ls Agreement_ is executed in electron!c
jedna se o jedno vyhotoveni s elektronickymi form, it shall be a single copy with electronic
podpisy stran v souladu se zakonem &. 297/2016 signatures of the parties in accordance_wnh act
Sb., 0 sluzbich vytvafejicich divéru pro no. 29?/2019 cqll. on trust services for
elektronické transakce, ve znéni pozd&jsich electronic transactions as amended. The Czech
predpisi. Vykladové rozhodna je Ceska language version shall prevail.
jazykova verze.

22.8.Smluvni strany prohlaguji, Ze si tuto smlouvu 22.8. Parties declare that they have read this

pted jejim podpisem ptecetly, a shledaly, ze jeji
obsah pfesn¢ odpovida jejich pravé a svobodné
vuli a zaklada pravni nasledky, jejichz dosazeni

Agreement before signing it. They also declare
its content exactly corresponds to their true and
free will and establishes the legal effects they
seek through this act, and thus in witness to this
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svym jednanim sledovaly, a proto ji nize, prosty
omylu, Isti a tisné, jako spravnou podepisuji.
Smluvni strany na zaver této smlouvy vyslovng
prohlasuji, Ze jim nejsou zndmy zadné okolnosti
branici v uzavieni této smlouvy.

Z4dné ustanoveni této smlouvy nemé a nemiize
byt vykladano tak, ze by vedlo k poruseni
kogentnich ustanoveni rozhodného prava. V
ptipadé rozporu této smlouvy a kogentnich
ustanoveni rozhodného prava se pouZije
rozhodné préavo.

Poskytovatel se zavazuje zvetejnit tuto smlouvu
v registru smluv v souladu a za podminek
stanovenych v zakoné o registru smluv, pokud
tento zakon vyzaduje, aby tato smlouva byla
uverejnéna. Poskytovatel se zavazuje redigovat
informace, které zadavatel prohlasi za své
obchodni tajemstvi v souladu s § 504
obCanského zakoniku. Pokud tak zadavatel
neucini, bude poskytovatel postupovat v souladu
se zakonem o registru smluv.

Piilohy:

Piiloha ¢. 1 — kopie pojistného dokladu
Ptiloha ¢. 2 — platebni schéma

Pfiloha ¢. 3 — ptedméty vypujcky
Piiloha ¢. 4 — prohlaseni zadavatele

Dne/date.....................

Nemocnice Na Homolce
MUDr. Petr Polouc¢ek, MBA
Reditel | Director

22.9.

they sign this Agreement free of error, duress
and distress.

Parties now at the end of this Agreement
declare they are not aware of any obstacles
preventing them from concluding this
Agreement.

22.10. No provision of this Agreement can nor shall be

interpreted in such a way as to lead to breach of
mandatory provisions of governing law. In case
of discrepancies between the provisions of this
Agreement and mandatory provisions of
governing law the governing law shall prevail.

22.11.Provider undertakes to publish this Agreement

in the Agreements Register in accordance with
the conditions laid down in Act on the
Agreements Register, if those conditions
requires that this Agreement should be made
public. The Provider undertakes to redact parts
of the Agreement containing information which
Sponsor defines as their business secret in
accordance with 8 504 of the Civil Code. If
Sponsor fails to do so, Provider will proceed in
accordance with the Act on the Agreements
Register.

Appendices:

Appendix No 1 — Copy of insurance document
Appendix No 2 — Payment chart

Appendix No 3 — Loaned items

Appendix No 4 — Sponsor’s Declaration

Dne/date.....................

VDI Technologies s.r.o.
MUDr. Miroslav Navrétil
Jednatel / Managing Director
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Zkousejici se podpisem této smlouvy zavazuje plnit veskeré
povinnosti ulozené touto smlouvou zkousSejicimu i néktere
povinnosti ulozené touto smlouvou poskytovateli, z jejichz
podstaty je zjevne Ze je poskytovatel plni prostrednictvim
zkouSejictho jako svého zaméstnance. ZkousSejici se
podpisem této smlouvy ddle zavazuje plnit veSkeré
povinnosti zkousSejiciho vyplyvajici z obecné zdvaznych
pravnich predpisii, a z podminek a zasad uvedenych této
smlouvé (véetné zasad spravné klinické praxe). Zkousejici
timto cestné prohlasuje, Ze on a jeho spolupracovnici jsou
schopni provést studii, ze on a ani jeho spolupracovnici
nemaji k predmétu studie Zdadny osobni vztah, ktery by mohl
vyvolat stret zajmii nebo narusit priibeh studie.

Dne/date.....................

XXXX
Zkousejici

By signing this Agreement the Investigator stipulates to
meet all obligations arising hereto for the Investigator and
also some obligations arising hereto for the Provider, as
the Provider performs Study hereunder via the
Investigator, acting as its employee. By signing this
Agreement, the Investigator further stipulates to meet all
obligations of the Investigator based on applicable law as
well as terms and conditions and also principles specified
hereto (including the principles of good clinical practice).
By signing this Agreement, the Investigator declares that
their colleagues are able to perform the Study and that
neither they nor their colleagues have a personal
involvement with the Study that might cause a conflict of
interest or disrupt the Study.
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Priloha ¢. 1 — kopie pojistného dokladu Appendix No 1 — Copy of insurance document

je soucasti obchodniho tajemstvi/ is a part of business secret
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Piiloha ¢. 2 Platebni schéma Appendix no 2 Payment chart
Studie: Klinické studie Ultra- Study: Pivotal Clinical Study of VDI’s
vysokofrekvenéniho EKG pro Ultra-High FrequencY
diagnostiku komorové elektrické Electrocardiogram (UHF-ECG)
dyssynchronie — SYNC klinicka for the DiagNosis of VentriCular
studie Electrical Dyssynchrony (VED)
The SYNC Study)
Zadavatel: VDI Technologies s.r.o. Sponsor: VDI Technologies s.r.o.
Subjekty hodnoceni budou zatazovany do studie podle | Pursuant to the eligibility criteria described in the Plan, Study
kritérii zpasobilosti popsanych v planu. Zadavatel uhradi | Subjects will be enrolled into the Study. Sponsor will
vydaje poskytovateli podle niZze uvedeného schématu. | reimburse Provider per the chart listed below. All payments
Vsechny platby poskytovateli budou provedeny poté, co | will be paid to Provider after receipt by Sponsor of the
zadavatel obdrzi spravné a piijatelné vyplnéné CRF a dalsi | accurate and acceptable completed CRF and other forms
formulafe nebo testy vyzadované podle planu. Tyto naklady | and/or tests required under the Plan. These costs represent
predstavuji administrativni ~ naklady  souvisejici | administrative costs associated with the conduct of this Study.
s provadénim studie. Platba je za provadéni planu a nikoli | Payment is for the performance of the Plan and not for the
za poskytovani bézné klinické péce. provision of routine clinical care.
PLAN ODMEN VE STUDII CLINICAL INVESTIGATION Castka platby (EUR) bez DPH /
COMPENSATION CHART Payment Amount (EUR) without
VAT
Screening, Informovany souhlas a
Zatazeni subjektu informace o subjektu vyplnéné v XXXX
eCRF.
Pre-implanta¢ni standardni 12svodové
EKG Data Set 1 EKG a UHF-EKG, validni XXXX
hodnotitelna data pro EKG Core Lab.
Implantace kardiostimulatoru se
sou¢asnym snimanim EKG pomoci
EKG Data Set 2a+2b UHF-EKG a EP systémem, export KRXX
EKG dat.
Follow-up Den 2 nebo pii propusténi
po finalni programaci stimulatoru s XXXX
EKG Data Set 3 konsekutivnim métenim EKG a UHF-
EKG, validni hodnotitelna data pro
EKG Core Lab.
CELKOVA CASTKA ZA TOTAL COST PER
SUBJEKT HODNOCENI TRIALSUBJECT
XXXX
DALSI POPLATKY ADDITIONAL FEES
Nevyhovujici screeny Screen failures XXXX
Posouzeni S/AE a vyplnéni S/AE CRF gfﬂg”g?g‘gﬁfp'fgﬁg; Reviewand XXXX
Nepléanované kontrola Unscheduled visit -
Ir}céacmv po’péalt(ek (splatny . Start-up fee (payable on receipt of KXXX
pn koruceml a tury,vlysFavenZ .. | invoice issued by the Provider when
poskytovatelem po Upinem podepsan Agreement is signed by all Parties)
smlouvy)
Poplatek za audit (za kazdy audit, RA Audit/ Inspection (per audit/
splatny na zakladé doru¢ené faktury inspection, payable on receipt of
vystavené poskytovatelem) invoice issued by the Provider) XXXX
Archivace dokument stdie splatné | goch O S EE TR
pfi doruceni faktury VyStfl vene invoice issued by the Provider when
poskytovatelem po ukonéeni studie na L )
strané poskytovatele) Cllnl_cal Investigation ends at
Provider) XXXX
Dodatek ke smlouvé (za kazdy Amendment to Agreement (per
dodatek ke smlouvé vyzadany Amendment requested by the Sponsor, XXXX
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zadavatelem, splatny na
zakladé doruéené faktury vystavené
poskytovatelem)

the Provider)

payable on receipt of invoice issued by

STUDIINI ZDRAVOTNICKE PROSTREDKY:

STUDY MEDICAL DEVICES:

Veskeré studijni zdravotnické prostiredky poskytne zadavatel
zdarma.

All Study Medical Devices shall be provided free of charge
by the Sponsor.

FAKTURACE:

INVOICES:

Elektronicky k rukam XXXX

Kontaktni udaje (jméno, adresa) pro fakturace:
VDI Technologies s.r.o.

Krélovopolska 62/147

Krélovo Pole, 612 00 Brno

IC: 17108501

DIC: CZ17108501

Datova schranka: p4b66h4

Electronically to the attention of XXXX

Name and postal address for invoices:
VDI Technologies s.r.o.
Krélovopolska 62/147

Krélovo Pole, 612 00 Brno

IC: 17108501

DIC: CZ17108501

Datova schranka: p4b66h4
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Piiloha & 3 — Predméty vypujcky

Appendix No 3 — Loaned items

Podle smlouvy, na zakladé planu, se smluvni strany dohodly,
ze nize specifikované predméty budou poskytnuty
zadavatelem a souhlasi s ndsledujicimi podminkami:

Pursuant to the Agreement, following the Plan, the Parties agree
that the items specified below will be provided by the Sponsor,
and agree to the following terms:

1. Study Medical Devices
1. Studijni zdravotnické prostiedky

. . Estimated value in
Equipment Part/SKU Quantity/ks CZK/hodnota v K&
VDI UHF-ECG System 1 XXXX

(spolecné dale jen ,,pFredméty vypijcky”)
(together hereinafter referred to as “loaned items”).

Vsechny predméty vypujcky poskytnuté zadavatelem nebo
prosttednictvim ti‘eti strany (dodavatelem zadavatele) zustanou
vyhradnim vlastnictvim zadavatele nebo jeho zastupce, a proto
musi byt:

All loaned items provided by the Sponsor or through a third
party Vendor (Sponsor’s Vendor), shall remain the sole
property of Sponsor or Sponsor’s designee and therefore they
shall be:

a) odevzdany kdykoli na vyzadani zadavatele za pfedpokladu,
ze odevzdani nezabrani poskytovateli a zkousejicimu
v dokondeni studie a plnéni jejich zavazki a povinnosti
podle této smlouvy, pokud je tato smlouva mezi obéma
stranami jes$té v platnosti po vySe uvedeném odevzdani
predmétu vypujcky;

a) subject to removal at any time upon the Sponsor’s demand
provided that such removal does not prevent Provider and
Investigator from achieving the Study and fulfilling their
obligations under this Agreement if this Agreement is still
in force between the Parties after the said removal;

b) pouzity pouze pro studii v souladu s planem a/nebo
navodem k pouziti;

b) used only for the Study in accordance with the Plan and/or
Instructions for Use;

€) udrZzovany v dobrém stavu. Pokud budou vyse uvedené
predméty vyptjcky v drzeni nebo péci poskytovatele nebo
zkousejiciho, bude za né nést odpovédnost v piipadé jejich
ztraty nebo poskozeni; a

€) maintained in good condition (protection, calibration,
maintenance and care, other than normal wear and tear). As
long as the said loaned items are in Provider or
Investigator’s possession or custody, they shall be held
responsible in case of loss or damage of these loaned items;
and

d) musi byt jasné oznaceny jako vyhradni majetek zadavatele
tak, aby zadavatel upozornil vétitele a ostatni na to, ze jsou
majetkem zadavatele.

d) clearly identified as the sole property of Sponsor in a way
as to put creditors or others on notice that Sponsor retains
title thereto.

e) po ukonleni studie u poskytovatele piedméty vypujcky
vraceny zadavateli nebo zastupci zadavatele v souladu s
pokyny zadavatele nebo jeho zastupce a na jeho naklady.

e) upon termination of the Study at Provider, loaned items will
be returned to Sponsor or Sponsor’s designee in accordance
with Sponsor’s or Sponsor’s designee’s instructions and at
its expenses.

Zadavatel se zavazuje predat poskytovateli do bezplatného
uzivani predméty vyptjcky ve stavu zplisobilém k fadnému
pouziti, a to spolu se zdkonnymi dokumenty, zejména navodem
v Ceském jazyce a prohlasenim 0 shodé (CE) (jedna-li se o
zdravotnicky prosttedek, ktery ma CE znacku). O ptedani a
prevzeti predmétt vyptijcky sepisi strany pisemny protokol.

The Sponsor hereby undertakes to provide to the Provider
loaned devices, free of charge, in the condition fit for proper
use, together with the applicable documents, in particular, the
Manual in the Czech language and Declaration of Conformity
(CE) (for medical devices with CE mark). The delivery and
acceptance of the loaned items and the relevant documents shall
be performed by the Parties under a written record.

Poskytovatel je povinen zadavatele bez zbyteéného odkladu
informovat o zavadach ¢i poruchach na predmétech vypujcky.

The Provider is required to inform the Sponsor without any
undue delay of any defects or failures of the loaned items.

Zadavatel je povinen na vlastni ndklady neprodlen¢ a bezplatné
odstranit veskeré poruchy a zavady predméti vypujcky (véetné

The Sponsor is required to promptly remedy, at its expense and
free of charge, any and all defects and malfunctions of the
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jeho nahradnich dild), véetné poruch a zavad zptisobenych
pouzitim ze strany poskytovatele nebo osoby, jiz byl v souladu
s planem prenechédn, a to i v rozporu s planem. Po dobu
nefunk¢nosti systému predmétti vypujcky zajisti zadavatel
zdarma potfebnd vySetieni vzorkli v externi akreditované
laboratofi, véetné jejich prepravy.

loaned items (including spare parts), including the defects and
failures caused by any Provider‘s use or sublessor’s use not
conforming with the CIP. During the period of non-functioning
of the system of the loaned items, the Sponsor shall arrange for
the necessary testing of samples in an external accredited
laboratory, including their transportation, free of charge.

Zadavatel se zavazuje zejména provadét v intervalu
stanoveném vyrobcem bezpecnostné technickou kontrolu dle
zakona o zdravotnickych prostiedcich, v platném znéni; o éemz
vyda poskytovateli kopii pfislusné dokumentace za ucelem
uchovani nezbytné evidence. Zadavatel se dale zavazuje, ze v
pripadé mimotadnych néakladd na udrzbu predmétt vypijcky
ponese tyto naklady sam poté, co mu je poskytovatel preda za
timto Uc¢elem; poskytovatel se zavazuje predat predméty
vypujcky zadavateli za ucelem opravy. K tomu poskytne
zadavatel poskytovateli nebytnou sou¢innost.

Bude-1i nezbytné obnovit certifikaty & provést predepsané
revize ¢i kalibrace ptedméta vypuajcky (mimo piip. Kalibraci pfi
jejich vlastnim pouzivani), provedeni daného tkonu zajisti
zadavatel na sviij naklad.

The Sponsor particularly undertakes to perform, within the time
limit determined by the manufacturer of the loaned items, the
“Regular Safety and Technical Control” in accordance with the
Medical Devices Act, as amended. The Sponsor will give the
Provider a copy of the relevant documentation in order to keep
the necessary records. The Sponsor undertakes, in case of
necessary extraordinary costs- for maintenance of the loaned
items, to bear these costs by itself after the Provider hands over
the loaned items for this purpose to the Provider; thus the
Provider undertakes to hand over the loaned items to the
Sponsor for the purpose of any repair needed.

If it is necessary to renew the certificates or to carry out the
prescribed revisions or calibrations of the loan items (except, if
necessary, for calibration during their own use), the Sponsor
shall carry out the task at its own expense.

Zadavatel se zavazuje fadné poucit a proskolit poskytovatele,
resp. jim povéfené osoby, o obsluze a Udrzbé predméti
vypujcky v souladu s planem a platnymi pravnimi pitedpisy; na
zadost poskytovatele provede zadavatel opakované pouceni a
proskoleni téchto osob. Zadavatel o pouceni a proskoleni vyda
poskytovateli potvrzeni. U zdravotnickych prostiedk rizikové
tiidy IIb a III zajisti zadavatel pouceni a proskoleni osobou,
ktera byla poucena a proskolena piimo vyrobcem; doklad o
tomto pouceni poskytne zadavatel poskytovateli.

The Sponsor undertakes to duly instruct and train the Provider
or the persons authorized thereby as to the use and maintenance
of the loaned items in accordance with CIP and applicable law.
At the Provider’s request, the Sponsor shall perform the
recurrent training and retraining of those persons. The Sponsor
shall issue a protocol about the training and retraining and give
it to the Provider. For Medical Devices of Class I1b and 111, the
Sponsor will provide instruction and training by a person who
has been instructed and trained directly by the Manufacturer.
Certificate of this instruction will be provided by the Sponsor
to the Provider.
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Priloha €. 4 — Prohlaseni Zadavatele

Prohlasujeme, Ze zkouSenému zdravotnickému
prosttedku VDI UHF-ECG, pro provedeni klinické
zkousky s nazvem ,Klinickda studie Ultra-
vysokofrekvenéniho EKG pro diagnostiku komorové
elektrické dyssynchronie — SYNC klinicka studie.*,
schvalené Etickou komisi Nemocnice Na Homolce
(€. jednaci 4. 12. 2024/15) byl udélen Certifikat shody
zdravotnického prostfedku ¢islo 8801-MD-00001-
25.

Klinicka  zkouska  zdravotnického prostfedku
(schvalena dle ¢lanku 62 natizeni (EU) 2017/745
(MDRY)), bude nov¢ provedena jako klinickd zkouska
prostiedku, na kterém je umisténo oznaceni CE, tedy
Post-Market Clinical Follow-up (dle ¢lanku 74 odst.
1 MDR).

Tato zmeéna reflektuje aktualizovanou strategii
klinického hodnoceni zdravotnického prostiedku po
jeho uvedeni na trh a registraci, pticemz:

- pouzity zdravotnicky prostredek v ramci
schvdlené zkousky, odpovida schvalenému
ucelu pouziti zdravotnického prostiedku,

- zmeénou charakteru zkousky nedochazi ke zmené
v designu zkousky, ani ke zméenée provadenych
postupu u subjektii studie,

- cilem zistdva sbér Klinickych dat pro ovéreni
bezpecnosti a vykonnosti zarizeni v realnych
podminkéch Kklinické praxe, které odpovidaji
podminkdach, pro které byl prostiedek
schvalen,

- veskeré etické poZadavky a pravidla ochrany
ucastniku  zistavaji - zachovany, vcetné
sjednaného pojisténi odpovédnosti.

Appendix No 4 — Sponsor’s Declaration

We hereby declare that the investigational medical
device VDI UHF-ECG, for conducting the clinical
investigation entitled “Pivotal Clinical Study of
VDI’s Ultra-High FrequencY Electrocardiogram
(UHF-ECG) for the DiagNosis of VentriCular
Electrical Dyssynchrony (VED) The SYNC Study)”,
approved by the Ethics Committee of the Hospital Na
Homolce (No. 4. 12. 2024/15) has recieved a
declaration of conformity under no. 8801-MD-
00001-25.

The clinical investigation of the medical device
(approved under Article 62 of Regulation (EU)
2017/745 (MDR)) will now be conducted as a clinical
trial of a device bearing the CE marking, i.e. Post-
Market Clinical Follow-up (under Article 74(1) of the
MDR).

This change reflects the updated strategy for the post-
market clinical evaluation of a medical device and its
marketing authorisation, whereby:

- the medical device used in the approved trial,
corresponds to the approved use of the
medical device,

- the change in the nature of the trial does not
result in a change in the trial design or in the
procedures followed by the study subjects,

the objective remains the collection of clinical
data to verify the safety and performance of
the device under real-world clinical practice
conditions that are consistent with the
conditions for which the device was
approved,

all ethical requirements and rules for the
protection of participants remain in place,
including the agreed liability insurance.
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