NON-INTERVENTIONAL PROSPECTIVE STUDY

SMLOUVA O PROVEDENi  NEINTERVENCNI,

AGREEMENT

PROSPEKTIVNI STUDIE

(Janssen-Institution-Principal Investigator)

(spolecnost Janssen — poskytovatel — hlavni
zkousejici)

This
agreement (the “Agreement”) is

non-interventional  prospective  study

Tato  smlouva

prospektivni studie (dale jen ,,smlouva“) se uzavira

o provedeni  neintervencni,

by and between

mezi

Janssen-Cilag s.r.o.

(“Janssen”), a Czech Republic corporation, with
registered offices at Walterovo namésti 329/1,
158 00 Praha 5 —Jinonice

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-Cilag s.r.o.

(dale jen ,Janssen”), spolecnosti registrovanou
v Ceské republice se sidlem na adrese Walterovo
nameésti 329/1, 158 00 Praha 5 — Jinonice

IC: 27146928

DIC: CZ27146928

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

Cislo Gi¢tu: 2043060205/2600

Datova schranka:8jvdhia

and

Fakultni nemocnice Brno

with registered offices at: Jihlavska 20, 625 00
Brno, Czech Republic

ID No: 65269705

Tax ID: CZ65269705

Represented by Ivo Rovny, MD, MBA, Director
Account Name: Fakultni nemocnice Brno

Account number: 71234621/0710

IBAN: CZ3407100000000071234621

Name of the Bank: Ceska narodni banka

Fakultni nemocnici Brno

se sidlem na adrese: Jihlavska 20, 625 00 Brno,
Ceska republika

IC: 65269705

DIC: CZ65269705

Jednajici: MUDr. Ivo Rovny, MBA, feditel

Nazev uctu: Fakultni nemocnice Brno

Cislo G¢tu: 71234621/0710

IBAN: CZ3407100000000071234621

Nazev banky: Ceska narodni banka

EMEA/EU Non-Interventional Prospective Study
Agreement between Janssen and Institution and Principal
Investigator - Czech Republic contract template - Version
May 2025

EMEA/EU Smlouva o provedeni neintervencni, prospektivni
studie mezi spolecnosti Janssen, poskytovatelem a hlavnim
zkousejicim — $ablona smlouvy pro Ceskou republiku — verze z
kvétna 2025

PI Name: -

Jméno hlavniho zkousejiciho: -

Protocol #: 61186372NSC4014

Cislo protokolu: 61186372NSC4014

ICD #: 2286342

Page 1 of 44 |

Strana 1z 44




Address of the Bank: Rooseveltova 18, 601 10
Brno, Czech Republic

SWIFT: CNBACZPP
Payment reference: invoice number

Adresa banky: Rooseveltova 18, 601 10 Brno,
Ceska republika
SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury

(“Institution”)

(dale jen ,,poskytovatel”)

and

a

- (“Principal Investigator”), affiliated with
Institution, located at Fakultni nemocnici Brno,
Jihlavska 20, 625 00 Brno, Czech Republic

- (dale jen , hlavni zkousejici“), spolupracujicim
s poskytovatelem, na adrese Fakultni nemocnici
Brno, Jihlavska 20, 625 00 Brno, Ceska republika

and effective as of the date of publication into the
Register of Contracts in the Czech Republic

a s ucinnosti ode dne uverejnéni v registru smluv v
Ceské republice (déle jen ,datum Géinnosti“).

(“Effective Date”).

Study ,Prospective, Multi-country, Observational Study of Clinical Outcomes in
EGFR-mutated, Advanced Non-Small Cell Lung Cancer (NSCLC) Patients Treated with Approved
Amivantamab-containing Regimens Under Standard Clinical Practice.”

Regulatory Sponsor Janssen — Cilag International N.V., with registered offices at:
Turnhoutseweg 30, 2340 Beerse, Belgium

Protocol 61186372NSC4014

Study Site Klinika nemoci plicnich a tuberkulézy, Fakultni nemocnici Brno, Jihlavska

20, 625 00 Brno, Ceska republika

Studie
standardniho schvaleného lé¢ebného rezimu s amivantamabem dle béZné praxe u pacientd s pokrocilym

,Prospektivni, mezinarodni, pozorovaci hodnoceni klinickych vysledk

nemalobunécénym karcinomem plic (NSCLC — Non-Small Cell Lung Cancer) a mutacemi EGFR (mutace genu
receptoru epidermalniho ristového faktoru).”

Zadavatel
30, 2340 Beerse, Belgie

Janssen — Cilag International N.V., se sidlem na adrese: Turnhoutseweg

Protokol 61186372NSC4014

Studijni pracovisté Klinika nemoci plicnich a tuberkuldzy, Fakultni nemocnici Brno, Jihlavska
20, 625 00 Brno, Ceska republika

EMEA/EU Non-Interventional Prospective Study
Agreement between Janssen and Institution and Principal
Investigator - Czech Republic contract template - Version
May 2025

PI Name: -

Protocol #: 61186372NSC4014

EMEA/EU Smlouva o provedeni neintervencni, prospektivni
studie mezi spolecnosti Janssen, poskytovatelem a hlavnim
zkousejicim — $ablona smlouvy pro Ceskou republiku — verze z
kvétna 2025
Jméno hlavniho zkousejiciho: -
Cislo protokolu: 61186372NSC4014

ICD #: 2286342
Page 2 of 44 |

Strana 2 z 44




Whereas, Janssen has requested Institution and its
employees, and Principal Investigator to conduct
the Study according to the Protocol (including
subsequent Protocol amendments) and Exhibits,
which form an integral part hereof;

Vzhledem k tomu, Ze spole¢nost Janssen pozadala

poskytovatele, jeho zaméstnance a hlavniho
zkousejiciho, aby provedli studii podle protokolu
(véetné naslednych dodatkd k protokolu) a ptiloh,

které tvofi nedilnou soucdst této smlouvy.

Whereas, Institution is equipped and authorized to
undertake the Study and Institution and Principal
Investigator have agreed to perform the Study on
the terms and conditions hereinafter set forth; and

Vzhledem ktomu, Ze poskytovatel je vybaven

aopravnén k provadéni studie a poskytovatel
a hlavni zkousejici se zavazali studii provést
vsouladu spodminkami stanovenymi v této
smlouvé.

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:

1. Performance of the Study

1. Provadéni studie

1.1 The purpose of the Study is ,Prospective,
Multi-country, Observational Study of Clinical
Outcomes in EGFR-mutated, Advanced Non-
Small Cell Lung Cancer (NSCLC) Patients
Treated with Approved Amivantamab-
containing Regimens Under Standard Clinical

Practice.”

1.1  Ucelem studie je ,Prospektivni, mezinarodni,
pozorovaci hodnoceni klinickych vysledki
standardniho schvaleného lécebného rezimu
dle

u pacientll s pokrocilym nemalobunéénym

s amivantamabem béiné  praxe
karcinomem plic (NSCLC — Non-Small Cell
Lung Cancer) a mutacemi EGFR (mutace genu
rastového

receptoru epidermalniho

faktoru).”

Participation by Institution and Principal
Investigator in the Study must under no
circumstances affect any decision about a
Study Subject’s treatment (that is to say,
whether, and what medication is to be used
in  Study Subject any).
Medication must only be prescribed on the

treatment, if

basis of medical indication.

Ucasti poskytovatele a hlavniho zkousejiciho
ve studii nesmi byt za Zadnych okolnosti
ovlivnéno rozhodovani o lécbé subjektl
studie (to znamen3, zda a ptipadné jaké léky
se maji pouZit pfi lé¢bé subjektu studie). Léky
musi byt predepisovany pouze na zakladé

lékarské indikace.
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The Parties agree that the Protocol, including
any subsequent Protocol amendments, is
binding on the Parties and constitutes an
integral part of this Agreement. The Parties
have agreed the Protocol shall be available
with Principal Investigator.

Smluvni strany se dohodly, Ze protokol,

Vv s

véetné jakychkoli pozdéjsSich dodatkl k
protokolu, je pro strany zdvazny a tvofi
nedilnou soucdst této smlouvy. Smluvni
strany se dohodly, Ze protokol bude k

dispozici u hlavniho zkousejiciho.

1.2 Institution and Principal Investigator agreeto | 1.2  Poskytovatel a hlavni zkousejici se zavazali, Ze
use their best efforts and professional vynalozi maximalni Usili a odborné znalosti
expertise to perform the Study in accordance k provedeni studie v souladu s protokolem,
with the Protocol, all applicable legal and véemi  platnymi  zdkony aregulacnimi
regulatory requirements, the identified pozadavky, stanovenymi IhGtami
timelines and the terms and conditions of this a podminkami této smlouvy. Poskytovatel
Agreement. Institution and  Principal a hlavni zkousejici nesmi zahajit studii bez
Investigator may not start the Study without pfedchoziho souhlasu etické komise,
prior approval of the ethics committee, oznameni adalSich souhlasi vyZadovanych
notifications and further legally required zakonem.
approvals.

1.3 In the event that the Principal Investigator | 1.3 V pfipadé ukonceni spoluprace hlavniho

becomes no longer affiliated with Institution,
Institution shall provide written notice to
Janssen as soon as possible and at the latest
within three (3) calendar days of such
departure. Janssen shall have the right to
approve any new Principal Investigator
designated by Institution. The new Principal
Investigator shall be required to agree to the
terms and conditions of this Agreement. In
the event Janssen does not approve such new
Principal Investigator, Janssen may terminate
this Agreement in accordance with Section
2.2 below and

necessary steps to accommodate Janssen’s

Institution shall take all

decision. If Principal Investigator is to be
temporarily absent from Institution for more
than ten (10) calendar days, but not more

zkousejiciho s poskytovatelem, bude o této

skutecnosti poskytovatel pisemné
informovat spolecnost Janssen co nejdrive,
nejpozdéji vsak do tfi (3) kalendarnich dnt po
odchodu hlavniho zkousejiciho. Spole¢nost
Janssen ma pravo schvalit nového hlavniho
zkousejiciho uréeného poskytovatelem. Novy
hlavni zkousejici se musi zavazat k dodrzovani
podminek této smlouvy. V pfipadé, Ze
spolec¢nost Janssen neschvali tohoto nového
hlavniho zkousejiciho, mulze spolecnost
Janssen vypovédét tuto smlouvu v souladu
s ustanovenim ¢lanku 2.2 nize a poskytovatel
ucini vSechny nezbytné kroky ktomu, aby
rozhodnuti spolecnosti Janssen vyhovél.
Bude-li hlavni zkousejici do¢asné nepfitomen

u poskytovatele po dobu delsi nez deset
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than fourteen (14) calendar days, Institution
will  designate a Sub-investigator to
temporarily supervise the Study on the
Principal Investigator’s behalf. Institution will
document this designation and notify Janssen
in writing of such designation prior to its
commencement. If Principal Investigator is,
oristo be, absent for more than fourteen (14)
calendar days, Janssen may terminate this
Agreement if Institution and Janssen cannot
agree on a replacement Principal Investigator

within a fourteen (14)-day period.

(10) kalendarnich dnu, ale ne déle nez ¢trnact
(14) kalendarnich dn(, poskytovatel stanovi
spoluzkousejiciho, aby docasné dohlizel na
studii v zastoupeni hlavniho zkousejiciho.
Poskytovatel takové povéreni zdokumentuje
apredem oném pisemné informuje
spolec¢nost Janssen. Je-li nebo ma-li byt hlavni
zkousejici nepfitomen po dobu delsi nez
(14) kalendarnich

spole¢nost Janssen vypovédét tuto smlouvu,

étrnact dnd, muze
pokud se poskytovatel a spole¢nost Janssen
nemohou dohodnout na ndhradnim hlavnim

zkousejicim ve IhGté ¢trnacti (14) dna.

14

Institution and Principal Investigator may

appoint such other individuals and

investigational staff as they may deem

appropriate as co-investigator and/or
investigational staff to assist in the conduct of
the Study. All co-investigators
investigational staff will

qualified, timely appointed and an updated

and
be adequately

list will be maintained. Principal Investigator
shall be responsible for leading such team of
staff,
who in all respects shall be bound in writing

co-investigators and investigational
to the same terms and conditions as the
Principal Investigator under this Agreement.
Institution and Principal Investigator are
responsible for the services performed by its
staff and undertake in particular to have the
services executed by competent persons. In
the event that Institution and/or Principal
Investigator use the services of others to
the this
Agreement, Principal

conduct Study pursuant to

Institution  and

Investigator shall be responsible for ensuring

1.4

Poskytovatel a hlavni zkouSejici mohou urdit
dalsi dle
vlastniho spoluzkousejici

osoby avyzkumny persondl,

uvazeni, jako
a/nebo vyzkumny personal, ktefi budou
spolupracovat pfi provadéni studie. Vsichni
spoluzkousejici a vyzkumny persondl musi
mit adekvatni kvalifikaci a byt jmenovani
bude

seznam tohoto persondlu. Hlavni zkousejici

vcas, rovnéz veden aktualizovany
bude odpovédny za vedeni tohoto tymu
spoluzkousejicich a vyzkumného persondlu,
ktefi budou pisemné zavazani, aby ve vSech
ohledech dodrZovali stejné podminky jako
hlavni zkousejici v souladu s touto smlouvou.
Poskytovatel ahlavni  zkouSejici  jsou
odpovédni za sluzby poskytované jejich
personalem a zavazuji se zejména k tomu, ze

tyto sluzby budou poskytovany
kompetentnimi osobami. V pfipadé, Ze
poskytovatel a/nebo hlavni  zkousejici

vyuzivaji sluzeb jinych osob k provadéni
studie podle této smlouvy, poskytovatel
a hlavni

zkousejici budou odpovidat za
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that all licensed and

credentialed and in compliance with the

are appropriately

terms of this Agreement. Institution and
Principal Investigator shall be liable for any
breach of this Agreement by such individuals.

zajisténi toho, Ze vSechny tyto osoby maji

fadné opravnéni apovéreni a dodrzuji
podminky této smlouvy. Poskytovatel
a hlavni zkousSejici budou odpovidat za

jakékoliv poruseni této smlouvy témito
osobami.

Institution and Principal Investigator shall
ensure that designated staff attend all
trainings conducted by Janssen or its
designee in the proper performance of the
Protocol, safety and reporting requirements,
and any other applicable guidelines relevant
to the Study and performance of the

Protocol.

Poskytovatel a hlavni zkousejici zajisti, aby se
povéfeny persondl Ucastnil vSech Skoleni
vedenych spolecnosti Janssen nebo jejim
kterd se fadného

zmocnéncem, tykaji

provadéni protokolu, bezpecnosti
a pozadavkd na hlaseni a jakychkoliv jinych
platnych smérnic relevantnich pro studii a

provadéni protokolu.

1.5 It is also understood and expressly
that
employees, including Principal Investigator

acknowledged Institution and its

and study team members, are not eligible to
participate in, nor are they eligible for
coverage under, any of Janssen’s benefit
plans, programs,

employment policies,

procedures or workers compensation

insurance.

1.5 lJe
potvrzeno, Ze

rovnéZz odsouhlaseno avyslovné

poskytovatel ani jeho

zaméstnanci, v€etné hlavniho zkousejiciho a
¢lend studijniho tymu nemaji narok na ucast

v ramci pland odmén, programd,

zaméstnaneckych politik, postupl nebo

pojisténi odmén pracovnikll spolec¢nosti

Janssen.

1.6

For the performance of the Study, Janssen or
its designee shall provide all Study related
documents (such as case report forms) and
ePRO Tablet. Neither Institution nor Principal
Investigator shall make any use of Study
related documents, materials and equipment
other than for the performance of the Study
in strict accordance with the Protocol and this
Agreement.

1.6

Pro provadéni studie poskytne spolecnost

Janssen nebo jeji zmocnénec veskeré
dokumenty souvisejici se studii (napfiklad
formuldfe zaznamO o subjektu) aePRO

Tablet. Poskytovatel ani hlavni zkousejici

nesmi pouzZivat jakékoliv dokumenty,

materidly avybaveni souvisejici se studii
kjinym uceldm nez k provadéni studie
souladu a touto

v pfisném s protokolem

smlouvou.
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1.7

Additional Research: Institution and Principal
Investigator shall not conduct any research
nor facilitate third parties to conduct any
research not required by the Protocol on (i)
Study Subjects during the Study (including
any  additional research  technique,
procedure, questionnaire, or observation), or
(ii) the data derived from the Study, each of
(i), (ii), and (iii) without the prior written
consent of Janssen. Hereinafter, the research
described in the previous sentence shall be
referred to as “Additional Research”. In any
case where Janssen gives such approval, the
shall be

considered either an amendment to the

approved Additional Research
original Protocol or shall be the subject of
another written agreement between Janssen
and Institution and Principal Investigator.
Institution and Principal Investigator shall
Additional
compliance with all applicable regulations,

conduct all Research in

including requirements for obtaining

appropriate EC approval and subject
informed consent. Without limiting any other
remedy available by law to Janssen, if
Institution and/or Principal Investigator
conducts Additional Research in breach of
this section, and such Additional Research
results in an Invention (as defined in Section
8 below),

Investigator (as applicable) hereby grant to

Institution and  Principal

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 Research. This Section

1.7

Dodatecny vyzkum: Poskytovatel a hlavni
zkousejici nesméji provadét zadny vyzkum ani
napomahat tretim stranam pfi provadéni
vyzkumu, ktery neni vyZadovan protokolem
a tyka se (i) subjektli studie béhem provadéni
studie (véetné dodatecnych vyzkumnych
technik,

pozorovani) nebo (ii) idaji odvozenych ze

postupd, dotazniki nebo
studie; plati pro jednotlivé body (i), (ii) a (iii)

bez predchoziho pisemného souhlasu

spole¢nosti Janssen. Vyzkum popsany v
pfedchozi vété bude ddle oznacovan jako
Pokud
Janssen udéli takovy souhlas, bude schvéleny
bud za

dodatek k pivodnimu protokolu nebo bude

,dodatec¢ny vyzkum®. spole¢nost

dodatec¢ny vyzkum povazovan

predmétem jiné pisemné smlouvy mezi

spolecnosti Janssen, poskytovatelem
a hlavnim zkousejicim. Poskytovatel a hlavni
zkousejici jsou povinni provadét veskery
dodatec¢ny vyzkum vsouladu se vsemi
platnymi predpisy, véetné poZadavkd na
ziskani pfislusného schvaleni EK
a informovaného souhlasu subjektd. Aniz by
tim byly omezeny jakékoli jiné opravné
prostifedky dostupné spolecnosti Janssen
podle zadkona, pokud poskytovatel a/nebo
hlavni zkousSejici budou provadét dodatecny
vyzkum v rozporu s timto ¢lankem a takovy
dodatecny vyzkum povede k vynalezu (jak je
definovdn v clanku 8 nize), poskytovatel
a hlavni zkousejici (podle situace) timto
udéluji spolec¢nosti Janssen nebo jejimu
zmocnénci

neodvolatelnou, celosvétovou,

splacenou, bezplatnou, exkluzivni licenci

s prdvem poskytovat sublicence na vyrobu,
pouziti, prodej a dovoz jakéhokoli takového

EMEA/EU Non-Interventional Prospective Study
Agreement between Janssen and Institution and Principal
Investigator - Czech Republic contract template - Version
May 2025

EMEA/EU Smlouva o provedeni neintervencni, prospektivni
studie mezi spolecnosti Janssen, poskytovatelem a hlavnim
zkousejicim — $ablona smlouvy pro Ceskou republiku — verze z
kvétna 2025

PI Name: -

Jméno hlavniho zkousejiciho: -

Protocol #: 61186372NSC4014

Cislo protokolu: 61186372NSC4014

ICD #: 2286342

Page 7 of 44

| Strana 7z 44




shall survive termination or expiration of this
Agreement.

vynalezu, ktery wvznikl vrdmci takového
dodatecného vyzkumu. Tento ¢lanek zUstane
v platnosti ipo vypovézeni nebo vyprseni

platnosti této smlouvy.

1.11 IT Security

1.11 IT Bezpecnost

Prior to the commencement of the Study,
Janssen shall carry out and approve acceptance
tests with an authorized Institution representative
where the login process to all the applicable
systems, databases and websites of Janssen will be
verified and data transfer will be tested and, if
applicable, the agreed test files will be uploaded.
Acceptance test means import of anonymous test-
study, which is entered into the system and the
study recipient confirms receipt of data and their
correctness.

After the test transfer has been completed, the
Institution personnel responsible for  the
Study shall confirm that he/she agrees with the
work procedures and confirms its functionality. This
acceptance is sufficient and the
Institution personnel becomes the guarantor for
this procedure. Janssen shall inform the
Institution’s IT Centre about the test transfer
results and about the acceptance of the
procedure. For security reasons, the Institution
only supports the latest version of Java.

Spolec¢nost Janssen je povinna prfed samotnym
spusténim  studie realizovat a  odsouhlasit
akceptacni testy s povéfenym  zastupcem
Poskytovatele, kde bude ovéren proces pfihlaseni
se do viech poZadovanych systém(, databazi a
webovych stranek spolecnosti Janssena fyzické
odzkouseni  pfenosu dat, pfip. uploadu
dohodnutych testovacich souborl. Akceptacnim
testem se rozumi import anonymni testovaci
studie, ktera se do systému vloZi a pfijemce studie
potvrdi pfijem dat a jejich korektnost.

Po realizaci zkuSebniho pfenosu tak zastupce
Poskytovatele odpovédny za studii potvrdi, Ze je
s pracovnim postupem srozumén a potvrdi jeho
funkcionalitu. Dana akceptace je postacujici a
zastupce Poskytovatele se stava garantem za toto
feSeni. O vysledcich zkuSebniho pfenosu a
akceptace feseni informuje spolec¢nost
Janssen oddéleni Centra informatiky Poskytovatele.
Z bezpecnostnich dlvod( Poskytovatel podporuje
jen aktudlni verzi aplikace Java.

If Janssen is unable to comply with the Institution’s
operating conditions for using HW and SW at
(Institution) FN Brno, the Institution reserves
the right not to accept those requirements of
Janssen that have not been notified before
signing the Agreement if the additional and
not submitted configurations and settings do
not comply with the security policy of the
Institution, that is acting as the operator of
the essential service information systems

V pripadé, Ze nelze spolecnosti Janssen splinit
podminky provozu Poskytovatele pro poufZiti
HW a SW ve FN Brno, si Poskytovatel
vyhrazuje  pravo  nepfijmout  splnéni
poZadavk( spolecnosti Janssen neuvedenych
pred podpisem smlouvy, pokud dodatecné a
nepredloZené konfigurace a nastaveni budou
politikou

VvV rozporu s bezpecnostni

Poskytovatele jako provozovatele

informacnich systému zakladni sluzby dle § 2
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under Section 2(i) of Act No. 181/2014 Coll.
on Cyber Security in healthcare. In that case,
Janssen shall carry out the Study using their
own resources (e.g. a PC dedicated to the
Study, incl. internet connection — STAND-
ALONE).

zdkona ¢. 181/2014 Sb.,, o
kybernetické

pism. i)
bezpecnosti v odvétvi
zdravotnictvi. Vtomto pfipadé spolecnost
Janssen uskutecni feSeni studie pomoci svych
vlastnich prostfedk( (napf. dedikované PC
pro tuto studii, vcetné

konektivity — STAND ALONE).

internetové

1.12 Janssen undertakes to process reports on the | 1.12. Spolecnost Janssen se zavazuje zpracovavat
progress of the Study to the extent specified zprdvy o prlbéhu studie v rozsahu
by legal regulations (Act on Medicinal stanoveném pravnimi predpisy (zakon o
Products, Decree 463/2021 on detailed lécivech, wvyhlaska 463/2021 o blizsich
conditions for conducting clinical trials of podminkach provadéni klinického hodnoceni
human medicinal products, REGULATION OF humdnnich lé&ivych ptipravkd, NARIZEN{
THE EUROPEAN PARLIAMENT AND OF THE EVROPSKEHO PARLAMENTU A RADY (EU) ¢&.
COUNCIL (EU) No. 536/2014) and to submit 536/2014) a tyto v terminech stanovenych
these to the relevant Ethics Committee pravnimi predpisy predkladat pfislusné Etické
within the deadlines specified by legal komisi. Spolecnost Janssen se dale zavazuje
regulations. Janssen further undertakes to zpracované zpravy o prlbéhu studie
provide the processed reports on the poskytovat hlavnimu zkousSejicimu, ktery je
progress of the Study to the principal dale preda Poskytovateli (e-mailem na uvv-
investigator, who will then forward them to oks-klinickestudie@fnbrno.cz), pfip. dalSim
the Institution (by e-mail to uvv-oks- opravnénym subjektim.
klinickestudie@fnbrno.cz), or to other
authorized entities.

2. Term and Termination 2. Doba trvani a ukonceni platnosti smlouvy

2.1 Theterm of this Agreement shall beginonthe | 2.1 Tato smlouva vstoupi v platnost k datu

Effective Date and continue until the Study
has been completed to the reasonable
satisfaction of Janssen. The parties estimate
that the Study will end on (i) - or (ii) six (6)
months following final database lock, unless
sooner terminated in accordance with the
terms hereof. The parties agree that the term

may be amended by mutual agreement of the

ucinnosti a bude trvat az do té doby, nez bude
studie dokoncena k pfimérené spokojenosti
spole¢nosti Janssen. Strany odhaduji, Ze
studie skonci (i) v - nebo (ii) Sest
(6) mésict po koneéném uzavieni databaze,
pokud nebude ukoncena dfive v souladu
s podminkami této smlouvy. Strany souhlasi's
tim, Ze doba platnosti smlouvy muZe byt
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parties without the need to conclude an
amendment to this Agreement.

zménéna na zakladé vzdjemné dohody stran
bez nutnosti uzavirat dodatek této Smlouvy.

It is planned to include at least - Study Subjects
in the Study, as follows:

At least - to the group of

Amivantamab+Lazertinib (MARIPOSA)
i.v. as.c,;

and at least - to the group of
Amivantamab + chemotherapy

/carboplatin + pemetrexed/ (MARIPOSA 2)
i.v.as.c.

V planu je zahrnout do studie nejméné - studijni
subjekty, a to takto:

nejméné - do
Amivantamab+Lazertinib

skupiny
(MARIPOSA)
i.v. as.c.;
a nejméné - do skupiny Amivantamab +
chemotherapy /carboplatin +
pemetrexed/ (MARIPOSA 2)i.v. a s.c.

2.2 This Agreement may be terminated by either

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
not limited to:

2.2 Tato smlouva miZe byt vypovézena kdykoli

kteroukoli ze stran dle jejich vyluéného
uvazeni, na zakladé predchoziho pisemného
oznameni druhé smluvni strané, s vypovédni
Ihltou patnacti (15) kalendarnich  dnd.
Dlavody pro vypovézeni smlouvy mohou
mimo jiné zahrnovat:

(i) breach of contract, including failure to
comply with the Protocol and
applicable laws and regulations;

(i)  poruseni smlouvy, véetné nedodrzeni
protokolu a platnych zakond a
predpis(;

(i) if no Study Subjects have been
recruited at the Study Site within three
(3) months following the Study
initiation at the Study Site.

(ii)  situaci, kdy na studijni pracovisté nebyl
zafazen zadny subjekt studie béhem tfi
(3) mésici po zahdjeni studie na
studijnim pracovisti.

Notwithstanding the above, Janssen may
immediately terminate, within its sole
judgement, the Study or this Agreement.
Upon receipt of notice of termination,
Institution and Principal Investigator agree to
promptly terminate conduct of the Study to
the extent medically permissible for any
individual who participates in the Study
(“Study Subject”). In the event of termination

Bez ohledu na vySe uvedené, spolecnost
Janssen muzZe ihned dle svého vylucného
uvaZzeni ukoncit studii nebo tuto smlouvu.
Poskytovatel a hlavni zkousejici souhlasi s
tim, Ze po obdrZeni oznameni o ukonceni,
ihned ukonc¢i provadéni studie, ato
v rozsahu, ktery bude z lékarského hlediska
pripustny pro vSechny ucastniky studie (dale
jen ,subjekt studie”). V pfipadé ukonceni
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hereunder, other than as a result of a
material breach by Institution or Principal
Investigator, the total sums payable by
Janssen pursuant to this Agreement and to
and team
the

Payment Letters shall be equitably prorated

Principal Investigator study

members pursuant to respective
for actual work performed to the date of
termination, with any unexpended funds
previously paid by Janssen to Institution or
Principal Investigator being refunded to

Janssen.

smlouvy podle tohoto ¢ldanku z jiného
dlivodu, ne?Z je podstatné poruseni ze strany
poskytovatele nebo hlavniho zkousejiciho,
budou celkové c¢astky splatné spolecnosti
Janssen poskytovateli podle této smlouvy,
hlavnimu zkousSejicimu a ¢lenim studijniho
tymu podle pfislusnych platebnich dohod ve
formé dopisu spravedlivé pomérné kraceny
dle skutecné provedené prace vykonané ke
dni
nespotifebované zalohy,

ukondeni, pficemz veskeré

které spole¢nost
nebo

Janssen jiz zaplatila poskytovateli

hlavnimu  zkousejicimu nebo  clenim

studijniho tymu, budou spolec¢nosti Janssen
vraceny.

2.3

Upon the earlier of the termination of the
Study and termination of this Agreement, (a)
shall
deliver to Janssen all data generated as a

Principal Investigator immediately
result of the Study, all documents and data
provided by Janssen and its respective
Confidential

Information, as defined in Section 7.2 below,

affiliates, and all Janssen
and (b) Principal Investigator shall treat

materials and equipment provided by
Janssen or its respective affiliates in
accordance with Exhibit A, and if Exhibit A
requires the return of any materials and/or
equipment, Principal Investigator shall return
them upon the instructions of Janssen or its
affiliates. This provision does not apply to
those documents that should be maintained
and retained by the Principal Investigator at
the Study Site, as defined in the Protocol and
laws and

as required by applicable

regulations.

2.3

Po dfivéjsSim ukonceni studie a vypovézeni
této smlouvy (a) hlavni zkousejici okamzité
doruci spolecnosti Janssen vsechny udaje
ziskané v ramci studie, vSechny dokumenty a
Udaje poskytnuté spolecnosti Janssen a jejimi
spole¢nostmi

pfislusnymi  pfidruzenymi

a veskeré dlvérné informace spolecnosti
Janssen, jak jsou definovany v ¢lanku 7.2 nize,
(b) hlavni bude

s materidly a vybavenim

zkousejici zachazet
poskytnutym
spolec€nosti Janssen nebo jejimi pfidruzenymi
spolecnostmi v souladu s pfilohou A, a pokud
pfiloha A vyZaduje vrdceni jakychkoli
material( a/nebo vybaveni, hlavni zkousejici
je vrati na zdkladé pokynl spolecnosti
Janssen nebo jejich pfidruzenych spolecnosti.
Toto

dokumenty,

ustanoveni se nevztahuje na
které musi hlavni zkousejici
uchovavat na studijnim pracovisti, jak je
definovdno

v protokolu a vyzadovano

platnymi zakony a nafizenimi.
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Ethics Committee (EC) — Informed Consent —
Authorizations

Eticka komise (EK) — informovany souhlas —
povoleni

3.1

In accordance with the laws and regulations
applicable at the Study Site, Institution and
Principal Investigator shall be responsible for
obtaining approval of the Protocol and its
amendments, informed consent form, Study
(e.g.
announcements, financial compensation if

recruitment procedures

any) and any other relevant documents in
the Study, the
appropriate EC prior to commencement of

connection with from
the Study. In the event the EC requires
changes in the Protocol, informed consent
form or Study recruitment procedures, such
changes shall not be implemented until
Janssen is notified and gives its written
approval. The Protocol, the informed consent
form, and any advertising shall not be revised
without the prior written agreement of
Janssen and the EC.

3.1

V souladu se zakony a predpisy platnymi pro
studijni pracovisté bude poskytovatel a hlavni
zkousejici odpovidat za ziskani schvaleni
dodatkd,
souhlasu,

protokolu ajeho formulare

informovaného naborového
postupu pro studii (napf. oznameni nebo
financni odmény, pokud je uplatfiovana)
a jakychkoli dalsich pfislusnych dokumenti
ve spojeni se studii ze strany pfislusné EK
pfed zahdjenim studie. V pfipadé, Ze bude EK
pozadovat zmény v protokolu, formulafi
informovaného souhlasu nebo naborovém
postupu pro studii, nebudou takové zmény
spolecnosti

provedeny bez vyrozuméni

Janssen a obdrZeni jejiho pisemného
souhlasu. Protokol, formular informovaného
souhlasu a jakoukoli inzerci nelze ménit bez
predchoziho pisemného souhlasu spolec¢nosti

Janssen a EK.

3.2

Institution and Principal Investigator shall
also be responsible for adequately informing
the Study Subject and for obtaining an
informed consent form signed by or on behalf
of each Study Subject, which informed
consent form shall be approved by Janssen
and the EC, prior to the Study Subject’s
participation. The informed consent form
shall include the right for Janssen and its
and applicable

designees government

authorities to review raw Study data,
including original subject records, in all

monitoring and auditing activities required to

3.2

Poskytovatel a hlavni zkousejici budou také
odpovidat za fadné informovani subjekt(
studie a za ziskani podpisu formulare
informovaného souhlasu od vsech subjekt(
studie nebo v jejich zastoupeni, pficemz tento
formuldf informovaného souhlasu bude
schvalen spolecnosti Janssen a EK pred ucasti
subjektd studie. Formulaf informovaného
souhlasu musi zahrnovat pravo spolecnosti
Janssen, jejich zmocnéncl a pfislusnych
statnich urfadd na kontrolu nezpracovanych
udaji ze studie, véetné original( zaznami

o subjektech, v rdmci vSech monitorovacich
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ensure quality assurance and compliance
with the Protocol as well as all legal and
The
consent form shall also include the right for

regulatory requirements. informed

Janssen and its affiliates to conduct
additional reviews of the data to study the

and
better

understanding of disease or to improve the

safety and efficacy of products

treatments, to develop a

efficiency of future clinical studies.

a auditnich ¢innosti vyzadovanych k zajisténi
kvality a souladu s protokolem, jakoz i vSemi
pozadavky.

zakonnymi a regulaénimi

Formuldf informovaného souhlasu musi
rovnéz zahrnovat prdvo spolec¢nosti Janssen
a jejich pfidruzenych spole¢nosti provadét
dalsi kontrolu udaji za Ucelem zkoumani
bezpecnosti a ucinnosti pripravkd
a lécebnych postupl, pro lepsi porozuméni
onemocnéni nebo ke zlepseni efektivity

budoucich klinickych studii.

3.3. Janssen shall be responsible for the | 3.3. Spolecnost Janssen odpovidd za zajisténi
fulfilment of all other authorization véech ostatnich opravnéni a formalit
formalities related to the conduct of the souvisejicich s provadénim studie (napftiklad
Study (such as submitting a study application) predloZzeni Zadosti o povoleni studie),
and if required, for obtaining the written a v pfipadé potreby pred zahajenim studie
authorization from the competent health zajisti pisemné schvaleni od pfislusnych
authorities prior to commencement of the zdravotnich uradu.

Study.

4. Reporting of Data and Adverse Events 4.  Hlaseni udaju a nezadoucich pfihod

4.1 Institution and Principal Investigator agreeto | 4.1 Poskytovatel a hlavni zkousejici souhlasi, Ze
provide Janssen periodically and in a timely budou spolec¢nosti Janssen pravidelné a vcas
manner with all Study results and other data poskytovat vsechny vysledky studie a dalsi
called for in the Protocol on properly udaje vyzadované v protokolu, a to v nalezité
completed (written or electronic) case report vyplnénych (pisemnych nebo elektronickych)
forms. formularich zaznam{ o subjektech studie.

4.2 Electronic Data Capture ("EDC"): | 4.2 Elektronicky sbér dat (Electronic Data

Institution/Principal Investigator will submit
Study data using the electronic system
provided by Janssen. Institution/Principal

Investigator shall prevent unauthorized

Capture, ,EDC“): / hlavni
zkousejici budou predkladat udaje studie

Poskytovatel

pomoci elektronického systému

poskytnutého spolecnosti Janssen.
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access to the data by maintaining physical
security of the computers and ensuring that
investigational staff maintains the
confidentiality of  their passwords.
Institution/Principal Investigator shall also
comply with Janssen’s instructions for data
entry into the system, which includes that
investigational staff using the system
understands that their electronic signatures
are the legally binding equivalent of
handwritten signatures, and they attest to
the accuracy and completeness of the data

entered.

Poskytovatel / hlavni zkouSejici zabrani
neopravnénému pristupu k adajim tim, zZe
zabezpedi fyzickou ochranu pocitacl a zajisti,
aby vyzkumny persondl udrioval sva hesla
v tajnosti. Poskytovatel / hlavni zkousejici
budou rovnéz dodrZzovat pokyny spole¢nosti
Janssen pro zaznamenavani Udaji do
systému, coz zahrnuje, aby si vyzkumny
personal, ktery systém pouzivd, byl védom
toho, Ze elektronicky podpis je prdvné
zavazny ekvivalent vlastnoru¢niho podpisu
a potvrzuje presnost a uplnost
zaznamenanych udaju.

Institution/Principal Investigator agree to
collect all Study data (electronic or paper) in
source documentation prior to entering it
into the electronic case report form (“eCRF”).
The eCRF shall be completed within five (5)
working days after visit procedures have
been completed or test results are available,
unless otherwise specified in the Protocol.
Institution/Principal Investigator also agree
to provide appropriate responses to queries
received within five (5) working days of
receipt, unless otherwise specified in the
Protocol.

Poskytovatel / hlavni zkouSejici se zavazuiji
zakladat
(elektronické i papirové) do zdrojové

véechny Udaje ze studie
dokumentace pred jejich vloZzenim do
elektronického  formuldfe zaznamu o
subjektu studie (electronic case report form,
»€CRF“). Formulaf eCRF musi byt vyplnén do
péti (5) pracovnich dnd po dokonceni
postupl v ramci navstévy nebo po obdrZeni
vysledkl vysetfeni, pokud neni v protokolu
stanoveno jinak. Poskytovatel / hlavni
zkousejici rovnéZz souhlasi s poskytovanim
fadnych odpovédi na obdrzené dotazy do péti
(5) pracovnich dni od jejich prijeti, neni-li v
protokolu uvedeno jinak.

In the event Principal Investigator/Institution
do not enter Data into the eCRF or respond to
queries in the timeframe set forth for each
above, Janssen may, in its sole discretion,
immediately take corrective actions. These
actions may include but are not limited to,

temporary suspension of

V pripadé, Ze hlavni zkousejici / poskytovatel
nezadd uUdaje do formuldfe eCRF nebo
neodpovi na dotazy ve lh(té stanovené pro
kazdou zvyse uvedenych zaleZitosti, muze
spolecnost Janssen podle svého vyhradniho
uvazeni  okamzité

pfijmout  ndpravna

opatfeni. Tato opatfeni mohou mimo jiné
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screening/enrollment, additional monitoring

visits, consideration of site audit, and
possible termination of site participation in

the Study.

zahrnovat docasné pozastaveni
screeningu/naboru, dalSich monitorovacich
navstév, zvaZeni auditu pracovisté a mozné

ukonceni Ucasti pracovisté ve studii.

4.3 Institution and Principal Investigator also 4.3 Poskytovatel a hlavni zkousejici
agree to report to Janssen immediately but rovnéz souhlasi s tim, Ze spolec¢nosti Janssen
not later than twenty-four (24) hours after nahlasi ihned, ale nejpozdéji dvacet Ctyfi
learning of any serious adverse events and (24) hodin poté, co se o nich dozvi, jakékoli
other important medical events, as identified zdvazné nezadouci pfihody a dalsi vyznamné
in the Protocol, affecting any Study Subject in zdravotni pfihody, jak jsou definovany
the Study. Institution and Principal v protokolu, které se vyskytnou u libovolného
Investigator further agree to follow up such subjektu v ramci studie. Poskytovatel a hlavni
report with detailed, written reports in zkousejici ddle souhlasi, Ze po takovém
compliance with all applicable legal and ohlaseni nasledné poskytnou podrobnou
regulatory requirements. pisemnou zpravu v souladu se viemi platnymi

zakony a regulacnimi pozadavky.

4.4 Timely, accurate and complete data| 4.4 VdEasné, presné aUplné predloZzeni udajl
submission and query responses are a odpovédi na dotazy je nezbytné k zajisténi
necessary to ensure payment in accordance platby v souladu s rozpisem plateb, priloha A
with the Payment Schedule, Exhibit A of this této smlouvy.

Agreement.

5. Monitoring of Non-Interventional Study — | 5. Monitorovani neintervencni studie — audit —
Audit — Inspections inspekce

5.1 Monitoring — Audit 5.1 Monitorovani — audit

During and after the term of this Agreement,
Institution and Principal Investigator agree 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

Poskytovatel a hlavni zkousejici souhlasi s
tim, Ze béhem doby platnosti této smlouvy
i po
spolecnosti

jejim uplynuti, umoZni zastupclm

Janssen a/nebo pfislusnym
zdravotnim Uraddm (pfichazi-li to v avahu,

véetné amerického Ufadu pro kontrolu
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potravin a léCiv (FDA)) kdykoli v pfijatelném
Case béhem pracovni doby zkontrolovat:

(i)  the facilities where the Study is being
conducted,

(i)  prostory, ve kterych se studie provadi,

(i)  raw Study data including original Study
Subject records, if allowed under the
terms of the informed consent form
and the applicable laws, and

(ii)  nezpracované udaje studie vcetné
originall zaznamu o subjektech studie,
pokud je to vsouladu s podminkami
souhlasu

formuladfe informovaného

a platnymi pravnimi predpisy,

other relevant information

(iii) any
necessary to confirm that the Study is
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 je studie

provddéna vsouladu s protokolem
a podle platnych zakonnych
aregulacnich  poZadavkll, vcetné

pravnich predpist o ochrané osobnich
udajli a bezpecnostnich predpist.

(iv) trial Subject’s information and records
kept in the Institution’s electronical
system, in accordance with the signed
Informed Consent form (random over
the shoulder control). This monitoring
will be allowed exclusively with the
presence of Principal Investigator,
Sub-Investigator or a Coordinator who
has access to the system. This
inspection will be agreed in advance
with  Principal Investigator for
purposes of monitoring or audit.

(iv) informace a zaznamy vedené v
elektronickém systému Poskytovatele
o subjektech studie, a to vsouladu
s podepsanym informovanym
souhlasem subjektu studie (namatkova
kontrola nahlizenim pres rameno), a to
vyhradné za pritomnosti hlavniho
zkousejiciho, spoluzkousejiciho nebo
koordinatora, ktery ma do systému
pfistup. Tato kontrola bude vidy
predem dohodnuta s hlavnim
zkousejicim pro ucely monitoringu,
pfipadné auditu.

5.2

Inspections

5.2

Inspekce

Institution and Principal Investigator shall
immediately notify Janssen if a competent
health authority schedules or, without
scheduling, begins an inspection and shall
promptly, upon issuance, provide Janssen a
health

correspondence resulting from any such

copy of any authority’s

inspection.

Poskytovatel a hlavni zkousejici musi ihned

uvédomit  spolecnost Janssen, jestlize
pfislusny zdravotni urad naplanuje nebo bez
naplanovani zahdji inspekci, a okamzité po
vydani poskytne spolecnosti Janssen kopii
zdravotnim

veskeré korespondence se

uradem ohledné takové inspekce.
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5.3 Institution and Principal Investigator agreeto | 5.3  Poskytovatel a hlavni zkousejici souhlasi s
take any reasonable actions requested by tim, Ze podniknou veskeré pfijatelné kroky
Janssen to cure deficiencies noted during an pozadované spolecnosti Janssen k odstranéni
audit or inspection. In addition, Janssen or its nedostatkd zjisténych béhem auditu di
designees shall have the right to review and inspekce. Navic bude mit spole¢nost Janssen
approve any correspondence to a competent nebo jeji zmocnénci pravo zkontrolovat
health authority generated as a result of such a schvalit korespondenci s prislusSnym
health authority’s inspection prior to zdravotnim Gradem v souvislosti s takovou
submission by Institution or Principal inspekci zdravotniho Urfadu, ato pred jejim
Investigator and, to the extent not prohibited odeslanim poskytovatelem nebo hlavnim
by law or by the applicable health authority, zkousejicim, a pokud to nezakazuje zdkon
the right to have a representative present nebo pfislusny zdravotni uUrad, bude mit
during any inspection. pravo, aby béhem inspekce byl ptitomen jeji

zastupce.

5.4 The provisions of paragraphs 5.1,5.2 and 5.3 | 5.4 Ustanoveni ¢lankd 5.1, 5.2 a 5.3 zlstanou
shall survive the termination or expiration of v platnosti ipo ukonceni nebo vyprseni
this Agreement. platnosti této smlouvy.

6. Compliance with Applicable Laws 6. DodrZovani platnych zakonu

6.1 The parties agree to conduct the Study and | 6.1 Strany souhlasi stim, Ze budou provadét
maintain records and data during and after studii avést zaznamy audaje béhem
the term of this Agreement in compliance platnosti této smlouvy ipo jejim skonceni
with all applicable legal and regulatory vsouladu se vsemi platnymi pravnimi
requirements, as well as with generally a zakonnymi pozadavky a obecné
accepted conventions such as the Declaration akceptovanymi umluvami, jako je Helsinska
of Helsinki and the ICH-GCP guidelines. deklarace a smérnice ICH-GCP.

6.2 Healthcare  Compliance  with  Anti- | 6.2 DodrZovani  protikorupénich  pravnich
Corruption Laws and Foreign Corrupt predpist a zakona o zahranicnich
Practices Act (“FCPA”) korupcnich praktikach (Foreign Corrupt

Practices Act, ,,FCPA“)
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Institution represents and warrants that
neither Institution nor any of its affiliates, nor
any of their respective directors, officers,
employees or agents and Principal
Investigator (all of the foregoing, including
affiliates collectively, “Institution
Representatives”) has taken any action that
would result in a violation by such persons of
local or international anti-bribery laws, rules
or regulations applicable to either or both
Institution and Janssen (collectively the

“Anti-Corruption Laws”).

Poskytovatel prohlasuje azaruduje, Ze
poskytovatel, 7adnd zjeho pobocek, ani
zadny z jejich prislusnych feditelll, vedoucich
pracovnikl, zaméstnanc( ¢i zastupcl a hlavni
zkousejici (vSichni jmenovani véetné pobocek
dale spolecné ,zdstupci poskytovatele®)
neprovedli Zadnou ¢innost, ktera by ze strany
téchto osob znamenala poruseni mistnich
nebo mezinarodnich protikorupcnich zakon,
pravidel nebo nafizeni (dale spolecné
»protikorup¢ni zakony“), které plati pro
poskytovatele, pro spolecnost Janssen nebo
obé strany.

Institution 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, Ze provede platbu nebo
nabidne ¢i predd cokoliv cenného statnimu
urednikovi nebo zaméstnanci statniho uradu,
politické strané, kandidatovi na politickou
funkci ani Zadné jiné osobé za Uucelem
ovlivnéni rozhodnuti, kterd se tykaji
spoleCnosti Janssen nebo jeji obchodni
¢innosti, zplsobem, ktery by porusoval
protikorupcni zakony.

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

Poskytovatel a zastupci poskytovatele
vykondvaji abudou vykonavat svoji praci
v souladu s protikorupcnimi zakony
a poskytovatel bude provadét nezbytné
postupy, v€etné protikorupcniho skoleni, pro
zabranéni korup¢nimu jednani ze strany

zastupcl poskytovatele.

Institution shall maintain effective internal
accounting control and shall make sure all
aspects of this Study are recorded in its books
and records in an accurate, complete and

Poskytovatel bude provadét ucinnou interni
kontrolu Ucetnictvi a zajisti, Ze vSechny ¢asti
této studie budou zaznamenany v Ucetnich

knihach  azaznamech  presné, Uplné
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truthful way and that the documents on
which such books and records are based are
in all major aspects accurate, complete and
true. Institution shall maintain and provide
its auditors and other

Janssen and

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

a pravdivé a Ze dokumenty, na kterych se tyto
knihy azaznamy zakladaji, jsou ve vsech
ohledech
a pravdivé. Poskytovatel povede zdznamy

dalezitych presné, uplné

(financni ijiné) a podplrnou dokumentaci

souvisejici s predmétem této smlouvy

a poskytne spolecnosti Janssen ajejim

auditorlim ajinym zastupclim na zakladé
Zadosti spolecnosti Janssen pfistup k témto

zaznamim za Ucelem dokumentace i
ovéreni souladu sustanovenimi tohoto
¢lanku.

Notwithstanding Sections 2 (Term and
Termination) and 10 (Indemnification), if
Institution fails to comply with any of the
provisions of this Section, such failure shall be
breach of the

upon any such failure,

deemed to be a material
Agreement and,
Janssen shall have the right to terminate the
Agreement with immediate effect upon
written notice to Institution without Janssen
having any financial liability or other liability
of any nature whatsoever resulting from any

such termination.

Bez ohledu na ustanoveni ¢lanku 2 (doba
trvani a ukonceni platnosti smlouvy) a ¢lanku
10 (omezeni odpovédnosti) plati, Ze pokud
poskytovatel porusi kterékoliv ustanoveni
tohoto clanku, bude se dané poruseni
povaZovat za zavainé porusSeni smlouvy
a spolec¢nost Janssen bude mit po takovém
smlouvu s okamzitou

poruseni  pravo

ucinnosti  ukoncit  pfedanim  pisemné

vypovédi poskytovateli, pficemz spolecnosti

Janssen ztakového ukonceni nevznikne
zadna  finan¢ni  ani  jakdkoliv  jind
odpovédnost.

6.3 Privacy & Data Security 6.3 Ochrana soukromi a osobnich tudajd

6.3.1 Each party agrees that its collection, | 6.3.1 Kazdd ze stran souhlasi stim, Ze
processing and disclosure of any data relating shromazdovani, zpracovavani a zpfistupnéni
to an identified or identifiable individual veskerych udaju souvisejicich

(“Personal Information”) in connection with
this Agreement is and will be in compliance
with data
including, where applicable, the EU General

applicable protection laws,

s identifikovanou nebo identifikovatelnou

osobou (dale jen ,,osobni udaje”) v souvislosti

stouto smlouvou je abude vsouladu

s platnymi zdkony na ochranu osobnich
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Data Protection Regulation (the “GDPR”), and
that it has obtained 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 Study 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
their

Information, to address other data subject

reasonable access to Personal

rights as per applicable law, and to prevent
access by unauthorized persons.

EU o
ochrané osobnich udaji (dale jen ,,GDPR“),

Udajd, vcetné obecného nafizeni
pokud se vztahuiji, a Ze ziskala vSechna prava
asouhlasy nezbytné ke shromazdovani,
zpracovavani a zpristupnéni téchto osobnich
Gdajd. Strany souhlasi s tim, Ze béhem
shromazdovani a zpracovani osobnich udajl
pfijmou prislusna opatreni za ucelem ochrany
téchto osobnich udajl, zachovani dlvérnosti

zdravotnich informaci  a zdznamd o
subjektech studie, fradného informovani
zainteresovanych subjektd udajt

o shromazdovani  azpracovdvani jejich
osobnich udajd, udéleni nalezitého pfistupu
témto subjektim uadaja kjejich osobnim
Udajum, zajisténi prav dalsich subjekt( udajl
v souladu

s platnymi zdkony a zabranéni

pfistupu neoprdvnénym osobam.

6.3.2

Institution and Principal Investigator will

implement appropriate 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.

6.3.2

Poskytovatel ahlavni zkousSejici poufZiji

naleZitd technicka a organizacni opatteni
k zajisténi takové drovné zabezpeceni
osobnich Udajl zpracovavanych v souvislosti
stouto smlouvu, ktera odpovidd danym

rizikam.

6.3.3

Institution and  Principal Investigator
represent, warrant and covenant that
Personal Information related to Study

Subjects, when supplied to Janssen, will be
pseudonymized to replace any information
that directly identifies a Study Subject with a
subject identification code. Principal
Investigator will not provide Janssen with the
key or code that enables Study Subjects to be
Institution and

re-identified. Principal

Investigator will notify Janssen immediately if

6.3.3

Poskytovatel a hlavni zkousejici prohlasuji,
zarucCuji a zavazuji se, Ze osobni Udaje tykajici
se subjektld studie budou pfi poskytnuti
Janssen

spolecnosti pseudonymizovany,

takZze veskeré informace, které pfimo

identifikuji subjekt studie, budou nahrazeny
identifikacnim kodem. Hlavni zkousejici
neposkytne spolec¢nosti Janssen klice ani
kédy, diky kterym by mohly byt subjekty
studie zpétné identifikovany. Poskytovatel
a hlavni upozorni

zkousejici neprodlené
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Institution and/or Principal Investigator
discovers that any Data (defined in Section
7.1) concerning Study Subjects provided to
Janssen does not satisfy this requirement.
Principal Investigator will cooperate with all
Janssen requests to mitigate any harm
resulting from any such disclosure of Data. In
such an event, Institution and Principal
Investigator will deliver corrected Data to
Janssen as promptly as possible at no extra

expense to Janssen.

spolecnost Janssen, pokud poskytovatel

a/nebo hlavni zkousejici zjisti, Ze nékteré
Udaje (definované v ¢lanku 7.1) tykajici se
studie spolecnosti

subjektd poskytnuté

Janssen nevyhovuji tomuto poZadavku.

Hlavni zkousejici bude spolupracovat ohledné
vSech Zadosti spolecnosti Janssen na
skod
zptistupnénim udaji. V takovém pfipadé

dorudi

minimalizaci zpUsobenych

Poskytovatel ahlavni zkousejici

opravené Uudaje spolecnosti Janssen co
nejrychleji bez dalsich nakladu pro spolec¢nost

Janssen.

6.3.4

In case of a breach of security leading to the

accidental or unlawful destruction, loss,
alteration, unauthorized disclosure of, or
data

transmitted, stored or otherwise processed

access to, Personal Information

(“Privacy Incident”), Institution and/or
Principal Investigator will immediately after
becoming aware of a Privacy Incident notify
Janssen. Such 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. Institution and
Principal Investigator agree to fully cooperate
with Janssen, investigate and resolve any
such Privacy Incident and provide Janssen any
information to

necessary provide

notifications.

6.3.4

V pfipadé naruSeni zabezpeceni, které

povede k neimysinému nebo protipravnimu
zniceni, ztraté, zméné, neopravnénému
odtajnéni nebo zpristupnéni osobnich udajd,
které jsou zasilany, uloZeny nebo jinak
(dale

incident”), strany ozndami tuto skutecnost

zpracovavany jen ,bezpecnostni
spolec¢nosti Janssen bezprostfedné poté, co
se 0 bezpecnostnim incidentu dozvédi. V
takovém  ozndmeni

upfesni  povahu

bezpecnostniho incidentu, kategorie,
priblizny pocet subjektl udaji a zaznami
osobnich udajl, kterych se bezpecnostni
dotyka.

souhlasi

incident Poskytovatel a hlavni

zkousejici stim, Ze budou se

spole¢nosti Janssen plné spolupracovat,

vySetfi a vyfresSi veskeré bezpecnostni

incidenty a poskytnou spole¢nosti Janssen

veskeré informace potfebné k provedeni

ohlaseni.
6.3.5 Institution and Principal Investigator agree to | 6.3.5 Poskytovatel a hlavni zkousSejici souhlasi
fully cooperate with respect to any data stim, Ze budou plné spolupracovat pfi
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protection impact assessments and/or prior
consultations that may be required with
respect to the processing of Personal
Information under the Agreement.

hodnoceni veskerych dopadld na ochranu
osobnich udaji a/nebo pfi predbéinych
konzultacich, které mohou byt potiebné
v souvislosti se zpracovanim osobnich udaju
v souladu s touto smlouvou.

6.3.6

Institution and Principal Investigator shall not
engage any third party, including any affiliate
or subcontractor, as data processor (as
defined under applicable data protection
law) for the performance of their respective
activities under this Agreement, without
Janssen’s prior written approval. In the event
Janssen consents to such third party data
Institution  and Principal
be

ensuring that any permitted third-party data

processor,
Investigator (i) shall responsible for
processor complies with this Agreement, the
applicable data
regulations, and (ii) shall be fully liable to

protection law and
Janssen for all actions of such third-party data

processors.

6.3.6

a hlavni zkousejici nebudou
treti

pridruzenych spolec¢nosti a subdodavatel(,

Poskytovatel

vyuzivat Zadnou stranu, vcetné
jako zpracovatele udaji (jak je definovan
platnymi zakony o ochrané osobnich udaju)
k pInéni svych Cinnosti podle této smlouvy
bez souhlasu

pfedchoziho pisemného

spole¢nosti Janssen. V pfipadé souhlasu
spole¢nosti Janssen svyuZitim tfeti strany
jako zpracovatele Gdajl poskytovatel a hlavni
zkousejici (i) ponesou odpovédnost za to, zZe
kazdy opravnény externi zpracovatel udaji

bude dodrZovat tuto smlouvu, platné zakony

anafizeni oochrané osobnich udajd,
a (ii) budou  spolecnosti Janssen  plné
odpovidat za vSechny <(Cinnosti téchto

externich zpracovatell Gdaju.

6.3.7

Personal Information related to Principal
Investigator and any investigational staff (e.
g. name, hospital or clinic address and phone
be
transferred to Johnson & Johnson’s affiliates

number, curriculum vitae) may

for purposes of drug monitoring,
implementation, documentation and control
of clinical research, 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 the Principal

6.3.7

Osobni udaje tykajici se hlavniho zkousejiciho
a veskerého vyzkumného persondlu (napf.
jméno, adresa a telefonni cislo nemocnice
nebo kliniky, Zivotopis) mohou byt predany
pfidruzenym spolecnostem Johnson
& Johnson pro ucely monitorovani |éciv,
provadeéni, dokumentace a kontroly
klinického vyzkumu a také pro kontakt s nimi
a jejich zastupci po celém svété v pripadé
dalsich budoucich studii nebo vyzkumd,
kterych se mohou pfipadné ucastnit. Strany
také souhlasi s tim, Ze budou pouzivat osobni
hlavnim  zkousSejicim

Udaje poskytnuté
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Investigator for managing internal studies
and ensuring that contact information is
contained in a faithful and complete way in

k fizeni internich studii a zajisti, aby byly
kontaktni Udaje uloZeny v jinych systémech
spolehlivé a kompletné a v souladu s timto

other systems, in compliance with this ¢lankem.
Section.

6.3.8 Janssen may transmit Personal Information | 6.3.8 Spolec¢nost Janssen mUZe osobni udaje
to other affiliates of the Johnson & Johnson pfedat jinym pfidruzenym spolecnostem
group of companies and their respective skupiny Johnson & Johnson a jejich
agents worldwide. Accordingly, Personal prislusnym zastupclm po celém svété.
Information may be transmitted to countries Osobni udaje tak mohou byt prenaseny do
outside the European Economic Area (EEA), statd mimo Evropsky hospodarsky prostor
such as the United States, which the EU has (dale jen ,EHP“), napf. do Spojenych statl
determined currently lack appropriate americkych, kde podle nazoru EU v
privacy laws providing an adequate level of soucasnosti neexistuji dostatecné predpisy o
privacy protection. Notwithstanding the ochrané osobnich udajt, které by zajistovaly
above, Janssen and its affiliates of the dostatecnou Uroven této ochrany. Bez ohledu
Johnson & Johnson group of companies and na shora uvedené skutecnosti, spolec¢nost
respective agents will apply adequate privacy Janssen a jeji pfidruzené spolecnosti
safeguards to protect such Personal propojené se skupinou Johnson & Johnson a
Information as required in the EEA. Personal pfislusni zastupci vSak pouziji dostatecna
Information may also be disclosed as bezpecnostni opatfeni k ochrané téchto
required by individual regulatory agencies or osobnich Udajq, jak je to pozadovano v EHP.
applicable law, such as to report serious Osobni Udaje mohou byt také zpfistupnény
adverse events. na zakladé pozadavkll  jednotlivych

regulac¢nich Ufadd nebo platnych zakon(,
jako napf. pfi hlaseni vaznych nezadoucich
prihod.

6.3.9 Janssen has provided certain details | 6.3.9 Spolecnost Janssen poskytla urcité informace

regarding its Personal Information handling
practices, concerning Personal Information
related to Principal Investigator and any
investigational staff, including data subject
rights, in Exhibit B. Principal Investigator
agrees to inform all investigational staff from
is collected

whom Personal Information

o svych zédsadach nakladani s osobnimi udaji,
které se tykaji osobnich udaji hlavniho
a veskerého

zkousejiciho vyzkumného

personadlu véetné prdv subjektd adajl
v priloze B. Hlavni zkousejici souhlasi s tim, Ze
bude informovat veskery vyzkumny personal,

jehoZz osobni Udaje budou shromazdovany
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during the course of the Study in scope of this

Agreement about Personal Information

handling practices as specified in Exhibit B.

v pribéhu studie podle této smlouvy,

o zdsadach nakladani s osobnimi udaji, jak
jsou uvedeny v pfiloze B.

6.4 In the event that any part of this Agreement | 6.4 V pfipadé, Ze dojde ke zjisténi, Ze néjaka cCast
is determined to violate applicable laws and této smlouvy porusuje platné zdkony
regulations the parties agree to negotiate in a predpisy, strany souhlasi stim, Ze se
good faith revisions to the provision or vdobré vife dohodnou na zménach
provisions that are in violation. In the event ustanoveni, kterd zakony a predpisy porusuji.
the parties are unable to agree to new or V pfipadé, Ze se strany na novém nebo
modified terms as required to bring the entire upraveném znéni nezbytném ktomu, aby
Agreement into compliance, either party may byla smlouva jako celek uvedena do souladu
terminate this Agreement on sixty (60) s predpisy, nedohodnou, mUze kterdkoli
calendar days prior written notice to the strana tuto smlouvu vypovédét pisemnou
other party. vypovédi zaslanou druhé strané, s vypovédni

IhGtou Sedesati (60) kalendarnich dna.

7. Ownership of Data - Confidentiality — | 7.  Vlastnictvi udaju — divérnost — registrace
Registry — Publication studie — publikovani

7.1 Ownership of Data 7.1 Vlastnictvi udaja

All case report forms and other data,
including without limitation, written, printed,
graphic, video and audio material, and
information contained in any computer data
base or computer readable form, generated
by Institution and/or Principal Investigator or
other personnel involved with the Study in
the course of conducting the Study (the
“Data”) shall be the property of Janssen or its
designee, which may utilize the Data in any
way it deems appropriate, subject to and in
accordance with applicable data protection
laws and the terms of this Agreement. Any
copyrightable work created in connection
with the performance of the Study and

VSechny zaznamy subjekt( hodnoceni a dalsi

udaje, mimo jiné vcietné pisemnych,
tisténych, grafickych, video a audio materiald
ainformaci v jakékoli pocitacové databazi
nebo ve formé Citelné pocitacem, vytvorené
poskytovatelem a/nebo hlavnim zkousejicim
nebo jinym personalem zapojenym do studie
(dale jen

spolecnosti

v pribéhu provadéni studie

,udaje”), jsou vlastnictvim
Janssen nebo jejiho zmocnénce, ktefi mohou
pouzivat udaje zplsobem, ktery budou
povazovat za vhodny, podle platnych zdkonu
o ochrané osobnich uUdaja a podminek této
smlouvy avsouladu snimi. Jakékoli dilo
chranéné pravy

autorskymi vytvorené
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contained in the Data (except any publication
by the Principal Investigator as provided for
in Section 7.4) shall be considered a “work
made for hire” to the fullest extent permitted
by law and owned by Janssen or its designee.
Institution and/or Principal Investigator may
not use the Data for any commercial
purposes including the filing of a patent
application or the filing of the Data in support
of any pending or future patent application
either for its own benefit or for the benefit of
any for-profit entity, including use of Data in
support of research for or in collaboration
with a for-profit entity. The provisions of this
paragraph shall survive the termination or
expiration of this Agreement.

v souvislosti s provdadénim studie a obsazené

v Udajich (s vyjimkou publikace hlavnim
zkousejicim, jak je stanoveno v ¢lanku 7.4), se
povazuje za ,dilo vzniklé na zdkladé smlouvy
dila“

pravnimi

o provedeni v plném rozsahu

povoleném predpisy aje
vlastnictvim spoleénosti Janssen nebo jejiho
zmocnénce. Poskytovatel a/nebo hlavni
zkousejici nesmi pouzivat Udaje pro zadné
komercni ucely, véetné podani patentové
prihlasky nebo poskytnuti Udajl na podporu
jakékoli nevyfizené nebo budouci patentové
prihlasky, bud pro sv(j vlastni prospéch, nebo
ve prospéch jakéhokoli ziskového subjektu,
véetné pouziti Udajl na podporu vyzkumu pro
ziskovy subjekt nebo ve spolupraci s nim.
Ustanoveni vtomto odstavci zUlstanou
v platnosti i po vypovézeni nebo uplynuti

platnosti této smlouvy.

7.2

Confidentiality

7.2

Duavérnost

All information, including, but not limited to,
the
Protocol, questionnaires or the operations of

information relating to the Study,
Janssen and its affiliates, such as patent

applications, formulas, manufacturing
processes, basic scientific data, prior clinical
research data and formulation information
supplied by Janssen to Institution or Principal
Investigator or other personnel involved with
the Study and not previously published (the
“Janssen Confidential Information”), as well
as Data are considered confidential and shall
remain the sole property of Janssen or its
affiliated companies. Both during and after

the term of this Agreement, Institution and

Vsechny informace, mimo jiné vcetné
informaci tykajicich se studie, protokolu,
dotaznik nebo fungovani spolecnosti
Janssen a jejich pridruzenych spolecnosti,
jako jsou patentové prihlasky, receptury,
vyrobni procesy, zakladni védecké udaje,
Udaje aformulace z predchoziho klinického
vyzkumu predané spolecnosti Janssen
poskytovateli, hlavnimu zkousejicimu nebo
jinému persondlu zapojenému do studie,
které nebyly dosud zverejnény (dale jen
,divérné informace spolecnosti Janssen®),
jakoZ i udaje, jsou povazovany za dlvérné a
zGstavaji vyhradnim vlastnictvim spolecnosti

Janssen nebo jejich pridruzenych spolec¢nosti.
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Principal Investigator will use diligent efforts
to maintain in confidence and use only for the
purposes contemplated in this Agreement:

V pribéhu apo skonceni platnosti této

smlouvy poskytovatel ahlavni zkousejici
vynaloZi fadné usili k zachovani d{vérnosti
a pouziji pouze pro Ucely uvedené v této

smlouve:

(i)  Janssen Confidential Information,

(i) dlvérné informace spolecnosti

Janssen,

(ii)  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 Institution

and/or Principal Investigator, and

(ii)  informace, u kterych by soudna osoba
dospéla k zavéru, Ze jsou dlvérnym
a chranénym majetkem spolecnosti

Janssen a jejich pfidruzenych

spole¢nosti, akteré jsou spolecnosti
Janssen nebo

jejim jménem

zpfistupnény poskytovateli a/nebo

hlavnimu zkousejicimu,

(iii) the Data.

(i)

udaje.

The preceding obligations shall not apply to
Janssen Confidential Information, Data, or
information that falls under Section 7.2(ii):

Vyse uvedené zavazky se nebudou vztahovat
na ddvérné informace spolecnosti Janssen,
Udaje nebo informace, které spadaji pod
ustanoveni ¢lanku 7.2 bod (ii), pokud:

a) which has been published through no
fault of
Investigator,

Institution or Principal

a) byly zvefejnény bez pochybeni

poskytovatele nebo hlavniho

zkousejiciho,

b)  whichJanssen agrees in writing, may be
used or disclosed, or

b)  smi byt pouZity nebo zpfistupnény na

zakladé pisemného souhlasu

spolecnosti Janssen,

c) which is published in accordance with
the Publication Section (Section 7.4) of
this Agreement.

c) jsou zverejnény v souladu s ¢lankem

o publikovani (¢lanek 7.4) této

smlouvy.

Institution undertakes not to disclose information
that represents Janssen’s Trade Secret to an
applicant pursuant to Act No.106/1999 Coll., on
free access to information, as amended.

Poskytovatel se zavazuje, Ze nezpfistupni Zadateli
€. 106/1999 Sh., o
svobodném pfistupu k informacim, v platném
obchodni

informace podle zdkona

znéni, které predstavuji tajemstvi

spolecnosti Janssen.
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The provisions in this paragraph shall survive
the
Agreement.

termination or expiration of this

Ustanoveni vtomto odstavci zlstanou

v platnosti i po vypovézeni nebo uplynuti
platnosti této smlouvy.

7.3.

Registry

7.3.

Registrace studie

Prior to the initiation of enrollment, Janssen

will have the right to publicly register
protocol summaries and Study Site contact
details that meet at least one of the following
criteria: (i) required to be registered by
Janssen or one of its affiliates pursuant to and
in accordance with applicable laws and
regulations; (ii) required by the ICMIE for
studies intended to be published in the
international peer-reviewed literature (http:
//www.icmje.org); or (iii) from company
sponsored studies of both investigational and
marketed medicines and products that are
adequately-designed and well-controlled,
whether or not required by (i) or (ii) of this
Section above. Registration will be to the
United States National Library of Medicine
this
www.clinicaltrials.gov. In

website designed for purpose at
addition,

equivalent official websites and websites of

Janssen and its affiliates may be used for
registration purposes.

Pfed zahdjenim naboru miZe spolecnost

Janssen verejné zaregistrovat souhrny
protokolu a kontaktni Gdaje pracovist studie,
které splfiuji alespon jedno z nasledujicich
byt

spole¢nosti Janssen nebo jednou zjejich

kritérii: (i) musi zaregistrovany

pfidruzenych spolecnosti podle platnych
zakonU a predpist a v souladu s nimi; (ii) jsou
vyzadovany ICMJE pro studie, které maji byt
recenzované

publikovany v mezinarodni

literatufe (http: //www.icmje.org); nebo
(iii) ze studii hodnocenych iregistrovanych
|éCivych |ékl a pripravkd, které sponzoruje
spole¢nost, jsou nalezité navrZeny a dobre
kontrolovany, at jiz je to vyzadovano ¢i nikoli
podle bodu (i) nebo (ii) vySe tohoto ¢lanku.
Registrace bude provedena na internetovych
Narodni  |ékafské

strankdch  americké

knihovny www.clinicaltrials.gov, které jsou

k tomuto ucelu uréeny. Pro ucely registrace

lze také pouiit odpovidajici oficidlni
internetové stranky a internetové stranky
spolecnosti Janssen a jejich pridruzenych

spolecnosti.

Any person accessing a study listing for a
clinical study on www.clinicaltrials.gov may

elect to complete an online eligibility-
screening questionnaire made available
through Janssen funding. For Study Subjects
screened as potentially eligible in Institution's

and/or Principal Investigator’'s geographical

Kdokoliv, kdo prochazi seznam klinickych
studii na strankach www.clinicaltrials.gov, se

mlzZe rozhodnout wvyplnit dotaznik pro
predbéiné zjisténi zpusobilosti pro studii,
diky

spolecnosti

ktery je na strankdch umistén

prostfedkiim  poskytnutym

Janssen. U subjektd studie, které projdou
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http://www.clinicaltrials.gov/

area, Principal Investigator will receive a
report with the completed screen and the
Study Subject's contact information. Principal

screeningem jako potencidlné zpUsobilé
v zemépisné oblasti poskytovatele a/nebo

hlavniho zkousejiciho, obdrzi hlavni zkousejici

Investigator agrees to follow-up on the report zpravu s informacemi z dokonceného
and to document such follow-up in source screeningu  a kontaktnimi  informacemi
records. subjektu studie. Hlavni zkousejici souhlasi s
tim, Ze zpravu dale zhodnoti a dalsi
hodnoceni zdokumentuje ve zdrojovych
zdznamech.
7.4. Publication 7.4. Publikovani

In connection with any Data or other
information generated from the services
conducted under this Agreement by or on
behalf of Institution, Principal Investigator or
other personnel associated with this Study,
Janssen or its designee shall have the first
right to publish and/or present in public the
Data of the Study, whether this is by means
of an oral presentation at a congress or by
publication without approval from Institution
or Principal Investigator. Moreover, if
publication of the Study to the peer reviewed
literature has not occurred within twelve (12)
months of Study completion, Janssen or its
designee may post the results of the Study to
a clinical research results website in the form
of a Clinical Study Report Synopsis in ICH-E-3
format, if applicable. Institution and Principal
Investigator shall have the right to publish the
results of the Study and any background
information that is necessary to include in
any publication of Study results or necessary
for other scholars to verify such Study results.
Institution and Principal Investigator will
include a statement that creation of the Data

Ve spojeni s jakymikoli Udaji nebo jinymi

informacemi ziskanymi ze sluzeb

poskytovanych podle této  smlouvy
poskytovatelem, hlavnim zkousejicim, jinym
persondlem spojenym stouto studii nebo
jejich jménem bude mit spole¢nost Janssen
nebo jeji zmocnénec prednostni pravo
publikovat a/nebo prezentovat na verejnosti
Udaje ze studie, at jiz prostfednictvim Ustni
nebo

prezentace na kongresu

prostfednictvim publikace, bez souhlasu
poskytovatele nebo hlavniho zkousejiciho.
Navic, pokud studie nebude publikovana
v recenzované literatufe béhem dvanacti
(12) mésicli po dokonceni studie, spolecnost
Janssen nebo jeji zmocnénec pfipadné muze
zvefejnit vysledky studie na internetovych
strankdch publikujicich vysledky klinickych
ve formé prehledné

studie ve

hodnoceni zpravy
ICH-E-

3.Poskytovatel a hlavni zkousejici maji pravo

o klinické formatu
zverejnit vysledky studie a veskeré souvisejici
informace, které musi byt nezbytné zahrnuty
do jakékoli publikace vysledkl studie nebo
které jsou nezbytné, aby dalsi védci mohli
takové vysledky studie ovérit. Poskytovatel
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was supported in part by Janssen or its
designee.

a hlavni zkousejici zahrnou prohldseni, ze
ziskani  udaji  bylo z¢asti podporeno
spolecnosti Janssen nebo jejim zmocnéncem.

If a particular Study is part of a multicenter
Study, the Institution and Principal
Investigator for such Study shall not publish
data derived from the individual Study Site
until the combined results from the
completed Study have been published in a
joint, multicenter publication of the Study
results. However, if such a multicenter
publication is not submitted within eighteen
(18) months after conclusion, abandonment
or termination of the Study at all sites, or
after Janssen confirms there will be no
multicenter Study publication, Institution
and/or Principal Investigator may publish the
results from the Study Site individually in
accordance with this Section.

Pokud je konkrétni studie soucasti
multicentrické studie, poskytovatel a hlavni
zkousSejici nesméji pro danou studii
publikovat (daje ziskané 1z jednotlivého
studijniho  pracovisté, dokud nebude
zvefejnéna spolec¢nd multicentricka publikace
vysledk( studie. Pokud vsak multicentricka
publikace nebude odevzddna k publikaci do
osmnacti (18) mésicl po dokonceni, zruseni
nebo ukonceni studie na vsech pracovistich
nebo poté, co spolecnost Janssen potvrdi, Ze
zadna publikace z multicentrické studie
nebude vydana, miZe poskytovatel a/nebo
hlavni zkousejici publikovat vysledky ze
studijniho pracovisté samostatné v souladu
s timto ¢lankem.

If Institution and/or Principal Investigator
wish to publish information from the Study, a
copy of the manuscript must be provided to
Janssen for review at least sixty (60) calendar
days prior to submission for publication or
presentation. Upon request, Janssen and
Institution and/or Principal Investigator will
arrange expedited reviews for abstracts,
poster presentations or other materials, as
appropriate. Notwithstanding the foregoing,
no paper that incorporates Janssen
Confidential Information will be submitted
for publication without Janssen’s prior
written consent. If requested in writing,
Institution and/or Principal Investigator will
withhold such publication for up to an

Pokud si poskytovatel a/nebo hlavni
zkousejici preji publikovat informace ze
studie, kopie rukopisu musi byt poskytnuta
spole¢nosti Janssen ke kontrole nejméné
Sedesat (60) dnl pred jejim odevzdanim
k publikaci nebo pred prezentaci. Spolec¢nost
Janssen  a poskytovatel a/nebo  hlavni
zkousejici na pozadani podle potteby zajisti
urychlené recenze abstraktli, posterovych
prezentaci nebo jinych materialQ. Bez ohledu
na vysSe uvedené, za Ucelem zverejnéni
nebude predlozen k publikaci zadny text
zahrnujici davérné informace spolecnosti
Janssen, bez predchoziho pisemného
souhlasu spolecnosti Janssen. Pokud o to
budou pisemné pozadani, poskytovatel
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additional sixty (60) calendar days to allow for
filing of a patent application.

a/nebo hlavni zkousejici pozdrzi takovou
po dobu dalSich
(60) kalendarnich dnfi, aby umoznili podani

publikaci Sedesati

patentové prihlasky.

7.5 Institution and Principal Investigator warrant | 7.5 Poskytovatel a hlavni zkousejici zarucuji, Ze
the compliance of all co-investigators and vsichni spoluzkousejici a dalsi personal
other personnel involved with the Study with podilejici se na studii budou dodrZovat
the provisions of this Section. ustanoveni tohoto ¢lanku.

7.6 Register of Contracts in the Czech Republic | 7.6 Registr smluv v Ceské republice

Institution acknowledges and undertakes to ensure | Poskytovatel bere na védomi a zavazuje se zajistit

the publication of the Agreement with the | zvefejnéni smlouvy s vyjimkou obchodnich

exception of Trade Secret and other information
that should be excluded from such publication (e.g.
personal data) through the Register of Contracts as
a public administration information system
pursuant to section 5(1) of Act No. 340/2015, on
special conditions for the effectiveness of some
contracts, the disclosure of these contracts and on
registers of contracts (the “Act on Register of
The that
Institution will publish the final version of the

Contracts”). Parties have agreed
Agreement prepared and provided by Janssen and
that Janssen will exclude the Trade Secret from the
version to be published. This version will be in
electronical format send to the following email:
rosenbaumova.lenka@fnbrno.cz

The Institution is obliged to publish the Agreement
within 10 days following the date of last signature
of the Agreement. Notification about publication

from administrator of Register of Contracts will be

tajemstvi a dalSich informaci, které by mély byt z

takového uverejnéni vylouceny (napf. osobni

Udaje) prostfednictvim registru smluv jako

informacniho systému verejné spravy podle §5
odst. 1 ¢.340/2015 Sb.,, o zvlastnich
podminkach ucinnosti

zakona
nékterych smluv,
uverejiovani téchto smluv a o registru smluv (ddle
jen ,zakon o registru smluv“). Smluvni strany se
dohodly, Ze poskytovatel zvefejni konec¢nou verzi
smlouvy tak, jak ji pfipravila a poskytla spolecnost
Janssen, a Ze spolecnost Janssen vylouci obchodni
tajemstvi z verze, ktera bude zverejnéna. Tato verze
bude zasldna e-mailem v elektronickém formatu na
nasledujici e-mail:
rosenbaumova.lenka@fnbrno.cz.

Poskytovatel je povinen zverejnit smlouvu do
10dnli od data posledniho podpisu smlouvy.
Ozndmeni o zverejnéni od spravce registru smluv

bude zasldno spolecnosti Janssen na nasledujici e-

send to Janssen to the following email: | mail: VAmbroz@ITS.JNJ.com
VAmbroz@ITS.JNJ.com
8. Patents 8. Patenty
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It is recognized and understood that the
inventions and technologies of Janssen and
its affiliates, Institution and Principal
Investigator existing as of the 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
work conducted under this Agreement (an
“Invention”) shall belong to Janssen or its
designee. Institution and Principal
Investigator shall promptly disclose to
Janssen any Invention. Institution and
Principal Investigator agree to assign (and
shall cause all Study investigators and other
personnel involved with the Study to assign)
to Janssen or its designee 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. Institution and
Principal Investigator shall execute, and shall
have its employees and all Study investigators
and other personnel involved with the Study
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 professors, as provided
for under applicable law, to permit Janssen or
its designee to own and use all such
Inventions.

Strany uzndvaji achdpou, Ze vynalezy
a technologie spolecnosti Janssen a jejich
pfidruzenych  spolecnosti, poskytovatele
a hlavniho zkousejiciho existujici k datu
ucinnosti  této  smlouvy jsou jejich
samostatnym majetkem a tato smlouva se na
né nevztahuje. VSechna prava k jakymkoli
objevim ¢ vynalezim, at jiz jsou
patentovatelné, ¢i nikoliv, koncipovanym
nebo koncipovanym a uvedenym do praxe
v disledku prace provadéné podle této
smlouvy (dale jen ,vynalez“) budou naleZet
spolecnosti Janssen nebo jejimu zmocnénci.
Poskytovatel ahlavni zkousejici budou
neprodlené informovat spole¢nost Janssen
o veskerych vynalezech. Poskytovatel
a hlavni zkousejici souhlasi s tim, Ze postoupi
(a zajisti, Zze vSichni zkousejici a dalsi personal
zapojeny do studie postoupi) na spolecnost
Janssen nebo jejiho zmocnénce vyhradni
a vyluéné vlastnictvi ke vSem vynalezlim.
Spole¢nost Janssen bude mit pravo, ale
nikoliv povinnost, pfihlasit, soudné vymahat
a uplatnit jakékoliv patenty souvisejici
s vynalezy. Poskytovatel a hlavni zkousejici
jsou povinni podepsat anechat podepsat
svymi zaméstnanci a vsemi zkouSejicimi
a dalsim personadlem zapojenym do studie
vSechny dokumenty nezbytné k pfevodu
veskerych prav, narok( a podill k jakémukoli
vynalezu na spolecnost Janssen nebo jejiho
zmocnénce, a odpovidaji za provedeni vSech
téchto <¢innosti auhradu vSech plateb
a kompenzaci v souvislosti se vSemi takovymi
vynalezy uskutecnénymi jejimi zaméstnanci
a/nebo profesory, jak je stanoveno v platnych
pravnich predpisech, aby spole¢nost Janssen
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nebo jeji zmocnénec mohli vlastnit a pouZivat
veskeré takové vynalezy.

that
others

Institution warrants Principal

Investigator and all performing
services under this Agreement are employees
or agents of Institution and are obligated to
inventions and

assign to Institution all

discoveries made in the course of their
employment or agency, either by written
of their

agreement or by the terms

employment.

Poskytovatel zarucuje, Ze hlavni zkousejici
a vSechny dalsi osoby poskytujici sluzby podle
této smlouvy, jsou zaméstnanci nebo smluvni
pracovnici poskytovatele ajsou povinni
postoupit na poskytovatele veskeré vynalezy
ucinéné jejich

a objevy v pribéhu

zaméstnaneckého poméru nebo trvani
pracovni smlouvy, a to bud na zakladé
pisemné smlouvy, nebo podle podminek

zaméstnaneckého poméru.

The provisions in this Section shall survive the
termination or expiration of this Agreement.

Ustanoveni vtomto ¢lanku  zlstanou

v platnosti i po vypovézeni nebo uplynuti
platnosti této smlouvy.

9. Compensation . Odména
9.1 The budget and compensation to be paid for | 9.1 Rozpocet a odména, ktera bude uhrazena za

the Study is contained in Exhibit A. Payment
shall be due and payable in accordance with
the schedule set forth in Exhibit A.

Janssen acknowledges that the amount of
remuneration must be in accordance with the
Institution's internal regulations throughout
the course of study, for such a compliance is
responsible principal investigator. Janssen
declares that, with the exception to the
preceding text, it will not enter into any other
separate contract with any employee of the
Institution regarding this Study.

Janssen acknowledges that the amount of
remuneration must be in accordance with the
Institution's internal regulations throughout
the course of study, for such a compliance is
responsible principal investigator. Janssen
declares that, with the exception to the

provedeni studie, jsou uvedeny v pfiloze A.
Platba bude splatna v souladu s rozpisem
uvedenym v priloze A.

Spolecnost Janssen uzavie s hlavnim
zkousSejicim a se cleny studijniho tymu
separatni platebni dohodu ve formé dopisu
na ¢innosti ve véci studie nad ramec ¢innosti,
za které odpovida poskytovatel podle této
smlouvy. Takova platebni dohoda ve formé
dopisu mj. stanovi odménu hlavniho
zkousejiciho (popft. ¢lend studijniho tymu) za
provedeni téchto Cinnosti.

Spolec¢nost Janssen bere na védomi, Ze vyse
odmény musi byt po celou dobu trvani studie
v souladu s vnitfnimi predpisy poskytovatele,

za coz odpovidd hlavni zkousejici. Spole¢nost
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preceding text, it will not enter into any other
separate contract with any employee of the
Institution regarding this Study.

Janssen prohlasuje, Ze s vyjimkou platebnich
dohod ve formé dopisu dle pfedchoziho textu
neuzavie ve véci této studie zZadnou dalsi
zaméstnancem

smlouvu s zadnym

poskytovatele.

9.2

The parties acknowledge and agree that the
compensation and support provided by
Janssen to Institution, Principal Investigator
and study team members pursuant to this
the
represents the fair market value for the

Agreement and Payment Letters
research services conducted by Institution,

Principal Investigator and study team
members, has been negotiated in an arms-
not been

length transaction, and has

determined in a manner that takes into
account the volume or value of any referrals
or other business otherwise generated
between Janssen and its affiliates and
Institution or Principal Investigator or study
team members. Nothing contained in this
Agreement nor in the Payment Letters shall
be construed in any manner as an obligation
or inducement for Institution or Principal
Investigator or study team members to
recommend that any person or entity
purchase Janssen’s products or those of any

entity affiliated with Janssen.

9.2

Strany berou na védomi a souhlasi s tim, Ze
odména a podpora poskytnutad spolecnosti
Janssen poskytovateli, hlavnimu zkousejicimu
a C¢lendm studijniho tymu na zakladé této
smlouvy a platebnich dohod ve formé dopisu
predstavuje skutec¢nou trzni hodnotu za
sluzby souvisejici s vyzkumem provadéné
poskytovatelem, hlavnim zkousejicim a ¢leny
studijniho tymu, byla vyjednana za obvyklych
trznich podminek a nebyla stanovena
zpUsobem, ktery bere v uUvahu objem a
hodnotu jakychkoliv doporuceni nebo jinych
obchodnich pfilezitosti, které jinak vznikaji
mezi Janssen a

spolecnosti jejimi

pfidruzenymi subjekty a poskytovatelem

nebo hlavnim zkousejicim nebo cleny
studijniho tymu. Nic z toho, co je uvedeno v
této smlouvé a platebnich dohodach ve
formé dopisu nebude vykladano Zadnym
zpUsobem jako zavazek nebo podnét pro
poskytovatele nebo hlavniho zkousejiciho
nebo ¢leny studijniho tymu k doporuceni, aby
si jakakoli osoba ¢i subjekt zakoupily vyrobky
spolecnosti Janssen nebo vyrobky jakéhokoli

pfidruzeného subjektu spole¢nosti Janssen.

9.3

Neither Institution nor Principal Investigator
nor study team members shall bill any third
party for any items or services furnished by
Janssen in connection with the Study, or any
services provided to Study Subjects in

9.3

Poskytovatel ani hlavni zkousejici, ani ¢clenové
studijniho tymu nebudou uctovat zadnym
tretim osobam poloZzky nebo sluzby
poskytnuté spolecnosti Janssen v souvislosti

se studif, ani za sluzby poskytnuté subjektiim

EMEA/EU Non-Interventional Prospective Study
Agreement between Janssen and Institution and Principal
Investigator - Czech Republic contract template - Version
May 2025

EMEA/EU Smlouva o provedeni neintervencni, prospektivni
studie mezi spolecnosti Janssen, poskytovatelem a hlavnim
zkousejicim — $ablona smlouvy pro Ceskou republiku — verze z
kvétna 2025

PI Name: -

Jméno hlavniho zkousejiciho: -

Protocol #: 61186372NSC4014

Cislo protokolu: 61186372NSC4014

ICD #: 2286342

Page 33 of 44 |

Strana 33 z 44




connection with the Study for which payment
is made as part of the Study.

studie v souvislosti se studii, které jsou

hrazeny v ramci studie.

10. Indemnification 10. Odskodnéni
Institution or Principal Investigator shall Poskytovatel nebo hlavni zkousejici bude
defend, indemnify and hold harmless hajit, odSkodni azbavi odpovédnosti
Janssen, for any and all losses, costs, spole€nost Janssen ve véci vSech ztrat,
expenses, liabilities, claims, actions and nakladd, vydajd, zavazk(, narokl, Zalob
damages arising from or caused by the willful, a ndhrad skod, které vyplynou nebo jsou
reckless, or negligent acts or omissions, or zplUsobeny Umyslnym, nepozornym nebo
professional malpractice of Institution or nedbalym jednanim nebo opomenutim nebo
Principal Investigator and any of its trustees, zanedbanim odborné péce ze strany
officers, agents or employees (including poskytovatele nebo hlavniho zkousejiciho
Principal Investigator and co-investigators), ajeho spravcl, vedoucich pracovnikd,
or arising from or caused by any of their zastupcl nebo zaméstnanct (véetné hlavniho
failures to comply with the provisions of this zkousejiciho a spoluzkousejicich), nebo které
Agreement or the Protocol, with Janssen’s vyplynou nebo jsou zplsobeny jejich
written recommendations and instructions or nedodrZovanim ustanoveni této smlouvy
with any applicable legal and regulatory nebo protokolu, pisemnych doporuceni
requirements. a pokynu spolec¢nosti Janssen nebo platnych

zakonnych a regulacnich pozadavkad.
11. Insurance 11. Pgjisténi
11.1 Institution and Principal Investigator shall | 11.1 Poskytovatel a hlavni zkousejici uzaviou a po

secure and maintain in full force and effect
through the performance of the Study (and
following termination of the Study to cover
any claims arising from the Study) insurance
coverage for:

celou dobu provadéni studie (apo jejim
skonceni za Ucelem pokryti veskerych narokd,
které z ni vzniknou) budou udrZovat v plné
platnosti a Ucinnosti pojisténi kryjici:

(i) medical professional and/or medical
malpractice liability; and

(i) odpovédnost z poskytovani zdravotni

péfe a odpovédnost za lékarské

pochybeni;

(ii)

general liability.

(ii)

obecnou odpovédnost.
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11.2 Janssen shall secure and maintain in full force | 11.2 Spolec¢nost Janssen uzavie a po celou dobu
and effect through the performance of the provadéni studie (apo jejim skonceni za
Study (and following termination of the Study Gcelem pokryti veskerych narokd, které z ni
to cover any claims arising from the Study) vzniknou) bude udrZovat v plné platnosti
insurance coverage required for non- a ucinnosti  pojisténi  pozadované pro
interventional studies (if applicable) or as neintervencni studie (pokud je poZadovano)
otherwise required by applicable law in nebo jinak vyZzadované v rozsahu zakonnych
amounts appropriate to the conduct of povinnosti, na pojistnou ¢astku odpovidajici
Janssen’s  business activities and in provadéni obchodnich aktivit spole€nosti
compliance with the applicable legal and Janssen, a v souladu s povinnostmi ulozenymi
regulatory requirements. platnymi zakony a predpisy.

11.3 Upon request, each party required to | 11.3 Na vyzadani kazda strana povinna uzavfit a
maintain  insurance pursuant to this udrZovat pojisténi podle této smlouvy preda
Agreement shall provide the other party with druhé strané osvédéeni o pojisténi
certificates of insurance evidencing the dokladajici poZzadované pojistné kryti.
required insurance coverage.

12. Financial Disclosure — Conflict of Interest — | 12. Finan¢ni_prohlaseni — stfet zajmd — zakaz
Debarment ¢innosti

12.1 Institution and Principal Investigator agree to | 12.1 Poskytovatel a hlavni zkousejici souhlasi
provide all information to Janssen necessary stim, Ze spolecnosti Janssen poskytnou
to comply with any disclosure requirements veskeré informace nezbytné k tomu, aby byly
mandated by any competent health authority splnény veskeré pozadavky na zpfistupnéni
(including, if applicable, the US FDA), relevant informaci stanovené pfisluSnym zdravotnim
trade association or similar body, or other Uradem (vCetné amerického uUradu FDA,
applicable national or local laws, including pokud se vztahuje), pfisluSnym oborovym
any information required to be disclosed in sdruzenim nebo obdobnymi subjekty nebo
connection with any financial relationship jinymi platnymi vnitrostatnimi nebo mistnimi
between Janssen, its affiliates and agents of pravnimi  predpisy, véetné veskerych
the Johnson & Johnson group of companies informaci, které musi byt ozndmeny
on one hand, and on the other hand, v souvislosti s jakymkoli finanénim vztahem
Institution/Principal Investigator/any co- mezi spolecnosti Janssen, jejimi pfidruzenymi
investigator involved in the Study/any other spole¢nostmi a zastupci skupiny
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agent or employee of Institution or Principal

Investigator. This disclosure requirement

may require disclosure of information
involving immediate family members of

those involved in the Study.

Johnson & Johnson na strané jedné a na
strané druhé poskytovatelem / hlavnim
zkousejicim / spoluzkousejicimi zapojenymi
do studie / jinymi zastupci nebo zaméstnanci
poskytovatele nebo hlavniho zkousejiciho.
Tato ohlasovaci povinnost mizZe vyZadovat i
predani informaci o rodinnych pfislusnicich
osob, které se na studii podileji.

12.2

Institution and Principal Investigator confirm
that there is no conflict of interest between
parties that would inhibit or affect Institution
and/or Principal Investigator’s performance
under this Agreement and confirm that their
performance under this Agreement does not
violate any other agreement with third
parties. Institution and Principal Investigator
will promptly inform Janssen if any conflict of
interest arises during the performance of this
Agreement.

12.2

Poskytovatel a hlavni zkousejici potvrzuji, Ze
mezi stranami neexistuje stret zajmu, ktery
zavazkQi poskytovatele

by bréanil plnéni

a/nebo hlavniho zkousejiciho dle této
smlouvy nebo je ovliviioval, a dale potvrzuiji,
Ze jejich plnéni dle této smlouvy neni
porusenim Zadné jiné smlouvy uzaviené se
tfeti stranou. Poskytovatel a hlavni zkousejici
budou spole€nost Janssen neprodlené
informovat v pfipadé, Ze v prlbéhu plnéni

této smlouvy vznikne jakykoli stfet zajma.

12.3

Principal Investigator confirms he/she:

12.3

Hlavni zkousejici potvrzuje, Ze:

(i)  is not debarred by a competent health
authority (including, if applicable, the
US FDA); and

(i)  mu/ji nebyl uloZen trest zakazu ¢innosti

pfislusnym zdravotnim Uradem
(pfipadné vietné amerického Ufadu

pro kontrolu potravin a Iéc¢iv (FDA)),

nebo
(ii)  hasnot been sentenced for malpractice (i) nebyl/a odsouzen/a za profesni
related to the conduct of clinical pochybeni souvisejici s provadénim

research.

klinického vyzkumu.

Institution and Principal Investigator shall not
employ, contract with or retain any person
directly or indirectly to perform services
under this Agreement if such a person

Poskytovatel a hlavni zkousejici

nezaméstnaji, neuzaviou smlouvu nebo

nebudou pokracovat vzaméstnavani zadné
osoby, prfimo ¢i neptfimo, za ucelem
poskytovani sluzeb podle této smlouvy,

pokud pro takovou osobu plati nasledujici:
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(i) is debarred by a competent health
authority (including, if applicable, the
US FDA), or

(i) byl ji uloZzen zadkaz ¢innosti prislusSnym

zdravotnim Uradem (vCetné
amerického aradu FDA, pokud se

vztahuje), nebo

(ii) has been sentenced for malpractice
related to the conduct of clinical
research.

(ii)  byla odsouzena za profesni pochybeni
souvisejici s provadénim klinického

vyzkumu.

If they can be aware of such facts with reasonable

efforts.

mohou-li jim byt takové skutecCnosti pti vyvinuti

pfiméreného usili znamy.

Upon written request from Janssen,
Institution and Principal Investigator 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 Institution and
shall

notify Janssen of any change in the status of

Principal Investigator immediately
the representation and warranty set forth in

this Section.

Na pisemnou Zadost spolecnosti Janssen jsou
poskytovatel a hlavni zkouSejici povinni do
(10) kalendarnich  dna
e vyse

deseti predlozit

pisemné osvédceni, uvedenou
povinnost dodrzeli. Toto osvédceni bude
trvalé prohlaseni a zaruka na dobu platnosti
této smlouvy a poskytovatel a hlavni
zkousejici musi spolec¢nost Janssen ihned
zménach

informovat o jakychkoli

v souvislosti s prohldsenim a zarukou dle

ustanoveni tohoto ¢lanku.

13. Independent Contractor 13. Nezavislé smluvni strany
Institution and Principal Investigator are Poskytovatel a hlavni zkousejici jednaji na
acting in the capacity of independent zakladé této smlouvy jako nezavislé smluvni
contractors hereunder and not as employees strany anikoli jako zaméstnanci nebo
or agents of Janssen. zastupci spolec¢nosti Janssen.

14. Publicity 14. Publicita

None of the parties shall use the name of any
other party or any affiliate for promotional
purposes without the prior written consent of
the party whose name is proposed to be

Strany nesmi pouZivat nazev ostatnich stran

nebo prfidruZzenych spolec¢nosti

k propagacnim Ucelim bez predchoziho

pisemného souhlasu strany, jejizjméno se ma
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used, nor shall either party disclose the pouzit,a nesmi ani odhalit existenci nebo
existence or substance of this Agreement obsah této smlouvy, pokud to neni
except as required by law. vyzadovano zakonem.

15.  Notice 15. Ozndmeni
Any notices given hereunder shall be sent by Veskerd ozndmeni v souladu s touto
first class mail, by e-mail or personally smlouvou musi byt zasilana listovni postovni
delivered to the addresses of the Parties doporucenou zasilkou, e-mailem nebo
listed in the header of this Agreement. doruc¢ena osobné na adresy smluvnich stran

uvedenymi v zahlavi této smlouvy

16. Assignment 16. Postoupeni
Janssen shall have the right to assign this Spolecnost Janssen ma pravo postoupit tuto
Agreement and shall use reasonable efforts smlouvu avynaloZi primérené usili ktomu,
to provide prior written notice thereof to aby o tom predem informovala
Institution. Neither Institution nor Principal poskytovatele. Poskytovatel ani hlavni
Investigator shall assign its rights or duties zkousejici nepostoupi sva prava nebo
under this Agreement to another without povinnosti podle této smlouvy na jiné osoby
prior written consent of Janssen. Any bez predchoziho pisemného souhlasu
assignment in violation of this Section 16 will spole¢nosti Janssen. Jakékoli postoupeni v
be null and void. Subject to the foregoing, this rozporu s timto ¢lankem 16 bude neplatné. S
Agreement shall bind and inure to the benefit vyhradou predchozich ustanoveni je tato
of the respective parties and their successors smlouva zdvazna a uzaviena ve prospéch
and assigns. smluvnich stran, jejich pravni nastupcll a

nabyvatell jejich prav.

17. Miscellaneous 17. Ruzna ustanoveni

17.1 This Agreement may not be altered, | 17.1 Tato smlouva nesmi byt zménéna, doplnéna
amended or modified except by written ¢i upravena bez pisemného dokumentu
document signed by the parties. podepsaného smluvnimi stranami.
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17.2 If a provision of the Agreement conflicts with
a provision of the Protocol, the Protocol takes
precedence on matters of medicine, science
and conduct of the Study. This Agreement
takes precedence in any other conflicts

17.2 Pokud je nékteré ustanoveni

v rozporu s ustanovenimi protokolu, protokol

smlouvy

bude rozhodujici ve vécech tykajicich se
mediciny, védy a provadéni studie. V pfipadé
jakychkoliv jinych rozporu je rozhodujici tato

smlouva.

17.3 If any of the provisions defined under the | 17.3 Pokud je nékteré ustanoveni uvedené
Exhibits conflicts with any of the provisions of v prilohach VvV rozporu s jakymkoli
this Agreement, the terms of the Exhibits will ustanovenim této smlouvy, budou
take precedence. rozhodujici podminky pfiloh.

17.4 If any part of this Agreement is found to be | 17.4 Pokud bude jakakoli c¢ast této smlouvy
unenforceable, the rest of this Agreement oznacena za nevymahatelnou, ostatni Casti
will remain in effect. této smlouvy zlistanou v platnosti.

17.5 This Agreement constitutes the complete | 17.5 Tato smlouva pfedstavuje Uplnou dohodu
agreement of the parties with respect to the stran ve vztahu k pfedmétu této smlouvy.
subject matter hereof. It expressly Tato smlouva vylu¢né nahrazuje jakakoli
supersedes any prior or contemporaneous pfedchozi ¢i soucasnd Ustni ¢i pisemna
oral or written representations or prohlaseni ¢i ujednani. Prilohy tvori nedilnou
agreements. The Exhibits form an integral soucast této smlouvy.
part of the Agreement.

17.6 The following provisions and any other term | 17.6 Nasledujici ustanoveni a jakékoliv dalsi

or condition which by its nature is clearly
intended to survive the termination or
expiration of this Agreement will survive the
termination or expiration of this Agreement:
1.7,5,6,7,8,10,11, 12, 14, 16 and 17.

podminky nebo ustanoveni, u nichZ je z jejich
povahy zjevné zamysleno, aby pretrvaly i po
vypovézeni nebo vyprSeni platnosti této
smlouvy, zlistanou v platnostii po vypovézeni
nebo vyprseni platnosti této smlouvy: 1.7, 5,
6,7,8,10,11,12,14,16 a 17.

18. Counterparts; Electronic Signatures.

18. Stejnopisy; elektronické podpisy.

If this Agreement is beeing signed wet ink, it would
be executed in three counterparts, each of which
shall be deemed an original, and all such
counterparts together shall constitute one and the

Je-li tato smlouva podepisovana vlastnorucné, je
vyhotovena ve trech stejnopisech, z nichZ kazdy
bude povaZovan za origindl a vSechny tyto
stejnopisy budou dohromady tvofit jeden a tentyz
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same instrument. This Agreement may be executed
by way of a quilified electronic signature that shall
have the full force and effect of original signatures.

v

dokument. Smlouvu Ize podepsat rovnéz
kvalifikovanym elektronickym podpisem, ktery ma
plnou platnost a Géinnost originalnich podpisu.

The parties agree to execute this Agreement by way
of a quilified electronic signature, and agree this
shall constitute a valid and enforceable agreement
between the parties. The present Agreement is
made in pdf-version which is signed electronically
by each party.

Smluvni strany souhlasi s tim, Ze smlouvu uvedou v
platnost pouzitim kvalifikovaného elektronického
podpisu, a souhlasi s tim, Ze takovymto zplsobem
uzaviena smlouva bude predstavovat platnou a
Tato
vyhotovena ve formatu PDF, ktery je elektronicky

vymahatelnou  smlouvu. smlouva je

podepsan kazdou smluvni stranou.

19. Controlling Law

19. Rozhodné pravo

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
appropriate court of competent jurisdiction
the

controversies between the parties hereto

for resolution of all disputes or

that the parties are unable to settle amicably.

V pripadé jakychkoli spori vzniklych mezi

stranami v souvislosti s podminkami této
smlouvy vynalozi strany maximalni Usili na
Tato

smlouva se bude fidit a vykladat v souladu se

smirné vyreSeni dané zdleZitosti.
zakony Ceské republiky bez ohledu na
ustanoveni o koliznich pravnich normach.
Strany souhlasi stim, Ze se podfidi soudu
prislusné jurisdikce k rozhodnuti vSech spori
¢i neshod mezi stranami této smlouvy, které
strany nejsou schopny urovnat smirnou

cestou.

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

The parties agree to execute this Agreement by way
of an electronic signature, and agree this shall
constitute a valid and enforceable agreement
between the parties. The present Agreement is
made in pdf-version which is signed electronically
by each party.

NA DUKAZ CEHOZ strany uzaviely tuto smlouvu
prostfednictvim svych fadné povérenych zastupct
k datu ucinnosti.

Smluvni strany vyslovné souhlasi s uzavienim této
smlouvy formou elektronického podpisu a souhlasi
bude
predstavovat platnou a vymahatelnou smlouvu.

s tim, Ze mezi smluvnimi stranami

Tato smlouva je vyhotovena ve formatu PDF a je
elektronicky podepsana kazdou ze smluvnich stran.
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On behalf of/Za Janssen-Cilag s.r.o.

Signature/Podpis

Represented by Vladimira Filipova, M.D. prokurist/
zastoupena MUDr. Vladimirou Filipovou, prokuristkou

On behalf/Za Fakultni nemocnice Brno

Signature/Podpis

Represented by Ivo Rovny, M.D., MBA, Director /
Zastoupena MUDr. lvem Rovnym, MBA, feditelem

On behalf of PI/ Za Hlavniho zkousejiciho

Signature/Podpis

Exhibits: Prilohy:

Exhibit A — Financial Provisions — TRADE SECRET OF | P¥iloha A — Financni ustanoveni — OBCHODNI
JANSSEN (exclude from publication) TAJEMSTVI  SPOLECNOSTI  JANSSEN  (nelze

zverejniovat)

Exhibit B - Personal Data concerning Principal | Pfiloha B— Osobni udaje tykajici se hlavniho
Investigator and any Investigational Staff- TRADE | zkousejiciho a veskerého studijniho
SECRET OF JANSSEN (exclude from publication) personalu — OBCHODNIi TAJEMSTVi SPOLECNOSTI
JANSSEN (nelze zvefejiiovat)
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Annex A
Financial Provisions
TRADE SECRET OF JANSSEN (exclude from
publication)

Priloha A
Financni ustanoveni

(nelze zverejriovat)

.
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EXHIBIT B — Personal Information concerning
Principal Investigator and any Investigational
Staff

PRILOHA B - Osobni udaje hlavniho

er s

zkousejiciho a veskerého vyzkumného

personalu
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