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Internal Reference of FNO: 08/0ZV/18/012-
P

evidenc¢ni Cislo FNO: 08/0VZ/18/012-P

This study agreement (hereinafter the
“‘Agreement’) is entered into on the last
date of signature by the Parties (the
“Effective Date”) the agreement is valid
since publishing according to law n°.
340/205 Sb. on public agreement registry

Tato smlouva o studii (dale jako ,smlouva®)
se uzavira ke dni zvefejnéni dle zakona ¢.
340/2015 Sb, o registru smluv (dale jako
»<datum ac&innosti“)

between the following:

mezi témito smluvnimi stranami:

1. Terumo Europe NV (company
incorporated under the laws of Belgium),
with registered office in Interleuvenlaan 40,
3001 Leuven, with company number
0408.270.327, RPR Leuven and for VAT
registered under number BE 408.270.327,
hereinafter referred to as “Terumo”;

1. Terumo Europe NV (spole¢nost
spadajici pod belgické zakony), se sidlem
firmy na adrese Interleuvenlaan 40, 3001
Leuven, a Cislem spoleCnosti 0408.270.327,
RPR Leuven, a pro u¢ely DPH registrované
pod Cislem BE 408.270.327, dale jako

» rerumo®;

2. University Hospital Ostrava with
registered address in 17 Listopadu 1790/5
Ostrava - Poruba, Czech Republic, for VAT
registered under number CZ00843989
legally represented by Prof. Dr. Josef
Srovnal, Chief Medical Officer hereafter
referred to as “Institution”

2. Fakultni nemocnice Ostrava se sidlem
na adrese 17. listopadu 1790/5, 708 52

Ostrava - Poruba, Ceska republika,
registracni DIC pro ucely DPH
CZ00843989, ve véci této smlouvy je

opravnén jednat a podepisovat MUDr. Josef
Srovnal, naméstek feditele pro IéCebnou
péci dale jako ,zdravotnické zarizeni,

3. Prof Dr. Tomas Jonszta, Radiologist,
born on 8" of February 1977, with official
domicile inOstrava 17, listopady 1790/5 708
52 Ostrava-Poruba, Czech Respublic , with
license to practice medicine 1790/5, 708 52
Ostrave-Poruba, Czech Republic , hereafter
referred to as the “Investigator’.

3. MUDr. Tomas Jonszta, MBA s adresou
pracovisté: Ustav radiodiagnosticky,
Fakultni nemocnice Ostrava, 17. listopadu
1790/5, 708 52 Ostrava-Poruba, Ceska
republika, dale jako ,zkousejici*.

Together hereinafter also jointly referred to
as “Parties”, or individually as “Party”.

Spole¢né budou oznaCovany jako ,,smluvni
strany“ a jednotlivé jako ,,smluvni strana*“.
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Preliminary Considerations

Predbézna kritéria

Terumo is a developer, manufacturer,
distributor and service provider relating to
medical devices, primary drug containers
and drug delivery devices, amongst others
in the field of Peripheral Interventional
(hereinafter “Field”).

- Spole€¢nost Terumo se zabyva vyvojem,
vyrobou, distribuci a poskytovanim sluzeb
souvisejicich se zdravotnickymi prostfedky,
predevSim baleni 1€k a prostfedkd pro
podavani Iékt, mj. v oblasti intervencni
mediciny u periferniho cévniho systému
(dale jako ,oblast").

Terumo has discussed with Investigator and
Institution a  multicenter  post-market
prospective data collection program,
ROADSAVER”  (hereinafter  “Study”),
concerning the Terumo’s “RoadSaver™”
Carotid Stent Device” (hereinafter
“Device”).

Spole¢nost Terumo projednala se
zkouSejicim a zdravotnickym zafizenim
multicentricky poregistracni  prospektivni
program shromazdovani dat, jehozZ nazev je
,ROADSAVER® (dale jako ,,studie®), ktery
se tyka Kkarotického stentu s nazvem
,RoadSaver™*  (dale  uvadén jako
»Zdravotnicky prostredek”), jehoz
vyrobcem je spole€nost Terumo.

Investigator has expertise in the Field and
agrees to perform the Study at the
Institution, and Institution is equipped to
undertake the Study.

- ZkouSejici ma odborné znalosti v dané
oblasti a souhlasi s provedenim studie ve
zdravotnickém zarizeni, pricemz
zdravotnické zafizeni ma vybaveni k
provadéni této studie.

Now therefore, the Parties agree as

Z toho divodu se nyni smluvni strany

follows: dohodly nasledovné:
1 Scope of the work 1 Rozsah praci
1.1 Sponsor agrees to entrust the | 1.1 Spole¢nost Terumo souhlasi, ze svéfi

performance of the Study to Investigator
and Institution, who shall accomplish certain
Services. The “Services” shall mean work,
support and services necessary to carry out
the Agreement and the Protocol, as further
described in Annex 1, or as further
requested by Terumo from time to time in
accordance with the Protocol.

provadéni studie zkouSejicimu a
zdravotnickému  zafizeni, ktefi budou
provadét urcité sluzby. Jako ,sluzby”
oznacujeme praci, podporu a sluzby, které
jsou nezbytné k provadéni smlouvy a
protokolu, jak je to dale popsano v PFiloze 1
nebo jak to bude dale obCas vyzadovano
spoleCnosti Terumo v  souladu s
protokolem.

1.2 Parties confirm that the Protocol,
Prospective, single-arm, multi-center, open
label study to further confirm safety and
efficacy of the dual-layer micromesh
Roadsaver™ Carotid Stent for the treatment
of carotid artery stenosis in patients
considered eligible for elective stenting
procedure -, final version 1.1; dated 13"
December 2017 and in any subsequent
amendments, has been given to
Investigator and Institution, who
acknowledge to have read and understood
the Protocol. Changes shall not be made to
Protocol without the prior written approval of
Terumo.

1.2 Smluvni strany potvrzuji, Ze protokol s
nazvem Prospektivni, multicentricka,
oteviena studie s jednim ramenem Kk
dalSimu ovéfeni bezpecCnosti a ucinnosti
karotického stentu Roadsaver™ z jemné
sitoviny se dvéma vrstvami k 1é¢bé stendzy
kréni tepny u pacientd zpUsobilych k
vybérovému zavedeni stentu -, konecna
verze 1.1 s datem 13. prosinec 2017 a
jakékoliv nasledné dodatky, byly pfedany
zkouSejicimu a zdravotnickému zafizeni,
ktefi potvrzuji, Zze si protokol precetli a
rozumi mu. Bez pfedchoziho pisemného
schvaleni spole¢nosti Terumo nebudou v
protokolu provadény zadné zmeény.
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2 Compensation

2 Odména

2.1Terumo agrees to pay the Services of
Investigator and Institution, in accordance
with Annex 2.

2.1 Spole¢nost Terumo se zavazuje uhradit
sluzby zkouSejiciho a zdravotnického
zafizeni, v souladu s Pfilohou 2.

2.2 Parties acknowledge and agree that
the compensation and support provided by
Terumo for the provision of the Services
represents a fair market value and
represents a transaction at arms-length, and
has not been determined in a manner that
takes into account the volume or value of
any referrals or other business otherwise
generated between Parties or their affiliates.
Neither Investigator nor Institution shall bill
to patients any items or services furnished
by Terumo in connection with the Study.

2.2 Smluvni strany berou na védomi a
souhlasi s tim, ze odména a podpora,
kterou poskytuje spole¢nost Terumo za
zajisténi sluzeb, odpovida spravedlivé trzni
hodnoté a transakci provadéné na dalku,
pficemz nebyla urCena zpusobem, ktery
bere v JGdvahu objem nebo hodnotu
oficialnich  doporu€eni  nebo  jiného
spole¢ného podniku, na kterém se podileji
smluvni strany nebo jejich pfidruzené
spole¢nosti. Ani zkouSejici ani zdravotnické
zafizeni nebudou vyuctovavat pacientim
polozky ¢&i sluzby dodané spole€nosti
Terumo v souvislosti se studii.

2.3 Institution and/or Investigator shall be
responsible for all taxes and charges to be
paid on the fees or expenses made to
Investigator and/or Institution. Therefore
such payments shall always be gross
amounts. The reimbursement of expenses
and the eventual use of Terumo equipment
and property will always be according to the
Terumo internal policies and guidelines.

2.3 Zdravotnické zafizeni a/nebo zkousejici
budou odpovédni za veSkeré dané a
poplatky, které budou vyplaceny za
poplatky ¢&i vydaje zkouSejiciho a/nebo
zdravotnického zafizeni. Z toho duvodu
budou takové platby vzdy uvedeny v
hrubych &astkach. Uhrada vydajd a
pfipadné wvyuziti vybaveni a majetku
spole¢nosti Terumo bude vzdy provadéno v
souladu s vnitinimi pokyny a smérnicemi
spolecnosti Terumo.

2.4. Payment of the compensation
determined in this article and annex 2 are
the only and exclusive financial arragement
between the Parties. Terumo declares that it
is no making any separate compensation.
The compensation shall be distributed
between Institution and Investigator, and his
study team after deduction of cost according
to internal rules of the Institution.

2.4 Platby odmény uvedené v tomto ¢lanku
a Pfiloze €. 2 pfedstavuji jediny a vyluény
zpUsob fadného finanéniho vypofradani
mezi smluvnimi stranami. Terumo timto
prohlaSuje, Ze neuzaviel se zkouSejicim
separatni smlouvu na odménu za provedeni
studie. Odména bude mezi zdravotnické
zafizeni a zkousSejiciho a jeho studijni tym
rozdélena po odecteni nakladd podle
vnitfnich pfedpist zdravotnického zafizeni.

3 Performance of the Study

3 Provadéni studie

3.1 Investigator and Institution represent
that they have the requisite qualifications,
expertise, ability, resources, contacts and
legal right to render the Services and shall
under their responsibility perform the
Services in an efficient manner satisfactory
to Terumo and that they will conduct the
study in accordance with the Declaration of
Helsinki, Good Clinical Practices and any
other applicable legislation, particularly by

3.1 ZkouSejici a zdravotnické zafizeni
prohladuji, ze maji nezbytné kvalifikace,
odbornost, schopnost, zdroje, kontakty a
zakonna prava k provadéni téchto sluzeb a
budou v ramci svych povinnosti provadét
sluzby uc€inné ke spokojenosti spole€nosti
Terumo a budou provadét studii podle
Helsinské deklarace, zasad spravné klinické
praxe a jinych platnych zakon(, zejména
zakonem €. 268/2014 Sb., o zdravotnickych

-3-
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the Law no. 268/2014Sb. On medical
devices and on the change of the Law no.
634/2004 Sb., on regulatory fees, in actual
versions, by the Law no. 372/2011 Sb., on
healthcare services, in actual versions and
all the actual legislation related to the
personal data protection valid in the Czech
Republic.

prostfedcich a o zméné zakona ¢&. 634/2004
Sb., o spravnich poplatcich, ve znéni
pozdéjSich predpist, zakonem ¢. 372/2011
Sb., o zdravotnich sluzbach, v platném
znéni, a vSech predpisech tykajicich se
ochrany osobnich udaji platnych na uzemi
Ceské republiky.

3.2 Investigator and Institution may under
their full responsibility appoint other
individuals and/or investigational staff to
assist in the conduct of the Study, on the
condition that such other individuals and/or
investigational staff shall be bound by terms
and conditions no less stringent as to
Investigator and Institution under this
Agreement. Such appointment shall in no
way give rise to any fees beyond the agreed
remuneration mentioned in Annex 2.

3.2 ZkouSejici a zdravotnické zafizeni
mohou na svou vyhradni odpovédnost
jmenovat jedince a/nebo personal studie,
ktery bude asistovat pfi provadéni studie, a
to pod podminkou, ze takovi jedinci a/nebo
personal studie budou vazani smluvnimi
podminkami neméné striktnimi, nez jakymi
jsou vazani zkousSejici a zdravotnické
zafizeni podle této smlouvy. Takové
jmenovani v zadném pfipadé nepovede k
zadnym poplatkim nad ramec smluvenych
Uhrad, které jsou pfedmétem Pfilohy 2.

3.3 Investigator and Institution shall abide
by all applicable laws, rules, regulations and
professional/business for the conduct of the
Study,. Investigator and Institution ensure to
have all necessary authorizations and
licenses that apply to the performance of
the Services. In the event that such
authorization or license is needed from a
principal or higher authority of Investigator,
Investigator shall hold available to Terumo
such written authorization or license from
such principal or higher authority, either
before starting the Services, or, have these
co-sign the present Agreement for
authorization or license.

3.3 ZkouSejici a zdravotnické zafizeni
budou dodrzovat veSkeré platné zakony,
predpisy, odborné/obchodni pFedpisy pro
provadéni studie. Zkousejici a zdravotnické
zafizeni maji veSkera nezbytna opravnéni a
licence, které se vztahuji na provadéni
sluzeb. V pfipadé, ze takové opravnéni
nebo licence se vyzaduje od zkouSejicimu
nadfazeného organu, zkouSejici pfedlozi
spoleCnosti Terumo k dispozici takové
pisemné opravnéni nebo licenci od tohoto
nadfazeného organu, a to bud pred
zahgjenim  sluzeb, nebo je necha
spolupodepsat souasné se smlouvou o
opravnéni nebo licenci.

3.4 Investigator and Institution agree to
obtain and maintain written approval of the
Study by the Ethics Committee (hereinafter
“EC”), if applicable. The EC’s written
approval shall be obtained before the
commencement of the Study. Investigator
agrees to obtain written informed consent of
each subject prior to his/her enrolment in
the Study. Each subject is to be properly
informed by investigator concerning his/her
participation in the Study, according to the
applicable rules and regulations.
Investigator agrees to inform each subject
that he/she is at liberty to abstain from
participation in this Study and that he/she is
free to withdraw from this Study at any time,

3.4 ZkouSejici a zdravotnické zafizeni se
dohodli, Zze uchovaji pisemny souhlas se
studii od etické komise (dale jako ,EK"), je-li
potfeba. Pisemny souhlas EK bude ziskan
jesté pred zahajenim studie. ZkouSejici se
zavazuje ziskat pisemny informovany
souhlas od kazdého subjektu pred jeholjeji
registraci do studie. Kazdy subjekt bude
nalezité informovan  zkousSejicim v
souvislosti se svou udasti ve studii, v
souladu s platnhymi zasadami a predpisy.
ZkouSejici souhlasi s tim, Zze bude
informovat kazdy subjekt, Ze ma moznost
se studie neucastnit a ze muze kdykoli
odstoupit z této studie, a to bez nasledku
pro dalSi 1éEbu nebo Iékarskou pédi tohoto

-4-
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without consequences for further treatment
or medical care of the subject.

subjektu.

3.5 Investigator and Institution agree to
comply with all applicable legal and
regulatory requirements on vigilance,
including, but not limited to Guidelines on a
Medical  Devices Vigilance  System
(MEDDEV 2.12-1 rev 8 — January 2013).
Investigator  shall immediately  notify
Sponsor, but not later than twenty-four (24)
hours after hearing of any Serious Adverse
Event (SAE), Serious Adverse Device Effect
(SADE) and/or Unanticipated Serious
Adverse Device Effect (USADE) in relation
to the Device. Reporting requirements shall
be in accordance with the applicable laws
and requirements, and as specified in the
Protocol.

3.5 ZkouSejici a zdravotnické zafizeni
souhlasi, Ze budou dodrzovat veSkeré
platné zakony a pfedpisy o vigilanci, mimo
jiné v€etné Pokyny pro Systém vigilance pro
zdravotnické prostfedky (MEDDEV 2.12-1
rev. 8 —leden 2013). ZkouS$ejici neprodlené
oznami spole¢nosti Terumo, ale ne pozdéji
nez do dvaceti Ctyf (24) hodin poté, co se
dozvi o zavazné nezZadouci pfihodé
(Serious Adverse Event), SAE, vyskyt
zavazného nezadouciho ucinku
zdravotnického prostfedku (Serious
Adverse Device Effect, SADE) a/nebo
nepfedvidaného zavazného nezadouciho
ucinku zdravotnického prostiedku
(Unanticipated Serious Adverse Device
Effect, USADE), které souviseji s
prostfedkem. Pozadavky na hlaseni budou
v souladu s platnymi zadkony a poZadavky a
dle specifikaci uvedenych v protokolu.

4 Monitoring of the Services — Audits —
Inspection

4 Kontrola sluzeb - audity — inspekce

4.1 During and after the term of this
Agreement, Investigator and Institution
agree to permit representatives of Terumo,
its affiliates, if applicable CRO and/or any
applicable regulatory agencies or authorities
to examine at any reasonable time during
normal business hours (i) the facilities
where the Services are performed and (ii)
any relevant information to confirm that the
Services are carried out in conformity with
the Protocol and this Agreement and in
compliance with applicable legal and
regulatory requirements. Investigator and/or
Institution shall immediately  notify
schedules or, without scheduling, begins an
inspection or an audit and shall without
delay, upon issuance, provide if applicable
CRO and Terumo with a copy of the

regulatory authority or agency’s
correspondence resulting from  such
inspection.

41 V prubéhu trvani a po ukonceni
platnosti této smlouvy se zkouSejici a
zdravotnické zafizeni domluvili, ze umozni
zastupcum  spoleCnosti  Terumo, jejim
pfidruzenym spole¢nostem, pfislusné CRO
a/nebo jinému pfislusnému regulacénimu
Ufadu nebo ufadim, prohlédnout si v
rozumném Case béhem béznych
oteviracich hodin (i) prostory, kde dochazi k
poskytovani sluzeb, a (ii) veSkeré dulezité
informace, které potvrzuji, zZe sluzby jsou
provadény v souladu s protokolem a touto
smlouvou a podle platnych zakonnych a
regulacnich pozadavku. ZkouSejici a/nebo
zdravotnické zafizeni neprodlené oznami,
Ze prislusny regulaéni organ planuji, nebo
pokud je to bez planu, ze zahdgjili inspekci
nebo audit, a bez meskani, ihned po
vydani, poskytne pfislusné CRO a
spole¢nosti Terumo kopii korespondence s
regulaénim ufadem, které vyplyva z této
inspekce.
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4.2 Investigator and Institution agree to take
any reasonable actions requested by
Terumo, auditor, or inspector, to correct
deficiencies noted during monitoring, audit
or inspection. In addition, Terumo shall have
the right to review and approve any
correspondence to a regulatory agency or
authority generated as a result of such
regulatory agency or authority’s inspection
prior to submission by Investigator and
Institution.

4.2 ZkouSejici a zdravotnické zafizeni se
dohodli, Ze podniknou veSkeré pfiméfené
kroky vyzadované spolenosti Terumo,
auditorem nebo inspektorem, vedouci k
napravé nedostatkll zaznamenanych bé&hem
kontroly, auditu &i inspekce. Navic bude mit
spoleCnost Terumo pravo zkontrolovat a
schvalovat veSkerou korespondenci s
regulatnim organem, ktera vznikne na
zakladé kontroly timto regulaénim organem, a
to pfed odeslanim  zkouSejicimu a
zdravotnickému zafizeni.

5 Confidentiality

5. Duvérnost

5.1 In the course of this Agreement, it is
possible or anticipated that Investigator and
Institution will learn of, and have access to,
information that Terumo regards as
confidential or proprietary. Investigator and
Institution will keep confidential this and any
other information which Investigator and
Institution may acquire with respect to
Terumo's and affiliated entities’ business,
including, but not limited to, information
developed by Terumo and information
relating to new products, customers, pricing,
business strategies, know-how, processes,
and practices (“confidential information’),
unless and until Terumo consents in writing
to its disclosure, or unless such knowledge
and information otherwise  becomes
generally available to the public through no
fault of Institution and/or Investigator.
Parties acknowledge that the results of the
Services are considered as Confidential
Information under this Agreement.

5.1 V pribéhu trvani této smlouvy je mozné
nebo se predpoklada, Ze se zkouSejici a
zdravotnické zarizeni dozvédi o informacich,
které spolecnost Terumo povazuje za divérné
nebo za svlj majetek, a budou k nim mit
pristup. ZkouS$ejici a zdravotnické zafizeni
budou takové a jiné informace, které
zkousSejici a zdravotnické zarizeni nabudou s
ohledem na spole¢nost Terumo a pfidruzené
podnikatelské subjekty, a to mimo jiné v&etné
informaci, které vyvinula spole€nost Terumo,
a informace souvisejici s novymi pFipravky,
zakazniky, stanovenim ceny, obchodnimi
strategiemi, know-how, postupy a praktikami
(dale jako ,didvérné informace®), udrzovat v
davérnosti, pokud a dokud spole¢nost Terumo
nebude pisemn& souhlasit s  jejich
zvefejnénim, nebo pokud se takové znalosti Ci
informace  nestanou  jinym  zpUsobem
vSeobecné dostupné vefejnosti bez zavinéni
zdravotnického zafizeni a/nebo zkousejiciho.
Smluvni strany berou na védomi, ze vysledky
sluzeb jsou povazovany podle této smlouvy za
davérné informace.

5.2 This undertaking to keep confidential
information confidential shall survive the
termination of this Agreement for a period of
ten (10) years.

5.2 Tento zavazek k zachovani ddvérnych
informaci bude platit i po ukonceni platnosti
této smlouvy po dobu deseti (10) let.

5.3 Investigator and Institution will require
each of their employees and agents
performing the Services to execute the
same obligation of confidentiality.
Investigator and Institution shall only
disclose Terumo confidential information to
their employees and agents on a need-to-
know-base and shall itself not disclose any
information it considers confidential or
proprietary to Terumo.

5.3 ZkousSejici a zdravotnické zafizeni budou
vyzadovat, aby kazdy jejich zaméstnanec a
zprostfedkovatel, ktery bude vykonavat
sluzby, jednal se stejnym zavazkem
zachovani mi¢enlivosti. ZkouSejici a
zdravotnické  zafizeni  zvefejni  dlvérné
informace spole¢nosti Terumo pouze svym
zaméstnancim a zprostfedkovatelim, pokud
tyto budou potiebovat k provadéni sluzeb,
pficemz ale sam nezvefejni zadné informace,
které bude povazovat za duvérné nebo za
majetek spole¢nosti Terumo.
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5.4 Investigator and Institution will return
any and all information, documents and
materials provided by and/or belonging to
Terumo immediately after termination of this
Agreement. Furthermore, at any time during
the term of this agreement, upon Terumo’s
request Investigator and Institution shall
return any information, document or other
material directly.

5.4 ZkouSejici a zdravotnické zafizeni vrati
veSkeré informace, dokumenty a materialy,
které jim poskytla spole¢nost Terumo nebo
které ji naleZeji, a to neprodlené po ukonceni
platnosti této smlouvy. Navic kdykoli v
pribéhu trvani této smlouvy navrati na
zakladé zadosti spole¢nosti Terumo zkouSejici
a zdravotnické zafizeni vesSkeré informace,
dokumenty a jiny material pfimo.

6 Independent Contractor

6 Nezavisli smluvni partnefi

6.1  The relationship of the Parties under
this Agreement shall be and remain one of
independent contractors; and Investigator
and Institution are neither an employee nor
an agent of Terumo. Investigator and
Institution shall have no authority to assume
or create obligations on Terumo’s behalf,
and shall not take any action which has the
effect of creating the appearance of having
such authority. Investigator and Institution
shall bear and be solely responsible for the
payment of all expenses for the operation of
their respective office and activity.

6.1 Vztah smluvnich stran dany touto
smlouvou bude a zlstane vztahem
nezavislych smluvnich partnert. Zkousejici a
zdravotnické zafizeni nejsou vuci spole€nosti
Terumo ani ve vztahu zaméstnaneckém ani
zprostfedkovatelskem. ZkousSejici a
zdravotnické zafizeni nebudou mit pravomoc
osobovat si nebo vytvafet zdvazky jménem
spoleCnosti Terumo a nebudou provadét
Zadné kroky, které by mély vliv na vytvareni
zdani, Ze takovou pravomoc  maiji.
Zdravotnické zafizeni a zkouS$ejici maji
povinnost a vyhradni odpovédnost za platby
veSkerych vydaja za provoz svych pfislusnych
pracovist a jejich Cinnosti.

6.2 Investigator and Institution acknowledge
that their participation to this Agreement is
not linked to any obligation to use, prescribe
or purchase Terumo products.

6.2 ZkouSejici a zdravotnické zafizeni berou
na védomi, Ze jejich ufast v ramci této
smlouvy neni spojena s zadnym zavazkem
vyuzivat, pfedepisovat nebo pofizovat vyrobky
spole¢nosti Terumo.

7 Ownership of Work, Developments
and Information resulting from the Study

7 Vlastnicka prava k praci, vyvoji a
informacim vyplyvajicim z této studie

7.1 Parties understand that this Study is
part of a multicenter study. Investigator and
Institution agree that the first publication of
the results of the Study, shall be made in
conjunction with the presentation of a
multicenter publication of the Study results
with data, analysis and comments obtained
from all investigators and institution who
contributed in the multicenter study of
Sponsor. If such a multicenter publication is
not submitted within twelve (12) months
after conclusion, abandonment or
termination of the Study at all investigative
sites, or after Terumo confirms in writing
that there will be no multicenter study
publication, Investigator and Institution may
publish the results from the Institution site

7.1 Smluvni strany jsou srozumény, ze tato
studie je multicentricka studie. ZkouSejici a
zdravotnické zafizeni se dohodli, Ze prvni
zverejnéni vysledk( studie bude provedeno
spolecné s prezentaci multicentrické publikace
vysledku studie s udaji, analyzou a komentafi
od zkouSejicich a zdravotnickych zafizeni,
ktefi pfispéli k multicentrické studii spole¢nosti
Terumo. Pokud nebude takova multicentricka
publikace odeslana do dvanacti (12) mésicu
po ukonceni, odstoupeni nebo vypovédi
studie ve vSech pracovistich studie nebo poté,
co spoleCnost Terumo pisemné potvrdi, Ze
nebude Zadna publikace multicentrické studie,
zkouSejici a zdravotnické zafizeni mohou
publikovat vysledky z pracovisté
zdravotnického  zafizeni v souladu s
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individually according to the requirements
described in this Article.

pozadavky popsanymi v tomto bodé.

7.2 Investigator and Institution may publish
and/or present publicly the results of the
work of Institution and/or Investigator
performed under this Agreement in a
manner that fairly and accurately reflects
the conclusions reached. However, should
Institution or Investigator contemplate
publishing and/or presenting publicly such
results, Institution and/or Investigator shall
provide copies of any abstracts, papers or
manuscripts to Terumo for review at least
ninety (90) days prior to submittal for
publication or presentation. Terumo shall
limit its review to a determination of whether
Confidential  Information or  technical
incorrect information is disclosed and shall
not attempt to censor or in any way interfere
with  Institution and/or  Investigator’s
presentation or conclusions beyond the
extent necessary to allow Terumo to protect
its business interest, rights in copyrightable
material, intellectual property and to check
for technical correctness. Any publication
and presentation relating to the Study shall
be in accordance with the Publications
Policy set out in the Protocol.

7.2 ZkouSejici a zdravotnické zafizeni mohou
publikovat a/nebo vefejné prezentovat
vysledky prace zdravotnického zafizeni
a/nebo zkouSejiciho, které byly ziskany v
ramci této smlouvy zplsobem, ktery Cestné a
presné reflektuje dosazené vysledky. Pokud
v8ak zdravotnické zafizeni nebo zkouSejici
budou zvaZzovat zvefejnéni a/nebo vefejnou
prezentaci téchto vysledkl, zdravotnické
zafizeni a/nebo zkouS$ejici poskytnou kopie
abstraktl, papirovych dokumentl a rukopis(
spole¢nosti Terumo ke kontrole, a to nejméné
devadesat (90) dni pfed odeslanim ke
zvefejnéni nebo prezentaci. SpoleCnost
Terumo se pfi své kontrole omezi na urceni,
zda jsou duvérné informace nebo odborné
nespravneé informace zvefejnény, a nebude se
pokouSet o cenzuru nebo jiné zasahy do
prezentace Ci zavérl zdravotnického zafizeni
a/nebo zkousejiciho, které by byly nad ramec
nezbytny k tomu, aby spoleCnost Terumo
mohla chranit své obchodni zajmy, prava v
pracich s autorskym potencialem, dusevni
vlastnictvi a mohla kontrolovat odbornou
spravnost. Veskera zvefejnéni a prezentace
souvisejici se studii budou probihat v souladu
se zasadami zvefejiovani stanovenych v
protokolu.

7.3 Investigator and Institution explicitly
agree that all (clinical experience) data
collected on the Study shall be pooled in a
common database that is the property of
Terumo and may be used for regulatory
submissions and presentations/publications.
Investigator and Institution give or will give
all necessary consents in order for Terumo
to store, in an electronic database, for
Terumo’s on-going and future processing
and use, including for purposes of
monitoring the conduct of the Study and
considering potential Investigators for future
studies, both administrative and qualitative
information, including personal data (i.e.,
name, address, curriculum vitae, etc.),
relating to Institution and/or Investigator’s
conduct of the Study. This information may
not in any case include personal information
about other study team members not
mentioned in the contract, unless they have
consented to this storage mentioned before.
For clarification, Institution will not obtain
these consents. Investigator and Institution
further agree that such information may be

7.3 ZkouSejici a zdravotnické zafizeni
vyslovné souhlasi s tim, Ze vesSkera data (z
klinického hodnoceni) shromazdéna v této
studii, budou shromazdéna do spolecné
databaze, ktera je majetkem spole€nosti
Terumo, a muze byt vyuzivana pro odeslani
materiald regulac¢nim Gfadim a prezentace /
publikace. ZkouSejici a zdravotnické zafizeni
udéluji nebo udéli vedkeré nezbytné souhlasy,
aby spole¢nost Terumo mohla uchovavat, ve
své elektronické databazi, za ucCelem
probihajiciho i budouciho zpracovani a
pouzivani, a to v€etné ucell monitorovani
provadéni studie a zvazovani potencialnich
zkousSejicich pro budouci studie, informace
administrativni i kvalitativni, v€etné osobnich
udaja (ij. jméno, adresa, zivotopis, atd.), které
souviseji s provadénim studie ze strany
zdravotnického zafizeni a/nebo zkousejiciho.
Tyto informace nesmi v zZadném pfipadé
zahrnovat informace o ¢lenech studijniho tymu
s vyjimkou zkous$ejiciho, za predpokladu, ze
k tomu dfive neudélili souhlas. Pro upfesnéni,
tyto souhlasy nebude obstaravat zdravotnické
zafizeni. ZkouSejici a zdravotnické zafizeni
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provided to the appropriate regulatory
authority, consistent  with Terumo’s
obligations to same.

dale souhlasi, Ze takové informace mohou byt
poskytnuty pfislusnému regulacnimu Ufadu,
podle zavazku spole¢nosti Terumo.

7.4 Institution and Investigator agree to
maintain complete Study records during the
Study and for five (5) years after completion
of the Study, or for a longer period as may
be required by the applicable laws and
regulations.

7.4 Zdravotnické zafizeni a zkouSejici se
dohodli, Ze budou uchovavat kompletni
zaznamy ze studie v prabéhu trvani studie a
pét (5) let po ukonceni studie nebo po dobu
delSi, pokud tak vyzaduji platné zakony a
predpisy.

7.5 Copyright protected materials and
intellectual property that are developed by
Institution and/or Investigator in the course
of performing the activities described in this
Agreement shall be available for use by
Terumo and Investigator and Institution
hereby grant to Terumo an unlimited,
perpetual and royalty free license to use,
reproduce and handle the above mentioned
materials and intellectual property.

7.5 Materialy a duSevni vlastnictvi chranéné
autorskymi zakony, které vyvinulo
zdravotnické zafizeni a/nebo zkouSejici v
pribéhu provadéni €innosti popsanych v této
smlouvé, budou Kk dispozici spoleCnosti
Terumo k jejimu pouziti, pfi¢emz zkouSejici a
zdravotnické zafizeni timto udéluji spole€nosti
Terumo neomezenou, trvalou a bezplatnou
licenci k pouzivani, kopirovani a manipulaci s
vySe uvedenymi materidly a duSevnim
vlastnictvim.

7.6. The Parties agree that Terumo will
provide to Institution the list of publications
related to the study after the study finishes.

7.6 Smluvni strany se dohodly, ze Terumo
poskytne  zdravotnickému  zafizeni  po
ukonceni studie seznam publikaci vztahujicich
se k vysledkum této studie.

8 Term & Termination

8 Smluvni obdobi a vypovéd smlouvy

8.1This Agreement is intended to have a
Term that shall commence on Effective
Date and terminate on 31th January 2021.
The Term can exceptionally be extended to
expire 25 month after enrolment of the last
patient according to the Protocol in Annex 1.

8.1 Smluvni obdobi této smlouvy by mélo
zacit datem ucinnosti a skoncit 31 leden 2021.
Toto obdobi muze byt vyjimecné prodlouzeno
tak, aby vyprSelo 25 meésicl po registraci
posledniho pacienta, podle PFilohy 1
protokolu.

8.2 Notwithstanding the above, each Party
may terminate this Agreement forthwith by
giving the other Party written notice of
termination, if:

8.2 Bez ohledu na vySe uvedené mlze kazda
smluvni strana vypovédét tuto smlouvu
neprodlené, a to na zakladé pisemné
vypovédi druhé smluvni strané, pokud:

a) There is an observation or a new
development related with the device of
interest presenting an unreasonable risk to
the Study population, or

a) dojde k novému vyvoji souvisejicimu s
predmétnym prostfedkem, ktery predstavuje
nepfedvidané riziko pro populaci ve studii;
nebo

b) Investigator and/or Institution is in
breach any of its obligations under Articles
1,3,4,5,7,9or 10 of this Agreement; or

b) zkouSejici a/nebo zdravotnické zafizeni
poruSi néktery ze svych zavazki podle bodu
1,3,4,5,7,9 nebo 10 této smlouvy; nebo

c) Investigator and/or Institution fail to
provide the standard of performance for the
Services that substantially meets Terumo’s
reasonable expectations; or

c) zkouSejici a/nebo zdravotnické zafizeni
nezajisti odpovidajici standard pfi provadéni
sluzeb, ktery by vyznamné odpovidal
pfiméfenym o€ekavanim spole¢nosti Terumo;
nebo
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d) In case of risk to public health or
request by health authorities; or

d) v pfipadé rizika pro zdravi vefejnosti nebo
na zakladé zadosti zdravotnich Gfadu; nebo

e) Investigator and/or Institution fail to
provide the Services; or

e) zkouSejici a/nebo zdravotnické zafizeni
neposkytuji sluzby; nebo

f) if the milestones or deliverables
specified in Annex 1 are not met due to
Institution and/or Investigator’'s negligence;
or

f) nebylo dosazeno cili &i predmétu plnéni
stanovenych v Pfiloze 1, a to z ddvodu
nedbalosti ze strany zdravotnického zafizeni
a/nebo zkousejiciho; nebo

9) Investigator leaves the Institution
where the data are collected.

g) zkousejici opusti zdravotnické zafizeni, ve
kterém se shromazduji data.

8.3 This Agreement shall be immediately
terminated upon notice by Terumo in the
event of death, incapacity, winding up,
bankruptcy, going into receivership or any
other similar situation of Institution and/or
Investigator.

8.3 Tato smlouva bude vypovézena
neprodlené po vypovédi ze strany spolenosti
Terumo v pfipadé umrti, neschopnosti,
ukon€eni provozu, bankrotu, vstupu do
nucené spravy nebo jiné podobné situace na
strané zdravotnického zafizeni a/nebo
zkousejiciho.

8.4  Termination of this Agreement shall
not relieve any of the Parties of their
respective obligations as mentioned in
Articles 5, 7 and 9, which shall survive the
termination of this Agreement.

8.4 Vypovéd této smlouvy nezbavuje smluvni
strany jejich pFisluSnych zavazku, které jsou
uvedeny v bodech 5, 7 a 9, které budou i
nadale v platnosti po ukonceni platnosti této
smlouvy.

8.5 In the event of termination hereunder,
the total sums payable by Terumo or its
assigned agent pursuant to this Agreement
shall be equitably prorated for actual work
performed to date of termination,

Any returning of any relevant overpayment
that was caused by delivering mistaken
documents for invoicing has to be realized
during the legal expiration period in Czech
republic within one (1) year at latest. The
study initiator is aware that after that
moment the Institution is not obliged to
return any overpayment, because with the
way of invoicing the Institution is in honest
belief as for the delivered financials

8.5 V pfipadé ukonceni smlouvy za podminek
zde uvedenych by mély byt celkové Castky
splatné  spoleCnosti  Terumo nebo ji
jmenovanym zprostfedkovatelem podle této
smlouvy spravedlivé pomérné rozdéleny za
skuteéné odvedenou praci k datu ukonceni.
Vraceni pfipadnych preplatku, které vzniknou
dodanim chybnych podkladl k fakturaci ze
strany Teruma Ci jakéhokoliv jejich zastupce,
je Zadavatel povinen uplatnit nejpozdéji do
jednoho roku. Zadavatel bere na védomi, Ze
po tomto okamziku neni Zdravotnické zafizeni
povinno vracet jakékoliv pfeplatky, jelikoz
vzhledem ke zplUsobu fakturace je
Zdravotnické zafizeni v dobré vife k nabytym
finanénim prostfedkim.

8.6 In the event of termination,
Investigator agrees to provide Terumo with
all CRF’s for subject visits completed up to
the date of termination, to assist in the
clarification of all data produced by
Investigator (such as but not limited to
responding to all data queries by Terumo
and providing corrections), to provide follow-
up with any adverse event reports and
assist Terumo, as necessary, with the final
report.

8.6 V pfipadé ukonéeni zkouSejici souhlasi s
tim, Ze spoleCnosti Terumo pieda vesSkeré
formulafe CRF za navstévy subjektl
absolvované do data ukonceni, poskytne
asistenci pfi objasfiovani veskerych dat, ke
kterym doSel zkouS$ejici (napf. mimo jiné
odpovi na veSkeré pfipominky ze strany
spole¢nosti Terumo a poskytne opravy), bude
provadét nasledna sledovani veSkerych
hlaSeni nepfiznivych pfihod a asistovat
spole¢nosti Terumo se zavére¢nou zpravou,
je-li to nezbytné.

9 Indemnification

9 OdSkodnéni
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9.1 Terumo will defend, indemnify and
hold harmless Institution, Investigator, their
officers, agents and employees (collectively
“Institution Parties”) from any and all
losses, costs, expenses, liabilities, claims,
actions and damages (“Claims”) based on
personal injury to a human subject as a
direct result of the use of the Device;
provided that Terumo shall not be liable for
any and all Claims arising from or caused
by the wilful reckless, negligent acts or
omissions, or professional malpractice of
Institution Parties, or arising from or caused
by any of their failures to (i) comply with the
Protocol, this Agreement or Terumo’s
written recommendations and instructions,
(i) comply with any applicable legal and
regulatory requirements and (iii) obtain the
appropriate consent forms.

9.1 Spole¢nost Terumo odskodni, bude branit
a obhajovat zdravotnické zarizeni,
zkousejiciho, jejich Uredniky,
zprostfedkovatele a zaméstnance (souhrnné
jako  ,smluvni strany zdravotnického
zarizeni*) pfed veSkerymi ztratami, naklady,
vydaji, zavazky, naroky, kroky a Skodami (dale
jako ,naroky*) vzniklymi na zakladé ujmy na
zdravi subjektu v pfimém duasledku pouziti
zdravotnického prostiedku; za pfedpokladu ze
spole¢nost Terumo nebude odpovédna za
zadné naroky plynouci z nebo zplsobené
umysinymi, nezodpovédnymi kroky nebo
opomenutimi nebo profesnim opomenutim
smluvnich stran zdravotnického zafizeni nebo
takovych, které vyplyvaji z, nebo jsou
zpUsobeny veskerymi jejich selhanimi pfi (i)
dodrzovani protokolu, této smlouvy nebo
pisemnych doporu€eni a pokynlU spole¢nosti
Terumo, (ii) dodrZovani veSkerych platnych
zakonnych a regulaénich pozadavku a (iii)
ziskavani prislusnych formulai souhlasu.

9.2 Investigator and Institution shall
defend, absolve of the responsibilities, and
hold harmless Terumo, its affiliates and their
respective officers, agents and employees
(collectively “Terumo Parties”) from any
and all Claims arising from or caused by the
wilful reckless, or negligent acts or
omissions, or professional malpractice of
Institution Parties, or arising from or caused
by any of their failures to, (i) comply with the
Protocol, this Agreement or Terumo’s
written recommendations and instructions,
(i) comply with any applicable legal or
regulatory requirements, or (iii) obtain the
appropriate consent forms; provided that
Institution shall not be liable for any and all
Claims arising from or caused by the wilful
reckless, or negligent acts or omissions of
Terumo Parties, or arising from or caused
by any of their failures to, (i) comply with
this Agreement, or (ii) comply with any
applicable legal and regulatory
requirements.

9.2 ZkouSejici a zdravotnické zafizeni zprosti
odpovédnosti, budou branit a obhajovat
spole¢nost Terumo, jeji pfidruzené spoleCnosti
a prislusné uredniky, zprostfedkovatele a
zaméstnance (souhrnné jako ,smluvni strany
spolec¢nosti Terumo*) pired veSkerymi naroky
vyplyvajicimi z nebo zpusobenymi umysinymi,
nezodpovédnymi kroky nebo opomenutimi
nebo profesnim opomenutim smluvnich stran
zdravotnického zafizeni nebo takovymi, které
vyplyvaji z nebo jsou zpusobeny veskerymi
jejich selhanimi pfi (i) dodrzovani protokolu,
této smlouvy nebo pisemnych doporuceni a
pokynl spole€nosti Terumo, (ii) dodrzovani
veskerych platnych zakonnych a regulacnich
pozadavkl a (iii) ziskavani pfisluSnych
formulafl souhlasu; za predpokladu, ze
zdravotnické zafizeni nebude odpovédné za
zadné naroky vyplyvajici z nebo zplsobené
umyslnymi, nezodpovédnymi kroky nebo
opomenutimi nebo profesnim opomenutim
smluvnich stran spoleCnosti Terumo nebo
vyplyvajici z nebo zplsobené veSkerymi jejich
selhanimi pfi (i) dodrzovani této smlouvy nebo
(i) dodrzovani platnych zadkonnych a
regulaCnich pozadavka.
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The indemnification obligations as
stated in above sections, shall apply only if,
(i) the indemnifying party is provided with
prompt notification of notice of any claim or
suit, (ii) the indemnifying party’s attorneys
and personnel handle and control the
defence of such claims or suits, including
pre-trial, trial or settlements, (iii)) the
indemnified party and its affiliates, trustees,
officers, agents and employees fully
cooperate and assist in such defence, and
(iv) no claim or suit will be settled or
compromised any without the express
written approval of the indemnifying party.

9.3 Zavazek odskodnéni, jak je stanoven ve
vySe uvedenych bodech, se bude vztahovat
pouze na tyto situace, kdy (i) odSkodnujici
strana obdrzi v€asné oznameni o jakémkoli
naroku nebo sporu, (ii) pravni zastupce a
personal odSkodriujici strany feSi a maji na
starosti obranu takovych naroku nebo sporu, a
to vCetné predsoudnich, soudnich nebo
mimosoudnich, (iii) odSskodfiovana strana a jeji
pfidruzené spole€nosti, spravci, Ufednici,
zprostiedkovatelé a  zaméstnanci plné
spolupracuji a asistuji pfi takové obrané a (iv)
bez  vyslovného pisemného  souhlasu
odSkodnujici strany nebude zZadny narok nebo
spor vyfeSen vyrovnanim nebo kompromisem.

10 Insurances

10 Pojisténi

10.1  Terumo shall maintain insurance
coverage for product liability claims during
the term of this Agreement. Such insurance
coverage is not provided for an adverse
experience resulting from inherent risks
associated with diagnostic and
interventional  procedures  which are
deemed necessary in the clinical
management of the subject and does not
cover liabilities resulting from any
misconduct, negligent act or omission on
the part of any of Institution, Investigator,
their officers, agents and employees or from
the consequences of any inaccurate
diagnosis made by any of them.

10.1 Spole¢nost Terumo uzavie pojisténi na
kryti narokd plynoucich z odpovédnosti za
produkt v pribéhu trvani této smlouvy. Takové
pojistné kryti se nevztahuje na nezadouci
pfihody, které jsou vysledkem
neodmyslitelnych rizik souvisejicich s postupy
pfi diagnostikovani a zakrocich a které se
povazuji v ramci klinického Fizeni subjektu za
nezbytné, a dale se nevztahuje na zavazky
plynouci z  jakéhokoli  profesionalniho
pochybeni, opomenuti nebo nedbalosti ze
strany zdravotnického zafizeni, zkouS$ejiciho,
jejich urednika, zprostfedkovatell a
zaméstnancu, ani na zavazky z nasledku
nepfesné diagnézy, kterou néktery =z
uvedenych subjektu provedl.

10.2 The Institution shall, in accordance
with Section 45 (2) n) of Act. N°372/2011
Coll.,, through the performance of the
Services, concluded an insurance contract
for insurance of its liability for damage
caused in connection with the provision of
health services.

10.2 Zdravotnické zafizeni ma v souladu s §
45 odst. 2 pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach, uzavfenou pojistnou
smlouvu o pojisténi své odpovédnosti za
Skodu  zpusobenou v  souvislosti s
poskytovanim zdravotnich sluzeb.

10.3 Upon request, each party shall
provide the other with certificates of
insurance evidencing the required insurance
coverage.

10.3 Na zakladé zadosti predlozi kazda
smluvni strana osvédCeni o pojisténi, Cimz
dosvédci pozadované pojistné kryti.

11 Notification and authorization

11 Oznamovaci povinnost a opravnéni
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11.1 Investigator declares to have fulfilled
all other notification requirements and
obtained all authorizations that are required
by applicable laws, regulations or code of
conducts or necessary in relation to the
performance of this Agreement (including,
where applicable, authorizations from the
Institution or from other instances such as
his Physicians Association). Investigator
commits to notify Terumo without any delay
in the event he receives an opinion or
decision from the Institution or from any
competent body that could negatively
impact the performance of this Agreement.

11.1 ZkouSejici prohlasuje, Zze spinil veSkeré
dalSi oznamovaci povinnosti a ziskal veSkera
opravnéni, ktera jsou vyzadovana platnymi
zakony, predpisy nebo zasadami chovani
nebo nezbytna ve vztahu k provadéni této
smlouvy (v€etné opravnéni od zdravotnického
zafizeni nebo od jinych organizaci, napf.
lékafské asociace, je-li to nezbytné).
ZkouSejici se zavazuje neprodlené oznamit
spoleCnosti Terumo pfipady, kdy obdrzi
stanovisko ¢i rozhodnuti od zdravotnického
zafizeni nebo opravnéného organu, které by
mohlo mit negativni dopad na provadéni této
smlouvy.

11.2 Parties declare and warrant to comply
with all applicable transparency and anti-gift
laws or regulations and provide the other
Party with all information reasonably
required to comply with such laws.
According to such laws or regulations, a
Party might have to publish the existence
and/or the content of this Agreement on a
public website and/or to communicate this
Agreement to a Physician Association or
another entity for information, opinion or
authorization. Parties shall proceed to such
publication and/or communication only to
the extent required by applicable laws or
regulations.

11.2 Smluvni strany prohlasuji a zaruduji, ze
budou dodrzovat vesSkeré nalezité predpisy a
zakony transparentnosti a proti obdarovavani,
které se na né vztahuji, a Ze pfedlozi druhé
smluvni  strané vesSkeré informace k
dodrzovani téchto zakonl, které jsou v
pfiméfené mife vyZadovany. Podle téchto
zakonu nebo prfedpisi muze smluvni strana
zvefejnit existenci a/nebo obsah této smlouvy
na vefejné webové strance a/nebo informovat
o této smlouvé Iékafskou asociaci nebo jiny
subjekt, za UCelem ziskani informaci,
stanoviska ¢&i opravnéni. Smluvni strany
pfistoupi k tomuto zvefejnéni a/nebo predani
informaci pouze v rozsahu vyZadovaném
platnymi zakony nebo predpisy.

11.3. the Parties authorized to publish the
prospective  data  collection  registry
agreement and any other relevant
amendment, Institution will be responsible
for the publication and Investigator agrees
to publish his name on the public
administration website according to the
national decree n°340/2015

11.3 Smluvni strany timto berou na védomi a
souhlasi, ze tato smlouva a jeji pfipadné
dodatky podléhaji povinnému zvefejnéni v
souladu se zdkonem ¢&. 340/2015 Sb., o
registru smluv. Zvefejnéni zajisti zdravotnické
zafizeni. ZkouSejici souhlasi se zvefejnénim
svého jména v souvislosti s touto smlouvou na
portale vefejné spravy v souladu se zakonem
0 registru smiuv.

12 Data privacy

12 Ochrana udaju

12.1  Terumo will collect and process
personal data provided by the Investigator
relating to its representatives, employees
and directors, that are contained in this
Agreement, as well as related personal data
provided voluntarily (e.g. in email
communications) as further described in the
Terumo Data Protection Notice as attached
in Annex 4 hereto. The Investigator
warrants to have informed the data subjects
properly of the envisaged data processing
and confirms the transfer of such personal
data to Terumo does not constitute a breach

12.1 Spole¢nost Terumo bude shromazdovat
osobni udaje zkouSejiciho , které jsou
obsazeny v této smlouvé, a dale souvisejici
osobni Udaje pfedané dobrovolné (napf. v
emailové komunikaci). jak je dale popsano v
oznameni o ochrané dat spole¢nosti Terumo,
které je uvedeno v pfiloze 4 tohoto
dokumentu. VySetfovatel zaruCuje, ze fadné
informoval subjekty udaji o pfedpokladaném
zpracovani udajd a potvrzuje predani
takovych osobnich udaju spole¢nosti Terumo,
nepredstavuje poruSeni rozhodného prava
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of applicable law

13 General Clauses

13 VSeobecna ustanoveni

13.1  No assignment of this Agreement
shall be made by Investigator and
Institution.

13.1 ZkouSejici a zdravotnické zafizeni
nepostoupi zadna prava ¢&i povinnosti
obsazené v této smlouvé.

13.2 Unless otherwise provided, this
Agreement may only be amended by the
mutual agreement of the Parties in writing.

13.2 Pokud nebude stanoveno jinak, tato
smlouva mlze byt upravena pouze na
zakladé pisemného vzajemného souhlasu
smluvnich stran.

13.3 This Agreement, including all its
Annexes, constitutes the entire agreement
between the Parties with respect to its
subject matter. It supersedes all earlier
conduct by the Parties or prior agreement
between the Parties with respect to its
subject matter.

13.3 Tato smlouva, v€etné vSech svych pfiloh,
predstavuje uplnou dohodu mezi smluvnimi
stranami s ohledem na pfedmét pinéni.
Nahrazuje veSkera dfivéjSi ujednani mezi
smluvnimi stranami nebo dFivéjSi smlouvy
mezi smluvnimi stranami tykajici se pfedmétu

plnéni.

13.4 This original version of this
Agreement is prepared in three counterparts
in Czech and English. In the event of any
discrepancy between the two language
versions, the truth intent of the Parties will
be established by interpreting both versions
in good faith; If a discrepancy cannot be
resolved by such interpretation; the Czech
version prevails.

13.4 Tato smlouva je sepsana ve tfech
vyhotovenich v Ceském a anglickém jazyce. V
pfipadé rozporu obou jazykovych verzi je
rozhodujici Ceské znéni smlouvy.

13.5 This Agreement shall be governed by,
and construed in accordance with, the laws
of Czech Republic and fall under the
exclusive jurisdiction of the courts of Prague
(Czech Republic).

13.5 Tato smlouva se fidi a je vykladana v
souladu s pravnimi predpisy Ceské republiky.
Jakékoli spory, neshody nebo naroky vzniklé
na zakladé této smlouvy nebo ve spojitosti s
ni, které neni mozné urovnat vzajemnou
dohodou smluvnich stran, budou feSeny
prostfednictvim pfislusného soudu Ceské
republiky.

13.6. All official communication to University
Hospital (FNO) shall be sent to the following
address :

Medicine Faculty of Ostrava

Clinical Trial Office

17 listopadu 1790/5

708 52 Ostrava — Poruba

Czech Republic

Phone number (+420) 59 737 2516

Fax number: (+420) 59 691 7340

13.6 Veskera sdéleni vi¢i FNO budou ¢&inéna
na nasledujicich kontaktech:

Fakultni nemocnice Ostrava
Centrum Klinickych studii

17 listopadu 1790/5

708 52 Ostrava - Poruba
Ceska republika

Telefon: (+420) 59 737 2516
Fax: (+420) 59 691 7340
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Terumo and Investigator declare that they
will no make any legal relation, no matter is
related to the study or not, without the
agreement of Institution. The Parties
declare that the there is no conflict of
interest on their side, that would contradict
the good rendition of the study in agreement
with  general rules and regulatory
requirements (particulary with good clinical
practice)

13.7 Terumo a zkousSejici prohladuji, Ze mezi
sebou neuzaviou Zzadny pravni vztah bez
ohledu na to, zda se vztahuje k této studii,
aniz by s tim zdravotnické zafizeni vyjadfilo
souhlas. Smluvni strany timto prohladuji, ze z
jejich strany neexistuje zadny stfet zajmi
financni ¢i nefinancni povahy, ktery by branil
fadné realizaci studie v souladu s obecné
platnymi pfedpisy a regulacnimi pozadavky
(zejména se spravnou klinickou praxi).

In witness hereof, the Parties have
executed this Agreement on the Effective
Date and the person signing for Investigator
and Institution, by its/their signature,
attest/declare that by entering and
performing this Agreement, (i) he has the
power to sign on behalf of Investigator and
Institution (ii) there is no conflict with any
relevant provisions or internal regulations of
the medical or governmental Institution
which  Investigator and Institution is
associated with (iii) he obtained prior
approval of the facilities (hospital/s) which
will be used or where the data are collected,
made all necessary government reporting,
made all necessary disclosures to, and
received all required approvals from, the
relevant authorities regarding the subject
matter of this Agreement and compensation
being paid under this Agreement.
Investigator and Institution represents and
warrants that there are no outstanding
obligations or agreements which are
inconsistent or in conflict with the execution
or performance of the activities described in
this Agreement.

Na ddkaz ¢ehoz smluvni strany vyhotovily tuto
smlouvu a osoby podepisujici za zkouSejiciho
a zdravotnické zafizeni svymi podpisy
dosvédCluji/prohlasuji, 2ze uzavienim a
provadénim této smlouvy (i) maji opravnéni k
podpisu jménem zkouSejiciho a
zdravotnického zafizeni, (i) neexistuje zadny
stfet s Zzadnymi relevantnimi ustanovenimi
nebo vnitfnimi pfedpisy Iékarské C¢&i statni
instituce, se kterou jsou zkousSejici nebo
zdravotnické zafizeni spojeni, (iii) jiz dfive

obdrzeli souhlas

zarizeni

(nemocnice/nemocnic), které budou vyuzivat
nebo kde se budou shromazdovat udaje,
ucinili veSkera nezbytna hlaSeni statnim
organum, zvefejnili a obdrzeli veSkeré
nezbytné vyZzadované souhlasy od
pFisluSnych organu v souvislosti s pfedmétem
plnéni této smlouvy a odmén vyplacenych
podle této smlouvy. ZkouSejici a zdravotnické

zafizeni prohladuji a zaruduiji,
zadné nesplacené zavazky Ci

Ze nemaji
nevyresené

dohody, které jsou v rozporu ¢&i stietu s
provadénim c&innosti popsanych v této
smlouvé. Kazda smluvni strana potvrzuje
pfijeti jedné originalni kopie fadné podepsané

dalSimi smluvnimi stranami.

For investigator,

Za zkousejiciho,

Duly represented by

Name MUDr. Tomas Jonszta, MBA

MUDr. Tomas Jonszta, MBA

Date

[datum]:

Title

For Institution,

Za zdravotnické zarizeni,

Duly represented by

Nalezité zastoupeného:

Name MUDr. Josef Srovnal

MUDr. Josef Srovnal

Date

[datum]:
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Title naméstek feditele pro |é¢ebnou péci
For Terumo, Za spolec¢nost Terumo

Duly represented by Nalezité zastoupenou:

Name [[méno]

Date [datum]:

Title [funkce]
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