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SMLUVNÍ STRANY CONTRACTING PARTIES

Field  Medical Inc. Field Medical, Inc

Se sídlem: 2611 S Coast Highway 101
Cardiff-by-the-Sea, CA 92007 

                        USA 

Reg. office: 2611 S Coast Highway 101
Cardiff-by-the-Sea, CA 92007 
USA

Zastoupena: Steven Mickelsen MD
                        CEO 

Acting by: Steven Mickelsen MD
CEO

(dále jen „zadavatel“) (hereinafter referred to as “Sponsor”)

a and

High Tech Med Consult, s.r.o High Tech Med Consult, s.r.o
28473221 ID: 28473221
CZ28473221 VAT: CZ28473221

Se sídlem: Frimlova 1322/4e
155 00 Praha 5-Stodulky

Reg. office:     Frimlova 1322/4e
155 00 Praha 5-Stodulky
Czech Republic

Zastoupena: Acting by:
(dále jen „z ocn nec“) (hereinafter referred to as “Legal Representative”)

a and

Nemocnice Na Homolce Nemocnice Na Homolce
00023884 ID: 00023884

D CZ00023884 VAT: CZ00023884
Se sídlem: Roentgenova 37/2, 150 30 Praha 5 Reg. office: Roentgenova 37/2, 150 30 Praha 5

Czech Republic
Zastoupena: MUDr. Petr , Acting by: P , 

Hospital Director

. spojení: 34534-17734051/0710 - EUR 34534-17734051/0710 - EUR
SWIFT: SWIFT:
(dále jen „poskytovatel“) (hereinafter referred to as “Provider”)

strana
„strany“

Hereinafter also individually as “Party” or together 
as “Parties”

a and

Pro . MU r. Petr Neu il, CSc. FESC Prof. MUDr. Petr Neu il, CSc. FESC 
Adresa: Roentgenova 37/2, 150 30 Praha 5, Address: Roentgenova 37/2, 150 30 Praha 5, 

Czech Republic
(dále jen „zkoušející“) (hereinafter referred to as “Investigator“)

s souladu 
s ustanovením § 1746 odst. 2 zákona 89/2012 Sb., 

o ansk  z koník“), 
745 ze dne 5. dubna 

„na ízení“) a zákona
o

z kon 
o zdravotnick ch prost edcích“), dohodly na 

všech dále 

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

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění



Roentgenova 37/2, 150 30 Praha 5
Tel.: +420 257 271 111  

                    : 0002 4

Page 2 of 30

SMLOUVA O PROVEDENÍ KLINICKÉ 
ZKOUŠKY ZDRAVOTNICKÉHO 

PROST EDKU 

MEDICAL DEVICE CLINICAL 
INVESTIGATION AGREEMENT 

(dále jen „smlouva“) (hereinafter referred to as “Agreement“)

1. Postavení smluvních stran 1. Status of Parties
1.1.

v 

rozhodnutím ministra zdravotnictví ze dne 25. 
-

31003/2022- 1. 2023. 

1.1. 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 

no.: OP-054.25.11.90, as amended by the 
Measure of the Ministry of Health issued under 
Ref. no.: MZDR 31003/2022-
January 25, 2023.  Provider is a legal entity 
authorized to provide healthcare.  

1.2. Zadavatel je „zadavatelem“ klinické zkoušky ve 
smyslu 

.  

1.2. Sponsor is the “sponsor“ of the clinical 
investigation within the meaning of Regulation 
and Medical Devices Act.

1.3. poskytovatele. 
Poskytovatel bude své povinnosti z této smlouvy 

smlouvy zavazuje plnit veškeré relevantní 
smlouvou 

poskytovateli.

1.3. Investigator is an employee of Provider. 
Provider shall meet its obligations arising 
hereunder via Investigator in their capacity as 

Agreement, Investigator hereby undertakes to 
meet all the obligations of Provider imposed 
herein. 

1.4. Poskytovatel a zkoušející disponují znalostmi, 
 provedení 

hodnocení dle kritérií pro 
plánu klinické 

zkoušky, a jsou ochotni klinickou zkoušku 
provést. 

1.4. Provider and Investigator possess knowledge, 
experience and resources necessary for 
conducting the clinical investigation, have - to 
the best of their knowledge - access to the 
required number of trial subjects based on the 
inclusion or exclusion criteria as laid down in the 
clinical investigation plan and are willing to 
conduct the clinical investigation. 

2. P edm t a el smlouvy 2. Merit and purpose
2.1. smlouvy je závazek 

poskyto
v této sml a v souladu s plánem klinické 
zkoušky, k
a 

za podmínek této 
smlouvy (dále jen 
„pl n“), klinickou zkoušku hodnoceného 

(dále jen „hodnocen  
zdravotnick  prost edek“) podle 
a zákona o , 
nazvanou ablaci 
komorové tachykardie FieldForceTM (dále jen 
„klinick  zkouška“), závazek poskytovatele 
poskytnout další v této sml

zadavatele 
poskytovateli zaplatit dohodnut
související práva a povinnosti smluvních stran.  

2.1 The merit hereof is the obligation of Provider to 
conduct, under the terms set forth herein and in 
accordance with the clinical investigation 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 “CIP”), a 
clinical investigation of evaluated medical 
device (hereinafter referred to as “Evaluated 
Medical Device”), according to the Regulation 
an Medical Devices Act, titled A Pre-Market, 
First-In-Human, Pilot, Interventional, Clinical 
Investigation to Evaluate Safety and Feasibility 
of the FieldForceTM Ablation System in 
Symptomatic Patients with Ventricular 
Tachycardia (hereinafter referred to as the 
“Clinical Investigation“), the obligation of 
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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. 

2.2. této smlouvy je stanovit podmínky 
k provedení klinické zkoušky a vymezit práva 
a povinnosti sml klinické 
zkoušky a zpracování jejích 

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

3. Povolení a souhlas k provedení klinické 
zkoušky

3. Approval and authorization to conduct the 
Clinical Investigation

3.1. bude provedena
písemného souhlasu etické komise s provedením 
klinické zkoušky, vydaného dne 10.1.2024
10.1.2024/19 

3.1. The Clinical Investigation shall be conducted 
under the written approval of the conduct of the 
Clinical Investigation from the Ethics 
Committee,  10.1.2024/19 issued on 
10.1.2024. 

3.2.
zadavatel. Zadavatel a zkoušející jednají ve 

etickou komisí. 
Zadavat

klinické zkoušky
v dokumentaci v
podmínky klinické zkoušky etickou komisí 
schválené.

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 Clinical Investigation 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 Clinical Investigation and it 
shall submit a proposal of changes in 
documentation. 

3.3.

jen „Ústav“) ze dne 12.04.2024
sukl90555/2024  
zadavatel.

3.3. The Clinical Investigation shall be conducted 
under the authorization by the State Institute for 
Drug Control (hereinafter referred to as the 
“Institute”) issued on 12 April 2024, under file 
no. sukl90555/2024 Request for authorization is 
submitted by the Sponsor.  

3.4. Zadavate
Ústavu o povolení klinické zkoušky dle odst. 
3. nabude právní moci. 
V zahájení 
klinické zkoušky u poskytovatele bez 
pravomocného rozhodnutí Ústavu, jedná se o 
podstatné porušení této smlouvy a poskytovatel 

s 
odstoupení zadavateli. Zadavatel je povinen 
nahradit poskytovateli a zkoušejícímu veškerou 

této povinnosti zadavatele vznikla. 

3.4. The Sponsor is obliged to ensure that the 
decision of the Institute on the authorization of 
a Clinical Investigation according to section 3. 3. 
of this article takes legal effect. In the event that 
the Sponsor initiates a Clinical Investigation at 
the Provider without a legally effective decision 
of the Institute, it is considered a material breach 
of this Agreement and the Provider is entitled to 
withdraw from this Agreement with effect from 
the date of delivery of written withdrawal to the 
Sponsor. The Sponsor is obliged to compensate 
the Provider and the Investigator for all direct 
and indirect damages caused to them by the 
Sponsor’s breach of this obligation. 
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3.5. Poskytovatel a zkoušející se zavazují poskytnout 

a 
zadavatelem prohlášení nezbytná k povolení 
klinické zkoušky regulatorními orgány a/nebo 

potvrzení o odpovídajícím vybavení
poskytovatele.  

3.5. The Provider and the Investigator agree to 
reasonably cooperate with the Sponsor in 
preparing documents concerning the Clinical 
Investigation and to provide the Sponsor or 
a third party specified by the Sponsor with all 
declarations necessary for the approval of the 
Clinical Investigation by regulatory authorities 
and/or ethics committees, including without 
limitation, if applicable, (i) Financial Interest 
Declarations, (ii) CVs and (iii) confirmation of 
adequate Provider‘s facilities.

4. Z kladní podmínky provedení klinické 
zkoušky

4. Basic terms and conditions for conducting the 
Clinical Investigation

4.1. bude provedena
poskytovatele pod vedením 

ce (dále jen 
„participující osoby“)
poskytovatele a
jim touto smlouvou a

poskytovatel jako jejich 

poskytovateli není tímto 
  

4.1. The Clinical Investigation shall be conducted in 
the Cardiology dept. of Provider under 
supervision of Investigator. Investigator or 
possibly other personnel participating in the 
Clinical Investigation (hereinafter referred to as 
“Participating Personnel”) are employees of 
Provider and Provider, being their employer, is 
responsible for their meeting obligations 
imposed hereby and also according to generally 
applicable law. The liability of these employees 
arising from labor law towards Provider is not 
affected by this provision.  

4.2. bude provedena v souladu 
s 

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

i) v povolení a souhlasu etické komise 
a Ústavu, 

i) in the approval and authorization of the Ethics 
Committee and the Institute;

ii) v plánu klinické zkoušky. Z v plánu lze 
provést pouze postupem v souladu 
s 

, 

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

iii) v , iii) in the Investigator’s brochure; 
iv) v

zejména v
o 

iv) in generally applicable law, namely
Regulation and Medical Devices Act; 

v) v souladu s podmínkami vycházejícími 
z Helsinské deklarace.

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

4.3.

 plánu. 

4.3. The Provider and Investigator agree to use the 
Evaluated Medical Device exclusively for the 
purposes of conducting the Clinical 
Investigation and only as specified in the CIP. 

4.4. no
 poskytovatele, které 

zavazuje se poskytovatel
ého 

en zadavateli na 

4.4. In the case that during the course of the Clinical 
Investigation, 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. Poskytovatel a zkoušející jsou povinni 4.5. The Provider and the Investigator must inform 
the Sponsor about any and all changes having an 
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klinické zkoušky.
impact on the availability of resources for 
conducting the Clinical Investigation.

5. Subjekty hodnocení 5. Trial subjects 
5.1. Období klinické 

zkoušky (dále jen „subjekt hodnocení“) do 
klinické zkoušky  od dubna 
2024 do dubna 2025. 

5.1. The period for recruitment of Clinical 
Investigation subjects (hereinafter referred to as 
„Trial Subject“) in the Clinical Investigation is 
expected to begin in April 2024 and to be 
completed by April 2025. Recruitment of Trial 
Subjects is always governed by current terms 
and conditions of the CIP. 

5.2.
hodnocení bude u poskyto
20  

5.2. The total number of Trial Subjects included at 
Provider shall be approximately 20. 

5.3. Zkoušející se zavazuje do klinické zkoušky 

hodnocení v souladu s plánem.

5.3. The Investigator agrees to include in the Clinical 
Investigation only such Trial Subjects that are 
duly suitable for the Clinical Investigation in 
compliance with the CIP.

5.4.
zkoušející podat hlášení o postupu v klinické 

hodnocení. 

5.4. The Investigator agrees to report on the progress 
of the Clinical Investigation, including 
information about the enrolment of Trial 
Subjects, upon the Sponsor’s request. 

5.5. hodnocení do klinické 
zkoušky 
souhlasem (dále jen „informovan  souhlas“) 
a 
info hodnocení 

a 

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

Hence:
i) zadavatel

informovaného souhlasu subjektu 
hodnocení azením do klinické zkoušky
a 
hodnocení zadavat
o  , 

i) Sponsor declares that Investigator was given 
the Informed Consent form for Trial Subjects 
to be included in the Clinical Investigation
and the Trial Subjects’ written disclaimer 
form and that the Sponsor instructed the 
Investigator on their use, 

ii) v hodnocení souhlasí se 
klinické zkoušky

opatrovníka) zkoušející podpis 
informovaného 
provedením 
v rámci klinické zkoušky. 

ii) If the Trial Subject consents to be included in 
the Clinical Investigation, Investigator shall 
always obtain the signed Informed Consent 
form from the Trial Subject (or the Trial 
Subject’s legal guardian or guardian), before 
conducting a preliminary examination or 
baseline tests as part of the Clinical 
Investigation. 

5.6. Podepsané informované souhlasy budou 
klinické zkoušky vedené 

zkoušejícím. 

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

5.7. Subjekty hodnocení
a info
o nich v klinické zkoušky

a 

5.7. Trial Subjects shall also be informed about the 
fact that for control purposes, the data gathered 
about them during the Clinical Investigation
may be used and presented to relevant bodies of 
the administration of the Czech Republic and 
foreign inspection bodies.  
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5.8. Poskytovatel a zadavatel jsou
klinické zkoušky i po jejím

hodnocení. 
Poskyto
o subjektu hodnocení , tj. 

kt hodnocení -
li z
subjektu hodnocení 
vedena podle
a zadavatelem, tak 
poskytovatelem a zkoušejícím, a to v souladu 
s 

5.8. Clinical Investigation, 
the Provider and the Sponsor shall both duly 
abide by all applicable laws of the Czech 
Republic regarding personal data protection of 
the Trial Subjects. For this purpose, Provider 
shall particularly aim to keep all the Trial 
Subject data records pseudonymously, i.e. 
without the Trial Subject being named. If for any 
medical reason it shall be necessary to state the 
name of the Trial Subject, the Trial 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. 

6. Monitorov ní klinické zkoušky 6. Monitoring of the Clinical Investigation
6.1. klinické zkoušky budou 

koordinovány, kontrolovány a sledovány 
zadavatele

poskyto
sml info
v rámci klinické zkoušky i k 
laboratorních te
o subjektech hodnocení klinické
zkoušky  8. této smlouvy není tímto 

Plánovaná kontrola musí 
poskyto

s 

6.1. The development and conducting of the Clinical 
Investigation 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 Clinical Investigation, as well as results of 
laboratory tests, examinations and other records 
on Trial Subjects included in the Clinical 
Investigation. Art. 5.8. hereof is not affected by 
this provision. The Provider must be notified 
about planned control with reasonable advance
notice.  

6.2. zadavatele (CRO) pro 
monitorování klinické zkoušky je:

6.2. The Sponsor’s authorized person (CRO) for the 
Clinical Investigation monitoring is:

High Tech Med Consult, s.r.o
: CZ28473221

Sídlo: Frimlova 1322/4e 
155 00 Praha 5-

ontaktní osoba: 
Tel.: 420 777 671 069
E-mail: stepan.kralovec@gmail.com 

High Tech Med Consult, s.r.o
VAT/ID: CZ28473221 
Reg. office: Frimlova 1322/4e

155 00 Praha 5-Stodulky 
Czech Republic

Contact pers.: 
Tel.: 420 777 671 069
E-mail: stepan.kralovec@gmail.com

6.3. klinické zkoušky a její
pozorovány/

Poskyto
k tomu, aby
jakékoli d smlouvy), 

takové kontroly. 

6.3. The course of the Clinical Investigation 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.

inspekce, budou-
a zkouše

6.4. The Provider and the Investigator shall allow the 
Sponsor to be present at any inspection conducted 
by authorities regarding Clinical Investigation. 
Prior to responding to the findings of any such 
inspection, if any, the Provider and the 
Investigator must review and discuss such 
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a prodiskutovat se zadavatelem. Poskytovatel 
a 

zkoušce. 

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 Clinical 
Investigation. 

6.5. Zadavatel si
a 

vztahuje ke klinické zkoušce. Jakékoli takové 

zkoušce, hodnocenému zdravotnickému 

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 Clinical Investigation. Every such written 
opinion shall be free of incorrect or false 
information related to the Clinical Investigation, 
the Evaluated Medical Device, or the Sponsor.

6.6. Zadavatel

v  6.2 pouze s
souhlasem poskytovatele.  

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. Další povinnosti zkoušejícího 7. Other obligations of Investigator
7.1.

zkoušky z hlediska poskytování zdravotních 

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

7.2. Zkoušející
a vkládat je do 
(dále jen „CRF“) v souladu s

plánu. Zkoušející se zavazuje 

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.

a 

lizací 
a 

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

7.5.

participujícím osobám a zkoušejícímu. 

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. Zkoušející je povinen plnit veškeré své 
mu

o 
vyhláškami.  

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



Roentgenova 37/2, 150 30 Praha 5
Tel.: +420 257 271 111

                    : 0002 4

Page 8 of 30

7.7. Za sp povinností zkoušejícího 
a participujících osob

smlouvou odpovídá 
ve smyslu 4. 1. této smlouvy 
poskyto
zkoušejícího a participujících osob ve vztahu 
k poskyto

poskytovatelem je 
poskytovatel povinen o tom zadavatele co 

do 14
u, 

Zadavatel
poskytovatelem schválit. 

Poskytovatel

k této 
s V zadavatel neschválí 
nového zkoušejícího,
zkoušející není ochoten zavázat se k podmínkám 

smlouvou, je zadavatel 
smlouvu v souladu 

s 17. 

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.

7.8. Zkoušející zejména: 7.8. The Investigator shall in particular:
i) v klinické zkoušky zajistí 

hodnocení, bude 
klinické 

zkoušce

hodnocení,

i) when conducting the Clinical Investigation
ensure a corresponding selection of Trial 
Subjects, keep records of them according to 
their participation in the Clinical 
Investigation, keep records of their 
addresses, telephone or other contacts and 
medical reports on the state of health of each 
Trial Subject;

ii) klinické zkoušky bude informovat 
hodnocení na klinické 

zkoušce jeho registrujícího poskytovatele 
v
v oboru praktické 

ii) during the Clinical Investigation, advise the 
registered care provider – general 
practitioner or general pediatric practitioner 
of the Trial Subject’s involvement in the 
Clinical Investigation;

iii) klinické zkoušky bude informovat 
zadavatele klinické zkoušky o vzniku všech

hodnocení hodnoceného zdravotnického 

iii) during the Clinical Investigation, advise the 
Sponsor of the Clinical Investigation of any 
adverse incidents and serious adverse 
incidents occurring during the Investigation
of the Evaluated Medical Device, and of the 
measures adopted; 

iv) v klinické zkoušky bude 
projednávat se zadavat
p zadavatele 

hodnocení. Takové odchylky od plánu 

iv) during the Clinical Investigation, discuss any 
requisite changes to the CIP with the 

without the written consent of the Sponsor. 
The above procedure, however, shall not be 
followed if a critical situation capable of 
jeopardizing the health of the Trial Subjects 
arises. Such departures from the CIP shall 
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a zadavat zadavateli further not require the consent of the Ethics 
Committee and the Sponsor but must be 
promptly notified to the Sponsor; 

v) kontrolovat, zda participující osoby, které se 

,

v) supervise that Participating Personnel
properly fulfil the tasks delegated by the 
Investigator thereto,

vi) klinické zkoušky odsouhlasí 
a 
o  klinické zkoušce. 

vi) upon completion of the Clinical 
Investigation, approve the final report on the 
Clinical Investigation and confirm it by his 
signature.

8. Další povinnosti zadavatele 8. Further obligation of Sponsor
8.1. Zadavatel poskytne poskytovateli CRF. 8.1. The Sponsor shall provide the Provider with 

CRF.  
8.2. Zadavatel je povinen: 8.2. The Sponsor shall:
i) poskytovateli

a další zdravotnické 
pro klinickou

zkoušku a dokumentaci klinické 
zkoušky, 

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

ii) zajistit a to na vlastní náklady, dodání 

a materiálu dle bodu i) 
 (uplatní-li se); tato 

poskytovatele, 

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)
a lánu 
klinické zkoušky, (ii) písemného souhlasu 

klinické zkoušky 

látku nebo derivát z lidské krve nebo plazmy, 

z hlediska minimalizace ri

která jsou p klinické zkoušky, a

a 
info

h 
podle p
a op
zprávy o klinické zkoušce, (x) dalších 

iii) ensure the preparation, keeping, security and 
thoroughness of the documents, especially (i) 
CIP, (ii) written approval of the Ethics 
Committee, (iii) certificate on insurance of 
Clinical Investigation for cases of damage, 
injury or death, (iv) declaration whether the 
medical device contains an active substance 
derived from human blood or plasma, (v) 
declaration whether the medical device was 
produced using tissues of animal origin from 
the perspective of minimizing the risks of TSE 
transfer to humans, (vi) confirmation that the 
medical device fulfills the basic requirements 
for medical devices while assessing 
conformity according to other legal regulations 
governing the technical requirements for 
products with the exception of the area which 
is the object of the Clinical Investigation,  and 
that considering these objects the preliminary 
measures for the protection of health and 
security of the user and patient were done, (vii) 
information on adverse events notified to it, 
(viii) activities performed according to the CIP
and in advance unforeseen actions and 
measures done out of the scope of the CIP, (ix) 
reports on the Clinical Investigation, (x) other 
documents containing data, statistical 
analyses, results of Clinical Investigation
conducted including the data processed by 
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jícími se na 
klinické zkoušce,

persons participating in the Clinical 
Investigation;

iv) zajistit písemné informování zkoušejících 
o multicentrické 
klinické zkoušce
pracovištích, a to do deseti (10)
kdy byl o nich informován,

iv) inform the investigators in writing of any 
adverse incidents occurred during the 
multicenter Clinical Investigation, conducted 
in other Clinical Investigation sites, within ten 
(10) days since the day when it was informed 
of the above;

v) info
etickou komisi o zahájení klinické zkoušky,

v) inform the Institute and the Ethics committee 
without undue delay about the commencement 
of the Clinical Investigation;

vi) klinické zkoušky poskytovat Ústavu 

o klinické 
zkoušky
následujícího roku,

vi) provide the Institute and the Ethics committee 
with the annual report on performance and 
assessment of security of the Clinical 
Investigation during the Clinical Investigation, 
by 31 January of the following year at the 
latest;

vii) informovat Ústav 
a

klinické zkoušky

vii) within 30 days at the latest, inform the Institute 
and the Ethics committee about interrupting or 
terminating the Clinical Investigation, 
including reasoning in case of terminating the 
Clinical Investigation;

viii) klinické zkoušky
a p klinické 
zkoušce,

viii) provide the Institute and the relevant Ethics 
committee with the report on Clinical 
Investigation upon the Clinical Investigation’s
completion;

ix)

zkoušení

klinické zkoušky, po 
deset (10)

patnáct (15)
nebo po jakoukoliv delší 

, 

ix) keep reports about all adverse incidents and 
serious adverse events which arise while 
testing the medical device, which were notified 
to it within the Clinical Investigation, for at 
least ten (10) years and in case of implantable 
medical device for a period of at least fifteen 
(15) years from the production date of the last 
product or any longer as requested by the 
archiving period laid down in applicable legal 
regulations;

x) všechny 
nep

hodnocení
a informovat o nich ostatní zkoušející, Ústav 
a etickou komisi .

x) assess together with Investigator any serious 
adverse incidents arising from the evaluation
of the medical device and inform the 
Investigators of other Clinical Investigation
sites, the Institute and the Ethics Committee 
immediately after their occurrence.

8.3.

v
poskytovatel pouze pro provedení klinické 
zkoušky. Zadavatel je vlastníkem veškerého 
hodnoceného materiálu. Všechny materiály, 

rámci klinické zkoušky, 
vrátí poskytovatel zadavateli nebo je zlikviduje 
podle instrukcí zadavatele a na jeho náklady. 

8.3. The medical devices provided by Sponsor as well 
as any other material specified in 
the documentation of the Clinical Investigation 
shall be used by Provider only for the 
performance of the Clinical Investigation. 
Sponsor is the owner of all the evaluated material. 
All items not used during the performance of the 
Clinical Investigation shall be returned by 
Provider to Sponsor or shall be scrapped under 
Sponsor’s instructions and at its expenses. 
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8.4. Zadavatel se zavazuje poskytnout poskytovateli 

komponenty jak jsou uvedeny v
zkoušejícího VCAS

klinické zkoušce, o kterém poskytovatel 
povede písemnou evidenci, rozsah a podmínky 
poskytnutí jsou vymezeny v p  3. 

zkoušky vrátí zadavateli.  

8.4. The Sponsor agrees to provide the Provider with 
the investigational system and components as 

for 
the purposes of its exclusive use in the Clinical 
Investigation, 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 Clinical Investigation is 
completed.

9. N hrada za poškození zdraví subjektu 
hodnocení, odpov dnost a odškodn ní

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

9.1. Zadavat 19 zákona 

klinické zkoušky 
zadavatele, 

poskyto

v 
vzniklé na zdraví subjektu, vše v

„pojišt ní

osoby. Doklad prokazující 
 1 této smlouvy. 

9.1. The Sponsor declares that in accordance with 
Section 19 of the Medical Devices Act, they
obtained and will maintain, for the entire duration 
of performance of the Clinical Investigation, 
insurance against liability for damage for the 
Sponsor, the Provider and the Investigator. The 
said insurance provides for compensation in case 
of death of a Trial Subject or in case of other 
damage to a Trial Subject’s health, as long as it is 
a result of the Clinical Investigation (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 

 hereto. 
9.2. Zadavatel je povinen zajistit, aby nároky 

z 
klinické zkoušky 

klinické 
zkoušky a dále 
zkoušky.

9.2. The Sponsor shall ensure that the claims from 
insurance of liability for damage caused by 
Clinical Investigation may be made during the 
whole period of the Clinical Investigation and for 
three years after study closure. 

9.3.
klinickou zkouškou 

a 

poškození zdraví anebo dlouhodobé pracovní 
neschopnosti.  

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

9.4. Zadavatel se zavazuje poskytnout poskytovateli 

hodnocení 
v klinické zkoušky
poskytovatel povinen poskytnout podle 
pravomocného soudního rozhodnutí nebo podle 
mimosoudní dohody schválené zadavatelem

hodnocení 

kryta pojistnou smlouvou. Zadavatel se dále 
poskyto

v 
v Zadavatel 

poskytovateli 
v

9.4. The Sponsor shall provide the Provider full 
compensation for damage or immaterial loss 
incurred to Trial Subjects or third parties as 
a result of the Clinical Investigation, 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 Trial Subject in relation to 

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění
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poškození zdraví subjektu hodnocení
v souvislosti s , 

the Trial subject’s participation in the Clinical 
Investigation, including a possible regress or 
subrogation claim of the health insurance 
company. 

9.5. Zadavatel dále odškodní, bude bránit a chránit 
poskytovatele, zkoušejícího, participující osoby
(dále jen „odškod ované osoby

za právní zastoupení) 
(dále jen „ztr ty (a) 

souladu s plánem nebo s postupy, 
které by subjekt hodnocení nebyl podstoupil, 

porušení této smlouvy zadavatelem nebo 

rámci klinického zkoušky

se nebude vztahovat na rozsah, v jakém jsou 

osoby.  

9.5. 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 
costs (including reasonable attorney fees) 
(“Losses”) directly arising from (a), use of 
Evaluated Medical Device in accordance with the 
CIP or procedures that the Trial Subject would 
not have undergone but for participation in the 
Clinical Investigation, (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 Clinical Investigation. 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. 

9.6. se podpisem této smlouvy zavazuje 
a je povinen plnit veškeré závazky zadavatele dle 

zadavatelem.

9.6. the Legal 
Representative undertakes to meet, and shall be 
responsible for meeting all obligations of the 
Sponsor hereunder, jointly and inseparably with 
the Sponsor.

10. Zachov ní d v rnosti 10. Confidentiality 
10.1. smlouvy 

na 
sml

info
vzorcích, know-

informace a) 
smluvní strany 

sml
souvislosti 

s 
sml

byl z jej
porušení jakéhokoliv ustanovení na ochranu 

- -li se 
taková info

smluvní strany. 

10.1.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.

10.2. Sml

sml o, aby 

10.2.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 
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osobám nebo k 
that no disclosure of confidential information 
occurs toward third parties or the general public. 

10.3.

v souladu . 

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

10.4. 10.4.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 
request of the Party. The Parties agree to make 
reasonable efforts to ensure confidential 
treatment of any Confidential Information that 
shall be disclosed.

10.5. 10.5.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. 

10.6.

ve vztahu ke klinické zkoušce, se nahrazují touto 
smlouvou a pouze ve vztahu ke klinické 
zkoušce. 

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

11. Ochrana a zp ístupn ní osobních daj 11. Personal Data Protection and Disclosure

11.1. Poskytovatel a zkoušející
z zadavatelem 

 v klinické 
zkoušky (dle odst. 13.1. této smlouvy)
a veškeré zprávy související s klinickou 
zkouškou, záznamy o školeních v

klinické zkoušky
z 
zadavatelem nebo jeho jménem podle 

z
zadavatelem. V rámci této správy dat mohou 

souladu s

uchovávány
zadavatelem

poskytovatele, participujících osob a jejich 

11.1. The Provider and the Investigator understand 
that the Sponsor or a third party authorized 
by the Sponsor shall enter results of the 
Clinical Investigation (in accordance with 
Art. 13.1. hereto), all reports related to the 
Clinical Investigation, 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 referred to as 
“Data”) and personal data protection laws 
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klinické zkoušce 
zadavatelem podle 

(dále jen „data
vztahujících se k
Zadavatel bude poskytovat tato data 

clinicaltrials.gov a v nezbytném rozsahu na 

z
hodnocení. Data budou zpracovávána po 

11.2. Poskytovatel a zkoušející se zavazují zajistit, 
klinické zkoušky nebudou 

Vzor souhlasu se 

poskytne zadavatel poskytovateli. To neplatí, 
bude-

11.3. Smluvní strany se zavazují jednat v souladu 
s 

Evropského parlamentu a Rady (EU) 

souvislosti se zpracováním 

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 purposes of 
compliance with the Sponsor’s legal 
obligations and for the management of 
clinical trials. Data shall be processed for an 
indefinite period of time, however, no longer 
than until the purpose, for which they are 
processed, is fulfilled. 

11.2. The Provider and the Investigator agree not 
to enroll any natural persons in the Clinical 
Investigation 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. Uchov ní daj 12. Keeping records
12.1. Poskytovatel se zavazuje uchovávat veškerou 

zkoušejícího, 

klinické zkoušky, po delší z následujících dvou 
klinické 

zkoušky nebo 2) jakoukoli delší dobu pro 

D

. 
abrání náhodnému nebo 

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) fifteen (15) years 
after the end of the Clinical Investigation, 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. 
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12.2. Zadavatel je povinen
(15) let uchovávat záznamy o
událostech, které mu
klinické zkoušky. 

12.2. Sponsor shall keep records of adverse events 
communicated to it during the Clinical 
Investigation for fifteen (15) years or more.

13. Pr va k v sledk m, publikov ní 13. Rights to Results, Publications
13.1

odvozené, vyprodukované, objevené, 

zkoušejícím a/nebo participujícími osobami 
v 
(dále jen „v sledky“). Poskytovatel tímto 

majetková práva 
k v

14. 
Poskytovatel nezískává k v

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 Clinical Investigation 
(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 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

ít v souladu s touto smlouvou 
a souhlasem su
v

13.2. All medical records and original source 
documents shall remain the property of the 
Provider; however, the Sponsor shall be 
permitted to use them in accordance with this 
Agreement and based on the consent of Trial 
Subjects. Disclosure of Results to any subject, 
including a contracted research organization, 
ethics committee or regulatory authority, shall 
not be deemed as granting the ownership of such 
information to these entities

13.3 V rozsahu, v jakém práva duševního vlastnictví 
k v
poskytovatel z

ke 

 14. Poskytovatel se zavazuje vyvinout 

uvedenou licenci zadavateli. 

13.3. To the extent intellectual property rights to 
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.  

13.4 Poskytovatel se zavazuje
v vyn lezy

oznámeny zadavateli.

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

13.5
pro tyto v

í strany, na vlastní náklady, 
s uvedením jména vynálezce(-
patentu.  

13.5. 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.  
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13.6 p
l
u p

13.6. 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.

13.7 Zadavatel uznává zájem poskytovatele 
a zkoušejícího na ne
publikování v

zadavatele se poskytovatel a zkoušející zavazují 

pro publikování:

13.7. 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 
Clinical Investigation is positive or negative. 
Considering the Sponsor’s reasonable interests, 
the Provider and Investigator agree to comply 
with the following publication obligations and 
terms:

i) poskytovatel a zkoušející se zavazují 
poskytovat zadavateli veškeré návrhy na 

klinické zkoušky nebo hodnoceného 
nebo v

(dále jen „publikace
(45)
prezentací publikace, aby je zadavatel mohl 
zkontrolovat,

ii) publikace nebudou poskytovatelem, 

souhlasu zadavatele.

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. 

ii) 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.

zadavateli k

zkoušející do publikace nezahrne, nebo pokud 

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 Clinical Investigation is not or was not 
yet completed.

13.8 Poskytovatel a zkoušející se zavazují zahrnout 

. 
Autorství a

-  ICMJE 
(Uniform Requirements for Manuscripts).

13.8. 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).

13.9 Pokud by publikace z pohledu zadavatele mohla 

pa ynález, má 

13.9. 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 
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likace, pokud 

a v 

ad jakékoli 

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.

13.10

zkoušce 
stránky www.clinicalt

dpisy v souladu 
s zsahu, 

13.10.The Sponsor may publish Results of the 
Clinical Investigation in any manner it deems 
appropriate, both during, and following 
termination of this Agreement; the Sponsor 
may also post information about the Clinical 
Investigation and Results on the Internet, e.g. 
on www.clinicaltrials.gov (register posting) 
and on websites for results posting, on the 
Sponsor’s company website (register and 
results posting) and in any other database 
required by laws in accordance with applicable 
standards regarding scope, form and content.

14. Odm na, spln ní pen it ch z vazk 14. Remuneration, meeting financial obligations
14.1 Zadavatel se zavazuje zaplatit poskytovateli za 

provedení klinické zkoušky

platebního schématu, které je této 
smlouvy.  

14.2
smlouvy bude poskytovatel. Poskytovatel se 

zkoušejícímu a participujícím osobám v souladu 

14.1. The Sponsor shall pay to the Provider for 
performing the Clinical Investigation, and for 
the transfer of rights under Art. 13 of this 
Agreement, a remuneration as per the payment 
chart, as attached in Appendix n hereto.  

14.2. 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.

14.3

v souvislosti s klinickou zkouškou.

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

14.4
 1.600.000,- . 

14.4. The Parties hereto represent that the anticipated 
remuneration amount is 1.600.000,- .  

14.5
poskytovateli v

14.5. 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. 

14.6
budou poskytovateli poskytována za devadesáti 

14.6. 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 
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bankovní poplatky vzniklé v souladu s touto 
platbou hradí zadavatel.

Clinical Investigation and in accordance with 
the payment chart. Any bank charges incurred 
in accordance with this payment shall be borne 
by the Sponsor.

14.7
–

dokladu, vystaveného v souladu s touto 

z

jeho
je 30 dní 

ode dne jeho . Faktura bude zaslána 
elektronicky k rukám Accounting/Megan 

na emailovou adresu 
megan@fieldmedicalinc.com

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 

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 Accounting to 
email address megan@fieldmedicalinc.com.

14.8 Zadavatel se zavazuje uhradit poskytovateli 

hodnocení klin
v p

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

14.9 -
uvedené v

á 

daní v souvislosti s
smlouvy.

14.9. 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.

14.10
zaplacení hodnoceného zdravotnického 

zadavatelem podle této smlouvy po subjektu 

14.10.The Provider and the Investigator shall not 
charge any Trial Subject or third party, such as 
a health insurance company, for the Evaluated 
Medical Device or for any services paid for by 
the Sponsor under this Agreement.

14.11

smluvní strana to 

-li se smluvní strany jinak, rozumí 

záhlaví této smlouvy. 

14.11.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.

14.12 14.12.Financial obligation is met upon the proper 
amount being credited in favor of the bank 
account of the entitled Party.

14444
Zvýraznění

14444
Zvýraznění
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14.13 Strana, která je v prodlení s
závazku dle této smlouvy, je povinna zaplatit 

z prodlení z

14.13.Party in delay with payment hereunder shall 
pay the entitled Party the statutory default 
interest.

15. Další smluvní ujedn ní 15. Other provisions
15.1. Zadavatel a 

zkoušející, participující osoba, ani jakákoli jiná 
osoba v  poskytovateli 
nejsou oprávn  souvislosti 
s provedením klinické zkoušky dle této 
sml smluvních 

zadavatelem, nebo 
s jakoukoli jinou osobou jednající se 
zadavatelem nebo s

sml
poskyto

takové smlouvy. 

15.1. the Sponsor and the Legal Representative
acknowledge that the Investigator, Participating 
Personnel and any other person employed by 
Provider are not authorized to enter in 
connection with the Clinical Investigation into 
any direct contractual relationships with the 
Sponsor, the Legal Representative or any other 
person acting in line with the Sponsor or the 
Legal Representative 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.

15.2. Zadavatel a 
z 

ní (-m) ve 
-jí jeho (-jí) 

smlouvy. 

15.2. the Sponsor and the Legal Representative
hereby stipulate that no person participating in 
the Clinical Investigation 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 
any fee or any other consideration not included 
in this Agreement. 

15.3. V zadavatel nebo poruší 
. 1. a 15. 2. této smlouvy, 

smlouvy. 

15.3. If either the Sponsor or the Legal Representative
breach obligation stipulated in Art. 15. 1 and 15. 
2 hereof, it will be deemed to be material breach 
of the Agreement. 

15.4. Zkoušející a participující osoby se budou 
klinickou 

zkouškou pro tyto osoby zadavatel zorganizuje 
a p

Z

15.4. The Investigator and Participating Personnel 
shall attend trainings organized for them by the 
Sponsor in connection with the Clinical 
Investigation, and the Provider shall allow such 
persons to attend. o remuneration shall be 
provided to participants or any other persons for 
attending such trainings.

15.5. Zkoušejícímu a participujícím osobám budou 

v souladu s cestovní politikou zadavatele a na 

a 

né, 

v rámci následného sledování 
v 

15.5. The Investigator and Participating Personnel 
will be reimbursed 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.
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16. Trv ní smlouvy 16. Term of the Agreement
16.1. Tato smlouva nabude platnosti dnem jejího 

jejich 

(dále jen „z kon o registru smluv“), 
zpráva 

o klinické zkoušce, nebo (b) bude provedena 

rozhodující je ta z
.

16.1. 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 

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 Clinical Investigation 
report is completed or (b) the Sponsor makes its 
last payment, whichever occurs later.

16.2. Práva a povinnosti smluvních stran stanovená
v této s ohledem na svou povahu 

s
práv s ohledem na vlastnictví, vynálezy, 

ochranu osobních 
 publikace, 

ustanovení, 
a platnosti i po 

smlouvy. 

16.2. 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.  

17. Ukon ení 17. Termination
17.1.

písemné 
dobou, doba 

ustanovení této smlouvy, se poskytovatel 
a zkoušející zavazují: 
i)

hodnocení do klinické zkoušky,  
ii)

iii)

17.1.
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 Trial 

Subjects in the Clinical Investigation, 
ii) cease all procedures to the extent 

medically permissible on Trial Subjects 
already included in the Clinical 
Investigation, and  

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

17.2.
stanoveno v této 

z 
ovlivnit (vis maior) a které poskytovateli 

zadavateli. 

17.2.
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 Clinical Investigation. The 
termination is effective on the date of its 
delivery to the Sponsor. 
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17.3.
tuto smlouvu

: 
a) v 

; b) v

porušení. 

17.3. 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 Clinical Investigation 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. 

17.4.

v souladu s

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

17.5. V

(i) s

17.5. In the case that any authorization or consent 
necessary for the performance of the Clinical 
Investigation 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.  

17.6.

v ouvy vznikla 
a v 

této smlouvy, také náklady 

17.6. 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
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. 

18. Salvatorní klauzule 18. Severability
18.1. Smluvní strany se zavazují poskytnout si 

k smlouvy vzájemnou 
18.1. Parties agree to provide full mutual cooperation 

so that the purpose of this Agreement can be 
fulfilled.

18.2. Smluvní str

ustanovení této sml
neplatnosti právního jednání, smlouva jako 

Strany se zavazují toto 

ujednáním, které bude odpovídat aktuálnímu 

smlouvy. 

18.2. 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. 

18.3.
smlouva by byla neplatná, 

smlouvu, ve

18.3. 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 
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podle této nové smlouvy. Podmínky této nové 
sml smlouvy. 

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. 

19. Zvl štní ujedn ní o doru ov ní písemností, 
kontaktní osoby

19. Delivering mail, Contact Persons

19.1. Sml

smluvní strany uvedená v záhlaví této 
sml
uvedená v záhlaví této sml -li 
smluvní strana druhé sml

sml   

19.1. 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. 

19.2. -li si adresát zásilku, nebo 
-

uplynutím desátého (10) pracovního dne po dni 
nebo dnem, kdy 

19.2. 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 
regarded as sufficient proof that the notice was 
sent.

19.3. poskytovateli

participujícím osobám.

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. poskytovatele ve vztahu 
ke klinické zkoušce jsou: 
petr.moucka@homolka.cz 

19.4. The Provider’s contact persons regarding the 
Clinical Investigation are
petr.moucka@homolka.cz 

19.5. adavatele ve vztahu ke 
klinické zkoušce jsou:  

Dr. Steven Mickelsen 
CEO, Field Medical
mickelsen@fieldmedicalinc.com

19.5. The Sponsor’s contact persons regarding the 
Clinical Investigation are: 

Dr. Steven Mickelsen 
CEO, Field Medical
mickelsen@fieldmedicalinc.com

20. ešení spor  a proroga ní dolo ka 20. Dispute resolution and jurisdiction
20.1. Sml klinické 

zkoušky 
a 
a zejména smírnou cestou. 

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

20.2. Smluvní strany se ve smyslu ustanovení § 89a 

k 

20.2. The Parties agree that, in the sense of section 

proceedings, the local jurisdiction is with the 
Municipal Court in Prague (provided the 
jurisdiction is with the relevant regional court) 

14444
Zvýraznění
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Zvýraznění
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Zvýraznění
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Zvýraznění
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k
soud, Obvodní soud pro Prahu 5. 

and the District Court of Prague 5 (provided the 
jurisdiction is with the relevant district court). 

21. Protikorup ní dolo ka 21. Anti-Bribery and Anti-Corruption clause

smlouvy 
a 
i v 

nebo pro jiného v souvislosti 
s 

jinému nebo pro jiného v souvislosti 
s 

a 

které je v rozporu se zásadami podle tohoto 

smlouvy nebo s jejím uzavíráním. 

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. Z v re n  ustanovení 22. Final provisions
22.1.Právní vztahy mezi smluvními stranami vzniklé 

souvislosti s ní, 

republiky vyjma kolizních ustanovení, zejména 

o 
 372/2011 to vše 

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, 

on 
Health Services, all of the above as amended. 

22.2.

podepsaného všemi smluvními stranami. 

V 

22.2. Any changes and amendments hereto shall be 
in writing and via numbered amendments and 
shall be signed by all Parties. This Agreement 
can be terminated only in writing. The 
appendices form an integral part of the 
Agreement. In the event of a conflict between 
the Agreement and its appendices, the 
Agreement shall prevail. 

22.3.V klinického 
hodnocení se smluvní strany zavazují 
postupovat v souladu s touto novou právní 

22.3. In case of change of legal regulation of clinical
evaluation, Parties hereby agree to proceed in 
accordance with this new legal regulation as of 
the day it comes into effect. 

22.4.Smluvní strany nesmí postoupit tuto smlouvu 
nebo svá práva a povinnosti z

souhlasu druhé smluvní strany.  

22.4. Parties shall not assign or delegate this 
Agreement or their rights and obligations 
arising here from or related hereto as long as the 
other Party did not give prior written consent 
thereto.

22.5.

souhlasu druhé smluvní strany. 

22.5. Parties shall not conclude any agreement with 
any third party the subject matter of which 
would be performance of any obligations under 
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this Agreement, as long as the other Party did 
not give prior written consent thereto.

22.6.

smluvní strany. Vzdání se nároku na vymáhání 

a ani se nebude vykládat jako vzdání se nároku 
na vymáhání kteréhokoliv jiného ustanovení této 
smlouvy, ani jako vzdání se nároku na vymáhání 

smlouvy se nebude pov

22.6. Waiver of any claims or rights under this 
Agreement must be in writing and must be 
signed by the respective Party. The waiver of 
any right to enforce any provision hereunder 
does not mean and shall not be interpreted as 
a waiver of the rights to enforce any other 
provision hereunder or as a waiver to enforce 
the relevant provision if it is subsequently 
breached again. The extension of any period in 
order to enable meeting obligations hereunder 
shall not mean nor be interpreted as the 
extension of any period to meet any other 
obligation or taking any other action hereunder. 

22.7. (5) 
stejnopisech, z
v 

(2) stejnopisech. Další strany 
Je-li tato 

 297/2016 

jazyková verze. 

22.7. This Agreement exists in five (5) counterparts 
and each of them in Czech and English 
language. Provider shall receive two (2)
counterparts. Other Parties shall receive one (1) 
counterpart each. In the event that this 
Agreement is executed in electronic form, it 
shall be a single copy with electronic signatures 
of the parties in accordance with act no. 
297/2019 coll. on trust services for electronic 
transactions as amended. The Czech language 
version shall prevail. 

22.8.

omylu, lsti a tí

22.8. Parties declare that they have read this 
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 
they sign this Agreement free of error, duress 
and distress.

22.9. 22.9. Parties now at the end of this Agreement 
declare they are not aware of any obstacles 
preventing them from concluding this 
Agreement.

22.10.
 porušení 

kogentních ustanovení rozhodného práva. 
V kogentních 

rozhodné právo. 

22.10.
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.Poskytovatel se zavazuje 
v registru smluv v souladu a za podmínek 

o registru smluv, pokud 

redigovat 

prohlásí za své obchodní tajemství
v . Pokud 
tak zadavatel nebo 

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, or the Legal Representative defines as 
their business secret in accordance with § 504 
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poskytovatel postupovat v souladu se zákonem 
o registru smluv.

of the Civil Code. If Sponsor or Legal
Representative fails to do so, Provider will 
proceed in accordance with the Act on the 
Agreements Register.

P ílohy Appendices
– kopie pojistného dokladu – Copy of insurance document
– platební schéma – Payment chart

3 – 3 – Loaned items

Dne/date………………… Dne/date………………… Dne/date…………………

______________________ ______________________ _______________________
Nemocnice Na Homolce             High Tech Med Consult, s.r.o Field Medical,Inc

                        Steven Mickelsen, MD

Dne/date…………………

______________________
Prof. MUDr. Petr Neu il, CSc. FESC
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P íloha . 2 Platební schéma Appendix no 2 Payment chart
Klinick  
zkouška

FM-PFA-VT-2023_CIP – The VCAS 
Study

Clinical 
Investigation

FM-PFA-VT-2023_CIP – The 
VCAS Study

Zadavatel: Field Medical Sponsor Field Medical
Subjekty hodnocení klinické zkoušky

plánu. Zadavatel 

schématu. Všechny platby poskytovateli budou provedeny 
CRF

plánu. Tyto 
visející 

s 
p

Pursuant to the eligibility criteria described in the CIP, Trial 
Subjects will be enrolled into the Clinical Investigation.
Sponsor will reimburse Provider per the chart listed below. 
All payments will be paid to Provider after receipt by Sponsor 
of the accurate and acceptable completed CRF and other 
forms and/or tests required under the CIP. These costs 
represent administrative costs associated with the conduct of 
this Clinical Investigation. Payment is for the performance of 
the CIP and not for the provision of routine clinical care.

PL N ODM N V KLINICKÉ 
ZKOUŠCE

CLINICAL INVESTIGATION
COMPENSATION CHART

stka platby (EUR) bez DPH / 
Payment Amount (EUR) without 
VAT

N všt va 0 (V0) CRF Visit 0 (V0) CRF €900
Ablace a p edpropušt ní (V1) CRF Ablation and pre-discharge (V1) CRF €1100
N všt va 2 (V2) CRF Visit 2 (V2) CRF €350

Visit 3 (V3) CRF €550
Visit 4 (V4) CRF €400

T hotensk  test Pregnancy test €10
Complete blood count €10

Laktát dihydrogenáza Lactate dyhydrogenase €20
Comprehensive metabolic panel €20

Haptoglobin Haptoglobin €15
Peripheral blood smear €10
12-lead ECG €50

Interogace ICD (pouze VCAS-I) ICD interogation (VCAS-I only) €20
Holter monitor (pouze VCAS-II) Holter monitor (VCAS-II only) €150
Indukovatelnost (volitelné) Inducibility (optional) €200

(volitelné)
-invasive pacing study (optional) €50

MRI MRI €1500
CELKOV  STKA ZA 
SUBJEKT HODNOCENÍ

TOTAL COST PER 
TRIALSUBJECT

CRF Case report forms €3300
Po adované nemocni ní/klinické 
poplatky – VCAS-I

Required hospital/clinic fees – VCAS-
I €650

Po adované nemocni ní/klinické 
poplatky – VCAS-II

Required hospital/clinic fees – VCAS-
II €830

Volitelné poplatky VCAS-I VCAS-I optional fees €1750
Volitelné poplatky VCAS-II VCAS-II optional fees €200
DALŠÍ POPLATKY ADDITIONAL FEES

Screen failures €100

Posouzení S/AE a Serious/Adverse Event Review and 
S/AE CRF Completion €160

Unscheduled visit €500

vystavené 
poskytovatelem
smlouvy)

Start-up fee (payable on receipt of 
invoice issued by the Provider when 
Agreement is signed by all Parties)

€4000

Popl
faktury

vystavené poskytovatelem)

RA Audit/ Inspection (per audit/ 
inspection, payable on receipt of 
invoice issued by the Provider) €1000

klinické 
zkoušky (splatné p
vystavené poskytovatelem po 

Archiving of Clinical Investigation
documents (payable on receipt of 
invoice issued by the Provider when €1000

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění



Roentgenova 37/2, 150 30 Praha 5
Tel.: +420 257 271 111  

                    : 0002 4

Page 27 of 30

poskytovatele)
Clinical Investigation ends at 
Provider)

dodatek 
zadavatelem, na 

faktury vystavené 
poskytovatelem)

Amendment to Agreement (per 
Amendment requested by the Sponsor, 
payable on receipt of invoice issued by 
the Provider) €500

HODNOCENÉ ZDRAVOTNICKÉ PROST EDKY EVALUATED MEDICAL DEVICES
Veškeré hodnocené
zadavatel zdarma.

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

FAKTURACE INVOICES
Elektronicky k rukám
megan@fieldmedicalinc.com

Electronically to the attention of
megan@fieldmedicalinc.com

CENA DOPRAVY PRO PACIENTY PATIENT TRAVEL COSTS  

poplat klinickou zkouškou
hodnocení klinické zkoušce. 

poskytovatele

od poskytovatele
hodnocení dle pro klinické zkoušky

informovaném souhlasu bude 
uvedena informace o nároku subjektu hodnocení

autodopravy poskytovatele

The Sponsor agrees to pay Clinical Investigation related 
travel costs (including parking fees) for Trial Subjects 
included in the Clinical Investigation. The Sponsor will 
provide an appropriate sum, to be agreed with the clinical 
trial dept. of the Provider. A receipt will be provided and all 
costs will be clearly described for the Sponsor for each Trial 
Subject, using the Trial Subject ID. Trial Subjects will be 
informed in the Patient Informed Consent that they are 
entitled to claim travel expenses. Payment for the ambulance 
is paid directly to the Provider’s ambulance service. The 
rates are as follows:

Subjekty hodnocení
automobil 5 K /km

Trial Subjects using their own car 5 CZK per km

Subjekty hodnocení poskytovatele 
55 K /km

Trial Subjects using Provider’s ambulance 55 CZK per km

Subjekty 
k 

Trial Subjects using public transport will be obliged to show 
the tickets as a proof of transport and they will be reimbursed 
accordingly.

Veškerá doprava je hrazena pouze v
a bude kalkulována z hodnocení, 
které je evidováno v registru poskytovatele.

All transport costs are payable only for journeys within the 
Czech Republic, and will be calculated from the Trial 
Subject’s address registered in the Provider’s patient 
records.
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P íloha . 3 – P edm ty v p j ky Appendix No 3 – Loaned items

plánu, se smluvní strany dohodly, 
budou poskytnuty 

zadavatelem a souhlasí s následujícími podmínkami:

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

1. Evaluated Medical Devices
1.

Equipment Part/SKU Quantity/ks Estimated value in 
CZK/hodnota v K

FieldForce Ablation System COMP-1000135 3 3,488,372.09

2. Non-Evaluated Medical Devices and Accessories
2.

a. Loaned Devices and Accessories 
a.

i. Provided by the Sponsor 
i.

Equipment Part/SKU Quantity/ks value in CZK/hodnota 
v K

SmartAblate Irrigatin Pump M4900103 2 209,302.33

SmartAblate Irrigation Tubing Set* TS025 30
ValleyLab REM Polyhesive Adult Patient Return Electrode 20
CARTO® 3 PIU Unknown 1

-Scan 800 & Adapter Cable -Scan 800 2
3299-38-

15/7600EP 1 

ECG Electrodes*, AccuScan-EG 3299-38-15 0
ECG Lead Wires, 4 Lead Set 590433 2
ECG Trunk Cable, 4 Lead 590478 2 6,

ii.Provided by third party vendor
ii.

Device name Product Code Quantity/ks value in CZK/hodnota v K

3. Other required Equipment provided for the Clinical Investigation conduct 

Device name Product Code Quantity/ks value in CZK/hodnota v K
Microsoft DCS Laptop Surface Laptop Go 2 3 8,139.53 CZ
Current Probe CAL TEST Model CT-4079 3
PIcoScope 5440D 2
Lenovo Scope Laptap Lenovo Laptop 1
Miscellaneous Cables 2

( p edm ty v p j ky”)
(together hereinafter referred to as “loaned items”).

Všechny y poskytnuté zadavatelem nebo 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: 

14444
Zvýraznění

14444
Zvýraznění

14444
Zvýraznění



Roentgenova 37/2, 150 30 Praha 5
Tel.: +420 257 271 111

                    : 0002 4

Page 29 of 30

a) odevzdány
poskytovateli a zkoušejícímu 

v klinické zkoušky
a povinností podle této smlouvy, pokud je tato smlouva 

odevzdání ;

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 Clinical Investigation and 
fulfilling their obligations under this Agreement if this 
Agreement is still in force between the Parties after the said 
removal;

b) y pouze pro klinickou zkoušku v souladu s plánem b) used only for the Clinical Investigation in accordance with 
the CIP and/or Instructions for Use;

c) y v dobrém stavu. Pokud budou é

zkoušejícího, bude jich
ztráty nebo poškození; a

c) 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) y tek zadavatele 
sou

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) klinické zkoušky u poskytovatele y
vráceny zadavateli nebo zástupci zadavatele v 

souladu s pokyny zadavatele nebo jeho zástupce a na jeho 
náklady.

e) upon termination of the Clinical Investigation 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.

y

-li se 
o Zadavatel je 

k

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 Sponsor is 
obliged to supply the Provider with all consumables necessary 
for the use of the loaned devices during the loan period.  The 
delivery and acceptance of the loaned items and the relevant 
documents shall be performed by the Parties under a written 
record.

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

odstranit veškeré poruchy a závady 
jeho

s plánem plánem. Po dobu 
zajistí zadavatel

The Sponsor is required to promptly remedy, at its expense and 
free of charge, any and all defects and malfunctions of the 
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.

dle 
zákona o

ponese tyto náklady sám poté, co mu je 
tím oskytovate

e 

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.
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ude-

jejich
zadavatel .

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.

v souladu s p

poskytovateli potvrzení. U rizikové 

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 IIb and III, 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.




