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CLINICAL TRIAL RADIOLOGY SERVICES
AGREEMENT - TRIPARTITE

SMLOUVA O POSKYTOVANI
RADIOLOGICKYCH SLUZEB V RAMCI
KLINICKEHO HODNOCENI —- TROJSTRANNA

THIS AGREEMENT (“Agreement”) is entered
into on the day of the last signature and become
effective on day of publication in Contract
Registry (“Effective Date”);

BETWEEN

TATO SMLOUVA (dale jen ,smlouva“) se
uzavird dnem podpisu smluvnich stran a nabyva
ucinnosti uverejnénim v registru smluv (déle jen
,<datum u¢innosti)

MEZI

ICON Clinical Research Limited
(hereinafter called “ICON”) with a VAT

(1)

(1) ICON Clinical Research Limited (dale
jen JCON®), DIC IE 8201978R, se sidlem

number IE 8201978R and a place of South  County  Business  Park,
business at South County Business Leopardstown, Dublin 18, Irsko a
Park, Leopardstown, Dublin 18, Ireland;
and
2) University Hospital Hradec Kralové | (2) Fakultni nemocnice Hradec Kralové,

with a place of business at Sokolska 581,
500 05 Hradec Kralové — Novy Hradec
Kralové, Czech Republic, ID No.:
00179906, tax ID No. CZ00179906,
represented by MUDr. Ale§ Herman,
Ph.D., director, (hereinafter called the
“Institution”) and

Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kréalové, Ceska republika,
ICO: 00179906, DIC: CZ00179906,
zastoupena MUDr. AleSem Hermanem,
Ph.D., feditelem (dale jen

.poskytovatel zdravotnich
sluzeb“ nebo ,zdravotnické
zarizeni“) a

Multiscan s.r.o. , ID: 26 47 64 44, VAT
ID: CZ 699004146 with seat at Okruhova
1135/44, 155 00 Praha 5, Czech
Republic, represented by Ing. Sotiriosem
Zavalianisem, jednatelem, registered in
the Commercial Register maintained by
the Municipal Court in Prague under file
number C 84726 and with the place of
business at Onkologickeé a radiologické
centrum at , Kyjevskd 44, 532 03
Pardubice \A Czech Republic
(“Radiology Service Provider”);

(3)  Multiscan s.r.o., IC: 26 47 64 44, DIC: CZ
699004146, se sidlem Okruhova 1135/44,
15500 Praha 5, Ceska republika,
zastoupena Ing. Sotiriosem Zavalianisem,
jednatelem, zapsana v obchodnim
rejstfiku vedeném Meéstskym soudem
v Praze pod sp. zn. C 84726, s mistem
poskytovani sluzeb v Onkologickém a
radiologickém centru na adrese Kyjevska
44, 532 03 Pardubice 1V, Ceska republika
(dale jen ,poskytovatel radiologickych
sluzeb®);

shall also each be referred to individually as a
“Party” and collectively as the “Parties”.

z nichz kazda bude oznacovana samostatné jako
.,smluvni strana“ aspole¢né jako ,smluvni
strany”.

BACKGROUND,

A) ICON'’s client, Amgen Inc., located at
One Amgen Center Drive, Thousand
Oaks, California 91320-1799, USA
(hereinafter known as the “Sponsor”) is
developing an investigational product
called ABP 692 (hereinafter called the
“Investigational Product”) for use in

subjects with Relapsing-remitting
Multiple Sclerosis. Sponsor has
retained ICON to conduct certain

services in relation to the Study (as
below defined) such as, but not limited

UVODNI USTANOVENI:

A) Klient spole¢nosti ICON, Amgen Inc., se
sidlem One Amgen Center Drive,
Thousand Oaks, California 91320-1799,
USA (déle jen ,zadavatel), vyviji
hodnoceny pfipravek pod nazvem ABP
692 (dale jen ,hodnoceny pripravek®)
pro pouziti u subjektd s indikaci relaps-
remitentni roztrouSena skler6za.
Zadavatel povéfil spolecnost ICON, aby
provadéla urcité sluzby souvisejici se
studii (definované nize), jako jsou
napfiklad  komunikace s regulaénim
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to, communications with Regulatory
Authority (as below defined), clinical
monitoring, negotiation and execution of
clinical trial agreements in ICON’s own
name and making payments arising from
the different clinical trial agreements.

Ufadem (definovanym nize), klinicky
monitoring, vyjednavani  a uzavirani
smluv o provedeni klinického hodnoceni
samotnou spolecnosti ICON a provadéni
plateb vyplyvajicich zrdznych smluv
0 provedeni klinického hodnoceni.

B) ICON is entering into a separate clinical
trial agreement (hereinafter known as
the “Clinical Trial Agreement) with the
Institution/Principal  Investigator (as
defined below) for the purpose of
conducting a clinical trial with the
Investigational Product and that is
entitled; ,A Randomized, Double-blind,
Parallel-group  Study to Compare
Pharmacokinetics, Pharmacodynamics,
Clinical Effects, and Safety between
ABP 692 and Ocrevus® (Ocrelizumab) in
Subjects  with  Relapsing-remitting
Multiple Sclerosis” and with protocol
code 20230309 (hereinafter to be
referred to as “Study”) are stated.

B) Spole¢nost ICON uzavira samostatnou
smlouvu o provedeni klinického
hodnoceni  (déle  jen .Ssmlouva
o provedeni klinického hodnoceni)
s poskytovatelem zdravotnich sluzeb/
hlavnim zkou$ejicim (jak je definovano
nize) pro ucely provadéni klinického
hodnoceni  hodnoceného  pfipravku
s nazvem  ,Randomizovand,  dvojité
zaslepena studie s paralelnimi skupinami
k porovnani farmakokinetiky,
farmakodynamiky, klinickych ucinkG a
bezpecnosti pripravki ABP 692 a
Ocrevus® (okrelizumab) u udcastniki s
relaps-remitentni roztrousenou
sklerézou" a Cislem protokolu 20230309
(dale jen ,studie®).

C) The Institution has nominated the
Radiology Service Provider (Institution) to
provide the professional services as stipulated in
Appendix A (hereinafter the “Radiology
Services”) with respect to subjects referred to the
Service Provider

I o is acting as Principal
Investigator during the conduct of the Study in
accordance with the Protocol (hereinafter to be
referred as “Principal Investigator”).

C) Poskytovatel zdravotnich sluzeb
(Zdravotnické zarizeni) jmenoval
poskytovatele radiologickych sluzeb pro
poskytovani odbornych radiologickych
sluzeb uvedenych v pfiloze A (déle jen
Jradiologické  sluzby®) ve vztahu
k subjektlim, které k poskytovateli sluzeb
odesle
B <tery vystupuje jako hlavni
zkouSejici bé&hem provadéni studie
v souladu s protokolem (dale jen ,hlavni
zkousejici“).

IT IS HEREBY AGREED AS FOLLOWS:

SMLUVNi STRANY SE TIMTO DOHODLY NA
NASLEDUJICIM:

1 SERVICES

1 SLUZBY

1.1.The Radiology Service Provider wishes to
provide the Radiology Services, as stipulated
in Appendix A and warrants that itself and its
Staff (as below defined) will perform the
Radiology Services under the request and
direction of the Principal Investigator,
bearing the Protocol, the provisions of which
will be provided by the Principal Investigator,
and which are incorporated herein by
reference. Radiology Service Provider shall
perform Radiology Services as defined
below in conformance with: (i) the
instructions of the Principal Investigator, the
Sponsor and ICON; (ii) the International
Conference on Harmonization Good Clinical
Practice (hereinafter to be referred as “ICH

1.1. Poskytovatel radiologickych sluzeb si preje
poskytovat radiologické sluzby, jak je
stanoveno v pfiloze A, a zaru€uje, Zze on sam
a jeho pracovnici (jak je definovano nize)
budou poskytovat radiologické sluzby na
zakladé pozadavkl apokynd hlavniho
zkouSejiciho v souladu s protokolem, jehoz
ustanoveni mu poskytne hlavni zkouSejici
a ktery je odkazem zaclenén do této smlouvy.
Poskytovatel radiologickych sluzeb bude
vykonavat nize definované radiologickych
sluzby vsouladu s: (i) pokyny hlavniho
zkousejiciho, zadavatele a spole¢nosti ICON;
(i) Mezinarodni konferenci o harmonizaci
spravné klinické praxe (déle jen ,ICH SKP*),
Helsinskou deklaraci Svétové Iékarské
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GCP”), the 1996 version of the World
Medical Association Declaration of Helsinki
on Ethical Principles for Medical Research
Involving Human Subjects, and any other
applicable law, regulation, code or guideline
issued by an applicable Regulatory Authority
(as defined in next sentence) (hereinafter to
be referred as “Regulations”). For the
purposes of this Agreement, Regulatory
Authority shall mean a  relevant
governmental agency, administrative agency
or professional body and/or the national or
multinational  authority responsible for
granting regulatory approval applicable to
the Study in a particular country or
multinational group of countries, including
without limitation the European Commission,
the European Medicines Agency (hereinafter
to be referred as “EMA*) the Food and Drug
Administration of the United States
Department of Health and Human services
(hereinafter to be referred as “FDA”) or any
other regulatory agency worldwide having
authority under applicable law to regulate
and/or apply applicable laws and regulations
to the conduct of clinical trials and other
ancillary matters related thereto such as,
included but not limited to, those related to,
anti-bribery, global trade laws, the protection
and privacy of the personal data of
individuals (hereinafter to be referred as
“Regulatory Authority*) (iii) this Agreement
and the terms of approval for the Study from
the Institutional Review Board (hereinafter to
be referred as “IRB/IEC”).

asociace zroku 1996 o etickych principech
pro lékafsky vyzkum za ucasti lidskych
subjektd a jakymkoli jinym platnym zékonem,
pravnim pfedpisem, kodexem nebo pokynem
vydanym pfislusnym regula¢nim Gfadem (jak
je definovano nize) (dale jen ,pravni
predpisy“); pro Uucely této smlouvy se
regulacnim Ufadem rozumi pfislusna statni
agentura, spravni U(fad nebo profesni
organizace a/nebo narodni & nadnarodni
Ufad odpovédny za udélovani regula¢niho
schvaleni, které se vztahuje na studii
v konkrétni zemi €i skupiné vice zemi, mimo
jiné vcetné Evropské komise, Evropské
agentury pro |éCivé pripravky (dale jen
LEMA*), Uradu pro kontrolu potravin a lé&iv
Ministerstva zdravotnictvi a sociélni péce
Spojenych statli americkych (dale jen ,FDA)
nebo jakéhokoli jiného regula¢niho Gfadu
kdekoli na svété, ktery ma podle platnych
zakond  pravomoc  regulovat  a/nebo
uplatfiovat platné zakony a pravni predpisy
pfi provadéni klinickych hodnoceni a dalSich
doplikovych zdlezitosti s tim spojenych, jako
jsou mimo jiné zalezitosti tykajici se boje proti
Uplatkarstvi, globalnich obchodnich zakona,
ochrany adudvérnosti osobnich  udajd
fyzickych osob (dale jen ,regulacni urad®);
(iii) touto smlouvou a podminkami schvaleni
studie ze strany etické komise (déle jen ,EK®).

1.2.The Radiology Service Provider is not

authorized to make any changes in imaging
methodology that will affect the Services
performed under this Agreement without
prior written approval by ICON/Sponsor.

1.2. Poskytovatel

radiologickych sluzeb neni
opravnén bez predchoziho pisemného
schvaleni spole¢nosti ICON/ zadavatelem
provadét jakékoli zmény v metodice
zobrazovacich vySetfeni , které by ovlivnily
sluzby provadéné podle této smlouvy.

1.3.The

Radiology Service Provider
appropriately documents any approved
change in methodology and maintain the
methodology in place at the time of initiation
of Services under this Agreement for the
duration of the provision of services under

1.3.

Poskytovatel  radiologickych  sluzeb
odpovidajicim  zplsobem  zdokumentuje
veSkeré schvalené zmény v metodice a bude
postupovat podle metodiky platné v dobé
zahdjeni poskytovani sluzeb podle této
smluvy, a to po dobu provadéni sluzeb podle

this Agreement if ICON does not approve této smlouvy, pokud spole¢nost ICON
proposed changes. neschvali navrhované zmény.
2 RESOURCES AND EQUIPMENT 2 ZDROJE A VYBAVENI
2.1 The Radiology Service Provider agrees | 2.1 Poskytovatel  radiologickych  sluzeb
to provide all necessary employees, souhlasi stim, Ze poskytne vSechny
staff, agents, representatives that may potfebné zaméstnance, pracovniky,

be necessary for the provision of the
Radiology Services under  this

zastupce, jednatele, ktefi mohou byt
potfeba k poskytovani radiologickych
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Agreement and the Protocol (hereinafter
to be referred as “Staff”).

sluzeb podle této smlouvy a protokolu
(dale jen ,pracovnici").

2.2 If, in accordance with GCP, the | 2.2
Sponsor’s, or ICON Standard Operating
Procedure’s or standards, the facilities
used by the Radiology Service Provider
are determined not to be adequate for
the proper conduct of the Radiology
Services, and the Radiology Service
Provider does not remedy such
inadequacies within a reasonable period
of being notified of such inadequacy,
then ICON may at its sole discretion,
refuse to commence or decide to
discontinue the Radiology Services and
terminate this Agreement.

Pokud je v souladu s SKP, standardnimi
provoznimi postupy nebo standardy
zadavatele nebo spolecnosti ICON
zjisténo, ze  prostory  pouzivané
poskytovatelem radiologickych sluzeb
nejsou prokazatelné dostacujici pro
fadné provadéni radiologickych sluzeb,
a poskytovatel radiologickych sluzeb
neodstrani takové nedostatky béhem
pfiméfené doby od okamziku, kdy je
o takové nedostate¢nosti informovan,
spole¢nost ICON mulze podle svého
vyhradniho uvézeni odmitnout zahgjit
poskytovani radiologickych sluzeb nebo
se rozhodnout pro jejich ukonceni
a vypovédét tuto smlouvu.

3 AUDITS, INSPECTIONS AND | 3 AUDITY, INSPEKCE A MONITOROVANI

MONITORING

3.1 The Radiology Service Provider | 3.1
acknowledges that the Study is subject
to inspection by a Regulatory Authority or
to an audit by the Sponsor or by ICON,
and that such inspections and audits
may occur during and after completion of
the Study and may include auditing of the
documentation generated and used by
the Radiology Service Provider to
provide the Radiology Services. The
Service Provider shall notify ICON as
soon as reasonably possible if the
Radiology Service Provider is inspected
or scheduled to be inspected by a
Regulatory Authority in relation to the
Study. The Radiology Service Provider
will cooperate with Regulatory Authority
and ICON in the conduct of inspections
and audits and will ensure that the
clinical Study records are maintained in
a way that facilitates such activities. The
Radiology Service Provider will promptly
forward to ICON copies of any inspection
findings that may receive from a
Regulatory Authority in relation to the
Study. Whenever feasible, the Radiology
Service Provider will also provide ICON
with an opportunity to be present in any
Regulatory Authority inspection and to
prospectively review and comment on
any Radiology Service Provider
responses to Regulatory Authority
inspections in regard to the Study.

Poskytovatel radiologickych sluzeb bere
na védomi, ze studie podléha inspekci ze
strany regula¢niho Ufadu nebo auditu ze
strany zadavatele nebo spole¢nosti ICON
a ze se takové inspekce a audity mohou
uskutecnit béhem studie apo jejim
dokonc€eni amohou zahrnovat audit
dokumentace vytvofené a pouzivané
poskytovatelem radiologickych sluzeb
pro ucely poskytovani radiologickych
sluzeb. Pokud regulaéni Ufad provadi
nebo planuje provést inspekci
u poskytovatele radiologickych sluzeb
v souvislosti se studii, bude poskytovatel
radiologickych  sluzeb co nejdfive
informovat spole¢nost ICON.
Poskytovatel radiologickych sluzeb bude
spolupracovat s regulaénim  (fadem
aspolecnosti ICON pfi provadéni
inspekci a auditd a zajisti, aby klinické
zaznamy studie byly vedeny zpusobem,
ktery  takové  €innosti  umoziuje.
Poskytovatel  radiologickych  sluzeb
bezodkladné predd spolecnosti ICON
kopie veSkerych zjisténi z inspekce, ktera
muze v souvislosti se studii obdrzet od
regulacniho Uradu. Bude-li to
proveditelné, poskytovatel radiologickych
sluzeb rovnéz  spolecnosti  ICON
poskytne pfilezitost, aby mohla byt
pritomna pfi jakékoli inspekci regulaéniho
Ufadu a pfipadné posoudit a vyjadfit se
k veSkerym odpovédim poskytovatele
radiologickych  sluzeb na inspekce
regulaéniho UFadu v souvislosti se studii.
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3.2 The Radiology Service Provider shall, on | 3.2 Poskytovatel  radiologickych  sluzeb
reasonable prior notice, allow authorized umozni na zdkladé pfiméFeného
personnel of ICON and Sponsor to predchoziho  upozornéni  povéfenym
monitor the Study, the clinical Study pracovnikim spolecnosti ICON
records, such as but not limited to, CRFs, a zadavatele monitorovat studii, klinické
and any other records required by the zaznamy studie, mimo jiné vcetné
Regulations at mutually agreed upon formulafd CRF, a jakékoli dal§i zaznamy
times during normal business hours, or vyZadované pravnimi predpisy, ato ve
as otherwise required or recommended vzajemné dohodnuty ¢as béhem bézné
by the Regulations. The Radiology pracovni doby nebo jinak v souladu
Service Provider will permit remote s pozadavky ¢i doporu€enimi pravnich
electronic access to clinical Study predpisti. Poskytovatel radiologickych
records, such as but not limited to CRFs, sluzeb povoli vzdaleny elektronicky
and make available any source pristup ke klinickym zaznamum studie,
documents when available and allowed mimo jiné vcetné formulafd CREF,
by the applicable Regulations. Similarly, a zpristupni vesSkeré zdrojové
the Radiology Service Provider shall dokumenty, pokud jsou Kk dispozici
assist ICON’s or Sponsor’s authorized apokud to povoluji platné pravni
designee in resolving all queries, predpisy. Obdobné bude poskytovatel
discrepancies, errors or missing radiologickych sluzeb napomocen
information in CRFs. Any audit by ICON povéfené osobé spolec¢nosti ICON nebo
or Sponsor of source documents shall be zadavatele pfi feSeni vSech dotazq,
performed with due regard for subject nesrovnalosti, chyb nebo chybéjicich
confidentiality. The Parties agree to hold informaci ve formulafich CRF. Jakykoli
in confidence all Study participant’s audit zdrojovych dokumentl spole€nosti
identifiers in accordance with the ICON nebo =zadavatelem se bude
Regulations. provadét s nalezitym ohledem na

davérnost osobnich Gdaji subjektd.
Smluvni strany souhlasi s tim, ze budou
zachovavat v davérnosti vSechny
identifikacni Udaje UCastnikd studie
v souladu s pravnimi pfedpisy.

4 COMPENSATION 4 ODMENA

4.1 ICON hereby agrees to and shall provide | 4.1 Spole¢nost ICON timto souhlasi a bude
payments to the Payee (below identified) zajiStovat platby ve prospéch pfijemce
for the Radiology Services performed to plateb (uvedeného nize) za radiologické
Sponsor’s satisfaction in accordance sluzby provedené ke spokojenosti
with Appendix B (Payments Schedule) to zadavatele v souladu s prilohou B
this Agreement. Parties acknowledge (Harmonogram plateb) k této smlouveé.
that the Radiology Services Provider will Smluvni strany berou na védomi, ze
not receive any other financial poskytovateli  radiologickych  sluzeb
remuneration for the Radiology services nebude za  radiologické  sluzby
provided under this Agreement, unless poskytované podle této  smlouvy
anincrease in remuneration approved by vyplacena z4adnd jina finanéni odména,
ICON/Sponsor in writing All payments pokud nebude navySeni odmény
specified in this Agreement are provided pisemné schvaleno spolec¢nosti ICON /
in connection with the performance of zadavatelem. VeSkeré  odmény
clinical research conducted in specifikované vtéto smlouvé jsou
accordance with the Regulations poskytovani v souvislosti s plnénim
governing such activities. klinického vyzkumu provadéného

v souladu s prislusnymi pravnimi
predpisy.

4.2 Payment will be remitted to Multiscan | 4.2 Platba bude poukazana spolecnosti

s.r.o. (“Payee”) according to the details
into the Beneficiary Details Form
attached to this agreement as Appendix

Multiscan s.r.o. (dale jen ,pfijemce
platby“) na zakladé (dajd ve formulafi
Udaju pfijemce platby pfipojeném k této
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C. Radiology Service Provider agrees
that the Payee designated in this
Agreement is the proper payee and that
information found in Beneficiary Details
Form is true and correct.

smlouvé jako prfiloha C. Poskytovatel
radiologickych sluzeb souhlasi s tim, ze
prijemce platby uvedeny v této smlouvé
je fadnym pfijemcem platby a Zze udaje
uvedené ve formulafi Udaju pfijemce
platby jsou pravdivé a spravné.

4.3 If this Agreement is terminated, it is | 4.3 Pokud bude tato smlouva vypovézena, je
agreed that the amounts paid or payable dohodnuto, Zze ¢astky zaplacené nebo
under this Agreement shall be prorated splatné podle této smlouvy budou
based on actual work effectively and pomérné upraveny na zkladé skutecné
satisfactorily performed and documented prace, ktera byla efektivné a uspokojivé
in accordance the Protocol and pursuant provedena a zdokumentovéana v souladu
to Radiology Services. Any funds not due s protokolem a v souladu s
under this calculation, but already paid, radiologickymi sluzbami. Jakékoli
shall be returned to ICON, within thirty financni prostfedky, které nejsou podle
(30) days of the date of termination of the tohoto vypoctu splatné, avSak jiz byly
Agreement. If the Radiology Services vyplaceny, budou vraceny spole¢nosti
Provider fails to do so within the ICON do fficeti (30)dnG od data
subsequent fifteen (15) days, ICON, in its vypovézeni  smlouvy. Pokud tak
sole discretion, may apply such poskytovatel  radiologickych  sluzeb
unearned sums to payments otherwise neucini bé&hem nasledujicich patnacti
due in connection with Radiology (15) dna, spole¢nost ICON muze tyto
Service Provider's participation in neopravnéné vyplacené c¢astky podle
another Sponsor study or may pursue svého vyhradniho uvazeni pouzit na
other available remedies. For platby, které jsou jinak splatné
clarification purposes, if the Parties v souvislosti s U€asti  poskytovatele
disagree on the overpayment amounts, radiologickych  sluzeb vijiné studii
they shall meet and discuss in good faith zadavatele, nebo muize uplatnit jiné
to agree a mutually acceptable solution dostupné opravné prostfedky. Pro
prior to ICON/Sponsor taking any of the upfesnéni plati, ze pokud se smluvni
actions listed in this section. strany neshodnou na ¢astkach preplatka,

v dobré vife se sejdou abudou spolu
jednat, aby se dohodly na vzajemné
pfijatelném FeSeni jeSté pfed tim, nez
spole¢nost ICON/ zadavatel ucini
kterykoli z krokd uvedenych v tomto
bodé.

4.4 The Radiology Services Provider agrees | 4.4 Poskytovatel  radiologickych  sluzeb

that the compensation received under
this Agreement does not exceed the fair
market value of the Services, and that no
payments are being provided to the
Radiology Services Provider for the
purpose of inducing Institution or
Principal Investigator to purchase or
prescribe any drugs, devices or
products. The Radiology Services
Provider agrees that it will not bill any
subject, insurer, or governmental agency
for any items, Vvisits, services or
expenses provided or paid for by ICON
or Sponsor. The Radiology Services
Provider further agrees that it will not
provide any money or item of value to
any government official or representative

souhlasi stim, ze odména vyplacena
podle této smlouvy neprevysi
spravedlivou trzni hodnotu sluzeb a ze
zadné platby nejsou poskytovateli
radiologickych  sluzeb  poskytovany
s cilem pfimét zdravotnické zafizeni nebo
hlavniho zkouS$ejiciho k zakoupeni nebo
predepisovani jakychkoli [éCivych
pripravkl, zdravotnickych prostfedkd ci
vyrobkd. Poskytovatel radiologickych
sluzeb souhlasi stim, Ze nebude
zadnému subjektu, pojistiteli ani statnimu
Ufadu uctovat zadné polozky, navstévy,
sluzby ani vydaje poskytované ¢i hrazené
spole¢nosti ICON ¢&i  zadavatelem.
Poskytovatel radiologickych sluzeb dale
souhlasi stim, Ze neposkytne Zzadné
finanéni prostfedky ani hodnotnou véc
zaddnému  statnimu  Ufednikovi  ani
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to improperly influence government

zastupci s cilem nevhodné ovlivnit viadni

actions. kroky.

4.5 The Radiology Service Provider | 4.5 Poskytovatel radiologickych sluzeb bere
acknowledge and agree that any na védomi a souhlasi s tim, Ze zadavatel
payments made under this Agreement nebo spole¢nost ICON oznédmi veSkeré
will be disclosed to the local regulatory platby provedené podle této smlouvy
authorities by Sponsor or ICON as mistnim  regulaénim  Ofaddm,  jak
required under the EFPIA (European vyZaduje kodex EFPIA (European
Federation of Pharmaceutical Industries Federation of Pharmaceutical Industries
and Associations) Disclosure Code or and Associations) nebo pravni predpisy
Regulation. o0 zvefejnovani informaci.

5 TERM AND TERMINATION 5 DOBA PLATNOSTI SMLOUVY A JEJi

UKONCENI

5.1 This Agreement shall commence from | 5.1 Doba platnosti této smlouvy zacina
the Effective Date and continue until datem Uc€innosti abude trvat do
completion of the Radiology Services dokonceni radiologickych sluzeb
according to the Protocol unless v souladu s protokolem, pokud smlouva
terminated in accordance with this nebude pred¢asné ukonéena v souladu
section. s timto bodem.

5.2 ICON may on its own behalf or that of the | 5.2 Spolecnost ICON muze bez uvedeni
Sponsor terminate this Agreement at any ddvodu ukonéit tuto smlouvu svym
time prior to completion by providing jménem nebo jménem zadavatele kdykoli
thirty (380) days written notice without pred jejim splnénim, ato pisemnou
cause to the Radiology Service Provider. vypovédi  dorucenou poskytovateli

radiologickych sluzeb s vypovédni lhdtou
tficet (30) dnu.

5.3 Radiology Service Provider shall have | 5.3 Poskytovatel radiologickych sluzeb ma
the right to terminate (i) if ICON commits pravo smlouvu ukonéit, (i) pokud
a material breach of any of its obligations spole€¢nost ICON zavaznym zplUsobem
hereunder and has failed to remedy such poruSi nékterou ze svych povinnosti
breach where it is capable of remedy podle této smlouvy atoto poruseni
within thirty (30) calendar days of a nenapravi, pokud je schopna je napravit,
written notice from Radiology Service do ftficeti (30) kalendafnich dni od
Provider specifying the breach and pisemného oznameni od poskytovatele
requiring its remedy; or (ii) if Radiology radiologickych sluzeb, ve kterém je toto
Service provider is reasonably of the poruSeni specifikovano a pozaduje se
opinion that a Study should cease in the naprava; nebo (ii) pokud je poskytovatel
interests of the Subjects. radiologickych sluzeb opravnéné toho

nazoru, ze studie ma byt vzajmu
subjektl ukonéena.

5.4 In the event that the Study or the Clinical | 5.4 V pfipadé, Ze bude studie nebo smlouva
Trial Agreement is terminated, or the all o provedeni klinického hodnoceni
the Services are completed, then this predCasné ukonena nebo budou
Agreement shall automatically terminate dokonéeny vSechny sluzby, bude tato
with immediate effect. smlouva automaticky ukonéena

s okamzitou U¢€innosti.
6 CONFIDENTIALITY 6 DUVERNOST INFORMACI
6.1 For the purposes of this Agreement | 6.1 Pro ucely této smlouvy se ,davérnymi

“Confidential Information” means any
data including personal data,

informacemi“ rozumi veSkeré u0daje,
vCetné osobnich (dajl, dokumentace,
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documentation, records and information
in whatever form related to the terms of
this Agreement that is provided to the
Radiology Service Provider by Institution

zdznamu a informaci v jakékoli podobé,
souvisejici s podminkami této smlouvy,
které poskytovateli radiologickych sluzeb
poskytne zdravotnické zafizeni, hlavni

or Principal Investigator or ICON or zkousejici, spole€nost ICON nebo
Sponsor or their respective employees zadavatel nebo  jejich prislusni
or agents or is otherwise developed or zameéstnanci i zastupci nebo které jsou
generated by the Radiology Service jinak vyvinuty nebo vytvoreny
Provider in connection with providing the poskytovatelem radiologickych sluzeb
Radiology  Services  under  this v souvislosti s poskytovanim
Agreement. radiologickych sluzeb podle této smlouvy.
6.2 The Radiology Service Provider agrees | 6.2 Poskytovatel  radiologickych  sluzeb
to hold all proprietary and/or Confidential souhlasi stim, Ze bude zachovavat
Information in the strictest confidence for prisnou mi€enlivost o vSech chranénych
a period of fifteen seven (15) years, a/nebo davérnych informacich po dobu
following the earlier of (i) the termination patnacti (15) let po (i) ukonceni této
of this Agreement or (ii) completion of the smlouvy nebo (ii) dokonceni studie,
Study, the Protocol, Investigational protokolu,  hodnoceného  pfipravku,
Product, CRFs, and any and all formuldftd CRF av8ech duvérnych
Confidential Information. Unless informaci podle toho, co nastane dfive.
ICON/Sponsor provides prior written Pokud spole¢nost ICON/ zadavatel
consent, the Radiology Service Provider neposkytnou predchozi pisemny
may not use Confidential Information for souhlas, poskytovatel radiologickych
any purpose other than authorized in this sluzeb nesmi  pouzivat duavérné
Agreement, nor may Radiology Service informace k zd&dnému jinému ucelu nez
Provider disclose Confidential tomu, ktery je povolen touto smlouvou,
Information to any third party except to ani nesmi poskytovatel radiologickych
Principal Investigator or designated sluzeb sdélit divérné informace zadné
member of the Study Staff who need to treti  strané s vyjimkou  hlavniho
know such Confidential Information for zkouSejiciho nebo uréeného pracovnika
the conduct of the Study or as required studie, ktery potfebuje takové duvérné
by the Regulations. Radiology Service informace znat pro provadéni studie nebo
Provider agrees to use Confidential v souladu s pozadavky pravnich
Information only for fulfilling its/his or her predpisi. Poskytovatel radiologickych
respective  obligations under this sluzeb souhlasi stim, ze duavérné
Agreement. If requested by ICON or informace bude pouzivat pouze pro
Sponsor the Radiology Service Provider plnéni svych pfisluSnych povinnosti
shall promptly, preserve any data podle této smlouvy. Poskytovatel
relating to the Study, return all such radiologickych  sluzeb na  zadost
Confidential Information to ICON at the spole¢nosti ICON nebo zadavatele na
end of the Agreement. konci platnosti smlouvy zachovéa veskeré
Udaje tykajici se studie, bezodkladné
spole¢nosti ICON vrati veSkeré takové

dlivérné informace.

6.3 The obligations of nondisclosure do not | 6.3 Zavazky micenlivosti neplati, pokud:

apply when:

DISCLOSURE OF CONFIDENTIAL
INFORMATION IS ESSENTIAL FOR
THE MEDICAL CARE OF SUBJECTS,
PROVIDED THAT RADIOLOGY
SERVICE PROVIDER LIMITS THE
EXTENT OF SUCH DISCLOSURE TO
SUCH THAT IS STRICTLY
NECESSARY, PROMPTLY INFORMS
ICON AND/OR SPONSOR OF THE
DISCLOSURE AND DETAILS THE

ZPRISTUPNENI DUVERNYCH
INFORMACiI JE NEZBYTNE PRO
LEKARSKOU PECI O SUBJEKTY,
ATO ZA PREDPOKLADU, ZE
POSKYTOVATEL RADIOLOGICKYCH
SLUZEB OMEZi TAKOVE
ZPRISTUPNENIi NA TAKOVY ROZSAH,
KTERY JE NEZBYTNE NUTNY, BUDE

NEPRODLENE INFORMOVAT
SPOLECNOST  ICON  A/NEBO
ZADAVATELE O ZPRISTUPNENI
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FACTS SURROUNDING THE NEED

A PODROBNE UVEDE SKUTECNOSTI

FOR DISCLOSURE TYKAJICI ~ SE POTREBY
ZPRISTUPNENI;
6.3.1 required by the relevant IEC 6.3.1 to pozaduje pfislusna EK, aby

to provide approval of the
Study; provided, however,
that  Radiology  Service
Provider shall ensure that
these recipients protect
Confidential Information in

mohla studii schvalit, aviak za
predpokladu, ze poskytovatel
radiologickych sluzeb zajisti,
aby tito pfijemci chranili
divérné informace v souladu
s podminkami této smlouvy;

accordance with the terms nebo
herein; or,

6.3.2 the Service Provider is 6.3.2 zpristupnéni davérnych
required by law, government informaci poskytovatelem
agency, a court of competent sluzeb vyzaduje zakon, statni
jurisdiction, or subpoena to Urad, soud prislusné
disclose Confidential jurisdikce nebo Gfedni vyzva.
Information. In the event of V pripadé nuceného
compelled disclosure, zpristupnéni musi

Radiology Service Provider
must immediately inform
Sponsor  of  such a
requirement prior to
disclosure to allow Sponsor
reasonable opportunity to
limit the scope of such
disclosure and/or seek an
appropriate protective order.
Radiology Service provider
shall disclose only the
minimum amount of
information necessary to
comply with such law or court
order and shall request
confidential treatment of such
Confidential Information, or

poskytovatel radiologickych
sluzeb neprodlené informovat
zadavatele o takovém
pozadavku jesté pred
zpfistupnénim, aby zadavateli
pfiméfené umoznil omezit
rozsah takového zpfistupnéni
a/nebo usilovat o odpovidajici
ochranny pfikaz. Poskytovatel

radiologickych sluzeb
zpristupni pouze minimalni
mnozstvi informaci
nezbytnych k dodrzeni

takového zakona nebo
soudniho  pfikazu abude
pozadovat diivérné zachazeni
s takovymi davérnymi
informacemi; nebo

6.3.3 Is independently developed,
as documented by written
records, by individuals within
Radiology Service Provider
who had no access to
Confidential Information

6.3.3 jsou nezavisle  vyvinuty
osobami  spadajicimi  pod
poskytovatele radiologickych
sluzeb, které nemely
k davérnym informacim
pfistup, coz Ize dolozit
pisemnymi zaznamy;

6.3.4 Upon notice by Sponsor
and/or ICON, Radiology
Service Provider shall cease
using the Confidential
Information and shall
promptly return or destroy the
Confidential Information in
accordance with Sponsor or
ICON’s written instructions.
Radiology Service Provider
may retain one (1) copy of the

6.3.4 na zakladé oznameni ze
strany zadavatele a/nebo
spolecnosti ICON prestane
poskytovatel radiologickych
sluzeb davérné informace
pouzivat a neprodlené je vrati

nebo znici v souladu
s pisemnymi pokyny
zadavatele nebo spoleénosti
ICON. Poskytovatel

radiologickych sluzeb si mize
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Confidential Information for
purposes of compliance with
its foregoing obligations only.
Any Confidential Information
retained in electronic file
backups shall be maintained
in accordance with this
Agreement.

ponechat (1) kopii
davérnych informaci
vyhradné pro ucely plInéni
vySe uvedenych povinnosti.
Veskeré dlvérné informace
uchovavané v zéloznich
elektronickych souborech
budou uchovavany v souladu
s touto smlouvou.

jednu

6.4

If disclosure of Confidential Information
beyond that expressly authorized in this
Agreement is required by law, that
disclosure does not constitute a breach
of this Agreement as long as (i)
Radiology Service Provider notifies
Sponsor/ICON of such a requirement
prior to disclosure to allow Sponsor the
reasonable opportunity to oppose the
requirement or seek an appropriate
protective order; (ii) discloses only that
Confidential Information required to
comply with the legal requirement; and
(i)  continues to maintain the
confidentiality of the Confidential
Information with respect to all other third
parties. No Party shall make, place or
disseminate any advertising, public
relations, promotional material or any
material of any kind using the name of
the other party, and/or the other party’s
subsidiary or affiliate companies or using
their respective trademarks, without the
prior written approval of the other Party
or Sponsor, as applicable. Provided that
Service Provider hereby consents on
behalf of itself and the Staff that Sponsor
and/or ICON are hereby authorized to
disclose on one or more clinical trial
registries/databases Radiology Service
Provider’'s participation in the Study,
including, without limitation, identifying
the location and contact information for
Radiology Service Provider where the
Study is conducted under this
Agreement. ICON and/or Sponsor shall
also have the right to make appropriate
registration entries pertaining to the

Study on www_clinicaltrials.gov.
Additionally, the Radiology Service
Provider shall not make, place or

disseminate any advertising, public
relations, promotional material or any
material of any kind using the name of
the Sponsor and/or the Sponsor’'s
subsidiary or affiliate companies.

6.4

Pokud z&kony vyzaduji zpfistupnéni
divérnych informaci pfesahujici rozsah,
ktery je vyslovné povolen v této smlouve,
takové  zpfistupnéni  nepredstavuje
poruseni této smlouvy, jestlize (i)
poskytovatel  radiologickych  sluzeb
oznami takovy pozadavek zadavateli/
spole€nosti ICON jeste pred
zpfistupnénim, aby zadavateli pfiméfené
umoznil vznést namitku proti danému
pozadavku nebo usilovat o odpovidajici
ochranny pfikaz; (i) se zpFistupnuji
pouze ty davérné informace, které jsou
nutné pro spinéni zdkonného pozadavku;
a (iii) je nadale zachovana micenlivost
o téchto duvérnych informaci vici véem
ostatnim tfetim strandm. Zadna ze
smluvnich stran neprovede, nezada ani
nebude Sifit zadnou inzerci, komunikaci
s vefejnosti, propagacni materialy ani
materialy jakéhokoli druhu za pouziti
nazvu/j/ména druhé smluvni strany
a/nebo  dcefinych ¢&i  pfidruzenych
spole€nosti druhé smluvni strany nebo za
pouziti jejich pfislusnych ochrannych
znamek bez predchoziho pisemného
souhlasu druhé smluvni strany ¢&i
zadavatele (v pfislusnych pfipadech).
Poskytovatel radiologickych sluzeb timto
svym  jménem  ajménem  svych
pracovnikl souhlasi s tim, ze zadavatel
a/nebo spolecnost ICON jsou timto
opravnény zvefejnit ucast poskytovatele
radiologickych sluzeb ve studii v jednom
¢i vice registrech/databazich klinickych
hodnoceni, mimo jiné vcetné uvedeni
mista a kontaktnich Gdaju poskytovatele
radiologickych sluzeb, kde se studie
podle této smlouvy provadi. Spoleé¢nost
ICON a/nebo zadavatel budou mit rovnéz
pravo uvést pfislusné registraéni Udaje
tykajici se studie na internetovych
strankach www.clinicaltrials.gov.
Poskytovatel radiologickych sluzeb dale
neprovede, nezadd ani nebude SiFit
zadnou inzerci, komunikaci s vefejnosti,
propagacni materialy ani materialy
jakéhokoli druhu za pouziti ndzvu
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zadavatele  a/nebo  dcefinych  &i
pridruzenych spole¢nosti zadavatele.

7 STUDY DATA 7 UDAJE ZE STUDIE

7.1 Sponsor is the exclusive owner of all | 7.1 Zadavatel je vyluénym vlastnikem vSech
Study Data, Biological Samples and any udaju ze studie, biologickych vzorkud
test result of Biological Sample. avSech vysledkd testl biologickych

vzorkd.

7.2 Unless otherwise specified in the | 7.2 Pokud neni v protokolu uvedeno jinak,
Protocol, the Biological Samples will be biologické vzorky budou testovany
tested by Sponsor/ICON or their zadavatelem / spole¢nosti ICON nebo
designated representatives  without jejich  ur€enymi  zastupci, pficemz
providing the results of these tests to the vysledky téchto testd se nebudou
Radiology Service Provider. In case predavat poskytovateli radiologickych
such analysed data of the Bi ological sluzeb. V pfipadé, Ze budou takové
Sample is provided to the Radiology analyzované udaje z biologického vzorku
Service Provider, that data will be subject predany poskytovateli radiologickych
to this Agreement especially related to sluzeb, budou tyto Udaje podiéhat této
confidentiality and retention of Study smlouvé, zejména v souvislosti
Data. s davérnosti a archivaci udaju ze studie.
As a result of performance of the Poskytovatel  radiologickych  sluzeb
Radiology Services, Radiology Service vytvori v dusledku poskytovani
provider will generate certain data (e.g. radiologickych sluzeb urcité Udaje (napf.
test results or evaluations) and submit it vysledky testd nebo vySetfeni) a zasle je
to ICON/Sponsor or to Principal spole¢nosti ICON/ zadavateli nebo
Investigator (“Study Data”) as specified hlavnimu zkou$ejicimu (dale jen ,udaje
in the Protocol. Study Data may include ze studie®), jak je uvedeno v protokolu.
Personal Data of Study Subjects. The Udaje ze studie mohou zahrnovat osobni
Radiology Service Provider will ensure Udaje subjektd hodnoceni. Poskytovatel
accurate and timely collection, recording, radiologickych sluzeb zajisti pFesné
and submission of such Study Data, a vcasné shromazdovani,
including adhering to any timelines for zaznamenavani  azasilani  takovych
data submission provided by Udaju ze studie abude také dodrzovat
ICON/Sponsor or Principal Investigator. veSkeré |haty pro zasilani ddajl

stanovené spolecnosti ICON/
zadavatelem nebo hlavnim zkouSejicim.

7.3 After providing all the requested source | 7.3. AZz budou hlavnimu zkouSejicimu,
documents and Study Data to the spole¢nosti  ICON nebo zadavateli

Principal Investigator or ICON or
Sponsor, in case there is still any
remaining source document, Radiology
Service Provider agrees to file those
under storage conditions conducive to
their stability and protection, for the
period that is required by the
Regulations. In no event will the
Radiology Service Provider dispose of
any such records without first giving
Sponsor or ICON sixty (60) business
days’ prior written notice of its intent to
do so and an opportunity to transfer the
records to Sponsor or ICON, at
Sponsor’s reasonable expense.

poskytnuty veSkeré pozadované zdrojové
dokumenty a udaje ze studie,
poskytovatel  radiologickych  sluzeb
souhlasi stim, ze v pfipadé jakychkoli
zbyvajicich zdrojovych dokumentl je
bude uchovavat za podminek
prispivajicich k jejich stabilité a ochrané,
ato po dobu vyzadovanou pravnimi
predpisy. Poskytovatel radiologickych
sluzeb v zadném prfipadé nezlikviduje
zadné takové zaznamy, aniz by nejdfive
svllj zamér pisemné oznamil zadavateli
nebo spoleénosti ICON  Sedesat
(60) pracovnich dnli pfedem a poskytl jim
prilezitost pfevzit zaznamy na pfiméfené
naklady zadavatele.
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implement appropriate technical and
organizational safeguards to prevent any
unauthorized disclosures or access,
accidental or unlawful destruction, loss,
alteration, and all other unlawful uses of
personal data. In the event that
Radiology Service Provider becomes
aware of a data or security breach
involving personal data, Service Provider
shall immediately notify ICON, Sponsor
and Principal Investigator in writing and
shall cooperate with Sponsor to take all
required steps to comply with applicable
laws, including in relation to data breach
notification  obligations. Radiology
Service Provider shall then cooperate
with Sponsor to remedy the unintentional
disclosure and to minimize the risk of
recurrence.

8 PRIVACY AND DATA PROTECTION 8 OCHRANA SOUKROMi A OSOBNICH
UDAJU

8.1 In the performance of the Radiology | 8.1 Pfi poskytovani sluzeb bude poskytovatel
Services, Radiology Service Provider radiologickych  sluzeb v pfisluSném
will, to the extent applicable, comply with rozsahu dodrzovat (i) evropské obecné
(i) the European General Data Protection nafizeni o ochrané osobnich udaju (dale
Regulation (the “GDPR”) and (ii) any jen ,GDPR") a (ii) veSkeré platné z&kony,
applicable laws, rules and regulations zasady apravni predpisy (dale jen
(hereinafter referred to as “Privacy ,Zakony o ochrané osobnich udaju").
Laws”).

8.2 Sponsor is the controller of the data | 8.2 Zadavatel je v souvislosti se
processing of the pseudonymized Study. zpracovavanim  pseudonymizovanych
Radiology Service Provider shall only udaju ze studie spravcem 0daju.
process personal data in connection with Poskytovatel radiologickych sluzeb bude
performance of the Radiology Services osobni  Udaje  zpracovavat pouze
in accordance with this Agreement, the v souvislosti s poskytovanim
written instructions of Sponsor, ICON radiologickych sluzeb v souladu s touto
and Principal Investigator or as smlouvou, pisemnymi pokyny
otherwise required by Privacy Laws. zadavatele, spolecnosti ICON a hlavniho

zkousSejiciho nebo jinak v souladu
s pozadavky zakond o ochrané osobnich
adaja.

8.3 Radiology = Service Provider shall | 8.3 Poskytovatel  radiologickych  sluzeb

zavede vhodnd technicka a organizacni
opatfeni, aby zabranil jakémukoli
neopravnénému  zpristupnéni  nebo
pristupu, ndhodnému nebo protipravnimu
znieni, ztraté, zmeéné a jakémukoli
jinému protipravnimu pouziti osobnich
udaju. V pfipadé, Ze se poskytovatel
radiologickych sluzeb dozvi o poruSeni
zabezpe€eni 0daju  nebo poruseni
zabezpeceni zahrnujicim osobni Gdaje,
neprodlené to  pisemné  oznami
spolecnosti ICON, zadavateli a hlavnimu
zkouSejicimu abude se zadavatelem
spolupracovat na prijeti  vSech
nezbytnych krokd, aby byly dodrzeny

platné zakony, ato ive vztahu
k oznamovacim povinnostem pFi
poruseni zabezpeceni udajd.

Poskytovatel radiologickych sluzeb poté
bude se zadavatelem spolupracovat na
napravé neimyslného zpfistupnéni udajd
a minimalizaci rizika opakovani.
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8.4 If either Party becomes aware of a | 8.4 Pokud se néktera smluvni strana dozvi
personal data breach related to data o poruseni zabezpeceni osobnich udaju
processed under this Agreement, that v souvislosti s Udaji  zpracovdvanymi
Party shall promptly notify the other podle této smlouvy, tato smluvni strana to
Parties, and the Parties will fully neprodlené oznami ostatnim smluvnim
cooperate with each other to remedy the stranam, pficemz smluvni strany budou
personal data breach and timely fulfill the vzajemné plné spolupracovat na napravé
(statutory) notification obligations. A poruSeni zabezpec€eni osobnich udajd
personal data breach refers to a avcas spini (zakonné) oznamovaci
Personal Data breach as meant in Article povinnosti.  PoruSenim  zabezpeceni
4, Article 33 and 34 of the GDPR and osobnich Gdaji se rozumi poruSeni
applicable national data protection laws. zabezpeceni osobnich 0daji ve smyslu

¢lanka 4, 33 a34 nafizeni GDPR
a platnych narodnich zakonud o ochrané
osobnich udaju.

8.5 Radiology Service Provider shall make | 8.5 Poskytovatel  radiologickych  sluzeb
available to Sponsor all information and zpfistupni zadavateli veSkeré informace
assistance necessary for Sponsor to a poskytne soucinnost nezbytnou k tomu,
comply with and to demonstrate aby  zadavatel splnil  aprokazal
compliance with obligations under the dodrzovani  povinnosti  vyplyvajicich
GDPR, including those related to data z nafizeni GDPR, vcetné téch, které se
subject rights, data security, data breach tykaji prav subjektl udaji, zabezpeceni
notifications, conducting data protection udaju, oznameni o poruSeni zabezpeceni
impact assessments and any udaju, posuzovani dopadu na ochranu
Supervisory  Authority  consultations osobnich 0daju a jakychkoli konzultaci
required in connection therewith. Such s dozorovym  (fadem, které jsou
assistance shall include allowing for and v souvislosti stim potfeba. Takova
contributing to audits and inspections soucinnost zahrnuje umoznéni auditd
conducted by Sponsor its designee. ainspekci provadénych zadavatelem

nebo jeho zmocnénou osobou a rovnéz
podileni se na nich.

8.6 Radiology Service Provider shall not | 8.6 Poskytovatel  radiologickych  sluzeb
transfer Personal Data outside the nebude predavat osobni (daje mimo
European Economic Area or Switzerland Evropsky hospodarsky prostor nebo
other than in accordance with Study Svycarsko  jinak, neZ v souladu
related instructional documents provided s dokumenty  obsahujicimi  pokyny
by Sponsor or ICON (on behalf of the souvisejicimi se studii, které mu poskytl
Sponsor). zadavatel nebo spole¢nost ICON

(jménem zadavatele).
9 INTELLECTUAL PROPERTY 9 DUSEVNI VLASTNICTVI
9.1 All documents, protocols, data, know- | 9.1 VS8echny dokumenty, protokoly, udaje,

how, methods, operations, formulas,
Confidential Information, Investigational
Product, Study Data and materials
provided to the Service Provider
pursuant to this Agreement or developed
during the course of conducting the
Study, excluding qualified participant
medical records, are and shall remain
Sponsor’s property. Any results of the
Study, shall also be owned by Sponsor.
Radiology Service Provider hereby
assign its/his or her entire rights, title and

know-how, metody, postupy, slozeni,
davérné informace, hodnoceny
pfipravek, Udaje ze studie a materialy
poskytnuté poskytovateli sluzeb podle
této smlouvy nebo vytvorené béhem
provadéni studie, s vyjimkou zdravotnich
zdznam( zpUsobilych dc€astnikl, jsou
a zGstanou  vyhradnim  vlastnictvim
zadavatele. VeSkeré vysledky ze studie
budou rovnéz vlastnictvim zadavatele.
Poskytovatel radiologickych sluzeb timto
postupuje zadavateli veSkera sva prava,
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interest in the Study Data, including any
of its staff, to Sponsor.

naroky a podily spojené s Udaji ze studie,
véetné prav v8ech svych pracovnikd.

9.2 Inventions whether or not patentable, | 9.2 Patentovatelné i nepatentovatelné
processes, technologies, know-how, vynalezy, procesy, technologie, know-
trade secrets, data, improvements, how, obchodni tajemstvi, (daje,
patents and/or other intellectual property vylepSeni, patenty a/nebo jiné duSevni
relating to the Investigational Product or vlastnictvi  souvisejici s hodnocenym
otherwise arising from the Services pripravkem &i jinak vyplyvajici ze sluzeb
under this Agreement, conceived, poskytovanych podle této smlouvy, jez
generated or first reduced to practice, as byly vymyS$leny, vytvofeny, pfipadné
the case may be, during the term of this poprvé dovedeny do faze praktického
Agreement (“Sponsor Inventions”), vyuziti béhem platnosti této smlouvy
shall, without further remuneration for (dale jen ,vynalezy zadavatele“), budou
Service Provider, including the Staff, be vyluénym vlastnictvim zadavatele bez
the sole property of the Sponsor. The daldi odmény pro poskytovatele sluzeb,
Radiology Service Provider shall ensure véetné pracovniku. Poskytovatel
that itself and the Staff promptly disclose radiologickych sluzeb zajisti, ze on
to ICON and/or the Sponsor, in writing, osobné ijeho  pracovnici  budou
any Sponsor Invention and shall assign spole¢nost ICON a/nebo zadavatele
(and shall require all staff to assign) to neprodlené pisemné informovat
Sponsor all rights, title and interest, if o jakémkoli vynalezu zadavatele
any, in and to each such Sponsor apostoupi (abude vyzadovat, aby
Invention. Radiology Service Provider vSichni pracovnici postoupili) zadavateli
agrees to provide, at Sponsors expense, veskera pfipadna prava, naroky a podily
reasonable assistance to Sponsor to spojené s kazdym takovym vyndlezem
enable Sponsor to perfect and enforce its zadavatele. Poskytovatel radiologickych
rights in such Sponsor Inventions. sluzeb souhlasi stim, ze na naklady

zadavatele poskytne zadavateli
pfiméfenou soucinnost, ktera mu umozni
zkvalitnit a uplatnit jeho prava k takovym
vynalezim zadavatele.

10 INSURANCE, LIABILITY AND | 10 POJISTENI, ODPOVEDNOST
INDEMNITY A ODSKODNENI

10.1  The Radiology Service Provider shall | 10.1  Poskytovatel radiologickych  sluzeb
maintain a level of insurance, which is sjedna pojisténi ve vySi, ktera bude
both commercially reasonable and in z komeréniho hlediska primérené
accordance with Regulations. Upon a zarovefi bude spliovat pozadavky
request by ICON, the Radiology Service pravnich predpisu. Poskytovatel
Provider shall produce written evidence radiologickych  sluzeb na  zadost
of appropriate insurance coverage for its spole¢nosti ICON predlozi pisemny
responsibilities and liabilities under this doklad o odpovidajicim pojistném kryti
Agreement. svych odpovédnosti a povinnosti

vyplyvajicich z této smlouvy.

10.2 The Radiology Services Provider | 10.2  Poskytovatel radiologickych sluzeb bere

acknowledges that neither ICON nor the
Sponsor will be responsible for, and the
Radiology Services Provider agrees to
indemnify and hold harmless ICON,
Sponsor and their respective affiliates,
officers, directors, partners, employees
and agents from, any liability, loss, claim,
damages and expense (including
lawyers’ fees and costs of suit) incurred
by them in connection with any and all
third party claim, suits, investigations or

na védomi, ze spolec¢nost ICON ani
zadavatel neponesou odpovédnost,
a poskytovatel radiologickych sluzeb
souhlasi stim, ze spolecnost ICON,
zadavatel a jejich pfislusné pfidruzené
spolecnosti, vedouci pracovniky, feditele,
partnery, zaméstnance  a zastupce
odSkodni azbavi odpovédnosti za
jakykoli zavazek, ztratu, narok, Skody
avydaje (v€etné nakladd na pravni
zastoupeni a soudni Fizeni) vzniklé
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demands to the extent caused by or
arising out of any intentional misconduct
or negligence in connection with the
services or activities contemplated under
this Agreement, failure to adhere to the
Protocol, failure to comply with
applicable Regulation, breach of this
Agreement or willful misconduct, of the
Services Provider, including the Staff or
any other person who assists in
conducting the Study, in performing the
Services.

v souvislosti s jakymkoli narokem,
soudnim  fizenim, Setfenim  nebo
pozadavky tfeti strany v rozsahu
zplsobeném nebo vyplyvajicim

v disledku zavinéného umysiného nebo
nedbalého jednani poskytovatele sluzeb
v rdmci pInéni povinnosti podle této
smlouvy, nedodrzeni Protokolu,
poru$eni platnych pravnich predpisu, této
smlouvy nebo Uumysiného pochybeni pfi
poskytovani sluzeb ze strany
poskytovatele sluzeb, v€etné pracovnikl
nebo jakékoli jiné osoby, ktera pomaha
pfi provadeéni studie.

10.3. IN NO CIRCUMSTANCES SHALL ANY | 10.3 ZA ZADNYCH OKOLNOSTI NENESE
PARTY BE LIABLE TO ANY OTHER ZADNA SMLUVNi STRANA VUCI
PARTY IN CONTRACT, TORT ZADNE DRUHE SMLUVNiI STRANE
(INCLUDING  NEGLIGENCE  OR ODPOVEDNOST ZA JAKYKOLI USLY
BREACH OF STATUTORY DUTY) OR ZISK, OBCHODNIi ZTRATY, ZTRATU
OTHERWISE HOWSOEVER ARISING DOBRE POVESTI, ZTRATU SMLUV,
OR WHATEVER THE CAUSE PRIJMU NEBO PREDPOKLADANYCH
THEREOF, FOR ANY LOSS OF USPOR ANI ZA JAKEKOLI ZVLASTNI,
PROFIT, BUSINESS, REPUTATION, NEPRIME, NAHODNE C| NASLEDNE
CONTRACTS, REVENUES OR SKODY JAKEHOKOLI CHARAKTERU,
ANTICIPATED SAVINGS, OR FOR ANY KTERA VYPLYVA PRIMO CI NEPRIMO
OTHER SPECIAL, INDIRECT, Z JAKEHOKOLI PORUSEN|i TETO
INCIDENTAL, OR CONSEQUENTIAL SMLOUVY KTEROUKOLI DRUHOU
DAMAGE OF ANY NATURE, WHICH SMLUVNi STRANOU, ATO BEZ
ARISES DIRECTLY OR INDIRECTLY OHLEDU NA TO, ZDA K TOMU DOSLO
FROM ANY BREACH OF THIS V DUSLEDKU SMLUVNIHO NEPLNENI,
AGREEMENT ON THE PART OF ANY PRECINU (VCETNE NEDBALOSTI
OTHER PARTY. NOTHING IN THIS NEBO PORUSENI ZAKONNE
SECTION SHALL OPERATE SO AS TO POVINNOSTI) CI JINAK BEZ OHLEDU
RESTRICT OR EXCLUDE THE NA TO, JAK A PROC K TOMU DOSLO.
LIABILITY OF ANY PARTY IN NIC VTOMTO BODE NEOMEZUJE
RELATION TO DEATH OR PERSONAL NEBO NEVYLUCUJE ODPOVEDNOST
INJURY CAUSED BY THE JAKEKOLI SMLUVNI STRANY
NEGLIGENCE OR INTENTIONAL V SOUVISLOSTI S UMRTIM  NEBO
MISCONDUCT OF SAID PARTY OR TO UJMOU NA ZDRAVi V DUSLEDKU
RESTRICT OR EXCLUDE ANY OTHER NEDBALOSTI NEBO UMYSLNEHO
LIABILITY OF ANY PARTY THAT POCHYBENI DANE SMLUVNi STRANY,
CANNOT BE SO RESTRICTED OR ANI NEOMEZUJE NEBO NEVYLUCUJE
EXCLUDED BY APPLICABLE LAW. JAKOUKOLI JINOU ODPOVEDNOST

JAKEKOLI SMLUVNI STRANY,
KTEROU PODLE PLATNYCH ZAKONU
NELZE TAKTO OMEZIT NEBO
VYLOUCIT.

10.4. The Parties to the Agreement | 10.4. Smluvni strany berou na védomi, ze
acknowledge that the Sponsor is zadavatel odpovida za Ujmu na zdravi

responsible for injury to health of the trial
subjects caused by the specific nature of
the medication. In accordance with
relevant Regulations, particularly Act No.
378/2007 Coll., as amended, the
Sponsor shall arrange for insurance of
the trial subjects in the event of injury to
their _health resulting from the clinical

subjektl hodnoceni zplsobenou zvlastni
povahou |éCiva. V souladu s pfisluSnymi
pravnimi predpisy, zvlasté zakonem &.
378/2007 Sb., ve znéni pozdéjSich
predpisd, zadavatel  zajisti  pred
zahajenim klinického hodnoceni na celou
dobu provadéni klinického hodnoceni
smluvni pojisténi subjektd hodnoceni pro
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Study prior commencement of the
clinical Study and maintain this
insurance during the whole term of the
clinical Study. The insurance shall be
concluded with an entity authorized

pfipad djmy na zdravi v dusledku
provadéni klinického hodnoceni, a to u
osoby  ktomu  opravnéné  podle
pfisludnych pravnich predpisa.

pursuant to appropriate legal
Regulations.

11 REPRESENTATION AND | 11 PROHLASENI A ZARUKY.
WARRANTIES.

11.1  The Radiology Service Provider hereby | 11.1  Poskytovatel radiologickych sluzeb timto
ensures that all Staff assisting with the zaruCuje, Ze vSichni pracovnici, ktefi
conduct of the Radiology Services are pomahaji pfi provadéni radiologickych
appropriately qualified and apprised of sluzeb, budou mit odpovidajici kvalifikaci
the relevant procedures and Protocol abudou informovani o pfislusnych
provisions pertaining to the Services, postupech a ustanovenich protokolu
and that are also appropriately trained on tykajicich se sluzeb aze budou také
ICH-GCP. fadné vyskoleni v oblasti ICH SKP.

11.2  The Radiology Service Provider has the | 11.2  Poskytovatel radiologickych sluzeb ma
full right, power and authority to enter plné pravo, pravomoc a opravnéni
into this Agreement and perform its uzavfit tuto smlouvu a plnit své povinnosti
obligations hereunder without the z ni vyplyvajici bez souhlasu jakékoli treti
consent of any third party and without strany a bez poru8eni jakychkoli smluv
breach of any agreements with or nebo zavazku vuci jakékoli treti strané.
obligations to any third party. The Poskytovatel  radiologickych  sluzeb
Radiology Service Provider has not neuzavrel ani neuzavie zadnou smlouvu
entered and shall not enter into any nebo zavazek vici treti strané, ktery by
agreement with or obligation to a third byl nekonzistentni, neslucitelny nebo
party inconsistent, incompatible, or v rozporu s jeho povinnostmi podle této
conflicting with its obligations under this smiouvy.

Agreement.

12 GENERAL PROVISIONS 12 OBECNA USTANOVENI

12.1  Assignment; The Radiology Service | 12.1  Postoupeni: Poskytovatel
Provider may not assign its rights or radiologickych sluzeb nesmi postoupit
delegate its obligations under this sva prava ani pfenést své povinnosti
Agreement without the prior written vyplyvajici z této smlouvy bez
consent of ICON, which consent shall not predchoziho pisemného souhlasu
be unreasonably withheld. ICON shall spole¢nosti ICON, kterd nebude souhlas
have the power to assign this Agreement bezdlvodné odpirat. Spolecnost ICON je
to the Sponsor without the Radiology opravnéna postoupit tuto smlouvu
Service Provider's consent. If ICON zadavateli bez souhlasu poskytovatele
authorizes delegation or subcontracting, radiologickych sluzeb. Pokud spole¢nost
Radiology Service Provider remains ICON schvéli pfeneseni povinnosti nebo
responsible to ICON for the performance uzavieni subdodavatelské  smlouvy,
of all delegated or subcontracted duties. poskytovatel  radiologickych  sluzeb

ponese inadale odpovédnost vUCi
spolecnosti ICON za provedeni vSech
pfenesenych nebo subdodavatelsky
zajisténych povinnosti.

12.2  Waiver: A waiver by either Party of any | 122  Vzdani se prav: Vzdani se jakékoli

term or condition of this Agreement in
any instance shall not be deemed or
construed to be a waiver of such term or
condition for any similar instance in the

podminky této smlouvy kteroukoli ze
smluvnich stran v zadném pfipadé
nebude povazovano za vzdani se takové
podminky v jakémkoli podobném pfipadé
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future or any subsequent breach hereof.
All rights, remedies, undertakings,
obligations and agreements contained in
this Agreement are cumulative and none
of them shall be a limitation of any other
remedy, right, obligation or agreement.

v budoucnosti  nebo pfi  jakémkoli
nasledném porudeni této smlouvy ani tak
nebude vykladano. VS8echna prava,
opravné prostfedky, zavazky, povinnosti
a dohody obsazené v této smlouvé jsou
kumulativni a zaddné znich nebudou
predstavovat omezeni jakéhokoli jiného
opravného prostfedku, prava, povinnosti
¢i dohody.

12.3

Notices: Notices under this Agreement
shall be in writing and considered
sufficient if delivered personally, sent by
registered mail with return receipt, sent
by recognized overnight courier service,
by telefax transmission, or by electronic
mail to a Party’s email address that a
Party has provided below addressed as
follows:

12.3

Oznameni: Oznameni podle této
smlouvy budou vyhotovena pisemné
abudou povazovana za postacujici,
pokud budou doru¢ena osobné, zaslana
doporu¢ené s dorucenkou, zaslana
uznavanou expresni kuryrni sluzbou,
faxem na nize uvedené adresy nebo
elektronickou poStou na e-mailovou
adresu, kterou smluvni strana uvedla
nize:

The Notices boxes below SHOULD be
updated to reflect the signatory parties,
please update accordingly.

Nize uvedena pole pro oznameni JE
TREBA aktualizovat tak, aby odpovidala
podepisujicim smluvnim stranédm;
aktualizujte je tedy odpovidajicim
zplsobem.

If to ICON
ICON Clinical Research Limited
South County Business Park,

Leopardstown, Dublin 18, Irsko

With copy addressed to Director, Legal
Counsel (SSU Legal), ICON Clinical

Research Limited, South  County
Business Park, Leopardstown, Dublin
18, Ireland.

Pokud je adresatem spole¢nost ICON
ICON Clinical Research Limited
South County Business Park,
Leopardstown, Dublin 18, Irsko

V kopii se zasild na adresu Director,
Legal Counsel (SSU Legal), ICON
Clinical Research Limited, South County
Business Park, Leopardstown, Dublin 18,
Irsko.

If to the Radiology Service Provider
Multiscan s.r.o.

Multiscan s.r.o.

Okruhova 1135/44, 155 00 Praha 5,
Czech Republic

Pokud je adresatem
radiologickych sluzeb
Multiscan s.r.o.
Okruhovéa 1135/44, 155 00 Praha 5,
Ceska republika

poskytovatel

If to the
Investigator
Fakultni nemocnice Hradec Kralové,
Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Czech Republic

Institution or Principal

.
I
|
Pokud je adresatem Poskytovatel
zdravotnich sluzeb (Zdravotnické

zefizeni) nebo hlavni zkouSejici:
Fakultni nemocnice Hradec Kralové,
Sokolskd 581, 500 05 Hradec Kralové —
Novy Hradec Kralové,

Ceska republika
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12.4  Relationship of Parties: Nothing herein | 12.4  Vztah smluvnich stran: Nic v této
shall be construed as creating any smlouvé nelze vykladdat jako vytvoreni
association, partnership, joint venture, sdruzeni, partnerstvi, spole¢ného
employment or the relationship of podniku, zaméstnaneckého vztahu nebo
principal and agent between the Parties, vztahu zmocnitele azmocnénce mezi
it being understood that the Radiology smluvnimi stranami, ¢imz se rozumi, ze
Service Provider is an independent poskytovatel radiologickych sluzeb je
contractor, and no Party has the nezavislym  smluvnim  dodavatelem
authority to bind the other, nor the other’s azadnda ze smluvnich stran neni
representatives, in any way. Neither opravnéna zadnym zpusobem zavazovat
Party is responsible for any employee druhou smluvni stranu ani jeji zastupce.
benefits, pensions, workers’ Zadna ze smluvnich stran neni
compensation, withholding, or odpovédnd za zadné zaméstnanecké
employment-related taxes as to the other benefity, dachody, odmeény
Party. zaméstnancl, srdzky nebo dané

souvisejici se zaméstnanim druhé
smluvni strany.

12.5 Governing Law, Prevailing Language, | 12.5 Rozhodné pravo, jazyk smlouvy,
jurisdiction: This Agreement, and all sudisté: Tato smlouva a veskeré spory
disputes and/or claims arising under this a/nebo naroky vyplyvajici z této smlouvy
Agreement, shall be interpreted and se budou fidit a budou vykladany
governed by the laws of the Czech v souladu se zakony Ceské republiky bez
Republic, without regard to conflict of ohledu na stfet pravnich zasad. Tato
laws principles. This Agreement has smlouva byla vyhotovena v anglickém
been executed in English and Czech, in a Ceském jazyce asmluvni strany
the event of any conflict between the two souhlasi stim, ze v pfipadé jakychkoli
versions, the parties agree that the rozporl mezi témito dvéma jazykovymi
Czech version will prevail. Any disputes verzemi bude rozhodujici ¢eska verze.
arising under this Agreement shall be Jakékoliv spory vzniklé ztéto smlouvy
resolved by the competent courts of the budou feSeny pred vécné a mistné
Czech Repubilic. prislugnymi soudy Ceské republiky.

12.6 Entire Agreement: This Agreement | 12.6 Celistvost smlouvy: Tato smlouva,
including Appendices, sets forth the vCéetné pfiloh, predstavuje  Uplnou
entire Agreement and understanding smlouvu adohodu mezi smluvnimi
between the Parties hereto as to the stranami, pokud jde o pfedmét smlouvy,
subject matter hereof and has priority ama prednost pred vSemi dokumenty,
over all documents, verbal consents or slovnimi  dohodami &  ujednanimi
understandings made between ICON ucinénymi  mezi spole¢nosti  ICON
and the Service Provider. Any a poskytovatelem  sluzeb.  VeSkeré
modification to this Agreement must be Upravy této smlouvy musi byt provedeny
in writing, signed by the parties, and pisemné, podepsany smluvnimi stranami
identified as an amendment. a oznaceny jako dodatek.

12.7  Conflicts: If there is any conflict between | 12.7  Rozpory: V pfipadé rozporu mezi touto
this Agreement and any appendices to it, smlouvou a jejimi pfilohami jsou urcujici
the terms of this Agreement control. If podminky této smlouvy. V pfipadé
there is any conflict between this rozporu mezi touto smlouvou
Agreement and the Protocol, the a protokolem je urcujici protokol, pokud
Protocol will control as to any issue jde o jakékoli zalezitosti tykajici se sluzeb
regarding clinical trial related Services, v souvislosti s klinickym hodnocenim,
and the Agreement will control as to all a smlouva je urcujici, pokud jde o jakékoli
other issues. jiné zalezitosti.

12.8 Counterparts and Signatures: This | 12.8  Stejnopisy a podpisy: Tato smlouva se

Agreement shall become binding when

stane zavaznou, jakmile bude jeden nebo
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any one or more counterparts hereof,
individually or taken together, shall bear
the signatures of each Party hereto. The
Parties consent and agree that their use
of a key pad, mouse or other electronic
means to select an item, button, icon or
similar act/action in accepting this
Agreement constitutes their signature,
acceptance and agreement as if actually
signed by the Parties in writing unless
prohibited by applicable Regulations, in
particular Act No. 297/2016 Coll., on trust
services for electronic transactions.
Furthermore, the Parties agree that no
certification authority or other third party
verification is necessary to confirm the
validity of the Parties’ electronic
signature; and that the lack of such
certification or third party verification will
not in any way affect the enforceability of
its acceptance and/or signature or any
resulting contract between the Parties.
This Agreement shall be executed in any
three (3) counterparts, each of which
shall be an original as against any Party
whose signature appears thereon, but all
of which together shall constitute but one
and the same instrument, if not signed
electronically.

vice jejich stejnopisd jednotlivé &i
spole¢né opatfeny podpisy kazdé
smluvni strany. Smiuvni strany souhlasi
s tim, Ze pouziti klavesnice, mysi nebo
jinych elektronickych prostfedkud k vybéru
polozky, tlacitka ¢i ikony nebo podobny
krok/postup pro pfijeti této smlouvy
predstavuje  jejich  podpis,  pfijeti
a souhlas, jako kdyby smluvni strany
podepsaly smlouvu vlastnoru¢né, pokud
to nezakazuji platné pravni predpisy,
zejména zakon ¢&. 297/2016 Sb., o
sluzbich vytvéarejicich divéru pro
elektronické transakce. Smluvni strany
dale souhlasi stim, Ze kpotvrzeni
platnosti jejich elektronického podpisu
neni nutné ovéfeni zadnym certifikacnim
Ufadem ani jinou tfeti stranou a ze
neexistence takového certifikatu Ci
ovefeni ftfeti stranou nijak neovlivni
vymahatelnost pfijeti a/nebo podpisu ¢i
jakykoli vysledny smluvni vztah mezi
smluvnimi stranami. Tato smlouva muze
bude vyhotovena ve tfech (3)
stejnopisech, znichz kazdy bude po
podpisu jakoukoli stranou povazovan za
original, pficemz vSechny stejnopisy
spole¢né predstavuji jeden atentyz
dokument, pokud nebude podepsana
elektronicky.

12.9 Survival; Except as  otherwise | 12.9  Pretrvani ustanoveni: Pokud zde
specifically provided herein, termination vyslovné neni uvedeno jinak, ukonceni
of this Agreement shall not relieve any této smlouvy nezbavuje zadnou smluvni
Party hereto from any obligation under stranu jakychkoli povinnosti podle této
this Agreement that accrued or arose smlouvy, které vznikly na zakladé nebo
from facts and circumstances in vdisledku  skute€nosti  a okolnosti
existence prior thereto. In addition, the existujicich  pred ukonCenim  této
provisions of this Agreement that by their smlouvy. V platnosti zUstavaji také ta
nature contemplate continuing ustanoveni této smlouvy, ktera se
obligations shall survive expiration or z povahy véci tykaji povinnosti trvajicich
termination of this Agreement’ i po ukonceni této smlouvy nebo po

vyprseni jeji platnosti.

12.10 Third Party Beneficiary: All Parties | 12.10 Opravnéna treti strana: VSechny
hereto expressly acknowledge and smluvni strany této smlouvy vyslovné
agree that the Sponsor shall be a third potvrzuji a souhlasi s tim, ze zadavatel je
party beneficiary of this Agreement and opravnénou treti stranou této smlouvy
shall be entitled to enforce any of the aze méa pravo vymahat jakakoli
provisions hereof by all remedies at law ustanoveni  této  smlouvy  vSemi
and/or in equity. zakonnymi pravnimi prostfedky a/nebo

podle zvykového prava.

12.11 Compliance with Applicable Anti- | 12.11 Dodrzovani platnych
bribery/anti-corruption Regulations, protikorupénich/protiuplatkarskych
International Trade Compliance and pravnich predpisd, zakonu
Insider Trading Laws: The Parties upravujicich mezinarodni obchod
acknowledge that they are bound by all a zakon o zneuziti davérnych

applicable Regulations which may

obchodnich informaci: Smluvni strany
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include Foreign Corrupt Practices Act
(FCPA) and the UK Bribery Act in force.
The Parties will not cause another Party
to be in breach of applicable Regulations
through any act as described in this
section. In performing the Services
under this Agreement, the Radiology
Service Provider (and their employees
and agents): (i) agree(s) that it has not
and shall not, directly or indirectly, offer
to make, promise, authorize or accept
any payment or anything of value,
including bribes, gifts and/or donations to
or from any public official, Regulatory
Authority or anyone else for the improper
purpose of influencing, inducing or
rewarding any act, omission or decision
in order to secure an improper
advantage, including to obtain or retain
business; and (ii) shall comply with all
applicable anti-corruption and anti-
bribery laws, regulations and industry
and professional codes of practice. The
Radiology Service Provider shall notify
ICON and Sponsor immediately upon
becoming aware of any breach under
this section. For the purpose of
monitoring compliance with applicable
Regulations and the terms of this
section, radiologickych Service Provider
agrees that ICON shall have the right to
conduct an investigation or audit of
payments and/or transfers of value made
by the Radiology Service Provider
related to the Radiology Services. The
Service Provider shall cooperate fully
with such investigation or audit, the
timing of which shall be at the sole
discretion of ICON/Sponsor. The
Radiology Service Provider shall ensure
that all its Staff, subcontractors (if any)
and agents (if any) receive appropriate
anti-corruption training. Any violation of
this current section by the Radiology
Service Provider constitutes a material
breach of this Agreement. In addition to
any other sanction provided by law
and/or this Agreement, ICON may
terminate this Agreement for cause and
with immediate effect.

berou na védomi, ze jsou povinny
dodrzovat vedkeré platné pravni
predpisy, mimo jiné vcetné platného
zakona proti korupénim  praktikdm
v zahrani¢i (Foreign Corrupt Practices
Act, FCPA) a britského zakona o boji
proti Uplatkarstvi (UK Bribery Act).
Smluvni strany se nedopusti jednani,
které by vedlo kporuSeni platnych
pravnich predpist jinou smluvni stranou,
jak je uvedeno viomto bodé.
Poskytovatel  radiologickych  sluzeb
(ajeho zameéstnanci a zastupci) pfi
provadéni sluzeb podle této smlouvy (i)
souhlasi stim, Ze pfimo ani nepfimo
nenabidli poskytnuti, neslibili, neschvalili
ani nepfijali Zadné platby ani nic
hodnotného, vcetné Uplatki, vécnych
a/nebo finanénich dard ve vztahu
k jakémukoli vefejnému Giniteli,
regulacnimu Gfadu ani komukoli jinému
za nevhodnym (celem ovliviovani,
podporovani nebo odménovani
jakéhokoli  jednani, opomenuti i
rozhodnuti ve snaze ziskat nepatficnou
vyhodu, ato vcetné ziskani ¢i udrzeni
zakazky, a ze tak ani neucini; a (ii) bude
dodrzovat veSkeré platné protikorupcni
a protiuplatkarske zakony, pravni
predpisy a oborové a profesni kodexy.
Poskytovatel radiologickych sluzeb bude
informovat spole¢nost ICON
a zadavatele okamzité, jakmile se dozvi
o jakémkoli poruSeni smlouvy podle
tohoto bodu. Pro uc€ely monitorovani
dodrzovani platnych pravnich predpist
a podminek tohoto bodu poskytovatel
radiologickych sluzeb souhlasi s tim, ze
spole¢nost ICON bude mit pravo provést
Setfeni ¢i audit plateb a/nebo prevodu
hodnot provedenych poskytovatelem
sluzeb v souvislosti se radiologickymi
sluzbami. Poskytovatel radiologickych
sluzeb bude pfi takovém Setfeni ¢i auditu,
jejichz  nacasovani bude  zaviset
vyhradné na  spolecnosti  ICON /
zadavateli, piné spolupracovat.
Poskytovatel  radiologickych  sluzeb
zajisti, aby vSichni jeho pracovnici,
pfipadni  subdodavatelé  a pfipadni
zastupci absolvovali odpovidajici Skoleni
v otazkach boje proti korupci. Jakékoli
poruseni tohoto konkrétniho bodu ze
strany  poskytovatele radiologickych
sluzeb predstavuje zavazné poruseni
této smlouvy. Kromé jakychkoli dalSich
sankci stanovenych zakonem a/nebo
touto smlouvou mize spolecnost ICON
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tuto smlouvu zuvedeného dlvodu
a s okamzitou Gcinnosti vypovédét.

12.12 Trade Control Laws; In performing the

Services under this  Agreement,
Radiology Service Provider will comply
with any applicable global export,
sanctions and trade control laws relating
to its respective business, facilities, and
the provision of services hereunder. The
Radiology Service Provider represents
and warrants that neither it nor, with
respect to those engaged in activities
under or related to this Agreement, any
of its affiliates, staff, subcontractors, or
agents, are: (a) currently subject to any
sanctions administered or enforced by a
Regulatory Authority or included on any
of the Restricted Party Lists maintained
by the U.S. Government or other relevant
Government authority (as defined
below); or (b) owned or controlled by any
individual or party described in
subsection (c) or located in any
Restricted Market subject to sanctions
imposed by the U.S., EU, or United
Nations (“Restricted Market” includes
but is not limited to to Crimea, Cuba, the
Donetsk Region, Iran, North Korea,
Sudan and Syria). The Radiology
Service Provider further represents and
warrants that it is not owned or controlled
by, or otherwise affiliated with and to the
best of its knowledge, does not employ,
any individual or entity on any Restricted
Party List. “Restricted Party List”
means the Specially Designated
Nationals List, as administered by the
U.S. Department of the Treasury Office
of Foreign Assets Control; the
Consolidated List of Persons, Groups
and Entities Subject to E.U. Financial
Sanction, as implemented by the E.U.
Common Foreign & Security Policy; the
List of Excluded Individuals/Entities, as
published by the U.S. Health and Human
Services - Office of Inspector General;
and the System and Award Management
database, which is managed by the U.S.
General Services Administration.

12.12

Zakony o kontrole obchodu: P¥i
poskytovani sluzeb podle této smlouvy
bude poskytovatel radiologickych sluzeb
dodrzovat vSechny platné globalni
zakony tykajici se vyvozu, sankci
a kontroly obchodu, které se vztahuji na
jeho podnikéni, prostory a poskytovani
sluzeb podle této smlouvy. Poskytovatel
radiologickych sluzeb prohlasuje
a zaruc€uje, ze ani on, ani zadna z jeho
pridruzenych spolecnosti, zadny z jeho
pracovnikd, subdodavateld nebo
zastupcl, ktefi se podileji na ¢innostech
podle této smlouvy nebo souvisegjicich
s touto smlouvou: (a) v soucasné dobé
nepodléhaji sankcim uplatiiovanym nebo
vymahanym regulaénim 0(fadem nebo
zafazenym na seznamy stran, pro néz
plati omezeni, které vede vldda USA
nebo jiny pfislusny vladni organ v USA
(jak je definovano nize); nebo (b) nejsou
ve vlastnictvi nebo pod kontrolou jakékoli
fyzické osoby nebo strany popsané
v podbodu (c) nebo registrované na
jakémkoli trhu, pro ktery plati omezeni
asankce ulozené USA, EU nebo
Organizaci spojenych narodl (dale ,trh,
pro ktery plati omezeni“; mimo jiné se
jedna o Krym, Kubu, Donéckou oblast,
Iran, Severni Koreu, Sudan a Syrii).
Poskytovatel radiologickych sluzeb dale
prohlaSuje a zaru€uje, Ze neni ve
vlastnictvi ani pod kontrolou Zzadné
fyzické ani pravnické osoby uvedené na
jakémkoli seznamu stran, pro néz plati
omezeni, ani neni jejim pfidruzenym
subjektem apodle svého nejlepsiho
védomi nevyuziva sluzeb zadné takové
fyzické ¢€i pravnické osoby. ,Seznam
stran, pro néz plati omezeni“ znamena
seznam specialné vymezenych obcand
spravovany  Uradem  pro  Fizeni
zahrani¢nich aktiv (Office of Foreign
Assets Control) pfi Ministerstvu financi
USA; konsolidovany seznam fyzickych
osob, skupin a pravnickych osob, na
které se vztahuji finanéni sankce EU
zavedené podle spole¢né zahrani¢ni
a bezpecnostni politky EU; seznam
vylou€enych fyzickych/pravnickych osob
publikovany  Kancelafi  generalniho
inspektora (Office of Inspector General)
pfi  Ministerstvu  zdravotnictvi USA;
a databazi System and Award
Management, kterou spravuje Sprava
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obecnych sluzeb USA (General Services
Administration).

12.13 Severability: The invalidity  or | 12.13 Oddélitelnost ustanoveni: Neplatnost ¢i
unenforceability of any provision of this nevymahatelnost jakéhokoli ustanoveni
Agreement shall in no way affect této smlouvy nebude mit zadny vliv na
enforcement of any other provision of vymahani jakéhokoli jiného ustanoveni
this Agreement této smlouvy.

12.14 Transparency: ICON and Sponsor may | 12.14 Transparentnost: Spole¢nost ICON
disclose for any lawful purpose, within azadavatel mohou za jakymkoli

their sole discretion, the terms of this
Agreement, including without limitation,
the total compensation (including fees
and expenses) payable or paid pursuant
to this Agreement. When making such
disclosures, Sponsor and ICON reserve
the right to attribute all compensation
paid under this Agreement to each
individual person that receives such
compensation under this Agreement.

The parties acknowledge that the Agreement
will be published in the Contract register in
accordance with Act No. 340/2015 Coll., on the
contract register. The publication will be carried
out by the Institution.

Estimated value of the Agreement: 227.800 CZK

zakonnym Uc¢elem a dle svého vlastniho
uvazeni zverejnit podminky této smlouvy,
mimo jiné vcéetné celkové odmény
(v€etné poplatki a vydajd) splatné nebo
zaplacené podle této smlouvy. Zadavatel
aspole¢nost ICON si pfi takovem
zvefejnéni vyhrazuji pravo prfisoudit
veSkeré odmény zaplacené podle této
smlouvy kazdé fyzické osobé, ktera
obdrzi takovou odménu podle této
smlouvy.

Strany berou na védomi, ze smlouva bude
uvefejnéna vregistru smluv v souladu se
zakonem ¢&. 340/2015 Sb., o registru smluv.
Uvefejnéni provede Poskytovatel zdravotnich
sluzeb.

Predpokladana hodnota Smlouvy: 227.800 K¢

[REMAINDER OF PAGE LEFT
INTENTIONALLY BLANK]

[ZBYVAJICI CAST STRANY JE ZAMERNE
PONECHANA PRAZDNA ]
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IN WITNESS WHEREOF, the Parties have
caused this Agreement to be executed by their
duly authorized representatives to be effective as
of the Effective Date.

NA DUKAZ CEHOZ radné& zmocnéni zastupci
smluvnich stran podepsali tuto smlouvu
s ucinnosti od data ucinnosti.

ICON Clinical Research Limited

Date / Datum: 27.1. 2026

Name / Jméno:

Signature/
Podpis:

Multiscan s.r.o.

Date / Datum: 30. 1. 2026

Name / Jméno:

Signature/
Podpis:

Fakultni nemocnice Hradec Kralové

Date / Datum: 10. 2. 2026

Name / Jméno: MUDr. Ale$s Herman, Ph.D.

Signature/
Podpis:
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APPENDIX A PRILOHA A
(Radiology Services to be rendered by the (Sluzby, které bude zajiStovat poskytovatel
Radiology Service Provider) radiologickych sluzeb)

e MRI brain scans according to the e MRI mozku podle Protokolu studie,
Protocol, Manuals and instructions Manualu a pokynd poskytnutych
provided by Sponsor, ICON, and zadavatelem, spole¢nosti ICON a
Investigator zkousejicim.
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APPENDIX B PRILOHA B
(Payment Schedule and Payment Terms) (Harmonogram plateb a platebni podminky)
| Payment Schedule | Harmonogram plateb |
Payment Terms platebni podminky
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APPENDIX C PRILOHA C
(Beneficiary Details Form) (Formular adaju prijemce platby)
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