“TERUMO

CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

This

clinical

trial agreement (hereinafter the

“‘Agreement”) is concluded between the following

parties:

Between the following :

1.

Together

Terumo Europe N.V. (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”;

Fakultni nemocnice Plzeri Edvarda BeneSe
1128/13 305 99 PLZEN

IC: 00669806

DIC: CZ00669806

FN Plzen is represented by MUDr. Vaclav
Simanek, Ph.D., directorl hereinafter referred
to as “Institution”;

hereinafter also jointly referred to as

“Parties”, or individually as “Party”

Effective Date:

The Agreement is effective
as of the date of
publication in the Register
of contracts of the Czech
Republic
(https://smlouvy.gov.cz)

PRELIMINARY CONSIDERATIONS

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

Terumo and the Institution have discussed a
multicenter  prospective data collection
program “DISCO RADIAL Trial” (hereinafter
“Study”)

The Institution declares that the investigator,
XXX, acts as an employee of the Institution
and that he has expertise in the Field and
agrees to perform the Study at the
Institution, and the Institution is equipped to
undertake the Study.

The Clinical study will be performed at
Kardiologicka klinice, Fakultni nemocnice
Plzen, alej Svobody 80, 304 60 Plzeri-
Lochotin

Tato smlouva o Kklinickém hodnoceni

(dale jen

,Smlouva®) uzavirdna mezi nasledujicimi stranami:

Mezi témito smluvnimi stranami:

1.

Terumo Europe N.V. (spole¢nost zalozena
podle zakonu Belgie) se sidlem na adrese
Interleuvenlaan 40, 3001 Leuven, ICO
0408.270.327 RPR Leuven a registrovana
pro DPH pod ¢islem BE 408.270.327, dale
jen spolecnost ,Terumo*;

Fakultni nemocnice Plzen Edvarda Benese
1128/13 305 99 PLZEN

IC: 00669806

DIC: CZ00669806

FN Pizen zastupuje MUDr. Véaclav Simanek,
Ph.D., feditel, dale jen ,instituce®;

(Spole¢né dale jen ,smluvni strany” nebo jednotlivé
~Ssmluvni strana®)

Datum ucinnosti:

Smlouva je Gc¢inna k datu
uvefejnéni v registru
smluv  Ceské republiky
(https://smlouvy.gov.cz)

UVODNIi INFORMACE

Spole¢nost Terumo se vénuje vyvoji a
vyrobé zdravotnickych prostfedku,
primarnich obald 1é¢ivych pfipravkl a
pFipravkd pro dodani 1éCiv, jejich distribuci a
poskytovani souvisejicich sluzeb, mimo jiné
v oblasti kardiologie (dale jen ,oblast
specializace®)

Spolecnost Terumo a instituce projednali
multicentricky program perspektivniho sbéru
dat s nazvem ,Klinické hodnoceni DISCO
RADIAL® (dale jen ,klinické hodnoceni®)
Instituce prohlaSuje, ze zkousSejici XXX jedna
jako zaméstnanec instituce a ma odborné
znalosti v dané oblasti specializace a
souhlasi s tim, Ze provede v instituci klinické
hodnoceni, a Ze instituce je vybavena pro
provedeni tohoto klinického hodnoceni.
Klinické hodnoceni bude provedeno na
Kardiologické Kklinice, Fakultni nemocnice
Plzer, alej Svobody 80, 304 60 Plzen-
Lochotin.
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NOW THEREFORE, the Parties agree as follow: PROTO SE NYNi se smluvni strany dohodly

15. Scope of the Work

1.1.

1.2.

Terumo agrees to entrust the performance of
the Study to 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
describer in the Annex 1, or as further
requested by Terumo in accordance with the
Protocol.

Parties confirm that the Protocol (hereinafter
“Protocol”), DIStal versus COnventional
RADIAL access for coronary angiography and
intervention: a randomized multicenter trial,
final version 1.2 dated 22 January 2021, and
in any subsequent amendments, has been
given to Institution, who acknowledges to have
read and understood the Protocol. Changes
shall not be made to Protocol without the prior
written approval of Terumo.

2. Compensation

2.1. Terumo agrees to pay the Services to the

2.2.

2.3.

Institution, in accordance with Annex 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 the Parties or their
affiliates. The Institution shall not bill to
patients any items or services furnished by
Terumo in connection with the Study.

The Institution shall be responsible for all
taxes and charges to be paid on the fees or
expenses made to the Institution. Therefore
such payments shall always be without
VAT. The reimbursement of expenses and
eventual use of Terumo equipment and
property will always be according to the
Terumo internal policies and guidelines.

3. Performance of the Study

3.1. The Institution represents that the persons

acting on behalf of the Institution, especially
the investigator, have the requisite
qualifications, expertise, ability, resources,
contacts and legal right to render the

takto:

1. Rozsah prace

1.1.

1.2.

Spole€nost Terumo souhlasi s tim, ze svéri
provedeni tohoto klinického hodnoceni
instituci, ktera musi provést urcité sluzby.
~Sluzbami* se rozumi prace, podpora a
sluzby, jez jsou nezbytné pro splnéni smlouvy
a protokolu, ktery je dale popsany v pfiloze €.
1 nebo jak bude v souladu s protokolem dale
spole€nost Terumo.

Smluvni strany potvrzuji, ze protokol (dale jen
.Protokol”), Distalni versus konvenéni radialni
pristup pfi koronarni angiografii a intervenci:
randomizované, multicentrické klinické
hodnoceni, finalni verze 1.2 ze dne 22. ledna
2021, vcetné pripadnych naslednych dodatki,
byl pfedan instituci, kterd potvrzuje, Ze se s
protokolem seznamila a rozumi mu. Zmény
protokolu nejsou mozné bez predchoziho
pisemného souhlasu spole¢nosti Terumo.

2. Odmeéna

2.1. Spole¢nost Terumo souhlasi s tim, ze

2.2.

2.3.

instituci zaplati za sluzby odménu v souladu
s pfilohou ¢&. 2.

Smluvni strany berou na védomi a souhlasi
s tim, Ze odména/podpora poskytovana
spole€nosti Terumo za poskytnuti sluzeb,
predstavuje redlnou trzni hodnotu a
transakci za obvyklych trznich podminek a
nebyla uréena zplsobem, ktery zohledriuje
objem a hodnotu referen¢nich projekta ¢i
jinych obchodnich aktivit, které jinak
probihaji mezi smluvnimi stranami nebo
jejich pobo€kami. Instituce nebude uctovat
pacientim zadné véci nebo sluzby, které v
souvislosti s klinickym  hodnocenim
poskytne spole¢nost Terumo.

Instituce ma odpovédnost za Uhradu vSech
dani a poplatkd, jez musi byt zaplaceny z
plateb odmény nebo Uhrad provedenych
instituci. Proto tyto platby budou vzdy bez
DPH. Nahrada vydaji a pfipadné pouziti
zafizeni a véci spole¢nosti Terumo musi byt
vzdy v souladu s internimi pravidly a
predpisy spole¢nosti Terumo.

3. Provadéni klinického hodnoceni

3.1. Instituce prohlasuje, Ze osoby, které jednaji

jejim jménem, zejména zkouSejici, maiji
pozadovanou kvalifikaci, odborné znalosti,
schopnosti, zdroje, kontakty a zakonné
pravo poskytovat sluzby a na svou
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3.2.

3.3.

3.4.

3.5.

Services and shall under their responsibility
perform the Services in efficient manner
satisfactory to Terumo and they will conduct
the Study in accordance with the
Declaration of Helsinki, Good Clinical
Practices and any other applicable
legislation.

The Institution and the investigator 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 the
investigator and the Institution under this
Agreement. Such appointment shall in no
way give rise to any fees beyond the agreed
compensation mentioned in Annex 2.

The Institution and the investigator shall
abide by all applicable laws, rules,
regulations and professional/business for
the conduct of the Study, including
Terumo’s Code of Ethics which can be
consulted on the  following link
https://www.terumo.com/about/code-of-

conduct/ . The Institution ensures 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 the
investigator, the Institution shall hold
available to Terumo such written

authorization or license from such principal
or higher authority, before starting the
Services.

Terumo agrees 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.
The document evidencing the EC’s
approval of the Study must be submitted by
Terumo to the Institution prior to the
commencement of the Study. The Institution
agrees to obtain through the investigator
written informed consent of each subject
prior to his/her enrollment in the Study.
Each subject is to be properly informed by
the  investigator concerning  his/her
participation in the Study, according to the
applicable rules and regulations. The
Institution agrees to inform each subject
through the investigator 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, without
consequences for further treatment or
medical care of the subject.

The Institution agrees to comply with all
applicable legal and regulatory

3.2.

3.3.

3.4.

3.5.

odpovédnost efektivné provedou sluzby ke
spokojenosti  spole€nosti  Terumo  a
provedou klinické hodnoceni v souladu s
Helsinskou deklaraci, Spravnou klinickou
praxi a vdemi platnymi zakony.

Instituce a zkou$ejici mohou na svou plnou
odpovédnost wurCit jiné osoby a/nebo
zkouS$ejici pracovniky, aby pomahali pfi
provadéni klinického hodnoceni, S
podminkou, ze tyto dalSi osoby a/nebo
zkouSejici  pracovnici  budou  vazani
podminkami, které nebudou méné pfisné
nez podminky, jez plati pro zkousejiciho a
instituci podle této smlouvy. Pokud budou
takto urleni, v Zadném pfipadé nedojde ke
zvySeni dohodnuté odmény nad hodnotu,
ktera je stanovena v pfiloze €. 2.

Instituce a zkouSejici musi dodrzet vSechny
platné zakony, pravidla, prfedpisy a
profesni/obchodni zasady pro provadéni
klinického hodnoceni, vcetné etického
kodexu spoleénosti Terumo
(https://www.terumo.com/about/code-of-
conduct/ ). Instituce zaruCuje, Ze ma
vSechna nezbytna schvaleni a povoleni, jez
se vztahuji na provedeni sluzeb. V pfipadé,
Ze se takové schvaleni ¢i opravnéni
pozaduje od feditele nebo vySsiho organu
zkousSejiciho, instituce musi pfedloZit toto
pisemné schvaleni nebo opravnéni od
feditele nebo vy388iho organu spolecnosti
Terumo pfed zahgjenim poskytovani
sluzeb.

Spolec¢nost Terumo souhlasi s tim, Ze ziska

a bude udrzovat v platnosti pisemné
schvaleni klinického hodnoceni etickou
komisi (dale jen L,EK®), pokud bude

pozadovano. Pisemné schvaleni EK musi
byt ziskano pfed zahajenim klinického
hodnoceni. Dokument, ktery prokazuje
schvaleni klinického hodnoceni EK, musi
spole€nost Terumo predlozit instituci pred
zahajenim klinického hodnoceni. Instituce
souhlasi s tim, Ze ziska pfes zkou$ejiciho
pisemny informovany souhlas kazdého
subjektu pfed jeho zafazenim do klinického
hodnoceni. Kazdy subjekt musi byt
zkousSejicim fadné informovan o jeho ucasti
v klinickém hodnoceni, v souladu s platnymi
pravidly a pfedpisy. Instituce souhlasi s tim,
Ze pres zkousSejiciho bude informovat kazdy
subjekt, Ze se muze svobodné rozhodnout
ukongit svou ucast v klinickém hodnoceni a
muze z klinického hodnoceni kdykoliv
odstoupit, bez disledk( pro jeho dalsi [éCbu
nebo zdravotni péci.

Instituce souhlasi s tim, ze dodrzi vSechny
platné zakonné a regulaéni pozadavky na
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requirements on vigilance, including, but not
limited to Guidelines on a Medical Devices
Vigilance System (MEDDEV 2.12-1 rev 8 —
January 2013). The Institution ensures that
the investigator shall also comply with the
before mentioned rules and regulations.

4. Monitoring of the Services — Audits —
Inspection

4.1.

4.2.

During and after the term of this Agreement,
the Institution agrees to permit
representative of Terumo, its affiliate, if
applicable Contract Research Organization
(hereinafter “CRO) (MDZ) and/or any
applicable regulatory agencies or authorities
to examine at any reasonable time during
normal business hours, upon prior forty-
eight (48) hours written announcement

0] The facilities where the Services
are performed and
(i) 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.  The
investigator and/or the Institution
shall immediately  notify  if
applicable CRO or regulatory
agencies or authorities 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 or agency’s
correspondence resulting from
such inspection.
Institution agrees 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 within the agreed
timelines any correspondence to a
regulatory agency or authority generated as
a result of such regulatory agency or
authority’s inspection prior to submission by
the Institution and the investigator.

5. CONFIDENTIALITY

5.1.

In the course of this Agreement, it is
possible or anticipated that the Institution
and the investigator will learn of, and have
access to, information that Terumo regards
as confidential or proprietary. The Institution
and the investigator will keep confidential
this and any other information which the
Institution and investigator may acquire with
respect to Terumo’s and affiliated entities

vigilanci, vc€etné, mimo jiné, PokynUu k
systému vigilance zdravotnickych
prostfedkd (MEDDEV 2.12-1 rev. 8 — leden
2013). Instituce zajisti, Ze vySe uvedena
pravidla a pfedpisy bude rovnéz dodrzovat
zkousejici.

4. Monitoring sluzeb — audity — kontrola

4.1.

4.2.

Instituce souhlasi s tim, Zze béhem doby
platnosti této smlouvy umozni zastupci
spole¢nosti Terumo, jeji pobocky, pfipadné
smluvni vyzkumné organizaci (dale jen
,SVO* (MDZ)) a/nebo jakymkoliv pfislusnym
regulacnim agenturam nebo organum, aby
v rozumném &ase b&hem obvyklé pracovni
doby na zakladé pisemného oznameni,
doruceného Ctyficet osm (48) hodin pfedem,
provedli kontrolu

() zafizeni, kde jsou provadéné
sluzby a
(i) vSech pfislusnych informaci, na

zakladé kterych je mozné potvrdit,

Ze sluzby jsou provadéné v
souladu s protokolem, touto
smlouvou a v8emi platnymi
zakonnymi a regulacnimi
pozadavky. ZkouSejici a/nebo
instituce budou neprodlené
informovat spole¢nost Terumo,

pokud pfislusna SVO, regulaéni
agentura ¢i organ planuje nebo
bez planovani zahaji kontrolu ¢&i
audit a poskythou SVO a
spole¢nosti Terumo kopii zpravy o
této kontrole bez odkladu po jejim
vydani regulaénim organem nebo
agenturou, pokud bude vydana.

Instituce souhlasi s tim, Ze provede
vSechna pfiméfena opatfeni, jez bude
pozadovat spole¢nost Terumo, auditor nebo
kontrolor, aby odstranila nedostatky zjisténé
béhem monitoringu, auditu ¢&i kontroly.
Kromé toho spole€¢nost Terumo ma pravo
vidét a schvalit jakoukoliv korespondenci
ur€enou regulaéni agentufe nebo organu,
ktera byla vytvofena v disledku pfislusné
kontroly danou regulaéni agenturou nebo
organem, pfed jejim pfedanim instituci a
zkousejicim v prabéhu dohodnutych
terminu s Instituci.

5. DUVERNOST

5.1.

Bé&hem doby platnosti této smlouvy je
mozné nebo pravdépodobné, Ze instituce a
zkousejici ziskaji informace nebo pfistup k
informacim, jez  spole€nost Terumo
povazuje za dlvérné nebo chranéné.
Instituce a zkouSejici budou zachovavat
mi¢enlivost ohledné téchto a jakychkoliv
jinych informaci, jez instituce a zkousejici
pfipadné ziskaji o obchodni ¢&innosti
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5.2.

5.3.

5.4.

business, including, but not limited to,
information developed by Terumo and

information relating to new product,
customers, pricing, business strategies,
know-how, processes, practices

(“confidential information”), unless and
until Terumo consents in writing its
disclosure, or unless such knowledge and
information otherwise becomes generally
available to the public through no fault of
the Institution and/or the investigator.
Parties acknowledge that the results of the
Services are considered as confidential
information under this Agreement.

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

The Institution will require the investigator,
each of its employees and agents
performing the Services to execute the
same obligations of confidentiality. The
Institution shall only disclose Terumo
confidential information to their employees
and agents on need-to-know and shall itself
not disclose any information it considers
confidential or proprietary of Terumo.

The 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, the Institution shall return any
information, document or other material
directly.

6. INDEPENDENT CONTRACTOR

6.1.

6.2.

The relationship of the Parties under this
Agreement shall be and remain one of
independent contractors; and the Institution
or its employees are neither an employee
nor an agent of Terumo. The 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. The Institution shall bear and be
solely responsible for the payment of all
expenses for the operation of its respective
office and activity.

The Institution acknowledges that their
participation to this Agreement is not linked
to any obligation to use, prescribe or
purchase Terumo products.

5.2.

5.3.

5.4.

spoleCnosti Terumo a jejich pobocek,
véetné, mimo jiné, informaci vytvofenych
spole¢nosti Terumo a informaci tykajicich
se novych produktt, zakaznikd, cen,
obchodnich strategii, know-how, procesl,
praktik (,ddavérné informace“), pokud a
dokud spole€nost Terumo nebude pisemné
souhlasit s jejich zpfistupn&nim, nebo
pokud se tyto poznatky a informace jinak
nestanou v8eobecné dostupné vefejnosti
bez pochybeni instituce a/nebo
zkou$ejiciho. Smluvni strany berou na
védomi, Zze za davérné informace podle této

smlouvy se rovnéz povazuji vysledky
sluzeb.
Tento zavazek milcenlivosti zlstava v

platnosti po dobu deseti (10) let od skon&eni
platnosti této smlouvy.

Instituce bude pozadovat, aby zkousejici,
kazdy z jeho zaméstnancd a zastupcu, jez
provadéji sluzby, byli vazani stejnym
zavazkem milcenlivosti. Instituce zpfistupni
divérné informace spoleénosti Terumo
pouze svym zaméstnancum a zastupcum,
ktefi je nutné potrebuji znat a nezvefejni
zadné informace, které povazuje za
davérné  nebo  chranéné informace
spole¢nosti Terumo.

Po skonéeni platnosti této smlouvy instituce
okamzité vrati vSechny informace,
dokumenty a materidly, které ji poskytla
spoleénost Terumo a/nebo které spole¢nosti

Terumo patfi. Dale, kdykoliv bé&hem
platnosti této smlouvy, instituce musi
okamzité  vratit jakékoliv  informace,

dokumenty nebo jiné materialy spole€nosti
Terumo na zadost spole¢nosti Terumo.

6. NEZAVISLA SMLUVNi STRANA

6.1.

6.2.

Vztah smluvnich stran podle této smlouvy
bude a =zlstane vztahem nezavislych
smluvnich stran; pfi€emz instituce nebo jeji
zaméstnanci nejsou zaméstnanci ani
zastupci spole¢nosti  Terumo. Instituce
nema opravnéni prebirat ani uzavirat
zavazky jménem spolec¢nosti Terumo a
nepodnikne zadné kroky, které by vedly k
vytvoreni dojmu, Zze ma takové opravneéni.
Instituce ponese veskeré vydaje na provoz
své kancelafe a Ccinnosti a bude mit
vyhradni odpovédnost za jejich uhradu.

Instituce bere na védomi a souhlasi s tim,
Ze jeji u€ast na této smlouvé neni spojena s
zadnou povinnosti pouzivat, predepisovat
nebo kupovat vyrobky spole&nosti Terumo.
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7. Ownership of Work, Developments and 7.

Information resulting from the Study

7.1.
7.2.

7.3.
7.4.
7.5.

XXX
XXX

XXX
XXX
XXX

8. TERM AND TERMINATION

8.1.

8.2.

8.3.

8.4.

8.5.

This Agreement is intended to have a Term
that shall commence on Effective Date and
terminate on [31 December 2021].

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

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

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

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

d) In case of risk to public health or request
by health authorities; or

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

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

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

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.

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.

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

Vlastnictvi vysledkd prace a informaci

ziskanych z

provadéni klinického

hodnoceni

7.1.
7.2.

7.3.
7.4.
7.5.

XXX
XXX

XXX
XXX
XXX

DOBA PLATNOSTI A UKONCENi SMLOUVY

8.1.

8.2.

8.3.

8.4.

8.5.

Tato smlouva je uzaviena na dobu urcitou,
ktera za€ina od data Ucinnosti a kon¢i dne
[31. prosince 2021].

Nehledé na vySe uvedené, kazda ze
smluvnich stran mudze tuto smlouvu
okamzité ukondcit pisemnou vypovédi druhé
smluvni stranég, jestlize:
a) existuje zjisténi nebo novy vyvoj tykajici
se prostfedku, ktery je pfedmétem
zajmu, ukazuje, Ze pro osoby ucastnici

se klinického hodnoceni  vznika
nepfimérené riziko, nebo

b) zkousSejici a/nebo instituce porusi
nékterou ze svych povinnosti podle

¢lanka 1, 3, 4, 5, 7, 9 nebo 10 této
smlouvy; nebo

c) zkouSejici a/nebo instituce nedosahuji
pozadované urovné provadéni sluzeb,
ktera by splhovala rozumna ocekavani
spole¢nosti Terumo; nebo

d) existuje riziko pro vefejné zdravi nebo na
zadost zdravotnickych organ(; nebo

e) zkouSejici a/nebo instituce neposkytuji
sluzby; nebo

f)  hlavni terminy nebo vystupy, jez jsou
stanovené v pfiloze €. 1, nejsou splnény
v dusledku nedbalosti instituce a/nebo
zkousejiciho; nebo

g) zkouSejici opusti kde

ziskavana data.

instituci, jsou

Tato smlouva bude okamzité ukoncéena
vypovédi spole€nosti Terumo v pfipadé
umrti, nezpuUsobilosti, zruseni, konkurzu,
konkurzni spravy nebo podobné situace

instituce a/nebo zkousSejiciho.

Ukonceni této smlouvy nezbavuje smluvni
strany jejich pfislusnych povinnosti, jez jsou
uvedeny v ¢lancich 5, 7 a 9 a zlstavaji v
platnosti i po ukonCeni této smlouvy.

V pfipadé ukonceni smlouvy podle tohoto
¢lanku bude celkova c¢astka, kterou ma
spole€nost Terumo nebo ji povéfeny
zastupce uhradit podle této smlouvy,
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8.6.

performed to date of termination, with any
unexpended funds previously paid by
Terumo or its assigned agent to Investigator
and/or Institution being refunded to Terumo.

In the event of termination, investigator
agrees to provide Terumo with all electronic
Case Report forms (eCRF’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.

pomérné snizena podle prace skutecné
provedené k datu ukonfeni smlouvy a
jakékoliv nevyuzité C&astky, jeZz byly
spoleénosti Terumo nebo ji povéfenym
zastupcem zkouSejicimu a/nebo instituci
zaplacené pfedem, musi byt spole€nosti
Terumo vraceny.

V pfipadé ukon€eni smlouvy zkouSejici
souhlasi s tim, Ze poskytne spolecnosti
Terumo vSechny CRF  (elektronické
zaznamy pacienta) k navstévam subjektd,
jez byly vyhotovené do data ukon&eni
smlouvy, pomUGze upfesnit vSechny udaje,
jez poskytl (napfiklad, mimo jiné, odpovédi
na vSechny otazky spole€nosti Terumo
tykajici se udaji a pfipadné korekce),
poskytne informace o] Zjisténych
nezadoucich pfihodach a pomuze
spole¢nosti Terumo s finalni zpravou, pokud
to bude nutné.

9. ODSKODNENi
9. INDEMNIFICATION

XXX XXX
9.1. XXX, 9.2. XXX
9.2. XXX 9.3. XXX
10. Insurances
10. POJISTENI

10.1. The Institution shall secure and maintain in

full  force and effect through the
performance of the Services (and following

10.1. Instituce musi zajistit a udrZzovat v plné

platnosti a uc€innosti bé&hem provadéni
sluzeb (a po ukonéeni této smlouvy za

termination of this Agreement to cover any Ucelem nahrady pfipadnych narokd v
claims arising from the Services) insurance vznikajicich ze sluzeb)
coverage for

(i) medical professional and/or medical 0] pojisténi odpovédnosti za Skody pfi

malpractice liability and

vykonu lékafského povolani a/nebo
profesni pochybeni |ékafe a

(i) general  liability; each  such (i) pojisténi  obecné  odpovédnosti;
insurance coverage in amounts kazdé z téchto pojisténi ve vysi,
appropriate  to the conduct of kterd je odpovidajici pro provadéni
Institution’s and Investigator’s obchodni  €innosti  instituce a
business activities and the Services zkousSejiciho a pro sluzby a je v
and in compliance with minimum souladu s minimalnimi ¢astkami
amounts of insurance required by pojisténi, jez jsou pozadovany

applicable laws or regulations.

platnymi zakony a predpisy.

10.2. Upon request, the Institution shall provide 10.2.Na pozadani instituce predlozi druhé
the other with certificates of insurance smluvni strané pojistné certifikaty
evidencing  the required insurance prokazujici pozadované pojistné kryti.

coverage.

11. Notification and Authorization
11. OZNAMOVANIi A OPRAVNENI
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11.1.

11.2.

The Institution 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). The
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.

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.

12. Data Privacy

12.1.

12.2.

Terumo will collect and process personal
data provided to Terumo relating to the
representatives, employees or directors of
the Institution or the investigator, 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 Privacy Notice as
attached in Annex 4 hereto. The Institution
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 of applicable law.

Terumo and the Institution are controllers
with respect to patients’ personal data, each
for the scope of its authority. The Institution
shall pseudonymize patients’ personal data
by linking it to a patient number before
giving access to this data to Terumo.
Terumo shall collect and process
pseudonymized patients’ data only for the
purpose of this Study. The Parties agree
and shall comply with the content of the

11.1.

11.2.

Instituce prohlasuje, Ze splnila vSechny jiné
oznamovaci povinnosti a ziskala vSechna
opravnéni, jez jsou poZadovana podle
platnych zakonl, pFedpis ¢&i etickych
kodex(i nebo jsou nezbytné v souvislosti s
plnénim této smlouvy (v€etné& opravnéni od
instituce nebo jinych organizaci, napf.
asociace lékarl, pokud jsou pozadovana).
Zkousejici se zavazuje k tomu, Ze bude
spole¢nost Terumo neprodlené informovat,
pokud od jakéhokoliv pfislusného organu
obdrzi stanovisko nebo rozhodnuti, které by
mohlo negativné ovlivnit plnéni této
smlouvy.

Smluvni strany prohlasuji a zaruluji, ze
budou dodrzovat vSechny platné zakony
nebo pfedpisy tykajici se transparentnosti a
boje proti korupci a Ze poskytnou druhé

smluvni strané veskeré informace, jez
mohou byt rozumné pozadovany pro
dodrzeni téchto zakonu. Podle téchto

zakon( a predpistu smluvni strana mize mit
povinnost zvefejnit existenci a/nebo obsah
této smlouvy na vefejnych internetovych
strankach a/nebo oznamit jeji existenci
lékarské asociaci nebo jinému subjektu za
Ucelem ziskani informaci, stanovisek nebo
opravnéni. Smluvni strany pfistoupi k
takovému zvefejnéni a/nebo oznameni
pouze v rozsahu, ktery je pozadovan podle
platnych zakonu a predpisQ.

12. OCHRANA OSOBNICH UDAJU

12.1.

12.2.

Spole¢nost Terumo bude ziskavat a
zpracovavat poskytnuté osobni udaje, jez
se tykaji zastupcl, zaméstnanci nebo
vedoucich  pracovnikd instituce nebo
zkousejiciho a jsou uvedené v této smlouvé
a dale souvisejici dobrovolné poskytnuté
osobni  udaje (napf. v  e-mailové
komunikaci), které jsou podrobnéji popsany
v oznameni spole¢nosti Terumo o ochrané
osobnich udajl, pfipojeném jako pfiloha €. 4
této smlouvy. Instituce zaruCuje, Ze radné
informovala subjekty udaju o]
predpokladaném  zpracovani Udaju  a
potvrzuje, Zze pfedani téchto osobnich udaju
spoleCnosti  Terumo neni  poruSenim
platného zakona.

Spolecnost Terumo a instituce jsou spravci
Gdajl, pokud jde o osobni udaje pacientd,
kazdy z nich v rozsahu svého opravnéni.
Instituce ma povinnost pseudonymizovat
osobni udaje pacientd pomoci pfifazeni
Cisla pacienta k pfisluSnym udajum pred
jejich zpfistupnénim spole¢nosti Terumo.
Spole¢nost Terumo bude ziskavat a
zpracovavat  pseudonymizované Udaje
pacientd pouze pro Ucel tohoto klinického
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12.3.

@)

(ii)

(iif)

(iv)

V)

(vi)

informed consent, as far
personal data are concerned.

as patients’

In case the Institution or the investigator are
aware of a personal data breach arising
during the performance of the Study under
this Agreement, the Institution or the
Investigator shall

notify the Sponsor about the data
breach without undue delay,

provide the Sponsor with a detailed
description of the data breach, the
approximate number of data subjects
concerned and the likely
consequences of the data breach,

take such actions as may be
necessary to minimize the effects of
the data breach and take all actions
as may be required by applicable
data protection laws,

describe the measures taken or
proposed to be taken to address the
data breach,

document the data breach (facts,
effects, remedial action taken) and

take all measures as necessary to
prevent future data breaches from
reoccurring.

13. General Clauses

13.1.

13.2.

13.3.

13.4.

The rights and obligations and claims
arising from this contract may not be
transferred without the prior written consent
of the other party

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

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.

This Agreement has both an English
version and a Czech version. Both versions
are equally authentic. Where a comparison
of the authentic texts of both versions of this
Agreement discloses a difference in
meaning, the meaning which best
reconciles the texts, having regard to the
object and purpose of this Agreement shall
be adopted.

12.3.

(i)

(ii)

(i)

hodnoceni. Smluvni strany souhlasi s tim,
ze dodrzi obsah informovaného souhlasu,
pokud jde o osobni Udaje pacientu.

Pokud instituce nebo zkouSejici zjisti, zZe
béhem provadéni klinického hodnoceni
podle této smlouvy doSlo k poruseni
ochrany osobnich udajd, maji povinnost

informovat zadavatele o poruseni
ochrany  osobnich  udaju  bez
zbyte¢ného prodleni,

poskytnout zadavateli podrobny popis
poruSeni ochrany osobnich udaj,
pfiblizny pocet dotéenych subjektd
Gdaji a pravdépodobné dlsledky
poruseni ochrany osobnich udaju,

provést takova opatfeni, jez budou
nezbytna pro minimalizaci dopad
poruSeni ochrany osobnich udaji a

realizovat vS8echna opatfeni, jez
budou pfipadné nezbytna podle
platnych zakonu o ochrané osobnich
udaja,

(iv) popsat provedena a navrzena
opatfeni pro napravu poruSeni
ochrany osobnich udaja,

(V) dokumentovat  poruSeni  ochrany
osobnich  udajd  (fakta, dopady,
provedena napravna opatfeni) a

(vi) provést vSechna opatfeni, jez jsou

nezbytna pro zabranéni pripadného
poruSeni ochrany osobnich udaji v
budoucnosti.

13. VSEOBECNA USTANOVENI

13.1.

13.2.

13.3.

13.4.

Prava a povinnosti a naroky vyplyvajici z
této smlouvy nelze pfevést bez pfedchoziho
pisemného souhlasu druhé strany

Neni-li uvedeno jinak, tato smlouva muaze
byt zménéna pouze pisemnou vzajemnou
dohodou smluvnich stran.

Tato smlouva, v€etné jejich pfiloh,
predstavuje Uplnou dohodu mezi smluvnimi
stranami  ohledné jejiho predmétu.
Nahrazuje  vSechna  dfivéjSi  jednani
smluvnich stran nebo pfedchozi smlouvy
mezi smluvnimi stranami, jez se tykaji jejiho
predmétu.

Tato smlouva ma anglickou i ¢eskou verzi.
Obé verze jsou stejné autentické. Pokud
srovnani autentickych textd obou verzi této
dohody odhali vyznamovy rozdil, pouZije se
vyznam, ktery texty nejlépe sladi s ohledem
na pfedmét a ucel této dohody.
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13.5. This Agreement shall be governed by, and
construed in accordance with, the laws of
Belgium and fall under the exclusive
jurisdiction of the courts of Leuven
(Belgium). The parties will try to resolve any
differences occurring during the fulfilment or
interpretation of this Agreement on an
informal basis. In the event of any
controversy or claim arising out of or
relating to this Agreement but excluding any
dispute or disagreement regarding the
breach of any confidentiality or intellectual
property provision (a “Dispute”), upon the
written request of either party, a designated
representative of each party shall meet for
the purpose of resolving such Dispute. The
designated representatives shall meet as
often as the parties reasonable deem
necessary in order to discern all information
believed to be appropriate in connection
with its resolution. The designated
representatives will discuss the problem
and negotiate in good faith in order to try
and resolve the Dispute before any formal
proceeding is started.

In witness hereof, the Parties have executed this
Agreement in as many counterparts as Parties on the
Effective Date and the person signing for Service
Provider, by his/her signature, attest/declare that by
entering and performing this Agreement, (i) he/she
has the power to sign on behalf of Service Provider
(i) there is no conflict with any relevant provisions or
internal regulations of the medical or governmental
Institution which Service Provider is associated with
(i) 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.
Service Provider 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. Each Party acknowledges receipt of one
original copy duly signed by the other Parties.

13.5.Tato smlouva se fidi a vyklada podle
zakonl Belgie a podléha vyluéné jurisdikci
soudtl ve mésté Leuven (Belgie). Smluvni
strany se budou snazit FeSit neoficialné
vSechny spory, které mezi nimi pfipadné
vzniknou béhem plnéni této smlouvy a v
souvislosti s jejim vykladem. V pfipadé
jakéhokoliv sporu nebo naroku, ktery vznika
z této smlouvy nebo v souvislosti s ni, s
vyjimkou jakéhokoliv sporu nebo neshody
tykajicich se poruSeni ustanoveni o
davérnosti nebo o duSevnim vlastnictvi
(,spor), na pisemnou zadost kterékoliv
smluvni strany se sejdou uréeni zastupci
smluvnich stran, aby spor vyfesili. Uréeni
zastupci se budou schazet tak &asto, jak
budou smluvni strany povaZovat za nutné
pro zjisténi vSech informaci, o kterych se
predpoklada, ze jsou pro feSeni sporu
nutné. UrCeni zastupci projednaji problém v
dobré vife a budou se snazit vyresSit spor
pfed zahajenim jakéhokoliv oficialniho
fizeni.

Na dikaz ¢ehoz smluvni strany podepsaly tuto
smlouvu k datu ucinnosti v tolika stejnopisech, kolik je
smluvnich stran a osoba podepisujici smlouvu za
poskytovatele sluzeb jejim uzavienim a vyhotovenim
potvrzuje svym podpisem/prohlasuje, ze (i) je
opravnéna k podpisu za poskytovatele sluzeb (ii)
neexistuje Zadny rozpor s pfisluSnymi ustanovenimi
nebo internimi predpisy zdravotnické ¢&i statni
instituce, se kterou je poskytovatel sluzeb spojeny (iii)
ziskala pfedchozi souhlas zafizeni (nemocnic/e), jez
bude vyuzivané nebo kde budou ziskavana data,
ucinila vSechna nezbytna statni oznameni, poskytla
pfislusnym organim vSechny nezbytné informace a
ziskala od nich vSechny nezbytné souhlasy tykajici se
predmétu této smlouvy a odmény, jez ma byt
uhrazena podle této smlouvy. Poskytovatel sluzeb
prohladuje a zaruCuje, Ze neexistuji Zadné nesplnéné
zavazky nebo dohody, jeZ nejsou v souladu nebo jsou
v rozporu s provadénim ¢i plnénim c&innosti, jez jsou
popsané v této smlouvé. Kazda ze smluvnich stran
potvrzuje, Ze obdrzela jedno originalni vyhotoveni této
smlouvy, fadné podepsané obéma smluvnimi
stranami.
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For Institution,
Zainstituci,

Duly represented by/ Radny zastupce:
[name/ jméno]

[Title/ Funkce]

[ Date/ Datum]:

The investigator/ ZkousSejici

Duly represented by/ Radny zastupce:
[name/ jméno]
[Title/ Funkce]
[Date/ Datum]:

For Terumo,
Za spolecnost Terumo,

Duly represented by/ Radny zastupce:
Dr. Christophe Giot

Chief Medical Officer/ Hlavni IékaF
[Date/ Datum]:

List of Annexes:

Annex 1: the Services

Annex 2: Payment of Fees and expenses
Annex 3: Supplier Information form
Annex 4: Terumo Privacy Notice

Prilohy jsou obchodnim tajemstvim

Seznam priloh:

Pfiloha €. 1: Sluzby

Priloha ¢. 2: Platby odmény a vydaiju
Priloha &. 3: Informace o dodavateli

Pfiloha €. 4: Oznameni spolecnosti Terumo o

ochrané osobnich udaju
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