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SERVICES AGREEMENT

SMLOUVA O POSKYTOVANI SLUZEB

This Services Agreement (the “Agreement”) is

Tato smlouva o poskytovani sluzeb (dale jen
,Smlouva“) se uzavira

by and between

mezi

Janssen - Cilag International N.V.,

with registered offices at: Turnhoutseweg 30, 2340
Beerse, Belgium

Registration No.: BEO473587751

Janssen - Cilag International N.V.,

se sidlem na adrese: Turnhoutseweg 30, 2340
Beerse, Belgie

Registracni ¢.: BE0O473587751

Represented by the Power of Attorney by the
company

zastoupenou na zdkladé plné moci spole¢nosti

Janssen-Cilag s.r.o.

with registered offices at Walterovo namésti 329/1,
158 00 Praha 5 —Jinonice, Czech Republic

ID No.: 27146928

Tax ID: CZ27146928

Registered in the Commercial Register at the
Municipal Court in Prague, section C, enclosure
99837

Bank details: Citibank Europe plc, Organizational Unit
Account number: 2043060205/2600

Databox: 8jvdhia

(“Janssen ”)

Janssen-Cilag s.r.o.

se sidlem na adrese Walterovo namésti 329/1,
158 00 Praha 5 — Jinonice, Ceska republika

IC: 27146928

DIC: CZ27146928

zapsanou v obchodnim rejstfiku vedeném
Méstskym soudem v Praze, oddil C, vlozka 99837
Bankovni  spojeni:  Citibank  Europe plc,
organizacni slozka

Cislo u¢tu: 2043060205/2600

Datovd schranka: 8jvdhia

(,spolecnost Janssen)

and

a

Nemocnice Pardubického kraje, a.s.
Kyjevskd 44, 53203 Pardubice, Czech Republic
Represented by XXXXXXXXXX,

and

XXXXXXXXXX

ID: 275 20 536, VAT ID: CZ275 20 536

Bank details: CSOB, a.s., Pardubice affiliate

Bank account: 280123725/0300

registered in the Commercial Register kept by the
Regional Court in Hradec Kralové, Section B, File 2629

(,Provider”)

Nemocnice Pardubického kraje, a.s.
Kyjevskd 44, 53203 Pardubice, Ceska republika
zastoupend: XXXXXXXXXX

a

XXXXXXXXXX

IC: 275 20 536, DIC: CZ275 20 536

Bankovni spojeni: CSOB, a.s. pobocka Pardubice,
¢. Gctu: 280123725/0300

Zapsand v obchodnim rejstfiku vedeném
Krajskym soudem v Hradci Kralové, oddil B, vlozka
2629

(,,Poskytovatel”)
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and effective as of the date of its publication in the
contract registry of the Ministry of the Interior of the

Czech Republic (“Effective Date”).

a nabyva ucinnosti k datu zverejnéni smlouvy v
registru smluv  Ministerstva vnitra Ceské
republiky (ddle jen ,datum ucinnosti“).

However, the parties expressly agreed to comply
with the provisions of Exhibit B retroactively from

01- January -2025.

Avsak strany se vyslovné dohodly, Ze se budou
fidit ustanovenimi P¥ilohy B zpétné od 01. ledna
2025.

Clinical Trial/Klinické hodnoceni

“A Randomized, Double-blind, Placebo - controlled

Phase 3 Study of JNJ-56021927 in Subjects with High-risk, Localized or Locally
Advanced Prostate Cancer Receiving Treatment with Primary Radiation
Therapy “ / “Randomizované, dvojité zaslepené, placebem kontrolované
klinické hodnoceni pfipravku JNJ-56021927 faze Il u muzl s vysoce rizikovym

lokalizovanym nebo

lokdlné pokrocilym karcinomem prostaty,

ktefi

podstupuji primarni radioterapii”

Regulatory Sponsor/Zadavatel
Study Product/Hodnoceny pfipravek
Protocol/Protokol

EUdraCT number/¢islo EudraCT
EU CTR number/ ¢islo EU CTR

Janssen - Cilag International N.V.
InJ-56021927 (apalutamid)
56021927PCR3003

2015-003007-38
2023-505246-26

Whereas, Janssen has requested Provider to
conduct certain scintigraphy examination, as
further defined in Exhibit B (the “Services”) in
connection with the Clinical Trial, which is
sponsored by Regulatory Sponsor, involving the
Study Product according to the Protocol (including
subsequent Protocol amendments), and Exhibits
which forms an integral part hereof; and

Vzhledem k tomu, Ze spole¢nost Janssen pozadala
poskytovatele, aby poskytoval urcité scintigrafické
vysetfeni, jak je dale definovano v pfiloze B (dale
jen ,sluzby”), v souvislosti s klinickym hodnocenim
sponzorovanym zadavatelem, které se tyka
hodnoceného pfipravku podle protokolu (véetné
naslednych dodatk(l k protokolu), a pfiloh, které
tvofi nedilnou soucast této smlouvy.

Whereas, Provider is equipped to perform the
Services and Provider has agreed to perform the
Services on the terms and conditions hereinafter
set forth.

Vzhledem ktomu, Ze poskytovatel je vybaven
k provadéni sluzeb a souhlasi s poskytovanim
sluzeb za podminek stanovenych nize.

Now, therefore, in consideration of the premises
and the mutual promises and covenants
expressed herein, the parties agree as follows:

Nyni se proto strany, s ohledem na vyse uvedené
as ohledem na vzdjemné dohody a pfisliby
uvedené v této smlouvé, dohodly nasledovné:
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1. Performance of the Services

1. Provadéni sluzeb

1.1 The parties agree that the Protocol, | 1.1 Strany se dohodly, Ze pokud protokol, véetné
including any  subsequent  Protocol jakychkoli pozdéjsich dodatkd k protokolu,
amendments, incorporated by reference as ktery je zde zaclenén prostfednictvim odkazu
Exhibit A if not attached hereto but known jako priloha A, neni pfiloZen k této smlouvé,
to all parties, and the other Exhibits form an ale je znam vSem stranam, tvofi i s ostatnimi
integral part of this Agreement. pfilohami nedilnou soucast této smlouvy.

1.2 Provider agrees to use best efforts and | 1.2 Poskytovatel souhlasi, Ze vynalozi maximalni
professional expertise to perform the usili a odborné znalosti k provedeni sluzeb
Services in accordance with the Protocol, all v souladu s protokolem, vsSemi platnymi
applicable legal and regulatory zakony a regulaénimi pozadavky,
requirements, the identified timelines and stanovenymi |hGtami a podminkami této
the terms and conditions of this Agreement. smlouvy. Provadéné sluzby jsou uvedeny
The Services to be performed are provided v pfiloze B této smlouvy.
in Exhibit B to this Agreement.

1.3 Provider may appoint such other individuals | 1.3  Poskytovatel mze urcit dalsi osoby, jak uzna

as it may deem appropriate to assist in the
conduct of the Services. Provider agrees to
provide the staff and the equipment
required for the execution of the Services,
ensuring both the quality of the work and
that of the information supplied. Provider is
responsible for the services performed by its
staff and those individuals it appoints to
assist in the conduct of the Services and
undertakes in particular to have the services
executed by competent persons. In the
event that Provider uses the Services of
others to conduct the Services pursuant to
this Agreement, Provider shall be
responsible for ensuring that all are
appropriately licensed and credentialed and
in compliance with the terms of this
Agreement. Provider shall be liable for any

za vhodné, aby spolupracovaly pfi
poskytovani sluzeb. Poskytovatel souhlasi, ze
poskytne persondl avybaveni potfebné
k provadéni sluzeb tak, aby byla zajiSténa
kvalita  prdce idodanych informaci.
Poskytovatel zodpovida za sluzby
poskytované jeho persondlem a osobami,
které povéfi spolupraci pfi provadeéni sluzeb,
a zavazuje se, Ze sluzby budou provadéné
kompetentnimi osobami. V pfipadé, Ze
poskytovatel vyuZiva sluzeb dalSich osob
k poskytovani sluzeb podle této smlouvy,
bude poskytovatel odpovidat za zajisténi
toho, Ze vSechny tyto osoby maji radné
oprdvnéni a povéreni a dodrzuji podminky
této smlouvy. Poskytovatel bude odpovidat
za jakékoliv poruseni této smlouvy témito
osobami.

breach of this Agreement by such

individuals.

Where applicable, Provider shall ensure that Kde je to vhodné, poskytovatel zajisti, aby se
designated staff or other individuals uréeny persondl nebo dalsi osoby povérené

appointed for the conduct of the Services
attend all trainings conducted by Janssen or
its designee for the proper performance of
the Services in accordance with the

provadénim sluzeb zucastnily vSech skoleni
vedenych spolecnosti Janssen nebo jejim
zmocnéncem, kterd se tykaji Fadného
provadéni sluzeb v souladu s protokolem,
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Protocol, safety and reporting
requirements, and any other applicable
guidelines relevant to the performance of
the Services for the Clinical Trial.

pozadavky na bezpecnost a hlaseni a jinymi
platnymi smérnicemi relevantnimi pro
poskytovani sluzeb pro klinické hodnoceni.

1.4 Additional Services: Without the prior
written consent of Janssen, Provider shall
not conduct any services or activities or
facilitate third parties to conduct any
services or activities not required by the
Protocol on the data derived from the
Clinical Trial. Hereinafter, the research
described in the previous sentence shall be
referred to as “Additional Services”. In any
case where Janssen gives such approval, the
approved Additional Services shall be
subject to (i) the conclusion of another
written agreement between Provider and
Janssen, or (ii) an amendment to the current
Agreement. Provider shall conduct all
Additional Services in compliance with all
applicable regulations. Without limiting any
other remedy available by law to Janssen, if
Provider conducts Additional Services in
breach of this section, and such Additional
Services result in an Invention (as defined in
Section 8 below), Provider hereby grants to
Janssen or its designee an irrevocable,
worldwide, paid up, royalty-free, exclusive
license, with right of sub-license, to make,
have made, use, have used, sell, have sold,
and import any such Invention that results
from such Additional Services. This Section
shall survive termination or expiration of
this Agreement.

The Investigator or physician of the Study
team at Study Site shall indicate the
provision of the Services in the form of a
request for examination (provision of
Services). Specific testing dates will be

1.4 Dodatecné sluzby: Bez predchoziho
pisemného souhlasu spolecnosti Janssen
poskytovatel nebude provadét sluzby nebo
¢innosti nebo umoZnovat tfetim stranam
provadét sluzby nebo ¢innosti nevyzadované
protokolem za pouziti Udajd ziskanych v
ramci klinického hodnoceni. Vyzkum popsany
v predchozi vété bude ddle oznadovan jako
,dodatecné sluzby”. V kazdém pripadé, kdy
spole¢nost Janssen poskytne takovy souhlas,
schvdlené  dodate¢né  sluzby  budou
vyZadovat (i) uzavieni dalsi pisemné smlouvy
mezi poskytovatelem a spole¢nosti Janssen
nebo (ii) dodatek k této smlouvé.
Poskytovatel bude provadét vsechny
dodatecné sluzby vsouladu se vsemi
platnymi pravnimi predpisy. Aniz by tim byly
omezeny jakékoli jiné opravné prostiedky
dostupné podle zdkona spolecnosti Janssen,
pokud  poskytovatel bude  provadét
dodatecné sluzby v rozporu s timto ¢lankem
atakové dodatecné sluzby povedou
k vynalezu (jak je definovan v ¢lanku 8 nize),
poskytovatel timto udéluje spole€nosti
Janssen nebo jejimu zmocnénci
neodvolatelnou, celosvétovou, splacenou,
bezplatnou, exkluzivni licenci s prdvem
poskytovat sublicence na vyrobu, pouZiti,
prodej a dovoz jakéhokoli takového vynalezu,
ktery vznikl vramci takovych dodatecnych
sluZeb. Tento ¢lanek zlstane v platnosti i po
vypovézeni nebo vyprieni platnosti této
smlouvy.

Poskytnuti sluzeb indikuje hlavni zkousejici,
popf. lékaf z tymu hlavniho zkousejiciho ze
studijniho pracovisté, a to formou Zadosti o
provedeni vysetfeni (poskytnuti sluzby).
Konkrétni  terminy  vySetfeni  budou
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agreed with the Provider's staff, while
respecting tests deadlines specified in the
Protocol.

All original results of the performed Services have
to be transferred to the respective Study
Site and Principal Investigator via the
Perceptive system. The Provider will retain
copies of the results as well as all necessary
records and documents about the Study as
required by regulatory requirements, this
Agreement, and/or the Protocol.

domluveny se zaméstnanci poskytovatele,
pficemZ budou dodrieny terminy vysSetieni
uvedené v protokolu.

Vsechny originalni vysledky poskytnutych sluzeb
musi byt preddny pfislusSnému studijnimu
pracovisti a hlavnimu zkousejicimu
prostfednictvim systému Perceptive.
Poskytovatel bude uchovavat kopie vysledkd
aveskeré potifebné zdznamy a dokumenty
o studii, jak to vyzaduji regulaéni pozadavky,
tato smlouva a/nebo protokol.

2. Term and Termination

2. Doba trvani a ukonceni platnosti smlouvy

2.1 The term of this Agreement shall begin on | 2.1 Tato smlouva vstoupi v platnost k datu
the Effective Date. The parties estimate that ucinnosti. Strany odhaduji, Ze poskytovani
the Services will end on the expiration or sluzeb bude ukonéeno k datu vyprseni nebo
termination of the Clinical Trial Agreement, vypovézeni platnosti smlouvy o klinickém
unless sooner terminated in accordance hodnoceni, pokud nebude ukonceno drive
with the terms hereof. The parties agree v souladu s podminkami této smlouvy. Strany
that the term may be amended in writing by souhlasi s tim, Ze doba platnosti mUze byt
mutual agreement of the parties. zménéna pisemné na zdkladé vzajemné

dohody stran.
The Parties estimate that the Clinical Trial Smluvni strany odhaduji, Ze klinické
will end on (i) XXXXXXX or (ii) six (6) months hodnoceni skonci (i) XXXXXXX nebo (ii) Sest
following final database lock, unless sooner (6) mésicli po kone¢ném uzamceni databaze,
terminated in accordance with the terms pokud nebude ukonceno dfive v souladu
hereof. Duration of this Agreement may be s podminkami této smlouvy. Doba platnosti
extended by written accord of the Parties. této smlouvy mize byt prodlouZzena na
The estimated number of subjects is a zakladé pisemného souhlasu smluvnich
maximum of X. stran.  Predpokladany pocet subjekt(
hodnoceni je maximalné X.
2.2 The Agreement may be terminated by either | 2.2 Tato smlouva mize byt kdykoli ukonéena

party at any time in the exercise of its sole
discretion upon fifteen (15) calendar days
prior written notice to the other party.
Reasons for termination may include but are

kteroukoli smluvni stranou dle jejiho
vlastniho uvazeni na zakladé predem zaslané
pisemné vypovédi, svypovédni Ih{tou
patnacti (15) kalendarnich dni. Davody pro

not limited to: vypovézeni smlouvy mohou mimo jiné
zahrnovat:
(i) breach of contract, including (i) poruseni smlouvy, véetné

failure to comply with the

nedodrieni protokolu a platnych
zdkon( a predpisu;
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Protocol and applicable laws and
regulations;

(ii) receipt of safety information that
makes it prudent to do so; or

(ii) obdrzeni informaci ohledné
bezpecnosti, s ohledem na néz
bude vypovézeni zadouci, nebo

(iii) the end of the Clinical Trial.

(iii) ukonceni klinického hodnoceni.

Notwithstanding the above, Janssen may
immediately terminate the Clinical Trial if,
within its sole judgement, such immediate
termination is necessary based upon
considerations of patient safety or upon
receipt of data suggesting lack of sufficient
efficacy. Upon receipt of notice of
termination, Provider shall promptly end
the performance of the Services. In the
event of termination hereunder, other than
as a result of a material breach by Provider,
the total sums payable by Janssen pursuant
to this Agreement shall be equitably
prorated for actual Services performed until
the date of termination, with any
unexpended funds previously paid by
Janssen to Provider being refunded to
Janssen.

Bez ohledu na vyse uvedené muZe spole¢nost
Janssen ihned ukoncit klinické hodnoceni na
zakladé vlastniho uvaZeni, bude-li toto
okamzité ukonceni nutné sohledem na
bezpecnost pacientll nebo obdrZeni udajl
naznacujicich nedostate¢nou ucinnost. Po

pfijeti vypovédi poskytovatel neprodlené
ukonéi  poskytovani sluzeb. V pfipadé
ukonceni podle tohoto ¢ldnku zjiného

dlvodu, nezZ je podstatné poruseni ze strany
poskytovatele, budou celkové ¢astky splatné
spolec¢nosti Janssen podle této smlouvy
spravedlivé pomérné kraceny dle skutecné
poskytnutych sluzeb ke dni ukonceni,
pricemz veSkeré nespotiebované zdlohy,
které spolecnost Janssen jiz zaplatila
poskytovateli, budou spolecnosti Janssen
vraceny.

2.3 Upon the earlier of the termination of the
Clinical Trial and termination of this
Agreement, (a) Provider shall immediately
deliver to Janssen all data generated as a
result of the Clinical Trial, all clinical
specimens collected, all documents and
data provided by Janssen and its respective
affiliates, and all Janssen Confidential
Information, as defined in Section 7.2
below, (b) Provider shall return to Janssen
or its respective affiliates or destroy upon
instructions of Janssen or its affiliates, all
unused Study Product, and (c) Provider shall
treat materials and equipment provided by
Janssen or its respective affiliates in
accordance with instruction provided by
Janssen or its affiliates, and if Janssen
requires the return of any materials and/or
equipment, Provider shall return them upon

2.3 V pfipadé drivéjsiho ukonceni klinického
hodnoceni a vypovézeni této smlouvy (a)
poskytovatel okamzité doruci spolecnosti
Janssen vsechny udaje ziskané na zakladé
klinického hodnoceni, vSechny shromazdéné
klinické vzorky, vSechny dokumenty a Udaje
poskytnuté spolecnosti Janssen a jejimi
prislusnymi pfidruzenymi spole¢nostmi a
veskeré dlvérné informace spolecnosti
Janssen, jak jsou definovany v nize uvedeném
¢lanku 7.2, (b) poskytovatel vrati spole¢nosti
Janssen nebo jejim pfislusnym pridruzenym
spole¢nostem vSechny nepouZité hodnocené
prostfedky nebo je zni¢i na zakladé pokynl
spolecnosti Janssen nebo jejich pfidruzenych
spoleénosti, a (c) poskytovatel je povinen
naklddat s materidly a  vybavenim
poskytnutym spole¢nosti Janssen nebo jejimi
pridruzenymi spole¢nostmi v souladu s
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the instructions of Janssen or its affiliates.
This provision does not apply to those
documents that should be maintained and
retained by Provider at the Study Site, as
defined in the Protocol and as required by
applicable laws and regulations.

pokyny spolecnosti Janssen nebo jejich

pfidruzenych spolecnosti, a pokud
spoleCnost  Janssen  vyZaduje vraceni
jakychkoli materidld a/nebo vybaveni,

poskytovatel je vrati na zakladé pokyn(
spolecnosti Janssen nebo jejich pfidruzenych
spole¢nosti. Toto ustanoveni se nevztahuje
na dokumenty, které musi poskytovatel
uchovdvat na studijnim pracovisti, jak je
definovano v protokolu a vyZzadovano
platnymi zakony a nafizenimi.

3. Authorizations

3. Opravnéni

Janssen shall be responsible for fulfilling all
authorization formalities related to the
conduct of the Clinical Trial (such as
submitting a clinical trial application) and
related to the manufacturing, supply, or
importation of the Study Product, and if
required, for obtaining the written
authorization from the competent health
authorities prior to commencement of the
Clinical Trial.

Spole¢nost Janssen bude odpovédna za
splnéni veskerych formalit tykajicich se
povoleni pro provadéni klinického hodnoceni
(napt. podani zadosti o povoleni klinického
hodnoceni) avyroby, dodani nebo dovozu
hodnoceného pfipravku a v pfipadé potreby
za ziskani pisemného povoleni od pfislusnych
zdravotnich Ufadu pred zahdjenim klinického
hodnoceni.

4, Reporting of Data

4, Hlaseni udaju

4.1 Provider agrees to periodically and in a | 4.1 Poskytovatel se zavazuje periodicky avcas
timely manner provide the Data (as defined poskytovat  Udaje  (definované nize)
below) to Janssen and/or the Study Site in a spoleénosti  Janssen a/nebo studijnimu
manner and format in accordance with pracovisti zplisobem a ve formatu, které jsou
Exhibit B of this Agreement and any vsouladu s pfilohouB této smlouvy a
applicable Data Management Agreement jakoukoliv platnou smlouvou o spravé udajt
separately entered into between the parties samostatné uzavienou mezi stranami (kterou
(which governs electronic transfer of data se fidi elektronické prenosy udaju
and information). a informaci).

4.2 Timely, accurate and complete Data | 4.2 VcCasné, presné auplné predloZeni udaju

submission to Janssen is necessary to ensure
payment in accordance with Exhibit B of this
Agreement.

spole¢nosti Janssen je nezbytné k zajisténi
platby v souladu s pfilohou B této smlouvy.

5. Monitoring of Services — Audit - Inspections

5. Monitorovani sluzeb — audit — inspekce

5.1 Monitoring - Audit

5.1 Monitorovani — audit

During the term of this Agreement and
during the term of archiving period,

Poskytovatel souhlasi s tim, ze béhem doby
trvani této smlouvy i béhem trvani doby
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Provider agrees to permit representatives of
Janssen and/or the competent health
authorities (including, if applicable, the US
FDA) to examine at any reasonable time
during normal business hours:

archivace umoini zastupcdm spolecnosti
Janssen a/nebo pfislusnym zdravotnim
Graddm (pfichazi-li to v uUvahu, vcetné
amerického Ufadu pro kontrolu potravin
aléciv (FDA)) kdykoli v pfijatelném case
béhem pracovni doby zkontrolovat:

(i) the facilities where the Services
are being conducted,

(i) prostory, ve kterych se provadi
sluzby,

data
the

(ii) the raw Clinical Trial
generated pursuant to
Services]; and

(i) nezpracované udaje zklinického
hodnoceni generované v ramci
sluzeb],

(iii) any other relevant information
necessary to confirm that the
Services are being conducted in
conformance with the Protocol
and in compliance with applicable
legal and regulatory
requirements, including privacy
and security laws and regulations.

(iii) veSkeré dalsi relevantni informace
nezbytné k potvrzeni toho, Ze jsou

sluzby provadény v souladu
s protokolem apodle platnych
zakonnych a regulacnich
poZadavkd, véetné pravnich

predpist o ochrané osobnich udajl
a bezpecnostnich zakon( a

predpisa.

5.2 Inspections 5.2 Inspekce
Provider shall immediately notify Janssen if Poskytovatel musi  ihned uvédomit
a competent health authority schedules or, spole¢nost  Janssen, jestlize  pfislusny
without scheduling, begins an inspection zdravotni Ufad naplanuje nebo bez
and shall promptly, upon issuance, provide naplanovani zahdji inspekci, a okamZzité po
Janssen a copy of any health authority’s vydani poskytne spolecnosti Janssen kopii
correspondence resulting from any such veskeré korespondence se zdravotnim
inspection. uradem ohledné takové inspekce.

5.3 Provider agrees to take any reasonable | 5.3 Poskytovatel souhlasi s tim, Ze podnikne

actions requested by Janssen to cure
deficiencies noted during an audit or
inspection. In addition, Janssen or its
designees shall have the right to review and
approve any correspondence to a
competent health authority generated as a
result of such health authority’s inspection
prior to submission by Provider and, to the
extent not prohibited by law or by the
applicable health authority, the right to
have a representative present during any
inspection.

veskeré prijatelné kroky poZadované
spolecnosti Janssen k odstranéni nedostatku
zjisténych béhem auditu ¢i inspekce. Navic
bude mit spolecnost Janssen nebo jeji
zmocnénci pravo zkontrolovat a schvalit
korespondenci s pfislusSnym  zdravotnim
Ufadem v souvislosti s takovou inspekci
zdravotniho Ufadu, a to pred jejim odeslanim
poskytovatelem, apokud to nezakazuje
zakon nebo pfislusny zdravotni Ufad, bude
mit pravo, aby béhem inspekce byl pfitomen
jeji zastupce.
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5.4  The provisions of paragraphs 5.1,5.2and 5.3
shall survive the termination or expiration of
this Agreement.

5.4 Ustanoveni ¢lankd 5.1, 5.2 a5.3 zlstanou
v platnosti ipo ukonéeni nebo vyprseni
platnosti této smlouvy.

6. Compliance with Applicable Laws

6. Dodrzovani platnych zakont

6.1 The parties agree to conduct the Services | 6.1 Strany souhlasi s tim, Ze budou poskytovat
and maintain records and Data during and sluzby avést zaznamy audaje béhem
after the term of this Agreement in platnosti této smlouvy ipo jejim skonceni
compliance with all applicable legal and vsouladu se vSemi platnymi pravnimi
regulatory requirements of the Czech a zékonnymi pozadavky Ceské republiky a
Republic and EU, in particular Act No. Evropské unie, zejména zakonem ¢.
378/2007 Coll.,, on Medicinal Products, as 378/2007 Sb., o |é¢ivech, ve znéni pozdéjsich
amended, Act No. 372/2011 Coll., on Health predpist, zdkonem ¢. 372/2011 Sh., o
Services, as amended, Decree No. 226/2008 zdravotnich  sluzbach, a wvyhlaskou ¢.
Coll., On good clinical practice and detailed 226/2008 Sbh., ve znéni pozdéjsich predpisd,
conditions of clinical evaluation of medicinal kterou se stanovi Spravna klinickd praxe a
products as well as all national legislation, bliz§i podminky klinického hodnoceni
European regulations and regulations [éCivych pripravkl, jakoZ i veskerou narodni
concerning the protection of personal data, legislativu, evropska nafizeni a predpisy
as implemented at the national level by Act ohledné ochrany osobnich Udajl, jak byly
No. 110/2019 Coll., on the protection of implementovany na narodni Urovni zdkonem
personal data, in particular Regulation (EU) ¢. 110/2019 Sh., o ochrané osobnich udaju,
2016/679 of the European Parliament and zejména Nafrizeni Evropského parlamentu a
of the Council of 27. April 2016 on the Rady (EU) 2016/679 ze dne 27. dubna 2016 o
protection of individuals with regard to the ochrané fyzickych osob v souvislosti se
processing of personal data and on the free zpracovanim osobnich Udaji a o volném
movement of such data and repealing pohybu téchto Udaju a o zruseni smérnice
Directive 95/46 / EC (General Data 95/46/ES (obecné nafizeni o ochrané
Protection Regulation) as well as with osobnich Udaja) aobecné akceptovanymi
generally accepted conventions such as the Umluvami, jako je Helsinskd deklarace
Declaration of Helsinki and the ICH-GCP a smérnice ICH-GCP.
guidelines.

6.2 Healthcare Compliance with Anti- | 6.2 Dodrzovani  protikorupcnich pravnich
Corruption Laws predpist
Provider represents and warrants that Poskytovatel prohlasuje a zarucuje, Ze

neither Provider, nor any of its directors,
officers, employees or agents (all of the
foregoing collectively, “Provider
Representatives”) has taken any action that
would result in a violation by such persons
of local or applicable international anti-
bribery laws, rules or regulations applicable
to either or both Provider and Janssen

poskytovatel, Zadny zjeho rediteld,
vedoucich pracovnikli, zaméstnanct i
zastupcl (vsichni jmenovani déle spolecné
jako ,zastupci poskytovatele”) neprovedl
zadnou cinnost, kterd by ze strany téchto
0sob znamenala poruseni mistnich nebo
aplikovatelnych mezinarodnich

protikorup¢nich zakond, pravidel nebo
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(collectively the “Anti-Corruption Laws”).

nafizeni, které plati pro poskytovatele, pro
spole¢nost Janssen nebo obé strany, (dale
spole¢né , protikorupcni zakony“).

Provider shall not, directly or indirectly,
make any payment, or offer or transfer
anything of value, or agree or promise to
make any payment or offer or transfer
anything of value, to a government official
or government employee, to any political
party or any candidate for political office or
to any other third-party with the purpose of
influencing decisions related to Janssen
and/or its business in a manner that would
violate Anti-Corruption Laws.

Poskytovatel pfimo ani nepfimo neprovede
zadnou platbu, neucini Zadnou nabidku,
nepredd cokoliv cenného ani nebude
souhlasit a neslibi, Zze provede platbu nebo
nabidne ¢i predd cokoliv cenného statnimu
urednikovi nebo zaméstnanci statniho uUradu,
politické strané, kandidatovi na politickou
funkci ani Zadné jiné osobé za ucelem
ovlivnéni  rozhodnuti, ktera se tykaji
spole¢nosti Janssen nebo jeji obchodni
¢innosti, zpUsobem, ktery by porusoval
protikorupcni zakony.

Provider and Provider Representatives have
conducted and will conduct their businesses
in compliance with the Anti-Corruption
Laws, and Provider will have or follow the
necessary procedures to prevent bribery
and corrupt conduct by Provider
Representatives, which includes anti-
corruption training.

Poskytovatel a zastupci poskytovatele
vykonavaji a budou vykondvat svoji praci
v souladu s protikorupénimi zakony
a poskytovatel bude mit nebo dodrzovat
nezbytné postupy, véetné protikorupéniho
Skoleni, pro zabranéni korupénimu jednani ze
strany zastupcl poskytovatele.

Provider shall maintain effective internal
accounting control and shall make sure all
aspects of this Clinical Trial are recorded in
its books and records in an accurate,
complete and truthful way and that the
documents on which such books and
records are based are in all major aspects
accurate, complete and true. Provider shall
maintain and provide Janssen and its
auditors and other representatives with
access to records (financial and otherwise)
and supporting documentation related to
the subject matter of the Agreement as may
be requested by Janssen in order to
document or verify compliance with the
provisions of this Section; and

Poskytovatel bude provadét ucinnou interni
kontrolu Ucetnictvi a zajisti, ze vSechny ¢asti
tohoto  klinického  hodnoceni  budou
zaznamendny v knihach a zaznamech presné,
uplné a pravdivé a Ze dokumenty, na kterych
se tyto knihy azdznamy zakladaji, jsou ve
vSech dulezitych ohledech presné, uplné
a pravdivé. Poskytovatel povede zaznamy
(financni ijiné) a podplrnou dokumentaci
souvisejici s predmétem této smlouvy
a poskytne spolecnosti Janssen ajejim
auditorlim ajinym zastupcim, na zakladé
Zadosti spolecnosti Janssen, pristup k témto
zaznamim za Ucelem dokumentace i
ovéfeni souladu sustanovenimi tohoto
¢lanku.

Notwithstanding Section 2 [Term and
Termination] and 10 [Indemnification], if

Bez ohledu na ustanoveni ¢lanku 2 (doba
trvani a ukonceni platnosti smlouvy) a ¢lanku
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Provider fails to comply with any of the
provisions of this Section, such failure shall
be deemed to be a material breach of the
Agreement and, upon any such failure,
Janssen shall have the right to terminate the
Agreement with immediate effect upon
written notice to Provider without Janssen
having any financial liability or other liability
of any nature whatsoever resulting from any
such termination.

10 (odSkodnéni) plati, Ze pokud poskytovatel
porusi kterékoliv ustanoveni tohoto ¢lanku,
bude se dané poruseni povaZovat za zadvaziné
poruseni smlouvy a spole¢nost Janssen bude
mit po takovém poruseni pravo smlouvu
s okamzitou ucinnosti ukoncit predloZzenim
pisemné vypovédi poskytovateli, pricemz
spolec¢nosti Janssen ztakového ukondéeni
nevznikne zadnda finanéni ani jakakoliv jina
odpovédnost.

6.3 Privacy & Data Security 6.3

Ochrana soukromi a osobnich tdaju

6.3.1 Each party agrees that its collection, | 6.3.1

processing and disclosure of any data
relating to an identified or identifiable
individual (“Personal Information”) in
connection with this Agreement is and will
be in compliance with applicable data
protection laws, including, where
applicable, the EU General Data Protection
Regulation (the “GDPR”), and that it has
obtained or will obtain in time all rights and
consents necessary to collect, process and
disclose the Personal Information. When
collecting and  processing  Personal
Information, the parties agree to take
appropriate measures to safeguard the
Personal Information, to maintain the
confidentiality of Clinical Trial Subject
related health and medical information, to
properly inform the concerned data subjects
about the collection and processing of their
Personal Information, to grant data subjects
reasonable access to their Personal
Information, to address other data subject
rights as per applicable law, and to prevent
access by unauthorized persons.
In fulfilling the subject of the Contract, the
Provider processes personal data for
Janssen, which is data Controller of this
data, as a processor on the basis of
documented instructions by Janssen.

Obé strany souhlasi s tim, Zze shromazdovani,
zpracovavani a zpfistupnéni veskerych udaju
souvisejicich s identifikovanou nebo
identifikovatelnou osobou (dale jen ,,0sobni
udaje”) v souvislosti stouto smlouvou je
abude vsouladu splatnymi zakony na
ochranu osobnich udajd, véetné obecného
nafizeni EU o ochrané osobnich Udaja (dale
jen ,GDPR"), pokud se vztahuiji, a Ze ziskaly
nebo vcas ziskaji vSechna prdva a souhlasy
nezbytné ke shromazdovéni, zpracovavani
a zpristupnéni téchto osobnich udajd. Strany
souhlasi s tim, Ze béhem shromazdovani
a zpracovani osobnich udaji  pfijmou
pFislusnd opatfeni za ucelem ochrany téchto
osobnich  Udaji, zachovani dlvérnosti
zdravotnich  informaci azdznamd o
subjektech klinického hodnoceni, fadného
informovani  zainteresovanych  subjektl
udajl o shromazdovani a zpracovavani jejich
osobnich udajli, udéleni nalezitého pfistupu
témto subjektim Udajd kjejich osobnim
udajlm, zajisténi prav dalsich subjekt( udaj
v souladu s platnymi zakony a zabranéni
pfistupu neopravnénym osobam.
Poskytovatel zpracovava pfi plnéni predmétu
Smlouvy osobni Udaje pro spolecnost
Janssen, kterad je spravcem téchto udaju, jako
zpracovatel na zakladé doloZzenych pokynl
od spolecnosti Janssen.
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6.3.2 Provider will implement appropriate | 6.3.2
technical and organizational measures to
ensure a level of security for Personal
Information processed in connection with
the Agreement that is appropriate to the
risk.

Poskytovatel pouzZije ndlezitd technicka
a organizacni opatfeni k zajisténi takové
urovné  zabezpeceni osobnich  Udajl
zpracovavanych v souvislosti s touto
smlouvu, kterad odpovida danym rizik(m.

6.3.3 Provider represents, warrants and | 6.3.3
covenants that Personal Information related
to Clinical Trial Subjects, when supplied to
Janssen, will be pseudonymized to replace
any information that directly identifies a
Clinical Trial Subject with a subject
identification code. Provider will not provide
Janssen with the key or code that enables
Clinical Trial Subjects to be re-identified.
Provider will notify Janssen immediately if
Provider discovers that any Data (defined in
Section 7.1) concerning Clinical Trial
Subjects provided to Janssen does not
satisfy this requirement. Provider will
cooperate with all Janssen requests to
mitigate any harm resulting from any such
disclosure of Data. In such an event,
Provider will deliver corrected Data to
Janssen as promptly as possible at no extra
expense to Janssen.

Poskytovatel prohlasuje, zaru€uje a zavazuje
se, Ze osobni Udaje tykajici se subjektd
klinického hodnoceni budou pfi poskytnuti
spole¢nosti  Janssen pseudonymizovany,
takze veskeré informace, které pfimo
identifikuji subjekt klinického hodnoceni,
budou nahrazeny identifikaénim kdédem.
Poskytovatel neposkytne spole¢nosti Janssen
klice ani kody, diky kterym by mohly byt
subjekty  klinického hodnoceni zpétné
identifikovany. Poskytovatel neprodlené
upozorni  spole¢nost  Janssen, pokud
poskytovatel zjisti, Ze jakékoliv Udaje
(definované v ¢lanku 7.1) tykajici se subjektd
klinického hodnoceni poskytnuté spolecnosti
Janssen nevyhovuji tomuto poZadavku.
Poskytovatel bude spolupracovat ohledné
vSech Zadosti spolecCnosti Janssen na
minimalizaci Skod zpUsobenych
zptistupnénim udaja. V takovém pripadé
poskytovatel doru¢i opravené udaje
spolecnosti Janssen co nejrychleji bez dalSich
nakladl pro spole¢nost Janssen.

6.3.4 In case of a breach of security leading to the | 6.3.4
accidental or unlawful destruction, loss,
alteration, unauthorized disclosure of, or
access to, Personal Information data
transmitted, stored or otherwise processed
(“Privacy Incident”), Provider  will
immediately after becoming aware of a
Privacy Incident notify Janssen. Such a
notification shall specify the nature of the
Privacy Incident, the categories and
approximate number of data subjects and
Personal Information records impacted by
such Privacy Incident. Provider agrees to
fully cooperate with Janssen, investigate

V pfipadé naruSeni zabezpeleni, které
povede k neimysinému nebo protipravnimu
zniceni, ztraté, zméné, neoprdvnénému
odtajnéni nebo zpfistupnéni osobnich udaju,
které jsou zasilany, uloZeny nebo jinak
zpracovavany (dale jen ,bezpecnostni
incident”), poskytovatel ozndmi tuto
skutecnost spolecnosti Janssen
bezprostfedné poté, co se o bezpecnostnim
incidentu dozvi. V takovém ozndmeni upfesni
povahu bezpecnostniho incidentu, kategorie,
priblizny pocet subjektl udaji a zaznaml
osobnich udajd, kterych se bezpecnostni
incident dotyka. Poskytovatel souhlasi s tim,
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and resolve any such Privacy Incident and
provide Janssen any information necessary
to provide notifications.

Ze bude se
spolupracovat,

spolecnosti Janssen plné
vySetfi a wvyresi veskeré
bezpecnostni incidenty a poskytne
spole¢nosti Janssen vesSkeré informace
potfebné k provedeni ohlaseni.

6.3.5 Provider agrees to fully cooperate with | 6.3.5 Poskytovatel souhlasi stim, Ze bude plné
respect to any data protection impact spolupracovat pfi hodnoceni veskerych
assessments and/or prior consultations that dopadl na ochranu osobnich udaji a/nebo
may be required with respect to the pfi predbéznych konzultacich, které mohou
processing of Personal Information under byt potfebné v souvislosti se zpracovdvanim
the Agreement. osobnich udajl v souladu s touto smlouvou.

6.3.6 Provider shall not engage any third-party, | 6.3.6 Poskytovatel nebude vyuzivat zZadnou treti
including any affiliate or subcontractor, as stranu, vcetné pfidruzenych spolecnosti
data processor (as defined under applicable a subdodavatell, jako zpracovatele udaju
data protection law) for the performance of (jak je definovan platnymi zakony o ochrané
their respective activities under this osobnich udajl) k pInéni svych ¢innosti podle
Agreement, without Janssen’s prior written této smlouvy bez predchoziho pisemného
approval. In the event Janssen consents to souhlasu spolecnosti Janssen. V ptipadé
such third-party data processor, Provider souhlasu spole¢nosti Janssen s vyuzitim treti
shall be responsible for ensuring that any strany jako zpracovatele udaja
permitted third-party data processor poskytovatel ponese odpovédnost za to, Ze
complies with stipulation of this Agreement kazdy opravnény externi zpracovatel Udajl
related to data protection, the applicable bude dodriovat ujednani této smlouvy,
data protection law and regulations. tykajici se ochrany osobnich udajl, platné

zakony a nafizeni o ochrané osobnich tGdaju,

6.3.7 Personal Information provided by any | 6.3.7 Osobni udaje poskytnuté veskerym
investigational staff (e.g. name, hospital or vyzkumnym persondlem (napf. jméno,

clinic address and phone number,
curriculum vitae) may be transferred to
Johnson & Johnson’s affiliates for purposes
of drug monitoring, implementation,
documentation and control of clinical trials,
as well as for contacting them and their
respective agencies around the world in
case of other future studies or investigations
in which they may be involved. The parties
also agree to use Personal Information
provided by Provider for managing internal
studies and ensuring that contact
information is contained in a faithful and
complete way in other systems, in
compliance with this Section.

adresa a telefonni cislo nemocnice nebo
kliniky, Zivotopis) mohou byt predany
pfidruzenym spolecnostem Johnson
& Johnson pro ucely monitorovani |écCiv,
provadeéni, dokumentace a kontroly
klinickych hodnoceni ataké pro kontakt
snimi ajejich zastupci po celém svété
v pfipadé dalSich budoucich studii nebo
hodnoceni, kterych se mohou pfipadné
Ucastnit. Strany také souhlasi s tim, Ze budou
pouZivat osobni Udaje poskytnuté
poskytovatelem k fizeni internich studii a
zajisti, aby byly kontaktni Udaje uloZeny
v jinych systémech spolehlivé a kompletné
v souladu s timto ¢lankem.
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6.3.8

Janssen may transmit Personal Information
to other affiliates of the Johnson & Johnson
group of companies and their respective
agents. Accordingly, Personal Information
may be transmitted to countries outside the
European Economic Area (EEA), such as the
United States, which the EU has determined
currently lack appropriate privacy laws
providing an adequate level of privacy
protection. Notwithstanding the above,
Janssen and its affiliates of the Johnson &
Johnson group of companies and respective
agents will apply adequate privacy
safeguards to protect such Personal
Information as required in the EEA. Personal
Information may also be disclosed as
required by individual regulatory agencies
or applicable law, such as to report serious
adverse events.

6.3.8

Spolecnost Janssen muZe osobni udaje
pfedat jinym pridruzenym spolecnostem
skupiny Johnson & Johnson a jejich
prislusnym zastupcim. Osobni Udaje tak
mohou byt prendseny do statd mimo
Evropsky hospodarsky prostor (dale jen
,,EHP“), napf. do Spojenych statl americkych,
kde podle nazoru EU v soucasnosti neexistuji
dostate¢né predpisy o ochrané osobnich
Gdaju, které by zajistovaly dostatecnou
uroven této ochrany. Bez ohledu na shora
uvedené skutecnosti, spoleénost Janssen a
jeji pridruzené spolecnosti propojené se
skupinou Johnson & Johnson a pfislusni
zastupci vSak pouziji dostateénd
bezpecnostni opatfeni k ochrané téchto
osobnich adaju, jak je to poZzadovano v EHP.
Osobni udaje mohou byt také zptistupnény
na  zakladé  pozadavkl  jednotlivych
regulac¢nich Uradl nebo platnych zakond,
jako napf. pfi hlaseni vazinych nezadoucich
pfihod.

6.3.9

Janssen has provided certain details
regarding its Personal Information handling
practices concerning Personal Information
related to any investigational staff, including
data subject rights, in Exhibit C. Provider
agrees to inform all investigational staff
from whom Personal Information s
collected during the course of the Clinical
Trial in scope of this Agreement about
Personal Information handling practices as
specified in Exhibit C.

6.3.9

Spolecnost Janssen poskytla urcité informace
o svych zdsaddach nakladani s osobnimi udaji,
které se tykaji osobnich Gdaji vyzkumného
persondlu vcetné prav subjektd udajl
v priloze C. Poskytovatel souhlasi s tim, Ze
bude informovat veSkery vyzkumny personal,
jehoZ osobni uUdaje budou shromaZdovany
v prabéhu klinického hodnoceni v rdmci této
smlouvy, o zasadach nakladani s osobnimi
udaji, jak je uvedeno v pfiloze C.

6.4

In the event that any part of this Agreement
is determined to violate applicable laws and
regulations, the parties agree to negotiate in
good faith revisions to the provision or
provisions that are in violation. In the event
the parties are unable to agree to new or
modified terms as required to bring the
entire Agreement into compliance, either
party may terminate this Agreement on

6.4

V pfipadé, Ze dojde ke zjisténi, Ze néjaka ¢ast
této smlouvy porusuje platné zadkony
a predpisy, strany souhlasi stim, Ze se
vdobré vife dohodnou na zménach
ustanoveni, kterd zakony a predpisy porusuiji.
V pfipadé, Ze se strany na novém nebo
upraveném znéni nezbytném ktomu, aby
byla smlouva jako celek uvedena do souladu
s predpisy, nedohodnou, muze kterakoli
strana tuto smlouvu vypovédét pisemnou
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sixty (60) calendar days prior written notice
to the other party.

vypovédi zaslanou druhé strané s vypovédni
IhGtou Sedesati (60) kalendarnich dnd.

7. Ownership of Data - Confidentiality

7. Vlastnictvi udaja — divérnost

7.1 Ownership of Data 7.1 Vlastnictvi udaja
All data, including but without limitation Veskeré udaje, mimo jiné véetné pisemnych,
written, printed and/or graphic material, tisSténych a/nebo grafickych materiald,
test results, studies and other information vysledkl testd, studijnich a jinych informaci
generated by Provider in performing the generovanych  poskytovatelem  vramci
Services (the “Data”) shall be the property of poskytovani sluzeb (dale jen ,udaje”) budou
Janssen or its designee, which may utilize vlastnictvim spole¢nosti Janssen nebo jejiho
the Data in any way it deems appropriate, zmocnénce, ktefi mohou pouZivat Udaje
subject to compliance with applicable data jakymkoliv zpUsobem, ktery povazuji za
protection laws and the terms of this vhodny, avsak v souladu s platnymi zakony
Agreement. Any copyrightable work created o ochrané osobnich udajli a podminkami této
in connection with the performance of the smlouvy. Jakékoli dilo chrdnéné autorskymi
Services and contained in the Data shall be pravy vytvofené v souvislosti s poskytovanim
considered a “work made for hire” to the sluzeb a obsaZené v udajich se povaZzuje za
fullest extent permitted by law and owned »dilo vzniklé na zakladé smlouvy” v plném
by Janssen or its designee. Provider may not rozsahu povoleném prdvnimi predpisy aje
use the Data for any commercial purposes vlastnictvim spole¢nosti Janssen nebo jejiho
including the filing of a patent application or zmocnénce. Poskytovatel nesmi pouzZivat
the filing of the Data in support of any Udaje pro Zadné komercni ucely, vcetné
pending or future patent application either podani patentové pfihlasky nebo poskytnuti
for its own benefit or for the benefit of any Gdajd na podporu jakékoli nevyfizené nebo
for-profit entity, including use of Data in budouci patentové prihlasky, bud pro svij
support of research for or in collaboration vlastni prospéch, nebo ve prospéch
with a for-profit entity. The provisions of this jakéhokoli ziskového subjektu, véetné pouziti
paragraph shall survive the termination or udaji na podporu vyzkumu pro ziskovy
expiration of this Agreement. subjekt nebo ve spolupraci s nim. Ustanoveni
vtomto odstavci zlstanou v platnosti ipo
vypovézeni nebo uplynuti platnosti této
smlouvy.
7.2 Confidentiality 7.2 Duavérnost
All information, including, but not limited to, Vsechny informace, mimo jiné vcetné
information relating to the Study Product, informaci  tykajicich se  hodnoceného
the Protocol, the operations of Janssen and pfipravku, protokolu  nebo  Cinnosti

its affiliates, such as patent applications,
formulas, manufacturing processes, basic
scientific data, prior clinical data and
formulation information supplied by
Janssen to Provider or other personnel
involved with the Services and not

spole¢nosti Janssen ajejich ptidruzenych
spolecnosti, jako jsou patentové pfihlasky,
receptury, vyrobni procesy, zakladni védecké
udaje, predchozi klinicky vyzkum a informace
o formulacich dodané spolecnosti Janssen
poskytovateli nebo jinému personalu
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previously published (“Janssen Confidential
Information”), as well as Data, is considered
confidential and shall remain the sole
property of Janssen or its affiliated
companies. Both during and after the term
of this Agreement, Provider will use diligent
efforts to maintain in confidence and use
only for the purposes contemplated in this
Agreement:

zapojenému do sluzeb, které nebyly dosud
zvefejnény (dale jen ,ddvérné informace
spole¢nosti Janssen”), jakoZz iudaje, se
povazuji za dlvérné a zlstanou vyhradnim
vlastnictvim spolecnosti Janssen nebo jejich
pridruzenych spoleénosti. V prlibéhu a po
skonceni platnosti této smlouvy poskytovatel
vynalozi rfadné usili k zachovani ddvérnosti
a pouzije pouze pro ucely uvedené v této
smlouvé:

(i) Janssen Confidential Information,

(i) dGvérné informace spolec¢nosti Janssen,

(i) information which a reasonable person
would conclude is the confidential and
proprietary property of Janssen and its
affiliates and which is disclosed by or on
behalf of Janssen to Provider, and

(ii) informace, u kterych by soudna osoba
dospéla k zavéru, Ze jsou dlvérnym
achranénym majetkem  spolec¢nosti
Janssen a jejich pridruzenych spoleénosti,
a které jsou spolecnosti Janssen nebo

jejim jménem zptistupnény
poskytovateli,
(iii) the Data. (iii) udaje.

Provider is bound by professional secrecy in
relation to the said documents, in relation to
the nature of the Study Product, the
Services itself and the results from the
Services. The preceding obligations shall not
apply to Janssen Confidential Information,
Data or information that falls under Section
7.2(ii), (a), which has been published
through no fault of Provider or (b) which
Janssen agrees in writing, may be used or
disclosed. The provisions in this Section shall
survive the termination or expiration of this

Poskytovatel j& vazan profesni miéenlivosti
ohledné uvedenych dokumentl, povahy
hodnoceného pfipravku, samotnych sluzeb
a vysledk( sluzeb. Vyse uvedené zavazky se
nevztahuji na divérné informace spoleénosti
Janssen, Udaje nebo informace spadajici pod
ustanoveni ¢lanku 7.2 odstavec (ii), které
(a) byly zverejnény bez pochybeni
poskytovatele nebo (b) u nichZ spolec¢nost
Janssen pisemné souhlasila, Ze mohou byt
pouzity nebo zpfistupnény. Ustanoveni
vtomto clanku zlstanou v platnosti ipo

Agreement. vypovézeni nebo uplynuti platnosti této
smlouvy.

7.3 Provider warrants the compliance of all its | 7.3  Poskytovatel zarucuje, Ze vsichni jeho
staff and other personnel involved with the pracovnici adalsi personal zapojeny do
Services with the provisions of this Section poskytovani sluZzeb budou dodriovat
7. ustanoveni tohoto ¢lanku 7.

8. Patents 8. Patenty

It is recognized and understood that the
inventions and technologies of Janssen and
its affiliates, Provider existing on the

Ze vynalezy
Janssen, jejich
a poskytovatele

a chapou,
spolecnosti
spolec¢nosti

Strany uznavaji
a technologie
pfidruzenych
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Effective Date are their separate property
respectively and are not affected by this
Agreement. All rights to any discovery or
invention, whether patentable or not,
conceived or conceived and reduced to
practice as a result of the Services
conducted under this Agreement (an
“Invention”) shall belong to Janssen or its
designee. Provider shall promptly disclose
to Janssen any Invention. Provider agrees to
assigh (and shall cause all personnel
involved with the Services to assign) to
Janssen or its designee, at the request of
Janssen, the sole and exclusive ownership of
all Inventions. Janssen shall have the right,
but not the obligation, to file, prosecute and
enforce any patents related to any
Invention. Provider shall execute and shall
have its employees and all personnel
involved with the Services execute, all
documents necessary to transfer all right,
title and interest in and to any Invention to
Janssen or its designee and shall be
responsible for performing all those
activities and making all payments and
compensation for all such Inventions made
by its employees and/or agents, as provided
for under applicable law, to permit Janssen
or its designee to own and use all such
Inventions.

existujici k datu ucinnosti této smlouvy jsou
jejich samostatnym majetkem a tato smlouva
se na né nevztahuje. VSechna préava
k jakymkoli objevim &i vynalezim, at jiZ jsou
patentovatelné, ¢i nikoliv, koncipovanym
nebo koncipovanym auvedenym do praxe
v dUsledku sluzeb provadénych podle této
smlouvy (dale jen ,vynalez“) budou nélezet
spolecnosti Janssen nebo jejimu zmocnénci.
Poskytovatel bude neprodlené informovat
spole¢nost Janssen o veskerych vynalezech.
Poskytovatel souhlasi, Ze postoupi (a zajisti,
Zze veskery personal zapojeny do sluzeb
postoupi) spolecnosti Janssen nebo jejimu
zmocnénci, na zadost spolecnosti Janssen,
vyhradni a vyluéné vlastnictvi vSech vynaleza.
Spolecnost Janssen bude mit prdvo, ale
nikoliv povinnost pfihldsit, soudné vymahat
a uplatnit jakékoliv patenty souvisejici
s vynalezy. Poskytovatel je povinen podepsat
anechat podepsat svymi zaméstnanci a
veskerym personalem zapojenym do sluzeb
vSechny dokumenty nezbytné k prevodu
veskerych prav, narokl a podild k jakémukoli
vynalezu na spole¢nost Janssen nebo jejiho
zmocnénce, a odpovida za provedeni vSech
téchto <dcinnosti audhradu vsech plateb
a kompenzaci v souvislosti se viemi takovymi
vynalezy uskuteCnénymi jejimi zaméstnanci
a/nebo zastupci, jak je stanoveno v platnych
pravnich predpisech, aby spole¢nost Janssen
nebo jeji zmocnénec mohlivlastnit a pouZzivat
veskeré takové vynalezy.

Provider warrants that all personnel
involved in performing Services under this
Agreement are employees or agents of
Provider and are obligated to assign to
Provider all inventions and discoveries made
in the course of their employment or
agency, either by written agreement or by
the terms of their employment.

Poskytovatel zaruluje, Ze veSkery personal
zapojeny do poskytovani sluzeb podle této
smlouvy jsou zaméstnanci nebo smluvni
pracovnici poskytovatele ajsou povinni
postoupit na poskytovatele veskeré vyndlezy
a objevy ucinéné v priibéhu jejich
zaméstnaneckého poméru nebo trvani
smlouvy, a to bud na zakladé pisemné
smlouvy, nebo podle podminek
zaméstnaneckého pomeéru.
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The provisions in this Section 8 shall survive
the termination or expiration of this

Ustanoveni tohoto ¢lanku 8 zlstanou
v platnosti ipo vypovézeni nebo vyprseni

Agreement. platnosti této smlouvy.

9. Compensation 9. Odména

9.1 The budget and compensation to be paidfor | 9.1 Rozpocet a odména, ktera bude uhrazena za
the Services is contained in Exhibit B. provedeni sluzeb, jsou uvedeny v pfiloze B.
Payment shall be due and payable in Platba bude splatnd vsouladu srozpisem
accordance with the schedule set forth in uvedenym v pfiloze B.

Exhibit B.

9.2 The parties acknowledge and agree that the | 9.2  Strany potvrzuji a souhlasi s tim, Ze odména
compensation and support provided by a podpora poskytnuta spolecnosti Janssen
Janssen to Provider pursuant to this poskytovateli podle této smlouvy
Agreement represents the fair market value pfedstavuje skutecnou trizni hodnotu za
for the Services performed by Provider, has sluzby provadéné poskytovatelem, byla
been negotiated in an arms-length sjedndna jako objektivni ujednani a nebyla
transaction, and has not been determinedin stanovena zpUsobem, ktery bere v uvahu
a manner that takes into account the objem ahodnotu jakychkoliv doporuceni
volume or value of any referrals or other nebo jinych obchodnich pfilezitosti, které
business otherwise generated between jinak wvznikaji mezi spole€nosti Janssen a
Janssen and its affiliates and Provider. jejimi pfidruzenymi spole¢nostmi

a poskytovatelem.
Nothing contained in this Agreement shall Nic ztoho, co je uvedeno vtéto smlouvé,
be construed in any manner as an obligation nebude vykladano jako zavazek nebo podnét
or inducement for Provider to recommend pro poskytovatele kdoporuceni, aby si
that any person or entity purchase Janssen’s jakakoli osoba i subjekt zakoupily vyrobky
products or those of any entity affiliated spolecnosti Janssen nebo vyrobky jakéhokoli
with Janssen. pfidruzeného subjektu spolec¢nosti Janssen.

9.3 Provider shall not bill any third-party forany | 9.3  Poskytovatel nebude uctovat zadné treti

Services, nor for any Study Product or other
items or services furnished by Janssen in
connection with these Services, or any
services provided to patients in connection
with the Clinical Trial for which payment is
made as part of the Services, except as may
be specifically authorized by the
compensation standards set forth in Exhibit
B.

strané sluzby ani zadny hodnoceny ptipravek
nebo jiné polozky nebo sluzby poskytnuté
spole¢nosti Janssen v souvislosti s témito
sluzbami  nebo  jakymikoliv  sluZzbami
poskytovanymi  pacientim v souvislosti
s klinickym hodnocenim, které jsou hrazeny
v ramci sluzeb, vyjma pfipad(, které mohou
byt specificky schvaleny ve standardech pro
odmény uvedenymi v pfiloze B.

10. Indemnification

10. Omezeni odpovédnosti

10.1 Janssen shall defend, indemnify and hold
harmless Provider, its officers, agents and
employees from any and all losses, costs,

10.1 Spolecnost Janssen bude hajit, odSkodni
a zbavi odpovédnosti poskytovatele, jeho
vedouci pracovniky, zastupce a zaméstnance
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expenses, liabilities, claims, actions and
damages, based on a personal injury to a
Clinical Trial patient directly caused by use
of the Study Product in accordance with the
Protocol during the course of the Services.

ve véci vsech ztrat, nakladd, vydaju, zavazka,
narokl, zalob a nahrad skod v souvislosti s

GUjmou na zdravi subjektd klinického
hodnoceni pfimo zplsobenou pouZitim
hodnoceného pfipravku v souladu

s protokolem béhem poskytovani sluzeb.

10.2 The above obligation of Janssen, as stated in | 10.2 VySe uvedena povinnost spolecnosti Janssen,
Section 10.1, shall not apply and Janssen jak je stanovena v ¢lanku 10.1, se nebude
shall not be liable for any indemnification or vztahovat na zadné odskodnéni ¢i vydaje a
expenses, and, in fact, Provider shall defend, spole¢nost Janssen za né nebude odpovédn3,
indemnify and hold harmless Janssen, for naopak poskytovatel bude hdjit, odSkodni a
actions or claims in any way arising from or zbavi odpovédnosti spolecnost Janssen ve
caused by the willful, reckless, or negligent véci jakychkoliv Zalob nebo narokd
acts or omissions, or professional vyplyvajicich nebo zplsobenych umysinym,
malpractice of Provider or any of its officers, nezodpovédnym ¢&i nedbalym jednanim di
agents or employees in providing the opomenutim nebo profesni nedbalosti
Services, or arising from or caused by any of poskytovatele, vedoucich pracovnikd,
their failures to comply with the terms of zastupcl ¢i zaméstnancl, nebo vyplyvajicich
this Agreement, with Janssen’s written ¢i zplUsobenych jakymkoli jejich porusenim
recommendations and instructions related podminek této smlouvy, pisemného
to the performance of the Services, the doporuceni ¢i pokynd spoleénosti Janssen a
Study Product, Protocol or with any pokynl souvisejicich s provadénim sluzZeb,
applicable legal and regulatory hodnocenym pfipravkem, protokolem nebo
requirements. porusenim jinych pravnich a regulacnich
pozadavka.
10.3 The obligation of the indemnifying party | 10.3 Povinnost odskodnujici strany vyplyvajici

hereunder shall apply only if the other party
provides without undue delay notification
upon receipt of notice of any claim or suit,
permits the indemnifying party and its
attorneys and personnel to intervene the
proceedings, including pretrial, trial or
settlement, and the indemnified party fully
cooperates and assists in such defense,
provided that the indemnifying party shall
not be relieved of its obligations hereunder
if the indemnified party’s failure to notify
the indemnifying party does not prejudice
the defense of such claim. At Institution’s
sole expense, the Institution may maintain
their own counsel and participate in the
defense of any claim or suit. The
indemnified party further agrees that it will

z této smlouvy bude platit pouze v pfipadé,
Ze druha strana po pfijeti ozndmeni o Zalobé
nebo soudnim sporu zasle druhé strané bez
zbyte¢ného odkladu vyrozuméni a umozni
odsSkodiujici  strané  ajejim  prdvnim
zastupcim  a pracovnikiim vstoupit do
soudniho sporu jako vedlejsi ucastnik, ato
v€etné predbéiného fizeni, fizeni samotného
nebo vypofadani, aza podminky, Ze
odskodriovand strana bude pfi této procesni
obrané plné spolupracovat a pomdhat, s tim,
Ze odskodnujici strana nebude zbavena svych
povinnosti podle této smlouvy, pokud
neinformovani ze strany odskodriované
strany neznemoziuje vedeni procesni obrany
proti takovému naroku. Na vlastni naklady
mUzZe poskytovatel jmenovat svého vlastniho
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not settle or compromise any such claim or
suit without the prior written consent of the
indemnifying party.

pravniho zastupce a podilet se na procesni
obrané proti jakékoliv Zalobé nebo soudnimu
sporu. Odskodriovana strana dale souhlasi
stim, Ze tento ndrok nebo soudni spor
neuzavie vyporadanim nebo smirem bez
predchoziho pisemného souhlasu
odskodnujici strany.

11. Insurance

11. Pojisténi

The parties are responsible for maintaining,
at their own expense and throughout the
term of this Agreement (and following
termination of the Services to cover any
claims arising from the Services), insurance
of the type and in amounts appropriate to
conduct their respective activities. Upon
request, each party required to maintain
insurance pursuant to this Agreement shall
provide the other party with certificates of
insurance evidencing the required insurance
coverage.

For the avoidance of any doubts, Provider
states that it is not obliged by law to be
insured for performance of Clinical Trials.
The Provider has taken out compulsory
insurance for the provision of routine health
care according to § 45 par. 2 let. n of Act No.
372/2011 Coll., on Health Services.

Strany odpovidaji za to, Ze budou mit
uzaviené na své vlastni naklady a po celou
dobu platnosti této smlouvy (a po ukonceni
poskytovani sluzeb za ucelem kryti narokl
plynoucich ze sluZeb) pojisténi vhodného
typu avyse kprovadéni svych pfislusnych
aktivit. Na vyzadani kazda strana povinna
uzaviit a udrZovat pojisténi podle této
smlouvy predd druhé strané osvédceni
o pojisténi dokladajici pozadované pojistné
kryti.

Pro wvylouceni pochybnosti Poskytovatel
uvadi, Ze nema ze zdkona povinnost byt
pojistén na klinické hodnoceni. Poskytovatel
ma uzaviené povinné pojisténi na
poskytovani bézné zdravotni péce dle § 45
odst. 2 pism. n zadkona ¢. 372/2011 Sh., o
zdravotnich sluzbach.

12. Financial Disclosure - Debarment

e

12. Financni prohlaseni — zakaz ¢innosti

12.1 Provider agrees to provide all information to
Janssen necessary to comply with any
disclosure requirements mandated by any
competent health authority (including, if
applicable, the US FDA), relevant trade
association or similar body, or other
applicable national or local laws, including
any information required to be disclosed in
connection with any financial relationship
between Janssen, its affiliates and agents of
the Johnson & Johnson group of companies

12.1 Poskytovatel souhlasi stim, Ze spolecnosti
Janssen  poskytne veskeré informace
nezbytné k tomu, aby byly splnény veskeré
pozadavky na  zpfistupnéni informaci
stanovené pfrislusnym zdravotnim uradem
(véetné amerického aradu FDA, pokud se
vztahuje), prislusnym oborovym sdruzenim
nebo obdobnymi subjekty nebo jinymi
platnymi vnitrostdtnimi nebo  mistnimi
pravnimi  predpisy, vcetné veskerych
informaci, které musi byt oznameny
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on one hand, and on the other hand,
Provider involved in the Services/any other
agent or employee of Provider. This
disclosure requirement may require
disclosure  of information involving
immediate family members of those
involved in the Services.

v souvislosti s jakymkoli finanénim vztahem
mezi spolec¢nostiJanssen, jejimi pfidruzenymi
spole¢nostmi a zastupci skupiny
Johnson & Johnson na strané jedné a na
strané druhé poskytovatelem zapojenym do
poskytovani sluzeb / jinymi zastupci nebo
zaméstnanci poskytovatele. Tato ohlasovaci
povinnost mlzZe vyZzadovat ipredani
informaci o rodinnych pfislusnicich osob,
které se na sluzbach podileji.

12.2 Provider confirms that there is no conflict of
interest between parties that would inhibit
or affect Provider’s performance under this
Agreement and Provider confirms that its
performance under this Agreement does
not violate any other agreement with third
parties. Provider will promptly inform
Janssen if any conflict of interest arises
during the performance of this Agreement.

12.2 Poskytovatel potvrzuje, Ze mezi stranami
neexistuje stret zajmu, ktery by branil pInéni
zavazku poskytovatele dle této smlouvy nebo
je ovliviioval, a dale poskytovatel potvrzuje,
Zze jeho plnéni dle této smlouvy neni
porusenim zadné jiné smlouvy uzaviené se
treti stranou. Poskytovatel bude neprodlené
informovat spolecnost Janssen v pfipadé, ze
v pribéhu plnéni této smlouvy vznikne
jakykoli stfet zajmu.

12.3 Provider shall not employ, contract with or
retain any person directly or indirectly to
perform the Services under this Agreement
if such a person (i) is debarred by a
competent health authority (including, if
applicable, the US FDA) or (ii) has been
sentenced for malpractice related to the
Services or the conduct of clinical trials.
Upon written request from Janssen,
Provider shall, within ten (10) calendar days,
provide written confirmation that it has
complied with the foregoing obligation. This
shall be an ongoing representation and
warranty during the term of this Agreement
and Provider shall immediately notify
Janssen of any change in the status of the
representation and warranty set forth in this
Section.

12.3 Poskytovatel nebude k poskytovani sluzeb na
zakladé této smlouvy pfimo ani nepfimo
zaméstnavat zadné osoby, neuzavie s nimi
smlouvu ani jich k tomuto Ucelu nebude jinak
vyuzivat, pokud takova osoba (i) ma zakaz
¢innosti  uloZzeny jakymkoli pfisluSnym
zdravotnim Ufadem (véetné amerického FDA,
pokud se vztahuje) nebo (ii) byla odsouzena
za profesni  pochybeni v souvislosti
s provadénim  sluzeb nebo  klinickych
hodnoceni. Na zdkladé pisemné Zadosti
spolecnosti Janssen je poskytovatel povinen
do deseti (10) kalendafnich dnG predlozit
pisemné osvédceni, Ze vySe uvedenou
povinnost dodrZel. Toto osvédceni bude
trvalé prohlaseni a zaruka na dobu platnosti
této smlouvy a poskytovatel musi spolec¢nost
Janssen ihned informovat o jakychkoli
zménach v souvislosti s prohldsenim
a zarukou dle ustanoveni tohoto ¢lanku.

13. Independent Contractor

13. Nezavislé smluvni strany
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Provider is acting in the capacity of
independent contractor hereunder and not
as employees or agents of Janssen or
Regulatory Sponsor.

Poskytovatel jednd na zakladé této smlouvy
jako nezavisld smluvni strana a nikoli jako
zaméstnanec nebo zastupce spolecnosti
Janssen nebo zadavatele.

14. Publicity

14. Publicita

None of the parties shall use the name of
any other party or any affiliate of any other
party for promotional purposes without the
prior written consent of the party whose
name is proposed to be used, nor shall

Strany nesmi pouZivat nadzev druhé strany
nebo pfidruzenych spolec¢nosti druhé strany
k propagacnim Gcéelim bez predchoziho
pisemného souhlasu strany, jejiz jméno se
ma pouzit, a nesmi ani odhalit existenci nebo

either party disclose the existence or obsah této smlouvy, pokud to neni
substance of this Agreement except as vyzadovano zakonem.
required by law.
15. Notice 15. Ozndmeni
Any notices given hereunder shall be sent by Veskerd ozndmeni v souladu s touto

first class mail, by fax or personally
delivered, with postage prepaid, as follows:

smlouvou musi byt zasildna posStovni zasilkou
prvni tfidy, faxem nebo dorucena osobné,
s placenym posStovnym, a to nasledovné:

TO: Janssen-Cilag s.r.o., Walterovo ndmésti
329/1, 15800 Praha 5 — lJinonice, Czech

Komu: Janssen-Cilag s.r.o., Walterovo namésti
329/1, 158 00 Praha 5 — lJinonice, Ceska

Republic republika

Attention: LTM for 56021927PCR3003 — ATLAS K rukdm: LTM pro studii 56021927PCR3003 -

ATLAS

TO: Nemocnice Pardubického kraje, a.s. | Komu: Nemocnice Pardubického kraje, a.s.
Kyjevska 44, 53203 Pardubice, Czech Kyjevska 44, 53203 Pardubice, Ceska
Republic republika

Attention: XXXXXXXX K rukdm: XXXXXXXX

XXXXXXXX XXXXXXXX

16. Assignment

16. Postoupeni
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Janssen shall have the right to assign this
Agreement and shall use reasonable efforts
to provide prior written notice thereof to
Provider. Provider shall not assign its rights
or duties under this Agreement to another
without prior written consent of Janssen.
Any assignment in violation of this Section
17 will be null and void. Subject to the
foregoing, this Agreement shall bind and
inure to the benefit of the respective parties
and their successors and assigns.

Spolecnost Janssen ma pravo postoupit tuto
smlouvu avynaloZi pfimérené usili k tomu,
aby o tom prfedem informovala
poskytovatele. Poskytovatel nepostoupi sva
prava nebo povinnosti podle této smlouvy na
jiné osoby bez predchoziho pisemného
souhlasu spoleénosti Janssen. Jakékoli
postoupeni v rozporu s timto ¢lankem 17
bude neplatné. S vyhradou predchozich
ustanoveni je tato smlouva zavazna a
uzaviena ve prospéch smluvnich stran, jejich
pravnich nastupcl a nabyvateld jejich prav.

17. Miscellaneous 17. Rdzna ustanoveni

17.1 This Agreement may not be altered, | 17.1
amended or modified except by written
document signed by all parties.

Tato smlouva nesmi byt zménéna, doplnéna
¢i upravena bez pisemného dokumentu
podepsaného smluvnimi stranami.

17.2 This Agreement is executed in two | 17.2
counterparts, of which Janssen shall receive
one counterpart and the Provider shall
receive one counterpart.

Tato smlouva je vyhotovena ve dvou
vyhotovenich, z nichz Janssen obdrzi jedno
vyhotoveni a poskytovatel obdrzi jedno
vyhotoveni.

17.3 This Agreement constitutes the complete | 17.3
agreement of the parties with respect to the
subject matter hereof. It expressly
supersedes any prior or contemporaneous
oral or written representations or
agreements.

Tato smlouva predstavuje Uplnou dohodu
stran ve vztahu k pfedmétu této smlouvy.
Tato smlouva vyluéné nahrazuje jakakoli
pfedchozi ¢i soucasna ustni ¢i pisemna
prohlaseni ¢i ujednani.

17.4 If any part of this Agreement is found to be | 17.4
unenforceable, the rest of this Agreement
will remain in effect. The provisions of
Sections 4, 5, 6, 7, 8, 11, 12, 14, 16, 17 and
18 shall survive termination of this
Agreement.

Pokud bude jakakoli ¢ast této smlouvy
oznacena za nevymahatelnou, ostatni casti
této  smlouvy  zlstanou v platnosti.
Ustanoveni ¢lanka 4, 5, 6, 7, 8, 11, 12, 14, 16,
17 a 18 zulstanou v platnosti i po ukonceni
této smlouvy.

17.5 If a provision of the Agreement conflicts | 17.5
with a provision of the Protocol, the
Protocol takes precedence on matters of
medicine, science and conduct of the
Clinical Trial. This Agreement takes
precedence in any other conflicts. If any of
the provisions defined under the Exhibits
conflicts with any of the provisions of this
Agreement, the terms of the Exhibits will
take precedence.

Pokud je nékteré ustanoveni smlouvy
v rozporu s ustanovenimi protokolu, protokol
bude rozhodujici ve vécech tykajicich se
mediciny, védy aprovadéni klinického
hodnoceni. V pfipadé jakychkoliv jinych
rozpord je rozhodujici tato smlouva. Pokud je
nékteré ustanoveni uvedené v ptilohach
vrozporu sjakymkoli ustanovenim této
smlouvy, budou rozhodujici podminky pfiloh.
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18. Controlling Law and Language version

18. Rozhodné pravo a jazykové verze

In the event of any dispute arising between
the parties in relation to the terms of this
Agreement, the parties shall use their best
endeavors to resolve the matter on an
amicable basis. This Agreement shall be
governed by and shall be construed in
accordance with the laws of Czech Republic
without regard to any conflicts of law
provisions. The parties consent to the
competent courts of the Czech Republic for
the resolution of all disputes or
controversies between the parties hereto
that the parties are unable to settle
amicably.

This Agreement is drafted in Czech and
English version. In case of discrepancy the
Czech version prevails.

V ptipadé jakychkoli spori vzniklych mezi
stranami v souvislosti s podminkami této
smlouvy vynaloZi strany maximalni Usili na
smirné vyreSeni dané zdleZitosti. Tato
smlouva se bude fidit a vykladat v souladu se
zakony Ceské republiky bez ohledu na
ustanoveni o koliznich prdvnich normach.
Strany souhlasi stim, Ze se podridi
prislusnym  souddm  Ceské  republiky
k rozhodnuti vSech spor( ¢i neshod mezi
stranami této smlouvy, které nejsou strany
schopny urovnat smirnou cestou.

Tato smlouva je vyhotovena vcéeské a
anglické jazykové verzi. V pfipadé rozporu
mezi obéma verzemi je rozhodujici ceska
verze.

This Agreement may be executed (i) either in
paper form, in as many original copies as there are
Parties to the contract, each copy to be signed in
full by each Party on the same document, or (ii) in
electronic form through a validated electronic
sighing software, where the electronic version is
signed in full by each party on the same electronic
instrument. Electronic signatures executed in
accordance with the relevant legislation shall have
the full force and effect of original signatures.

Tato smlouva muZze byt vyhotoven (i) bud'v listinné
podobé v tolika origindlnich vyhotovenich, kolik je
Smluvnich stran, kazdé vyhotoveni v plném znéni
podepiSe kazdd Smluvni strana na stejné listing,
nebo (ii) v elektronické podobé prostfednictvim
softwaru ovérujiciho elektronické podpisy, pficemz
elektronickou verzi podepise v plném znéni kazda
Smluvni téhoi

strana prostfednictvim

elektronického nastroje. Podpisy provedené
elektronicky v souladu s pfislusSnymi pravnimi
predpisy budou mit stejnou platnost a ucinnost

jako origindlni podpisy.

IN WITNESS WHEREOF, the parties hereto have
caused this Agreement to be executed by their
duly authorized representatives as of the Effective
Date.

NA DUKAZ CEHOZ strany uzaviely tuto smlouvu
prostfednictvim svych radné povérenych zastupcu
k datu Gcinnosti.
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Janssen - Cilag International N. V. represented by/zastoupena spoleénosti Janssen-Cilag s.r.o.

Signature/ Podpis

Represented by XXXXXXXX /
zastoupend XXXXXXXX

Date/ Datum 10.4.2025

Nemocnice Pardubického kraje, a.s.

Signature/ Podpis

Zastoupena XXXXXXXX
Represented by XXXXXXXX

Date/ Datum 16.4.2025

Signature/ Podpis

Zastoupena XXXXXXXX
Represented by XXXXXXXX

Date/ Datum 16.4.2025
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Exhibits: Prilohy:
Exhibit A - Protocol and its subsequent | Pfiloha A — Protokol a jeho ndsledné dodatky
amendments

Exhibit B — Scope of Services and Financial
Provisions

Pfiloha B — Rozsah sluzeb a Financ¢ni ustanoveni

Exhibit C - Personal Information concerning any
Investigational Staff

Priloha C — Osobni udaje tykajici se vyzkumného
personalu
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EXHIBIT A — Protocol and its subsequent PRILOHA A — Protokol a jeho nasledné dodatky
amendments
By reference only; (page intentionally left blank) Zaclenéna pouze odkazem:; (strana je umysiné
ponechana prazdna)
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EXHIBIT B — Scope of Services and Financial
Provisions

PRILOHA B — Rozsah sluzeb a Finanéni Ustanoveni

XXXXXXXX
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EXHIBIT C - Personal Information concerning any
Investigational Staff

PRILOHA C - Osobni udaje tykajici se
vyzkumného personalu

XXXXXXXXX
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