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Preliminaries Predbézné c¢lanky

The CLINICAL CENTER carries out the research project in | KLINICKE CENTRUM provadi vyzkumny projekt z vlastni

its own initiative and under its own and sole responsibility. iniciativy a na vlastni vyhradni odpovédnost.

The CONTRACTOR is an university hospital with experience | DODAVATEL je fakultni nemocnice se zkuSenostmi s

in endovascular treatment of acute ischemic stroke, resource | endovaskularni 1éEbou akutni ischemické cévni mozkové

include the medical devices, emergency treatment options, | pfihody, zdroje zahrnuji zdravotnické prostfedky, moznosti
interdisciplinary teams as well as a dedicated stroke unit. akutni 1é¢by, mezioborové tymy a specializovanou CMP

The contracting parties conclude the following agreement to jednotku.

conduct the TENSION study: Smluvni strany uzaviraji nasledujici smlouvu o provedeni

studie TENSION:
§1 Subject matter of the contract §1 Predmét smlouvy

(1) CLINICAL CENTER and CONTRACTOR are| (1) KLINICKE CENTRUM a DODAVATEL spolupracuiji
cooperating within the research project (TENSION). na vyzkumném projektu (TENSION).

(2) The basis of the research work is the trial protocol | (2) Zakladem vyzkumné prace je zkuSebni protokol,
which is an integral part of this contract and appended ktery je nedilnou soucasti této smlouvy a je zde
hereto as Annex A and which defines the subject pfipojen jako Priloha A, ktery podrobnéji definuje
matter of the contract in greater detail. predmét zakazky.

(3) After initiation of the participating center for the | (3) Poté, co u€astnici se centrum zahaji (TENSION),
TENSION), the CONTRACTOR aim to recruit 20 cilem DODAVATELE je postupné ziskat 20
patients consecutively. Patients will be recruited pacientd. Pacienti budou pfijimani podle stavajiciho
according to the existing potential, achievement of potencialu, nelze zaruCit dosazZeni planovaného
planned patient numbers cannot be guaranteed. By poctu pacientl.  Aktualizovanymi  seznamy
updated screening lists of all patients undergoing screeningll vS8ech pacientli, ktefi podstupuji
mechanical thrombectomy, the CONTRACTOR will mechanickou trombektomii, bude DODAVATEL
regularly furnish the CLINICAL CENTER with pravidelné podavat KLINICKEMU CENTRU
information regarding actually existing patients in his informace tykajici se skutecné existujicich pacientd
center. v jeho centru.

(4)  The number of patients under (3) may be increased in | (4) Pocet pacientd uvedeny v bodé (3) muZe byt
accordance with the CLINICAL CENTER as long as zvysen ve shodé s KLINICKYM CENTREM, dokud
the sample size has not been reached. nebude dosaZena velikost vzorku.

(5) If, during the course of the trial, it is evident that | (5)  Je-li v prubéhu zkouSky zfejmé, ze nelze dosahnout
recruitment numbers under (3) cannot be achieved, poCtu pfijatych pacientd podle odstavce 3,
the CLINICAL CENTER has the right to close the KLINICKE CENTRUM ma pravo uzavfit centrum
center of the CONTRACTOR after having consulted DODAVATELE po konzultaci s DODAVATELEM.
the CONTRACTOR.

§2 Provedeni vyzkumné prace
§2 Performance of the research work
(1) The research work is to be performed in compliance | (1)  Vyzkumna prace musi byt provadéna v souladu s
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with the relevant laws and guidelines / provisions of pfislusnymi zakony a smérnicemi / ustanovenimi
Czech Republic (Declaration of Helsinki, GCP, etc.). Ceské republiky (mimo jiné v&. Helsinska
The research work may be started only after all deklarace, Spravna Kklinicka praxe GCP atd.).
applications / approvals required have been obtained. Vyzkumna prace mlze byt zahdjena az po ziskani
(2) The partners will exchange all information necessary véech pozadovanych zadosti / schvaleni.
for the conduction of the research project. (2) Partnefi si vyméni veskeré informace nezbytné pro
vedeni vyzkumného projektu.
(3) Each partner designates a project manager. The (8) Kazdy partner urGi  projektového manaZera.
. Projektovy manazer zajiStuje provadéni vyzkumné
project manager ensures the performance of the ) - ] )
research work in § 1 according to the trial protocol. prace Spe,cn‘lkovane v§1 POdlevpr0t?k0|u Zk?usky.'
The CLINICAL CENTER designates as project KLINICKYM _CENTREM je urcen jako projektovy
manager: : » _ ] )
The CONTRACTOR designates as investigator: W uréen  jako - vyzkumnik:
(4) If the project manager leaves the CONTRACTOR’s (4)  Pokud  projektovy ~manazer —opusti centrum
. . DODAVATELE bé&hem doby trvani smlouvy nebo
center during the term of the contract or gives up the
. vzda Fizeni projektu z jiného ddvodu, ma
project management for another reason, the ; _ B o
CONTRACTOR has the possibility to designate DODAVATEL moznost jmenovat dalSiho stejné
o kvalifikovaného zaméstnance jako nastupce poté,
another equally qualified employee as successor after _ _ ) ) ]
having informed the project manager of the CLINICAL co informoval prchJektczverjo manazer’a KLIVN|’CKEHO
CENTER. In case this is impossible or the CLINICAL CENTRA; V' pripadé, ze to ne[1.|v r,nozne, oneb?
CENTER does not agree for sufficient cause, the KLINICKE ~ CENTRUM ~ z  patficnych  divodu
. nesouhlasi, mulze byt smlouva ukoncena
contract can be terminated prematurely.
pfedCasné.
§3 Reimbursement §3 Uhrady
(1) The CONTRACTOR's research work stipulated by this | (1)~ /¥Zkumné prace DODAVATELE stanovené touto
contract will be reimbursed by the CLINICAL CENTER smiouvou budou uhrazeny KLINICKYM CENTREM
) nasledujicim zplsobem:
as follows:

i. For patients randomized to ‘Best Medical Care’ the LU pacu?ntum randorvn’lzovanych na  "nejlepsi
CONTRACTOR will receive 1100 Euro (including zdravotni peci” obdrzl DODAVATEL 1100 EUR
institutional overhead and including value added tax (vvc’:etnev |n-st|tucu3naln|chw rez’umch nakladu - a
if applicable), according to the following pfipadné i dané z pridané hodnoty) podie

: ] nasledujiciho systému Uhrad:

compensation scheme:

a) Baseline and treatment data 415 Euro a) Udaje o zakladnim stavu a lécbé 415 EUR

b) Post-treatment data up to hospital discharge b) Udaje o nasledném oSetfeni az do propusteni
z nemochice 345 EUR

345 Euro

¢) Follow-Up at 90 (£14) days 235 Euro c) Nasledna kontrola po 90 (+14) dnech
235 EUR

d) Follow-Up at 12 month (x14 days) 105 Euro
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ii. For patients randomized to ‘Thrombectomy the
CONTRACTOR will receive 1250 Euro (including
institutional overhead and including value added tax
if  applicable), the

according to following

compensation scheme
a) Baseline and treatment data 565 Euro

b) Post-treatment data up to hospital discharge
345 Euro

c) Follow-Up at 90 (x14) days 235 Euro

d) Follow-Up at 12 month (14 days) 105 Euro

This represents a reimbursement for the time invested

by the investigator and is paid under the following

condition

o the patient has been randomized and treated
according to the trial protocol

e documentation is completed and all queries
answered

e all monitoring issues clarified, no more open
questions

All mentioned payments above will be internally
divided by the CONTRACTOR as follows:

60 % CONTRACTOR’s study team

40 % CONTRACTOR

d) Nasledna kontrola po 12 mésicich (x14 dnu)

105 EUR
ii. U pacientd randomizovanych na "Trombektomii"
obdrzi DODAVATEL 1250 EUR  (vCetné

institucionalnich rezijnich nakladl a pfipadné i
dané z pfidané hodnoty) podle nasledujiciho
systému uhrad

a) Udaje o zakladnim stavu a lé&bé 565 EUR

b) Udaje o nasledném oSetfeni az do propusténi
z nemochice 345 EUR

c) Nasledna kontrola dnech

235 EUR

po 90 (x14)

d) Nasledna kontrola po 12 mésicich (x14 dnl)
105 EUR

Toto predstavuje Uhradu za ¢&as investovany

vyzkumnikem a je vyplacena za nasledujicich

podminek

e pacient byl randomizovan a oSetfen podle
protokolu zkouSky

e dokumentace je kompletni a vSechny otazky
jsou zodpovézeny

e vSechny monitorované problémy jsou vyjasnény,
nezustavaji zadné oteviené otazky

VySe uvedené platby budou DODAVATELEM

interné rozdéleny nasledovné:

60 % studijni tym DODAVATELE

(2) There will be paid one-time payment to the 40 % DODAVATEL
CONTRACTOR upon the execution of this Agreement 2) DODAVATELI bude dale uhrazen jeanFéZOV)'/
at an amount of 386 Euro. This start-up fee includes administrativni poplatek po podpisu Smiouvy, a to
the reimbursement of an economic and legal costs in ve vy&i 386 EUR. Tento administrativni poplatek
connection with the negotiation of this Contract. The zahrnuje Ghradu nakladt ekonomického a pravniho
invoice will be issued immediately after the conclusion charakteru v souvislosti s vyjednanim této Smiouvy.
of the contract. Faktura bude DODAVATELEM  vystavena

(3) A financial reserve of EUR 150 will be paid to the bezprostfedné po uzavieni smlouvy.
CONTRACTOR for the payment of travel expenses | 3y  pODAVATELI bude dale uhrazena finanéni rezerva
to patients (in accordance with the patient's informed ve vy&i 150 EUR uréena pro vyplaceni cestovnich
consent). This financial reserve will be paid to nahrad pacientim (v souladu s informovanym
CONTRACTOR on the basis of an invoice issued by souhlasem pacienta). Tato finanéni rezerva bude
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(4)

()

(6)

(7)

(8)

(9)

the CONTRACTOR after signing the contract. Travel
refunds will be reimbursed to the patients via the
SUPPLIER's cash desk after payment of the invoice
by the CLINICAL CENTER. The CONTRACTOR
undertakes to submit the final statement of the
compensation paid and return the undrawn financial
reserve to the CLINICAL CENTER upon completion of
the Study.

These remunerations are not the CONTRACTOR 's
income and the sums paid to patients are not the
CONTRACTOR's cost, which is merely the
intermediary of the compensation paid.

For the payment the CONTRACTOR will invoice the
CLINICAL CENTER after the above mentioned
conditions have been met.

Payments will be paid to the CONTRACTOR at
quarterly intervals. The invoice documents will be sent
. CLINICAL CENTER shall
make the payments within 30 days after receipt of the

to:

undisputed invoice.

Invoicing address:

All payments included in the contract do not include
VAT. CLICNICAL CENTER pays VAT, if so required
by applicable law and if the CONTRACTOR will
account for VAT and invoice, which must be in full
compliance with the applicable tax laws.

The payment(s) will be made by bank wire transfer in
Euro. Transfer charges, if any, shall be borne by the
CLINICAL CENTER.

CONTRACTOR:

Bank account: 20001-71138621/0710
IBAN: CZ83 0710 0200 0100 7113 8621
SWIFT: CNBACZPP

4

®)

(6)

@)

®)

9)

DODAVATELI uhrazena na zakladé faktury
vystavené DODAVATELEM po podpisu smiouvy.
Cestovni nahrady budou pacientim proplaceny
pfes pokladnu DODAVATELE po uhradé faktury ze
strany KLINICKEHO CENTRA. DODAVATEL se
zavazuje po ukonceni Studie predlozit zavérecné
vyuctovani  vyplacenych  nadhrad a  vratit
KLINICKEMU CENTRU nevygerpanou finanéni
rezervu.

Tyto odmény nejsou pfijmem DODAVATELE a
penézni C¢astky vyplacené pacientim nejsou
nakladem DODAVATELE, ktery je pouze
zprostfedkovatelem vyplacenych nahrad.

Pro platbu bude DODAVATEL fakturovat
KLINICKEMU CENTRU po splnéni vy$e uvedenych
podminek.

Platby budou DODAVATELI hrazeny ve Ctvrtletnich
intervalech. Podklady pro vystaveni faktury budou
zasildny na  adresu:

Faktury budou splatné 30 dnd od data jejich
obdrzeni.

Adresa pro vystaveni faktur:

VSechny platby vySe uvedené platby neobsahuji
DPH. KLINICKE CENTRUM zaplati DPH, pokud tak
bude vyZadovano pfislusnhym zakonem a pokud
DODAVATEL bude DPH uctovat a uvadét na
faktufe, coz musi byt pIné v souladu s pfisluSnymi
dafiovymi zakony.

Platby budou provedeny bankovnim pfevodem v
eurech. Poplatky za bankovni pfevod, pokud
vzniknou, ponese KLINICKE CENTRUM.

DODAVATEL:
Cislo G¢tu: 20001-71138621/0710
IBAN: CZ83 0710 0200 0100 7113 8621
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IC (Company ID): 00159816 SWIFT: CNBACZPP
DIC (VAT ID): CZ00159816 IC: 00159816
Reference number: invoice number DIC: CZ00159816
Contracting parties agreed that the maximum Variabilni symbol: &islo faktury
estimated value of performance under this contract is Smluvni strany berou na védomi, ze maximalni
23886 Euro. pfedpokladana hodnota plnéni dle této smlouvy je
23886 EUR.
§4 Pre-existing intellectual property/industrial
property rights §4 Jiz existujici prava dusevniho/pramyslového
(1) Each partner remains owner of intellectual property viastnictvi
(protected or not protected) that was pre-existent | (1) Kazdy z partner(d zlstava vlastnikem duSevniho
when the contract is concluded. vlastnictvi (chranéného nebo nechranéného), které
(2) Each partner concedes the other partner free of existovalo pred uzavrenim smiouvy.
charge a non exclusive right of use of this pre-existent | (2) Kazdy z partnerd udéluje druhému partnerovi
intellectual property. This is limited to the duration and bezplatné nevyluéné uzivani tohoto jiz existujiciho
purpose of the research project and is valid as far as is duSevniho vlastnictvi. Toto je omezeno na trvani a
required for the conduction of the project and as rights ucel vyzkumného projektu a je to platné, pokud je to
of a third party are not opposed to this. nezbytné pro vedeni projektu, a pokud to neni proti
(3) As far as this pre-existing intellectual property is pravum tretich stran.
needed for th-e mdustrlal- exploitation of the work (3) Pokud je toto ji existujici duSevni viastictvi
results and as rights of a third party are not opposed to sapotfebi k promyslovému vyusivani vysledkd
this, the exploiting partner receives a non-exclusive . ] C e
prace, a pokud to neni proti pravim tfetich stran,
right of use at conditions usual in the market. Details . wo e o - o
ziska partner vyuzivajici toto duSevni vlastnictvi
will be stipulated between partners in a contract , . . Sioo .
_ nevyhradni pravo na jeho uzivani za podminek na
separate from this agreement. trhu obvyklych. Podrobnosti budou mezi partnery
(4) To the best of the knowledge, the project uréeny v samostatné smlouvé.
managers VY'" IT]fOI‘m eaf:h Oth?r _ConthOUSIy (4) Projektovi manazefi se podle nejlepSiho védomi
about opposing rights of third parties in terms of § prabézné informuji o odporujicich pravech tretich
4 clause 2 and 3. stran ve smyslu §4 odst. 2 a 3.
(5)  During t_he Stuqy and aﬂer its termination, the (5)  Smluvni strany jsou povinny v prabéhu Studie i po
contracting parties are obliged to observe the . . . e i
] ) jejim ukonCeni dbéat podle pfislusnych pravnich
relevant legal regulations of the Czech Republic e e m : .
] predpist Ceské republiky o ochranu osobnich dat a
on the protection of personal data and . . . . e .
_ _ ' informaci o osobnich pomérech subjektd hodnoceni
information on the personal circumstances of the , . .
) ] i zafazenych do Studie.
subjects included in the Study.
(6) CLINICAL CENTER acknowledges and agrees that ]
the medical records of the patients enrolled in the | ()  KLINICKE CENTRUM bere na védomi a souhlasi,
Study are and remain the property of the Ze zdravotnicka dokumentace pacient zafazenych
CONTRACTOR. do studie je a i po ukonCeni studie zlstava
majetkem DODAVATELE.
TENSION Site Contract English — French V01 April 2018 Page 6
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(1)

(2)

3)

(4)

(1)

(2)

§5 Work results

All results, including reports and documents issued by
the partners during the conduction of their work in this
project are denoted as work results (i.e. know-how,
inventions, results protected by copyright, software).

The data and work results achieved according to the
work schedule (not capable of being protected) pass
to the CLINICAL CENTER. The results will be
incorporated in the final analysis of the trial mentioned
in §1.

The partners concede one another a free of charge
non exclusive right of use of these work results for
purposes of research and teaching.

Inventions have to be signaled and transferred to the
CLINICAL CENTER. The details are determined by
the contracting parties in an additional agreement
according to appropriate conditions that are customary
in this branch of business.

§6 Publications

After completion of the trial final results of the trial will
be published. This will be done in compliance with
recognized scientific standards and the coordination of
the project manager. The CLINICAL CENTER and the
TENSION consortium will determine the co-authors
according to the contribution they have made to the
trial and the respective publication. Total number of
co-authors may be limited due to specific journal
restrictions. The CONTRACTOR will have the right to
nominate trial staff which will be named as trial
collaborators for the respective site. Publications of
preliminary results by the CONTRACTOR are not
permitted. Otherwise prior written approval of all
parties involved is required.

In general, the CLINICAL CENTER will not deny
consent inequitably.

1)

)

3

4

@

)

§5 Vysledky prace

Veskeré vysledky, vcéetné zprav a dokumentu
vydanych partnery pfi provadéni jejich prace na
tomto projektu, jsou oznaceny jako vysledky prace
(ti. know-how, vynalezy, vysledky chranéné
autorskym pravem, software).

Data a vysledky prace, které byly ziskany podle
pracovniho planu (které nemohou byt chranény),
prechazeji do KLINICKEHO CENTRA. Vysledky
budou zahrnuty do zavére¢né analyzy zkousky
uvedené v §1.

Partnefi si navzajem udéluji bezplatné neexkluzivni
uzivani téchto vysledkl prace pro ucely vyzkumu a
Vvyuky.

Vynalezy musi byt signalizovany a preneseny do
KLINICKEHO CENTRA. Podrobnosti jsou uréeny
smluvnimi stranami v dodateéné dohodé& dle
vhodnych podminek obvyklych v této oblasti
podnikani.

§6 Publikace

Po dokoné&eni studie budou zvefejnény jeji konecné
vysledky. Toto bude provedeno v souladu s
uznavanymi védeckymi standardy a koordinaci
projektového manazera. KLINICKE CENTRUM a
konsorcium TENSION uréi spoluautory podle vySe
jejich pfFispévku, ktery méli na klinické zkou3ce a
pfislusné publikaci. Celkovy pocet spoluautort
mize byt omezen v dasledku zvlastnich omezeni
Casopisu. DODAVATEL bude mit pravo jmenovat
personal pro Kklinickou zkousku, ktery bude
jmenovan pro pfisluSnou stranu spolupracovniky
klinické zkousky. Publikace pfedbéznych vysledku
ze strany DODAVATELE nejsou povoleny. Jinak je
nutné predchozi pisemné schvaleni vSech
zuc€astnénych stran.

Obecné plati, ¢ KLINICKE CENTRUM nebude
bezdlvodné odmitat souhlas.
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§7 Confidentiality

(1) Each partner will treat all business secrets of the
contractual partner confidentially and keep all
confidential information secret up to five years beyond
the duration of this contract. The publication right
conceded according to §6 remains unaffected hereof.

(2) The obligation for confidentiality does not apply as far
as this information was demonstrably known before its
communication to the receiving contractual partner or
in general, or if it has become known independent of
negligence of the contractual partner, or independently
compiled or attained legitimately by a third party or if
its disclosure is legally required or mandated judicially.

(3) The obligation for confidentiality may be diverged from
by mutual written agreement.

(4) CLINICAL CENTER acknowledges that, with respect
to Act No. 340/2015 Coll.,, On the Register of
Contracts, as amended, CONTRACTOR is required to
disclose this contract and any amendments thereto in
the register of contracts. Such disclosure shall not be
subject to those which constitute the trade secret of
any of the Contracting Parties. CONTRACTOR is
responsible  for publishing this Contract. If
CONTRACTOR does not publish this Contract within
thirty (30) days, the Contract may be published by the
CLINICAL CENTER.

§8 Warranty / liability

(1) The CONTRACTOR will perform the work carefully
and in compliance with recognized scientific
standards. The contractual partners are aware of the
chances and risks adherent to the research work.
Based upon the research character of the work, the
CONTRACTOR does neither warrant that a specific
work result will be achieved nor be utilized
economically nor that it is devoid of industrial property
rights of a third party. The contractual partners will

1)

)

®)

(4)

@)

§7 Duvérnost informaci

Kazdy partner bude zachazet se vdemi obchodnimi
tajemstvimi  smluvniho partnera davérné a u
veskerych dlvérnych informaci uchova tajemstvi
po dobu az pét let po trvani této smlouvy. Pravo na
zverejnéni podle §6 zUstava timto nedotéeno.

Povinnost zachovavat mi€enlivost se nevztahuje na
informace, pokud byla tato informace prokazatelné
znama pred jejim  sdélenim  pfijimajicimu
smluvnimu partnerovi nebo obecné, nebo pokud se
stala znamou nezavisle na nedbalosti smluvniho
partnera nebo byla nezavislym zplusobem
zpracovana nebo dosazena tfeti stranou, nebo je-li
jeji zvefejnéni legalné pozadovano nebo soudné
povéreno.

Povinnost zachovavat mi¢enlivost se mlze po
vzajemné pisemné dohodé zménit.

KLINICKE CENTRUM bere na védomi, Ze
s ohledem na zakon ¢&. 340/2015 Sb., o registru
smluv, ve znéni pozdé&jSich prfedpisu, je
DODAVATEL povinen tuto smlouvu a jeji pfipadné
dodatky zvefejnit v registru smluv. Takovémuto
zvefejnéni nepodléhaji ty udaje, které tvofi
obchodni tajemstvi nékteré ze smluvnich stran. Za
zverejnéni této smlouvy odpovida DODAVATEL.
Pokud DODAVATEL nezveiejni tuto Smlouvu v
zakonné Ihaté tficeti (30) dni, mize byt Smlouva
zvefejnéna KLINICKYM CENTREM.

§8 Zaruka / odpovédnost

DODAVATEL bude praci vykonavat peclivé a v
souladu s uznavanymi védeckymi standardy.
Smluvni partnefi si jsou védomi Sanci a rizik
spojenych s vyzkumnou praci. ProtoZe se jedna o
prace vyzkumného charakteru, DODAVATEL
nezarucuje dosazeni zadnych konkrétnich vysledki
prace, ani jejich ekonomické vyuZiti, ani to, Ze
nevyuziva prava pramyslového vlastnictvi tretich
stran. Smluvni partnefi se budou vzajemné
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inform each other as far as conflicting property rights
will become known. There is no further obligation for a
search.

(2) The liability of the Partners and its employees is
limited to the contract value. The limitation of liability
does not apply to damage based on an intended
breach or a gross neglect of duty.

(3) CONTRACTOR declares that he has according to
Section 45 (2) n) of Act No. 372/2011 Coll., on health
services, concluded an insurance contract for the
insurance of liability for damage caused by the
provision of health care. This insurance contract is
concluded in the legally required scope and does not
include liability insurance for the damage caused by
the clinical trial.

(4) CLINICAL CENTER is obliged by law required extent
(§ 52. 3 point. f) of the Act. no. 378/2007 Coll., on
Pharmaceuticals, as amended) to maintain
insurance for the CLINICAL CENTER and the
researcher for amounts sufficient to cover the
compensation of all health damage caused to
patients directly related to the participation in the
Study during the whole course of the Study and
maintain the full validity and effectiveness of this
insurance. This clinical trial insurance will also cover
the extent of the possible liability of the
CONTRACTOR or researchers.

§9 Term and termination

(1) Presumably the duration of this project will be
approximately 27 month. This contract becomes valid
with the date of signature of all parties engaged and it
expires with complete fulfilment of all work owed, i.e.
with complete documentation of the last patient
recruited.

(2) The CLINICAL CENTER has the right to withdraw
from the contract with seven days’ notice prior to the
completion of the services agreed. The notice must be
in written form.

(3) In case of a premature termination of the research

)

3)

(4)

@

)

®)

informovat, pokud jim budou znama konfliktni
vlastnicka prava. Nebudou se hledat zadné dalsi
zavazky.

Odpovédnost Partnert a jejich zaméstnancl je
omezena hodnotou smiouvy. Omezeni
odpovédnosti se nevztahuje na Skody zplsobené
umyslnym poruSenim nebo hrubym zanedbanim
povinnosti.

DODAVATEL prohlasuje, Zze ma dle § 45 odst. 2
pism. n) zdkona &. 372/2011 Sb., o zdravotnich
sluzbach, uzavienu pojistnou smlouvu na pojisténi
odpovédnosti za $kodu zpusobenou pfi poskytovani
zdravotni péce. Tato pojistna smlouva je uzaviena
v zakonem pozadovaném rozsahu a neobsahuje
pojisténi odpovédnosti za $kodu zpusobenou pfi
provadeéni klinického hodnoceni.

KLINICKE CENTRUM je povinno v zakonem
pozadovaném rozsahu (§ 52 odst. 3 pism. f) zak. €.
378/2007 Sb., o lécivech, ve znéni pozdéjSich
predpisi) udrzovat v pribéhu Studie v piné
platnosti a UG&innosti pojisténi pro KLINICKE
CENTRUM a vyzkumnika na ¢astky dostadujici ke
kryti nahrady vSech Skod na zdravi zplUsobenych
pacientlim v pfimé souvislosti s Uc¢asti ve Studii.
Toto pojisténi klinického hodnoceni bude v tomto
rozsahu rovnéz kryt pFipadnou odpovédnost
DODAVATELE nebo Vyzkumnika.

§9 Termin a ukonéeni

Tento projekt bude pravdépodobné trvat asi
27 mésicu. Tato smlouva nabyva platnosti dnem
podpisu vSech zu€astnénych stran a koncCi
splnénim veSkeré zadané prace, tj. s kompletni
dokumentaci posledniho pacienta u&astniciho se
studie.

KLINICKE CENTRUM ma& pravo odstoupit od
smlouvy se sedmidenni vypovédni l|hatou pred
dokon¢enim dohodnutych sluzeb. Vypovéd musi
mit pisemnou formu.

V pfipadé pfed€asného ukondeni vyzkumného
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project the contractual services performed by the
CONTRACTOR until the date of termination are
reimbursed  proportionately. Expenses to be
reimbursed beyond the date of termination must not
exceed the total of funds estimated for the sub-project.

(4) CONTRACTOR is entitled to terminate this Contract
by written notice, if as a result of the obstacles which
arose independently of his will, he will not be able to
complete a long-term supplier of clinical trial without
being negatively affected his main activity, which is the
provision of health care. The notice period is 30 days
and begin to run on the day following the date of
delivery of this notice to the other Contracting Parties.

§10 Written form

Changes and amendments to this contract must be
made in writing and signed by all parties.

§11 Substantive law and place of court

This contract shall be subject to, and be construed in
accordance with, German law. The German collisions
of law provisions do not apply. Jurisdictional venue
shall be in Heidelberg.

§12 Severability

In case of discrepancies between the English and
the Czech version, the English version has
priority.

If any provision of this contract is deemed to be, or
become, ineffective, the remaining provisions shall
remain in full force and effect. Such invalid or
ineffective provision shall be replaced by a provision
which is valid in law and which the parties hereto
would have desired, had they been aware of the
ineffectiveness of such provision. The same shall
hold for any omissions in the contract.

This contract is made in 3 copies, of which each

(4)

projektu  jsou  smluvni  sluzby  provadéné
DODAVATELEM hrazeny proporcionalné az do
data ukoncCeni. Vydaje, které maji byt uhrazeny po
datu ukonéeni, nesmi prekrocCit celkovou vysi
prostfedkd odhadnutych pro dil¢i projekt.

DODAVATEL je opravnén ukon¢it tuto smlouvu
pisemnou vypovédi, jestlize v dusledku vzniku
prekazky, jez nastala nezavisle na jeho vuli, nebude
Dodavatel dlouhodobé& schopen dokoncit klinické
hodnoceni, aniz by tim nebyla negativné ovlivnéna
jeho hlavni ¢innost, kterou je poskytovani zdravotni
péce. Vypovédni Ihdta €ini 30 dnu a pocina bézet
dnem nasledujicim po dni doruceni této vypovédi
ostatnim smluvnim stranam.

§10Pisemna forma

Zmeény a pozménovaci navrhy této smlouvy musi
byt u€inény pisemné A podepsany vSemi smluvnimi
stranami.

§11 Hmotné pravo a misto soudu

Tato smlouva podléha némeckému pravu a je
vykladana v souladu s nim. Némecké kolizni normy
se neuplatiuji. Jurisdikéni misto musi byt
v Heidelbergu.

§12 Oddélitelnost

V pfipadé nesrovnalosti mezi anglickou a
Ceskou verzi ma pfednost anglicka verze.

Pokud nékteré ustanoveni této smlouvy bude
povazovano za neuc€inné, nebo se stane
neucinnym, zustavaji ostatni ustanoveni v plné
platnosti a u€innosti. Takovéto neplatné nebo
neucinné ustanoveni bude nahrazeno takovym
ustanovenim, které je platné podle prava, a
které by bylo smluvnimi stranami vyzadovano,
kdyby si byly vé&domy neucinnosti tohoto
ustanoveni. Totéz plati pro veSkera pfipadna
opomenuti ve smlouvé.

Tato smlouva je vypracovana ve 3
vyhotovenich, z nichZz kazda smluvni strana
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Party shall receive

Researcher.

receive one, one pare

CLINICAL CENTER hereby agrees in the context
of this clinical trial not to conclude any other
contract with any employee of CONTRACTOR.

k ok ok ok o3k

Signatures

CONTRACTOR,
(Place, date)

MUDr. Martin Pavlik, Ph.D., DESA, EDIC, feditel

UNIVERSITATSKLINIKUM HEIDELBERG;

Heidelberg, den

Commercial Director of
Heidelberg University Hospital

Medical Director Neuroradiology and Coordinating Investigator
Department of Neuroradiology
Heidelberg University Hospital

obdrzi po obdrzi

Vyzkumnik.

jednom, jedno pare

KLINICKE CENTRUM se timto zavazuje, ze v
souvislosti s timto klinickym hodnocenim
neuzaviou zadnou jinou smlouvu s zadnym
zaméstnancem DODAVATELE.

sk osk sk sk sk
Podpisy

DODAVATEL,
(Misto, datum)

Brno, 24.7.2019

MUDr. Martin Pavlik, Ph.D., DESA, EDIC, feditel

UNIVERZITNi NEMOCNICE HEIDELBERG;
7.8.2019
V Heidelbergu, dne

Obchodni feditelka
Univerzitni nemocnice Heidelberg

Vedouci Iékaf neuroradiologie a koordinujici vyzkumnik
Oddéleni Neuroradiologie
Univerzitni nemocnice Heidelberg

TENSION Site Contract English — French V01

April 2018

Page 11




Tsm/2018/237/Fo

TENSION Site Contract English — French V01 April 2018 Page 12




