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CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

This Clinical Trial Agreement (the “Agreement”) is

Between

Tato smlouva o klinickém hodnoceni (,smlouva®) se
uzavira

mezi spoleénosti

Janssen - Cilag International N.V.

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

Registration No.: BEO461607459

Represented by the Power of Attorney by the company
Janssen-Cilag s.r.o.

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

ID No.: 27146928

Tax ID: CZ27146928

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

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

Databox: 8jvdhia

(“Janssen ”)

Janssen - Cilag International N.V.

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

Registracni ¢.: BEO461607459

zastoupenou na zdkladé plné moci spolecnosti
Janssen-Cilag s.r.o.

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

IC: 27146928

DIC: CZ27146928

zapsanou Vv obchodnim rejstfiku vedeném Méstskym
soudem v Praze, oddil C, vlozka 99837

Bankovni spojeni: Citibank Europe plc, organizacni slozka
Cislo u¢tu: 2043060205/2600

Datovd schranka:8jvdhia

(,spole€nost Janssen)

and

a

FAKULTNI NEMOCNICE OLOMOUC

with registered offices at: I.P. Pavlova 185/6, 779 00
Olomouc, Czech Republic

represented by Prof. Roman Havlik, M.D., Ph.D., Director
ID No: 000 98 892

Tax ID: CZ 000 98 892

Account Name:

Account number: 36334811/0710

IBAN: CZ4407100000000036334811

Name of the Bank: Ceska narodni banka
Address of the Bank: Na Prikope
115 03 Praha 1, Czech Republic

SWIFT: CNBACZPP

Variable symbol: invovice number
(“Institution”)

864/28

FAKULTNi NEMOCNICE OLOMOUC

se sidlem I. P. Pavlova 185/6, 779 00 Olomouc

ICO: 00098892

zastoupend prof. MUDr. Romanem Havlikem, Ph.D.,
reditelem

Nazev uctu: Fakultni nemocnice Olomouc

Cislo G¢tu: 36334811/0710

IBAN: CZ4407100000000036334811
Nazev banky: Ceska narodni banka
Adresa banky: Na
11503 Praha 1

SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury
(,,poskytovatel”)

Ptikopé 864/28

and

a

Prof. Bohuslav Melichar, M.D., Ph.D.
residential address .
(“Principal Investigator”)

prof. MUDr. Bohuslav Melichar, PhD.

bytem .

(,,hlavni zkousejici“)
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(Janssen, Institution and Investigator collectively as the
"Parties", individually a "Party")

(spole€nost Janssen, poskytovatel a zkousejici, dale
souhrnné jako ,,smluvni strany”, jednotlivé jako ,smluvni
strana“)

Concluded as of the date of execution by the last party to
sign below and effective as of the date of publication in
Agreement Registry

(“Effective Date”).

Uzaviena k datu podpisu vSech smluvnich stran a uc¢inna
k datu uvefejnéni v Registru smluv Ceské republiky
(,datum ucinnosti”).

Clinical Trial: “A Phase 3, Open-Label, Randomized
Study of Amivantamab and Lazertinib in Combination with
Platinum-Based Chemotherapy Compared with Platinum-
Based Chemotherapy in Patients with EGFR-Mutated
Locally Advanced or Metastatic NonSmall Cell Lung Cancer
After Osimertinib Failure”

(“Clinical Trial”)

Klinické hodnoceni: ,Faze 3 nezaslepeného,
randomizovaného klinického hodnoceni amivantamabu a
lazertinibu v kombinaci s platinovou chemoterapii v
porovnani s platinovou chemoterapii u pacientl s lokalné
pokroCilym nebo metastazujicim nemalobunéénym
karcinomem plic a EGFR mutaci po neulspésné lécbé
osimertinibem*

(,,klinické hodnoceni“)

Regulatory Sponsor Janssen - Cilag | Zadavatel: Janssen — Cilag International N.V., se
International N.V.,, with registered offices at: | sidlem na adrese: Turnhoutseweg 30, 2340 Beerse, Belgie
Turnhoutseweg 30, 2340 Beerse, Belgium

Study Product: Amivantamab and Lazertinib Hodnoceny pfipravek: Amivantamab a Lazertinib

(“Study Product”) (,hodnoceny pripravek®)

Protocol: 61186372NSC3002 Protokol: 61186372NSC3002

(“Protocol”) (,,protokol”)

EUdraCT number: 2021-001825-33 Cislo EUdraCT: 2021-001825-33

Site of the Clinical Trial: FAKULTNI NEMOCNICE | Pracovisté klinického hodnoceni: FAKULTNI NEMOCNICE

OLOMOUC, Oncology clinic, I. P. Pavlova 185/6, 779 00
Olomouc, Czech Republic
(“Study Site”)

OLOMOUC, Onkologicka klinika, I. P. Pavlova 185/6, 779 00
Olomouc, Ceska republika
(,,pracovisté provadéjici hodnoceni“)

Whereas, Janssen has requested Institution and Principal
Investigator to conduct the Clinical Trial involving the
Study Product according to the Protocol (including
subsequent Protocol amendments) and Annexes, which
form an integral part hereof;

Jelikoz spole¢nost Janssen poZddala poskytovatele
a hlavniho zkousejiciho o provedeni klinického hodnoceni
zahrnujiciho hodnoceny pfipravek podle protokolu
(v€etné naslednych zmén protokolu) a ptiloh, které tvofri
nedilnou soucast této smlouvy;

Whereas, Institution is equipped and authorized to
undertake the Clinical Trial and Institution and Principal
Investigator have agreed to perform the Clinical Trial
under the terms and conditions in accord with the Protocol
and hereinafter set forth; and

JelikoZz poskytovatel je vybaven a opravnén k provadéni
klinického hodnoceni a poskytovatel a hlavni zkousejici se
dohodli na provedeni klinického hodnoceni za smluvnich
podminek ve shodé s protokolem a tak, jak je uvedeno
dale; a

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

Proto se smluvni strany s ohledem na vychozi pfedpoklady
a vzajemné prisliby a ujisténi, které jsou vyjadreny v této
smlouvé, dohodly takto:

1. Performance of the Clinical Trial

1. Provadéni klinického hodnoceni

1.1 The Parties agree that the Protocol, including any
subsequent Protocol amendments, is binding on the

1.1 Smluvni strany souhlasi s tim, Ze protokol véetné
pfipadnych naslednych zmén protokolu je pro smluvni
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Parties and constitutes an integral part of this Agreement.
The Parties have agreed the Protocol shall be available
with the Principal Investigator.

strany zavazny a predstavuje nedilnou soucast této
smlouvy. Smluvni strany se dohodly na tom, Ze protokol
bude k dispozici u hlavniho zkousejiciho.

1.2 Institution and Principal Investigator agree to use
their best efforts and professional expertise to perform
the Clinical Trial in accordance with the Protocol, all
applicable legal and regulatory requirements in particular:
Act No. 378/2007 Coll.,, on Pharmaceuticals, Act No.
372/2011 Coll.,, on Health Services, Regulation of the
European Parliament and the Council No. 2016/679
(GDPR) and Decree No. 226/2008 Coll., on Good Clinical
Practice, the identified timelines and the terms and
conditions of this Agreement. Institution and Principal
Investigator may not start the Clinical Trial without prior
approval of the ethics committee, notifications and further
legally required approvals.

1.2 Poskytovatel a hlavni zkousejici souhlasi s tim, Ze
vynalozi maximalni Usili a odborné znalosti, aby klinické
hodnoceni bylo provedeno v souladu s protokolem, viemi
platnymi zakonnymi aregula¢nimi poZadavky a to
zejména: zakon ¢. 378/ 2007 Sb., o lécivech, zakon ¢. 372/
2011 Sb., o zdravotnich sluzbach, Nafizeni Evropského
parlamentu a Rady ¢. 2016/ 679 (GDPR) a vyhlaska ¢. 226/
2008 Sb., o spravné klinické praxi, ve stanovenych
terminech avsouladu spodminkami této smlouvy.
Poskytovatel a hlavni zkouSejici nesmi zahajit klinické
hodnoceni bez predchoziho souhlasu etické komise,
oznameni a dalSich schvéleni pozadovanych podle zakona.

1.3 In the event that the Principal Investigator
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 Institution shall take all necessary
steps to accommodate Janssen’s decision. If Principal
Investigator is to be temporarily absent from Institution
for more than ten (10) calendar days, but not more than
fourteen (14) calendar days, Institution will designate a
Sub-investigator to temporarily supervise the Clinical Trial
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, or is to 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.

1.3 Pokud hlavni zkousSejici prestane pracovat pro
poskytovatele, poskytovatel zasle spolecnosti Janssen co
nejdrive, avsak nejpozdéji do tfi (3) kalendafnich dnd od
jeho odchodu, pisemné oznameni. Spolec¢nost Janssen
bude mit pravo schvdlit pripadného nového hlavniho
zkousejiciho navrzeného poskytovatelem. Novy hlavni
zkousejici bude muset souhlasit s podminkami této
smlouvy. Pokud spolecnost Janssen tohoto nového
hlavniho zkousejiciho neschvali, spolecnost Janssen muze
tuto smlouvu ukonéit vsouladu sbodem 2.2 nize
a poskytovatel podnikne vSechny kroky nezbytné k tomu,
aby se pfizpUsobil rozhodnuti spole¢nosti Janssen. Pokud
bude hlavni zkousejici do¢asné neptitomny po dobu delsi
nez deset (10) kalendafnich dnli, avsak nikoli vice neZ
¢trnact (14) kalendarnich dnli, povéfi poskytovatel
spoluzkousejiciho, aby docasné dohlizel na klinické
hodnoceni jménem hlavniho zkouSejiciho. Poskytovatel
toto povéreni zdokumentuje a ozndmi jej pisemné jesté
pfed jeho zahdjenim spolecnosti Janssen. Pokud hlavni
zkousejici je nebo ma byt nepfitomen po dobu delsi nez
¢trnact (14) kalendarnich dnli, mize spolec¢nost Janssen
tuto smlouvu ukoncit, pokud se poskytovatel a spolecnost
Janssen nedokazou do c¢trnacti (14) dni dohodnout na
nahradnim hlavnim zkousejicim.

1.4 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 Clinical
Trial. All co-investigators and investigational staff will be

1.4 Poskytovatel a hlavni zkousejici mohou jmenovat
jiné fyzické osoby a zkousejici pracovniky, které budou
povaZovat za vhodné jako spoluzkousejici nebo zkousejici
pracovniky, ktefi budou pomahat pfi provadéni klinického
hodnoceni. Vsichni spoluzkousejici a zkousejici pracovnici
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adequately qualified, timely appointed and an updated list
will be maintained. Principal Investigator shall be
responsible for leading such team of co-investigators and
investigational staff, who in all respects shall be bound 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 even
that Institution and/or Principal Investigator use the
services of others to conduct the Clinical Trial pursuant to
this Agreement, Institution and Principal Investigator shall
be responsible for ensuring that all are appropriately
licensed and credentialed and in compliance with the
terms of this Agreement. Institution and Principal
Investigator shall be liable for any breach of this
Agreement by such individuals.

budou mit odpovidajici kvalifikaci, budou véas jmenovani
abude veden jejich aktualizovany seznam. Hlavni
zkousejici bude odpovédny za vedeni tohoto tymu
spoluzkousejicich a zkousejicich pracovnik(, ktefi budou
ve vSech ohledech vazani stejnymi podminkami jako hlavni
zkousejici podle této smlouvy. Poskytovatel a hlavni
zkousejici jsou odpovédni za sluzby provadéné jejich
pracovniky azavazuji se zejména, ze sluzby budou
provadény kompetentnimi osobami. Pokud poskytovatel
nebo hlavni zkousejici vyuZivaji k provadéni klinického
hodnoceni podle této smlouvy sluzeb jinych osob, budou
poskytovatel a hlavni zkouSejici povinni zajistit, aby
véechny tyto osoby mély odpovidajici povoleni
aopravnéni ajednaly vsouladu spodminkami této
smlouvy. Odpovédnost za pfipadné poruseni této smlouvy
témito osobami ponese poskytovatel a hlavni zkousejici.

1.5 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 Clinical Trial
and performance of the Protocol.

1.5 Poskytovatel ahlavni zkousejici zajisti, aby
povéreni pracovnici absolvovali vSechna Skoleni
provadéna spolecnosti Janssen nebo ji povérenou osobou
voblasti radného plnéni protokolu, poZadavkll na
bezpecnost aoznamovani a dalSich platnych pokyn(
tykajicich se klinického hodnoceni a pInéni protokolu.

1.6 In case of Blinding the Clinical Trial; Use of
Randomization Codes: The Principal Investigator
conducting a blinded study agrees to maintain the blinding
of the Study Product. The Principal Investigator
understands that the randomization codes will be released
upon completion of the Clinical Trial and finalization of the
database by Janssen. For multi-center studies, data from
all centers are required before the Clinical Trial is
considered complete. Should a medical emergency occur
requiring the Principal Investigator to break the code for a
specific subject, the Principal Investigator agrees to notify
Janssen immediately.

1.6 V pfipadé zaslepeni klinického hodnoceni;
pouZiti randomizacnich kéda: Hlavni zkousejici provadéjici
zaslepenou studii souhlasi stim, Ze bude zachovavat
zaslepeni hodnoceného pripravku. Hlavni zkousejici je
srozumén s tim, Ze po dokonceni klinického hodnoceni
a finalizaci databdze spole¢nosti Janssen budou uvolnény
randomizacni kédy. U multicentrickych studii bude klinické
hodnoceni povazovano za dokoncené az po ziskani udajl
ze vSech pracovist. Pokud by nastala nouzova zdravotni
situace vyZzadujici, aby hlavni zkousSejici porusil koéd
u konkrétniho subjektu, souhlasi hlavni zkousejici s tim, Ze
spole¢nost Janssen neprodlené vyrozumi.

1.7 For the performance of the Clinical Trial, Janssen
or its designee shall provide the Study Product and all
Clinical Trial related documents (such as case report
forms). Neither Institution nor Principal Investigator are
authorized to make use of Study Product and Clinical Trial
related documents, materials and equipment in any way,
other than for conducting the Clinical Trial in accordance
with the Protocol and this Agreement.

1.7 Spole¢nost Janssen nebo ji povérend osoba
poskytne pro ucely provadéni klinického hodnoceni
hodnoceny pftipravek avsechny dokumenty tykajici se
klinického hodnoceni (napfiklad zaznamy subjektu
hodnoceni). Poskytovatel ani hlavni zkousSejici nejsou
opravnéni jakymkoli zplsobem vyuZivat hodnoceny
pfipravek ani dokumenty, materidly a zafizeni souvisejici
s klinickym hodnocenim jinak nez pro provadeéni klinického
hodnoceni v souladu s protokolem a touto smlouvou.
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1.8 While dispensing with the Study Product and
conducting the Clinical Trial, the Parties undertake to
comply with applicable laws, implementation regulations,
good manufacturing, distribution, pharmacy and clinical
practice guidelines and the instructions of the State
Institute for Drug Control.

1.8 Smluvni strany se zavazuji, Ze budou pti vydavani
hodnoceného pfipravku a provadéni klinického hodnoceni
postupovat v souladu s platnymi zakony,
implementacnimi predpisy, pokyny pro spravnou vyrobni,
distribucni, Iékdrenskou a klinickou praxi a instrukcemi
Statniho ustavu pro kontrolu léciv.

1.9 Janssen shall ensure delivery of the Study Product to
the Institution pharmacy. At the pharmacy, the authorized
pharmacist shall be responsible for taking over and
verifying the delivery (including but not limited to,
performing a check for potential damage; compliance with
any special transportation requirements, confirmation of
receipt of the consignment), and, upon producing a
request form, the Principal Investigator shall collect the
Study Product upon which he/she shall assume full
responsibility for the Study Product. Janssen shall arrange
for disposal of the Study Products at its own expense.

1.9 Spole¢nost Janssen zajisti dodavky hodnoceného
pfipravku do Iékdrny poskytovatele. VIékdrné bude
opravnény lékarnik odpovédny za prevzeti akontrolu
dodavky (mimo jiné vcetné pripadného poskozeni,
dodrZeni pfipadnych zvlastnich pozadavkd na prepravu,
potvrzeni pfijeti zasilky) a po predlozeni Zzadanky si hlavni
zkousejici vyzvedne hodnoceny pfipravek, za ktery
prevezme plnou odpovédnost. Spolecnost Janssen zajisti
likvidaci hodnoceného pfipravku na své naklady.

1.10  Additional Research: Institution and Principal
Investigator shall not, without the prior written consent of
Janssen, conduct any research nor facilitate third parties
to conduct any research not required by the Protocol on (i)
Trial Subjects during the Clinical Trial (including any
additional research technique, procedure, questionnaire,
or observation), or (ii) biological samples collected from
Trial Subjects during the Clinical Trial, or (iii) the data
derived from the Clinical Trial. Hereinafter, the research
described in the previous sentence shall be referred to as
“Additional Research”. In any case where Janssen gives
such approval, the approved Additional Research shall be
considered either an amendment to the original Protocol
or shall be the subject of another written agreement
between Janssen and Institution and Principal
Investigator. Institution and Principal Investigator shall
conduct all Additional Research in compliance with all
applicable regulations, 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), Institution and Principal
Investigator (as applicable) hereby grant to Janssen or its
designee an irrevocable, worldwide, paid up, royalty-free,
exclusive license, with right of sublicense, to make, have

1.10 Dalsi vyzkum: Poskytovatel ani hlavni zkousejici
nebudou bez predchoziho pisemného souhlasu
spolecnosti Janssen provadét zadny vyzkum ani nebudou
tfetim osobam napomdhat v provaddéni vyzkumu, ktery
neni vyZzadovan protokolem, na (i) subjektech hodnoceni
béhem klinického hodnoceni (véetné dalSich vyzkumnych
technik, postupt, dotazniki nebo pozorovani), nebo (ii)
biologickych vzorcich odebranych subjektiim hodnoceni
béhem klinického hodnoceni, nebo (iii) uadajich
odvozenych zklinického hodnoceni. Vyzkum popsany
v pfedchozi vété bude dale v této smlouvé oznacovan jako
»dalsi vyzkum®. V kazidém pfipadé tam, kde spole¢nost
Janssen tento souhlas udéli, bude dalsi vyzkum povazovan
bud" za dodatek k plvodnimu protokolu, nebo bude
pfedmétem daldi pisemné dohody mezi spole¢nosti
Janssen  a poskytovatelem  ahlavnim  zkouS3ejicim.
Poskytovatel a hlavni zkouSejici provedou dodatecny
vyzkum v souladu se vSemi platnymi predpisy vcetné
pozadavk( na ziskani pfislusnych souhlast Etickych komisi
a informovaného souhlasu subjektd. Aniz by tim byly
omezeny ostatni prostfedky napravy dostupné spolec¢nosti
Janssen podle zakona, plati, Ze pokud poskytovatel nebo
hlavni zkousejici provedou dalsi vyzkum v rozporu s timto
bodem atento dalsi vyzkum povede kvynalezu (jak je
definovan v bodu 8 nize), poskytovatel a (pfipadné) hlavni
zkousejici timto udéluji spolecnosti Janssen nebo ji
povérené osobé neodvolatelné, celosvétové, uhrazené,
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made, use, have used, sell have sold, and import any such
invention that results from such Additional Research. This
Section shall survive termination or expiration of this
Agreement.

bezplatné, vyhradni povoleni (s pravem poskytnuti dalsi
licence) provadét, nechat provddét, pouzivat, nechat
pouzivat, proddvat, nechat prodavat a importovat jakykoli
takovy vyndlez, ktery bude vysledkem takového dalSiho
vyzkumu. Tento bod zlstane v platnosti i po ukonceni
nebo uplynuti doby platnosti této smlouvy.

2. Term and Termination

2. Doba platnosti a ukonceni

2.1 The Agreement becomes valid on the date of
signature by the last Party and shall enter into effect upon
its publication into the Register of Contracts in the Czech
Republic. The Agreement shall remain in force and effect
until the Clinical Trial has been completed to the
reasonable satisfaction of Janssen, in line with
requirements of the Protocol and until obligations of all
contracting parties are completed. The Parties estimate
that the Clinical Trial will end on (i) . or (ii) six (6) months
following final database lock, unless sooner terminated in
accordance with the terms hereof. Duration of this
Agreement may be extended by written agreement of the
Parties.

2.1 Tato smlouva vstoupi v platnost k datu podpisu
posledni smluvni stranou a vstoupi v U¢innost v okamziku
jejiho zvefejnéni v Registru smluv Ceské republiky. Tato
smlouva zUstane platna a ucinna, dokud nebude klinické
hodnoceni dokoncéeno dle pozadavkd Protokolu a dokud
nebudou splnény povinnosti vsech smluvnich stran.
Smluvni strany predpokladaiji, ze klinické hodnoceni skondi
(i) . nebo (ii) Sest (6) mésici po koneéném uzamceni
databdze, pokud nebude ukonéeno dfive v souladu
s podminkami této smlouvy. Doba platnosti této smlouvy
muze byt prodlouzena na zadkladé pisemného souhlasu
smluvnich stran.

It is planned to include' Subjects in the Clinical Trial,
however, no more than Trial Subjects may be included
in the Clinical Trial. Should the maximum number of Trial
Subjects be exceeded, a prior approval of Janssen must be
obtained.

Podle planu maji byt do klinického hodnoceni zahrnuty'
subjekty, avSsak nesmi do néj byt zahrnuto vice nez
subjekty. Pokud by byl maximalni pocet subjektd
prekrocen, je nutno obstarat pfedem souhlas spolecnosti
Janssen.

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:

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

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

(iii) if no subjects have been recruited at the Study Site
within [three (3)] months following the Clinical Trial
initiation at the site.

2.2 Tato smlouva muize byt kdykoli ukoncena
kteroukoli smluvni stranou dle jejiho vlastniho uvazeni na
zakladé pisemné vypovédi slhOtou patnacti (15)
kalendarnich dnt, kterd bude zaslana pfedem. DUvody
k ukonceni mohou zahrnovat mimo jiné:

(i) poruseni smlouvy véetné nedodrieni protokolu
a platnych zadkonu a predpis(;

(i) prijeti bezpec€nostnich informaci, podle nichz je
toto ukonceni proziravé; nebo

(iii) pokud nebyly na pracovisti provadéjicim
hodnoceni do [tfi (3)] mésicG od zahajeni klinického
hodnoceni na daném pracovisti pfijaty Zadné subjekty.
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Notwithstanding the above, Janssen may immediately
terminate, within its sole judgment, the Clinical Trial if
such immediate termination is necessary based upon
considerations of patient safety or upon receipt of data
suggesting lack of sufficient efficacy. Upon receipt of
notice of termination, Institution and Principal
Investigator agree to promptly terminate conduct of the
Clinical Trial to the extent medically permissible for any
individual who participates in the Clinical Trial (“Trial
Subject”).

Bez ohledu na vyse uvedené muZe spolecnost Janssen dle
svého vyhradniho uvdzeni klinické hodnoceni okamzité
ukoncit, pokud je toto okamzité ukonceni nezbytné
s ohledem na bezpecnost pacientl, nebo v pfipadé, Ze
budou ziskdny udaje ukazujici na nedostate¢nou ucinnost.
Poskytovatel ahlavni zkousejici souhlasi stim, Ze
neprodlené po pfijeti informace o ukonceni ukonci
provadéni klinického hodnoceni v rozsahu, v jakém je to
pro jednotlivce, ktefi se klinického hodnoceni ucastni
(,,subjekt hodnoceni“), pripustné.

In the event of termination 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 shall be equitably prorated 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.

V pfipadé ukonceni podle této smlouvy, které nebude
zpUsobeno zdsadnim porusenim ze strany poskytovatele
nebo hlavniho zkousejiciho, budou celkové castky splatné
ze strany spolecnosti Janssen podle této smlouvy
spravedlivé stanoveny umérné k praci, ktera byla k datu

ukonéeni skute¢né provedena, pfiéemZ pfipadné
nespotiebované penézité prostiedky, které predtim
spoleCnost Janssen poskytovateli nebo hlavnimu

zkousejicimu zaplatila, budou spolec¢nosti Janssen vraceny.

2.3 Upon the earlier of the termination of the Clinical
Trial and termination of this Agreement, (a) Institution and
Principal Investigator shall immediately deliver to Janssen
all data generated as a result of the Clinical Trial, all clinical
specimen collected, all documents and data provided by
Janssen and its respective affiliates, and all Janssen
Confidential Information, as defined in Section 7.2 below,
(b) Institution and Principal Investigator shall return to
Janssen or its respective affiliates or destroy upon
instructions of Janssen or its respective affiliates, all
unused Study Product, and (c) Institution and Principal
Investigator shall treat materials and equipment provided
by Janssen or its respective affiliates in accordance with
Exhibit B, and if Exhibit B requires the return of any
material and/or equipment, Institution and Principal
Investigator shall return them upon the instructions of
Janssen or its affiliates. Equipment lent by Janssen to the
Institution will be the subject of a separate loan
agreement. 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 as requested by applicable laws and
regulations. The destruction of the documents referred to
in the last sentence requires the prior consent of Janssen.

2.3 Po ukonceni klinického hodnoceni nebo ukonceni
této smlouvy, podle toho, co nastane dfive, (a)
poskytovatel a hlavni zkousejici ihned dodaji spolecnosti
Janssen vSechny udaje vytvorené v disledku klinického
hodnoceni, vSechny odebrané klinické vzorky, vSechny
dokumenty a udaje poskytnuté spolecnosti Janssen a
jejimi pfislusnymi pfidruzenymi spolecnostmi a veskeré
divérné informace spolecnosti Janssen, jak jsou
definovany v bodé 7.2 nize, (b) poskytovatel a hlavni
zkousejici vrati spolec¢nosti Janssen nebo jejim prislusnym
pfidruzenym spolec¢nostem nebo na jejich pokyn znici
vSsechny nepouzité hodnocené pripravky, a (c)
poskytovatel a hlavni zkousejici budou zachazet se viemi
dokumenty, materidly azafizenimi  poskytnutymi
spole¢nosti Janssen nebo jejimi pFislusnymi pfidruzenymi
spole¢nostmi v souladu s pfilohou B, a pokud pfiloha B
vyZaduje vraceni jakychkoliv materidld nebo zafizeni,
poskytovatel a hlavni zkousejici je vrati podle pokyn(
spolecnosti Janssen nebo jejich pridruzenych spolecnosti.
Zafizeni zapljéené spolecnosti Janssen Zdravotnickému
zafizeni bude predmétem samostatné smlouvy o vypujcce.
Toto ustanoveni se netyka dokumentd, které by mély byt
vedeny a uchovavany hlavnim zkousejicim na pracovisti
provadeéjicim hodnoceni tak, jak je definovano v protokolu
ajak pozaduji platné zakony a predpisy. Likvidace
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dokumentll uvedené v posledni vété vyzaduje predchozi
souhlas spolecnosti Janssen.

2.4 Upon early termination of the Agreement, if the
Clinical Trial is a multi-center trial, if possible, upon
Janssen’s request, Principal Investigator shall refer the
Trial Subjects to other trial sites designated by Janssen.

2.4 Pti predcasném ukonceni této smlouvy v ptipadé,
Ze jde o multicentrické klinické hodnoceni, je-li to mozné,
hlavni zkousejici na Zadost spolecnosti Janssen prevede
subjekty hodnoceni na jind pracovisté provadéjici
hodnoceni, ktera spolec¢nost Janssen ur¢i.

3. Ethics Committee (EC) — Informed Consent — | 3. Eticka komise (EK) — informovany souhlas -
Authorizations povoleni
3.1 In accordance with the laws and regulations | 3.1 Spole¢nost Janssen bude vsouladu se zadkony

applicable at the Study Site, Janssen shall be responsible
for obtaining approval of the Protocol and its
amendments, informed consent form, Clinical Trial
recruitment procedures (e. g. announcements, financial
compensation if any) and any other relevant documents in
connection with the Clinical Trial, from the appropriate
ethics committee prior to commencement of the Clinical
Trial. Clinical Trial shall be conducted pursuant to the
approval issued by the State Institute for Drug Control,
approval by the multi-centric ethics committee and the
local ethics committee.

a predpisy platnymi na pracovisti provadéjicim hodnoceni
odpovédna za to, Ze pred zahdjenim klinického hodnoceni
zajisti od pfislusné etické komise schvaleni protokolu
ajeho dodatkd, formuldfe informovaného souhlasu,
postupl naboru do klinického hodnoceni (napf¥. oznameni,
pfipadna financni nahrada) adalSich pfislusnych
dokument souvisejicich s klinickym hodnocenim. Klinické
hodnoceni bude provadéno na zakladé souhlasu vydaného
Statnim  Ustavem pro kontrolu [é¢iv, souhlasu
multicentrické etické komise a lokalni etické komise.

The Protocol and any of its addenda, the informed
consent form and any advertising shall not be revised
without the prior written agreement of Janssen or the
person designated by Janssen and the ethics committee.

Protokol ajeho ptipadné dodatky, formuldr
informovaného souhlasu a inzeraty nebudou revidovany
bez predchoziho pisemného souhlasu spole¢nosti Janssen
nebo ji povérené osoby a etické komise.

3.2 Principal Investigator shall also be responsible for
adequately informing the Trial Subject and for obtaining
an informed consent form signed by or on behalf of each
Trial Subject, which informed consent form shall be
approved by Janssen and the EC, prior to the Trial Subject’s
participation. The informed consent form shall include the
right for Janssen and its designees and applicable
government authorities to review all Clinical Trial data,
including original subject records, in all monitoring and
auditing activities required to ensure quality assurance
and compliance with the Protocol as well as all legal and
regulatory requirements. The informed consent form shall
also include the right for Janssen and its affiliates to
conduct additional reviews of the data to study the safety
and efficacy of the Study Product and other products and
treatments, to develop a better understanding of disease
or to improve the efficiency of future clinical studies.

3.2 Hlavni zkousejici bude také povinen odpovidajicim
zpusobem informovat subjekt hodnoceni a ziskat od
kazdého subjektu hodnoceni nebo jeho jménem podpis
formulare informovaného souhlasu pred ucasti subjektu
hodnoceni, pficemZz tento formulaf informovaného
souhlasu musi byt schvalen spolecnosti Janssen a etickou
komisi. Formulaf informovaného souhlasu bude zahrnovat
pravo spole€nosti Janssen aji povéfenych osob
a pfislusnych statnich orgdnd ovérovat vsechny udaje
z klinického hodnoceni véetné origindlnich zaznamda
o subjektu v rdmci vSech monitorovacich a kontrolnich
¢innosti pozadovanych pro zajisténi kvality a dodrZovani
protokolu ataké vSech zdkonnych aregulacnich
pozadavkl. Formuldr informovaného souhlasu bude také
zahrnovat pravo spolecnosti Janssen a jejich pfidruzenych
spoleénosti provadét dodatecné kontroly Udajd k ovéreni
bezpecnosti a Ucinnosti hodnoceného pfipravku a dalsich
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pripravkd a druht léCby, k lepSimu pochopeni onemocnéni
nebo ke zlepseni efektivity budoucich klinickych studii.

3.3. Janssen shall be responsible for the fulfillment of
all other authorization formalities related to the conduct
of the Clinical Trial (such as submitting a clinical trial
application) and related to the manufacturing, supply or
importation of the Study Product, and if required, for

3.3. Spolec¢nost Janssen bude odpovédnd za splnéni
vSech ostatnich schvalovacich formalit souvisejicich
s provadénim klinického hodnoceni (napf. odevzdani
Zadosti o klinické hodnoceni) a s vyrobou, dodavkou nebo
dovozem hodnoceného pfipravku a v pripadé potreby za

obtaining the written authorization from the competent | zajisténi pisemného souhlasu kompetentnich
health authorities prior to commencement of the Clinical | zdravotnickych dfadd  pfed zahdajenim  klinického
Trial. hodnoceni.

4. Reporting of Data and Adverse Events 4. Oznamovani udajt a nezadoucich pfihod

4.1 Institution and Principal Investigator agree to | 4.1 Poskytovatel a hlavni zkousejici souhlasi s tim, Ze

provide Janssen periodically and in a timely manner with
all Clinical Trial results and other data called for in the
Protocol on properly completed (written or electronic)
case report forms.

budou spole¢nosti Janssen pravidelné avcas predavat
vSechny vysledky klinického hodnoceni a ostatni udaje
poZadované v protokolu v fadné vyplnénych (pisemnych
nebo elektronickych) zaznamech subjektu hodnoceni.

4.2 Electronic Data Capture ("EDC"):
Institution/Principal Investigator will submit Clinical Trial
data using the electronic system provided by Janssen.
Institution/Principal Investigator shall prevent
unauthorized 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.

4.2 Elektronické  zachycovani  udajd  (,EDC“):
Poskytovatel / hlavni zkousejici budou predavat udaje
o klinickém hodnoceni pomoci elektronického systému
poskytnutého spolec¢nosti Janssen. Poskytovatel / hlavni
zkousejici zabrani neopravnénému pfistupu k adajom
zajisténim fyzického zabezpedeni pocitacli atoho, Ze
pracovnici provadéjici hodnoceni budou udrZovat sva
hesla v tajnosti. Poskytovatel/ hlavni zkousejici budou
také dodrzovat pokyny spolecnosti Janssen tykajici se
zadavani udaji do systému, kam patfi i to, Ze pracovnici
provadeéjici hodnoceni, ktefi pouZivaji systém, jsou si
védomi toho, Ze jejich elektronické podpisy jsou pravné
zdvaznym  ekvivalentem  vlastnorucnich  podpis,
a potvrzuji spravnost a Uplnost zadanych udaja.

Principal Investigator/Institution agree to collect all
Clinical Trial data (electronic or paper) in source
documents 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. Principal Investigator/Institution
also agree to provide appropriate responses to queries
received within five (5) working days of receipt, unless
otherwise specified in the Protocol.

Hlavni zkousejici / poskytovatel souhlasi stim, Ze pred
zadanim do elektronického zaznamu subjektu hodnoceni
(,,eCRF“) shromazdi vsechny udaje klinického hodnoceni
(elektronické nebo na papiru) do zdrojovych dokument(.
Zaznam eCRF bude vyplnén do péti (5) pracovnich dnl od
dokonceni postupl pfi navstévé nebo od okamiziku, kdy
jsou kdispozici vysledky testu, pokud neni v protokolu
uvedeno jinak. Hlavni zkousejici/ poskytovatel také
souhlasi stim, Ze do péti (5) pracovnich dnl zodpovi
prijaté dotazy, pokud neni v protokolu uvedeno jinak.

In the event Principal Investigator/Institution do
not enter Data into the eCRF or respond to queries in the

Pokud hlavni zkousejici/ poskytovatel nezada
Udaje do zaznamu eCRF nebo neodpovi na dotazy
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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 screening/enrollment, additional
monitoring visits, consideration of site audit, and possible
termination of site participation in the Clinical Trial.

v Casovém rozpéti uvedeném vySe, mulZe spolecnost
Janssen dle svého uvazeni ihned podniknout ndpravné
kroky. Tyto Ukony mohou zahrnovat mimo jiné docasné
pozastaveni screeningu nebo ndboru, dalsi monitorovaci
navstévy, zvaieni auditu pracovisté a moziné ukonceni
Ucasti pracovisté na klinickém hodnoceni.

4.3 Institution and Principal Investigator also agree to
report to Janssen immediately but not later than twenty-
four (24) hours after learning of any serious adverse events
and other important medical events, as identified in the
Protocol, affecting any Trial Subject in the Clinical Trial.
Institution and Principal Investigator further agree to
follow up such report with detailed, written reports in
compliance with all applicable legal and regulatory
requirements. Should a serious adverse event be reported
late, i.e. contrary to the Protocol, Janssen shall charge the
Investigator a contractual penalty amounting to CZK 1,500
for each such late report. This amount will be deducted
from the total payments under Annex B.

4.3 Poskytovatel a hlavni zkousSejici také souhlasi
s tim, Ze ihned, avSak nejpozdéji do dvaceti ¢tyf (24) hodin
poté, co se otom dozvi, vyrozumi spolecnost Janssen
ovSech zavainych neZadoucich pfihodach a dalsich
dllezitych zdravotnich prihodach, jak je definovano
v protokolu, které maji dopad na libovolny subjekt
hodnoceni v klinickém hodnoceni. Poskytovatel a hlavni
zkousejici dale souhlasi stim, Ze po tomto oznameni
budou nasledovat podrobné pisemné zpravy v souladu se
vsemi platnymi zdkonnymi aregulacnimi pozadavky.
Pokud bude zavaznda nezadouci pfihoda oznamena pozdé,
tj. vrozporu s protokolem, nauctuje spolecnost Janssen
zkousejicimu smluvni pokutu ve vysi 1500 K¢ za kazdé
pozdni oznameni. Tato ¢astka bude odectena z celkovych
plateb podle pfilohy B.

4.4 Timely, accurate and complete data submission
and query responses are necessary to ensure payment in
accordance with the Payment Schedule, Annex B of this
Agreement.

4.4 Pro zajisténi platby v souladu s harmonogramem
plateb v pfiloze B této smlouvy je nezbytné vcasné,
spravné a uplné predani udajd a odpovédi na dotazy.

5. Monitoring of Clinical Trial — Audit — Inspections | 5. Monitorovani klinického hodnoceni - audit —
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

(i) the facilities where the Clinical Trial is being
conducted;
(ii) raw Clinical Trial data including original Trial

Subject records, if allowed under the terms of the
informed consent form and the applicable laws;

(iii) 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 inspection will be allowed exclusively with
the presence of Principal Investigator, Sub-Investigator or

Poskytovatel a hlavni zkousejici souhlasi s tim, Ze
béhem této smlouvy a po uplynuti doby jeji platnosti
povoli  zastupcim spolecnosti Janssen nebo
kompetentnim zdravotnickym uradim (pfipadné véetné
amerického FDA), aby v pfimérené dobé vramci bézné
pracovni doby prezkoumali
(i) prostory, kde je klinické hodnoceni provadéno;
(ii) nezpracované Udaje klinického hodnoceni véetné
zaznamU o subjektech hodnoceni, pokud to dovoluji
podminky formuldfe informovaného souhlasu a platné
zakony;

(iii) informace a zdznamy vedené v elektronickém
systému nemocnice, o subjektech hodnoceni, a to v
souladu s podepsanym Informovanym souhlasem
Subjektu hodnoceni (namdtkova kontrola nahlizenim pres
rameno), a to vyhradné za pfitomnosti hlavniho
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a Coordinator who has access to the system. This
inspection has to be agreed in advance with Principal
Investigator for purposes of monitoring or audit; and

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

zkousejiciho, spoluzkousejictho nebo koordinatora, ktery
ma do systému pfistup. Tato kontrola bude vzdy predem
dohodnuta s hlavnim zkousejicim pro ucely monitoringu,
pfipadné auditu; a

(iv) pfipadné dalsi relevantni informace nezbytné
k ovéfeni toho, Ze klinické hodnoceni je provadéno
v souladu s protokolem a ve shodé s platnymi zakonnymi
aregulacnimi poZadavky vcéetné zakon( a predpisl
o ochrané osobnich udajli a zabezpeceni.

5.2 Principal  Investigator or its authorized
representative shall store and print, sign and date all
original sources of Data (i.e. medical documentation) in
accordance with applicable legislation.

5.2 Hlavni zkousejici nebo jeho opravnény zastupce
uloZi a vytiskne, podepise a opatii datem vSechny pavodni
zdroje udaji (tj. lékafskou dokumentaci) v souladu
s platnou legislativou.

5.3 Inspections

Institution and Principal Investigator shall without
undue delay notify Janssen if a competent health authority
schedules or, without scheduling, begins an inspection and
shall promptly, upon issuance, provide Janssen a copy of
any health authority’s correspondence resulting from any

such inspection, if possible due to applicable law.

5.3 Inspekce

Pokud kompetentni zdravotnicky arad naplanuje
inspekci nebo ji zahaji bez napldnovani, poskytovatel
a hlavni zkousejici o tom spolecnost Janssen vyrozumi bez
zbytecného dokladu a predaiji ji kopii korespondence vsech
zdravotnickych aradd vyplyvajici z dané inspekce ihned
poté, co bude tato korespondence vydana, pokud je to ze

zakona mozné.

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

5.4 Poskytovatel a hlavni zkousejici souhlasi s tim, Ze
podniknou veskeré primérené kroky poZadované
spoleénosti Janssen k napravé nedostatkd zjisténych
béhem auditu nebo inspekce. Kromé toho spolecnost
Janssen nebo ji povérené osoby budou mit pravo
kontrolovat  aschvalovat korespondenci  urcenou
kompetentnimu zdravotnickému uaradu, kterd vznikne
v dUsledku inspekce daného zdravotnického ufadu, jesté
predtim, neZ bude poskytovatelem nebo hlavnim
zkouSejicim odeslana, a v rozsahu nezakazaném ze zakona
nebo pfislusnym zdravotnickym uradem bude mit pravo
na pfitomnost svého zdstupce béhem inspekce.

5.5 The provisions of paragraphs 5 shall survive the
termination or expiration of this Agreement.

5.5 Ustanoveni bodu5 zlstanou v platnosti
ukonéeni nebo uplynuti doby platnosti této smlouvy.

i po

6. Compliance with Applicable Laws

6. Dodrzovani platnych zakon(
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6.1 The Parties agree to conduct the Clinical Trial and
maintain records and data during and after the term of this
Agreement in compliance with all applicable legal and
regulatory requirements, as well as with generally
accepted conventions such as the Declaration of Helsinki
and ICH-GCP guidelines.

6.1 Smluvni strany souhlasi s tim, Ze budou provadét
toto klinické hodnoceni avést zaznamy a Udaje béhem
doby platnosti této smlouvy a po ni v souladu se vsemi
platnymi zdkonnymi aregula¢nimi pozadavky a také
s obecné prijatymi konvencemi, napf. Helsinskou deklaraci
a pokyny ICH smérnice pro spravnou klinickou praxi.

6.2 Healthcare Compliance with Anti-Corruption Laws
and Foreign Corrupt Practices Act (“FCPA”)

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”).

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.

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 as required by applicable
law.

Institution shall maintain effective internal accounting
control and shall make sure all aspects of this Clinical Trial
are recorded in its books and records in an accurate,
complete and truthful way and that the documents on
which such books and records are based are in all major
aspects accurate, complete and true. Institution shall
maintain and provide Janssen and its auditors and other
representatives with access to records (financial and

6.2 Soulad zdravotni péce s protikorupcnimi zdkony a
zdkonem o korupcnich praktikach v zahranici (,,FCPA“)

Poskytovatel prohlasuje a  zarucuje, Ze
poskytovatel ani zadna z jeho pfidruzenych spolecnosti,
ani jejich pfislusni teditelé, c¢lenové predstavenstva,
zaméstnanci nebo zastupci a hlavni zkousejici (vSichni vyse
uvedeni, vcéetné pridruzenych spoleénosti, spolecné
,Zastupci poskytovatele”) nepodnikli Zadné kroky, kterymi
by tyto osoby porusily mistni nebo mezindrodni
protiuplatkarské zakony, pravidla nebo predpisy, které se
vztahuji bud na poskytovatele, nebo na spolecnost
Janssen, nebo na oba (souhrnné , protikorupcni zakony“).

Poskytovatel neprovede primo ¢i neptfimo Zadnou platbu,
nenabidne ¢i nepfevede nic hodnotného, nebude
souhlasit s provedenim ani neslibi provést Zzadnou platbu
ani nenabidne nebo neprevede nic hodnotného uredni
o0sobé nebo statnimu zaméstnanci, politické strané nebo
kandidatovi na politickou funkci ani Zadné jiné treti osobé
za UCelem ovlivnéni rozhodnuti spojovanych se
spole¢nosti Janssen nebo jejim podnikdnim zplsobem,
ktery by porusoval protikorupéni zakony.

Poskytovatel a zastupci poskytovatele provadéli a budou
provadét predmét svého podnikani v souladu
s protikorupénimi zakony a poskytovatel bude mit
zavedeny potfebné postupy, které znemozni Uplatky a
korupéni chovani zastupcim poskytovatele, coZ zahrnuje
provadéni  protikorupéniho  Skoleni, vyZadovaného
platnymi pravnimi predpisy.

Poskytovatel bude udrzovat ucinnou interni kontrolu
Ucetnictvi a zajisti, Ze jsou vSechny aspekty tohoto
klinického hodnoceni zaznamenany vjeho ucetnich
knihach a zaznamech presné, kompletné a pravdivé a Ze
dokumenty, z kterych ucetni knihy a zaznamy vychazeji,
jsou ve vsech zasadnich aspektech presné, kompletni a
pravdivé. Poskytovatel povede zaznamy (financni i jiné)
a podplrnou dokumentaci souvisejici s predmétem
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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

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
deemed to be a material breach of the Agreement and,
upon any such failure, Janssen shall have the right to
terminate the Agreement with immediate effect upon
written notice to Institution without Janssen having any
financial liability or other liability of any nature whatsoever
resulting from any such termination except payments for
visits completed in accordance to the Protocol and this
Agreement.

smlouvy a poskytne spole¢nosti Janssen a jejim auditordm
a jinym zastupclm pfistup knim dle pripadného
pozadavku spolecnosti Janssen za ucelem
zdokumentovani nebo kontroly dodrZovani ustanoveni
tohoto bodu.

Bez ohledu na bod 2 (Doba platnosti a ukonceni) a 10
(Odskodnéni), pokud poskytovatel nedodrzi libovolné
z ustanoveni tohoto bodu, bude to povazovdno za
podstatné poruseni smlouvy a pti jakémkoliv takovém
poruseni bude mit spole¢nost Janssen pravo vypovédét
smlouvu s okamzZitym ucéinkem pisemnou vypovédi
poskytovateli, aniz by spole¢nosti Janssen z takové
vypovédi vyplynula jakakoliv finanéni odpovédnost nebo
jind  odpovédnost jakékoliv povahy kromé plateb za
provedené navstévy podle protokolu a této smlouvy.

6.3 Privacy and Data Security

6.3 Ochrana osobnich udajti a zabezpeceni udajt

6.3.1 Each party agrees that its collection, processing
and disclosure of any data relating to an identified or
identifiable individual (“Personal Information”) in
connection with this Agreement is and will be in
compliance with applicable data protection laws,
including, where applicable, the EU General Data
Protection Regulation (the “GDPR”), and that it has
obtained 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 Trial Subject related health and medical information, to
properly inform the concerned data subjects about the
collection and processing of their Personal Information, to
grant data subjects reasonable access to their Personal
Information, to address other data subject rights as per
applicable law, and to prevent access by unauthorized
persons. Janssen is a data controller for any processing of
data in the context of the Clinical Trial. The Institution is a
data controller for data processing activities in respect to
maintaining electronic medical records which are kept in
the provision of standard of care of the patient. The
Institution is a data processor for all other processing
activities in the context of the Clinical Trial

6.3.1 Jednotlivé  smluvni strany souhlasi, Ze
shromazdovani, zpracovani a sdélovani jakychkoliv Gdajd
tykajicich se identifikované ci identifikovatelné osoby
(,,osobni Udaje”) v souvislosti s touto smlouvou probiha a
bude probihat ve shodé s platnymi zdkony o ochrané
udaji, podle potfeby vietné obecného nafizeni EU
o ochrané osobnich udajt (,GDPR"), a Ze obdrzely vSechna
opravnéni a souhlasy nezbytné ke shromazdovani,
zpracovani asdélovani osobnich ddaji. Smluvni strany
souhlasi stim, Ze pfi shromaidovani a zpracovani
osobnich Udajl prijmou vhodna opatfeni kochrané
osobnich Udajd, zachovani dlvérnosti informaci o zdravi
a lékarskych informaci o subjektech hodnoceni, budou
radné informovat dotycné subjekty udaja
o shromazdovani a zpracovani jejich osobnich udaja,
poskytnou subjektiim udajli pfiméreny pristup k jejich
osobnim ddajim, budou vénovat pozornost dalSim
praviim subjektd udaji v souladu s platnym zdkonem
a zabrani v pfistupu neoprdvnénym osobam.

Spolecnost Janssen je sprdvce pro veskeré pfripady
zpracovavani osobnich udaji v ramci tohoto klinického
hodnoceni. Poskytovatel je spravcem pro cinnosti
zpracovani osobnich (daji v souvislosti s vedenim
elektronickych zdravotnich zaznamf, které jsou vedeny pfi
poskytovani standartni zdravotni péce pacientim.
Poskytovatel je zpracovatelem osobnich udajii ve vsech
ostatnich pfipadech souvisejicich stimto klinickym
hodnocenim.
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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 zkouSejici  uskutecni
odpovidajici technickd a organizacni opatfeni k zajisténi
takové Urovné zabezpeceni osobnich udaja

zpracovdvanych v souvislosti stouto smlouvou, jaka
odpovida riziku.

6.3.3 Institution and Principal Investigator represents,
warrants and covenants that Personal Information related
to Trial Subjects, when supplied to Janssen, will be
pseudonymized to replace any information that directly
identifies a Trial Subject with a subject identification code.
Principal Investigator will not provide Janssen with the key
or code that enables Trial Subjects to be re-identified.
Institution and Principal Investigator will notify Janssen
immediately if Institution and/or Principal Investigator
discovers that any Data (defined in Section 7.1) concerning
Trial 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.

6.3.3  Poskytovatel a hlavni zkousejici vyjadtuji, zarucuji
a zavazuji se, Ze osobni Udaje tykajici se subjektl
hodnoceni, pokud jsou dodany spoleénosti Janssen, budou
pseudonymizovdny nahrazenim informaci, které pfimo
identifikuji subjekt hodnoceni, identifikacnim kdédem
subjektu. Hlavni zkousejici neposkytne spolec¢nosti Janssen
kli¢ nebo kdéd, ktery umoziiuje subjekty hodnoceni znovu
identifikovat. Poskytovatel a hlavni zkousejici ihned
vyrozumi spole¢nost Janssen, jestlize poskytovatel a/nebo
hlavni zkousejici zjisti, Ze Udaje (definované v bodé 7.1)
tykajici se subjektd hodnoceni poskytnuté spolecnosti
Janssen tento poZadavek nespliuji. Hlavni zkousejici bude
spolupracovat na uspokojeni vsech poZzadavki spole¢nosti
Janssen na zmirnéni Gjmy, kterd je dlsledkem takového
sdéleni adajd. V takovém pripadé poskytovatel a hlavni
zkousejici dodaji opravené udaje spolecnosti Janssen co
nejdrive bez dodateénych vydajd pro spoleénost Janssen.

6.3.4 In case of a breach of security leading to the
accidental or unlawful destruction, loss, alteration,
unauthorized disclosure of, or access to, Personal
Information data transmitted, stored or otherwise
processed (“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
necessary to provide notifications.

6.3.4 V pfipadé poruseni bezpecnosti vedouciho
k nedmysinému nebo nezdkonnému zniceni, ztraté,
zméngé, neopravnénému sdéleni nebo pristupu k osobnim
Udajim  predavanym, uchovavanym nebo jinak
zpracovdvanym (,incident tykajici se ochrany osobnich
udaji“) poskytovatel a/nebo hlavni zkousejici ihned po
zjisténi incidentu tykajiciho se ochrany osobnich udaj
vyrozumi spole¢nost Janssen. Toto ozndmeni bude uvadét
povahu incidentu tykajiciho se ochrany osobnich udaj,
kategorie a priblizny pocet subjektl udaja azaznam
osobnich udajd dotéenych timto incidentem tykajicim se
ochrany osobnich udajl. Poskytovatel a hlavni zkousejici
souhlasi s tim, Ze budou plné spolupracovat se spole¢nosti
Janssen, vySetfi a vyfeSi jakykoliv incident tykajici se
ochrany osobnich Udaji a poskytnou spoleénosti Janssen
veskeré informace nezbytné k poskytnuti oznameni.
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6.3.5 Institution and Principal Investigator agree to fully
cooperate with respect to any data protection impact
assessments and/or prior consultations that may be
required with respect to the processing of Personal
Information under the Agreement.

6.3.5 Poskytovatel a hlavni zkousejici souhlasi s tim, Ze
budou plné spolupracovat, pokud jde o vyhodnoceni
dopadu na zabezpeceni Udaji a/nebo pred uskuteénénim
konzultaci, které mohou byt vyZadovany v souvislosti se
zpracovanim osobnich udajli podle této smlouvy.

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 processor, Institution
and Principal Investigator (i) shall be responsible for
ensuring that any permitted third-party data processor
complies with this Agreement, the applicable data
protection law and regulations, and (ii) shall be fully liable
to Janssen for all actions of such third-party data
processors.

6.3.6 Poskytovatel ahlavni zkouSejici nebudou
angazovat treti stranu vcetné pobocek nebo
subdodavatelll jako zpracovatele Udaja (jak jej definuje
platny zakon o zabezpeceni Udaji) za ucelem provadéni
jejich pfislusnych ¢innosti podle této smlouvy bez
predchoziho pisemného souhlasu spolecnosti Janssen.
V pfipadé, Ze spolecnost Janssen souhlasi se zapojenim
zpracovatele Udajl treti strany, poskytovatel a hlavni
zkousejici (i) budou zodpovédni za zajisténi, Ze povoleny
zpracovatel Udaju treti strana dodrZuje tuto smlouvu,
platné zdkony a predpisy pro zabezpeceni udajl, a (ii)
budou vici spolecnosti Janssen piné odpovédni za veskeré
¢innosti takovych zpracovateld Udaja tretich stran.

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

6.3.7 Osobni udaje tykajici se hlavniho zkousejiciho
a pfipadného zkousejiciho persondlu (napf. jméno, adresa
nemochice a telefonni Cislo, Zivotopis) mohou byt predany
pobockdm spolecnosti Johnson & Johnson za UGcelem
monitorovani  léku, implementace, dokumentace
a kontroly klinickych hodnoceni ataké kontaktovani
téchto osob nebo jejich prislusnych agentur na celém
svété v pripadé dalSich budoucich studii nebo vyzkum{, do
kterych se mohou zapojit. Smluvni strany také souhlasi
s tim, Ze budou pouZivat osobni Gdaje poskytnuté hlavnim
zkousejicim pro ucely fizeni internich studii a zajisténi
toho, Ze kontaktni Udaje budou vérné a Uplné obsaZeny
v ostatnich systémech v souladu s timto bodem.
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6.3.8 Janssen may transmit Personal Information to
other affiliates of the Johnson & Johnson group of
companies and their respective agents worldwide.
Accordingly, Personal Information may be transmitted to
countries outside the European Economic Area (EEA), such
as the United States, which the EU has determined
currently lack appropriate privacy laws providing an
adequate level of privacy protection. Notwithstanding the
above, Janssen and its affiliates of the Johnson & Johnson
group of companies and respective agents will apply
adequate privacy safeguards to protect such Personal
Information as required in the EEA. Personal Information
may also be disclosed as required by individual regulatory
agencies or applicable law, such as to report serious
adverse events.

6.3.8 Spolecnost Janssen muiZe predat osobni Udaje
jinym pobockdm skupiny Johnson & Johnson a jejich
prisluSnym zastupciim na celém svété. V souladu stim
mohou byt osobni Udaje preddvany do zemi mimo
Evropsky hospodarsky prostor (EHP), napf. do Spojenych
stat(, o kterych EU rozhodla, Ze v soucasnosti nemaji
dostatecné zakony na ochranu osobnich udajt, které by
zajistovaly odpovidajici Uroven ochrany osobnich udajd.
Bez ohledu na vySe uvedené poufZiti spolecnost Janssen
ajeho pobocky ze skupiny Johnson & Johnson a jejich
pfislusni zastupci uplatni odpovidajici opatfeni na ochranu
osobnich udajd, aby tyto osobni Gdaje byly chranény tak,
jak je to pozadovano v ramci EHP. Osobni tidaje mohou byt
také sdéleny na Zadost jednotlivych regulacnich aradi
nebo podle platného zdkona, napf. pro oznameni
o zdvaznych nezadoucich pfihodach.

6.3.9 Janssen has provided certain details regarding its
Personal Information handling practices, concerning
Personal Information related to Principal Investigator and
any investigational staff, including data subject rights, in
Annex D. Principal Investigator agrees to inform all
investigational staff from whom Personal Information is
collected during the course of the Clinical Trial in scope of
this Agreement about Personal Information handling
practices as specified in Annex D.

6.3.9 Spolecnost Janssen poskytuje urcité podrobnosti
tykajici se postupl nakladani s osobnimi Udaji ohledné
osobnich udaji tykajicich se hlavniho zkousejiciho
a zkousejiciho personalu véetné prav subjektd udajl
v pfiloze D. Hlavni zkousSejici souhlasi stim, Ze bude
informovat veskery zkousejici personal, od néjz se v
prabéhu klinického hodnoceni shromazduji osobni tdaje v
rozsahu této smlouvy, o postupech nakladani s osobnimi
udaji, jak je stanoveno v pfiloze D.

6.4 In the event that any part of this Agreement is
determined to violate applicable laws and regulations the
parties agree to negotiate in good faith revisions via
written amendment to this Agreement. In the event the
parties are unable to agree to new or modified terms as
required to bring the entire Agreement into compliance,
either party may terminate this Agreement on sixty (60)
calendar days prior written notice to the other party.

6.4 Pokud se zjisti, Ze nékterda cast této smlouvy
porusuje platné zakony a predpisy, souhlasi smluvni strany
s tim, Ze sjednaji v dobré vife napravu prostfednictvim
pisemného dodatku k této Smlouvé. Pokud se smluvni
strany nedohodnou na novych nebo zménénych
podminkach tak, jak je potfeba k tomu, aby celd smlouva
odpovidala zdkonim a predpisiim, mUze libovolna strana
tuto smlouvu ukonéit pisemnou vypovédi se
Ihdtou Sedesat (60) kalendarnich dnl zaslanou druhé
strané.

7. Ownership of Data — Confidentiality — Registry —
Publication

7. Vlastnictvi udajd — davérnost -

publikace

registr -
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7.1 Ownership of Data

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 Clinical Trial in the
course of conducting the Clinical Trial (the “Data”) shall be
the property of Janssen or its designee. On the
understanding that all such data generated by Institution
and/or Principal Investigator answers the definition of a
database according to Section 88 et seqq. of Act No.
121/2000 Coll., on copyright, the entitlements relating to
copyright and on amendment to certain acts, as amended
(“Copyright Act”), Institution and/or Principal Investigator
undertake to grant Janssen or its designee the right to
exercise and exploitation or utilization of the entire
content of the database or a qualitatively or quantitatively
majority thereof in accordance with Section 90(1) of the
Copyright Act. Janssen or its designee may use the Data as
it sees fit, although only in accordance with regulations for
protection of personal data and other applicable legal
regulations and the terms and conditions of this
Agreement. Any copyrightable work created in connection
with the performance of the Clinical Trial and 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.

7.1 Vlastnictvi tdaju

Vsechny zdznamy subjektu hodnoceni a ostatni
Udaje zahrnujici mimo jiné pisemné, tisténé, grafické,
obrazové azvukové materidly ainformace obsazené ve
vSech pocitacovych databdzich nebo v poditaéem citelné
formé, které jsou generované poskytovatelem nebo
hlavnim zkousejicim nebo jinymi pracovniky podilejicimi se
na klinickém hodnoceni béhem jeho provadeéni (,udaje”),
budou majetkem spole¢nosti Janssen nebo ji povérené
osoby. JelikoZz jsou poskytovatel nebo hlavni zkousejici
srozuméni stim, Ze vSechny tyto Udaje vygenerované
poskytovatelem nebo hlavnim zkousejicim odpovidaji
definici databaze podle § 88 a nasl. zakona ¢. 121/2000
Sb., o pravu autorském, o pravech souvisejicich s pravem
autorskym aozméné nékterych zakonl( (,autorsky
zakon“), zavazuji se udélit spolecnosti Janssen nebo ji
povérené osobé pravo uplatnit nebo vyuzit cely obsah
databaze nebo jeji kvalitativni nebo kvantitativni vétSinu
v souladu s § 90(1) autorského zdkona. Spolecnost Janssen
nebo ji povéfend osoba mohou pouzZivat Udaje tak, jak
budou povaZovat za vhodné, ikdyZz pouze v souladu
s predpisy na ochranu osobnich Udajd a dal$imi platnymi
zdkonnymi predpisy a podminkami této smlouvy. VSechna
dila zplsobild k zapisu autorského prava v souvislosti
s provadénim klinického hodnoceni a obsazena v Udajich
(kromé publikovani hlavnim zkousejicim, jak je uvedeno
v bodé 7.4) budou v maximalnim rozsahu povoleném
zdkonem povaZovdna za ,zhotoveni véci na zakazku”
a budou majetkem spolec¢nosti Janssen nebo ji povérené
osoby. Poskytovatel ani hlavni zkouSejici nesmi pouzivat
Udaje pro komercni Ucely, a to véetné podani patentové
prihlasky nebo podani Udaji v rdmci podpory probihajici
nebo budouci patentové prihlasky bud ve vlastni
prospéch, nebo ve prospéch libovolného ziskového
subjektu, véetné pouZiti udaji na podporu vyzkumu pro
ziskovy subjekt nebo ve spoluprdci s nim. Ustanoveni
tohoto odstavce zUstanou v platnosti i po ukonéeni nebo
uplynuti doby platnosti této smlouvy.

7.2 Trade Secret / Confidentiality

All information, including, but not limited to,
information relating to the Study Product, the Protocol,
the Investigator’s brochure, the Study design, the
operations of Janssen or its affiliates, such as patent
applications, formulas, manufacturing processes, basic

scientific data, prior clinical research and formulation
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information, provided to the Institution or the Principal
Investigator or other staff involved with the Clinical Trial
and not previously published (“Confidential Information”)
as well as the Data, the number of the Trial Subjects, the
detailed financial budget of the Clinical Trial, the amount
of compensation provided to the Trial Subjects (if any),
insurance policy and insurance certificate are equally
considered confidential and the same is in the exclusive
ownership of Janssen or its affiliated companies. Janssen
considers the Confidential Information, Data, the number
of the Trial Subjects, the detailed financial budget of the
Clinical Trial, the amount of compensation provided to the
Trial Subjects (if any), insurance policy and insurance
certificate to be its trade secret (jointly as the “Trade
Secret”) pursuant to Section 504 of Act No. 89/2012 Coll.,
the Civil Code, as amended (“Civil Code”). Both during and
after the term of this Agreement, Institution and the
Principal Investigator shall use their best efforts to
maintain in confidence and use the same only for the
purposes envisaged by this Agreement:

(i) Janssen’s Trade Secret;
(ii) Janssen Confidential Information;

(iii) 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 the Institution and/or the Principal
Investigator; and
(iv) the Data.

The above obligations shall not apply to information that
is the subject matter of Clause 7.2(ii) - (iv) and which:

a) was published without a fault on the part of the
Institution or the Principal Investigator;

b) the use or disclosure of which has been approved
in writing by Janssen; or

c) has been published in accordance with Clause 7.5
of the Agreement.

budou poskytnuty poskytovateli nebo hlavnimu
zkousejicimu nebo jinym pracovnikim podilejicim se na
klinickém hodnoceni a které nebyly dfive zverejnény
(,dGvérné informace”), ataké udaje, pocet subjekt(
hodnoceni, podrobny finanéni rozpocet klinického
hodnoceni, vySe nahrady poskytované subjektim
hodnoceni (pokud je poskytovana), pojistky a pojistné
certifikaty jsou stejnym zplsobem povaZovany za dlivérné
a jsou ve vyhradnim vlastnictvi spole¢nosti Janssen nebo
jejich pridruzenych spolecnosti. Spolec¢nost Janssen

povaZuje duvérné informace, udaje, pocet subjektl
hodnoceni, podrobny finanéni rozpocet klinického
hodnoceni, vysi nahrady poskytovanou subjektim

hodnoceni (pokud je poskytovana), pojistky a pojistné
certifikaty za své obchodni tajemstvi (souhrnné ,obchodni
tajemstvi“) ve smyslu §504 zdkona ¢.89/2012 Sb.,
obcansky zakonik, v platném znéni (,,obcansky zakonik“).
Béhem doby platnosti této smlouvy ipo ni budou
poskytovatel a hlavni zkousejici vynakladat maximalni usili
na zachovani dlvérnosti a pouZivani nize uvedenych
poloZek pouze pro ucely pfedpokladané touto smlouvou:

(i) obchodni tajemstvi spolecnosti Janssen;
(ii) dlavérné informace spolecnosti Janssen;

(iii) informace, které by rozumna osoba povaZovala za
divérné aza chranény majetek spolecnosti Janssen
ajejich pobocek, ainformace, které jsou sdéleny
spolecnosti Janssen nebo jejim jménem poskytovateli
nebo hlavnimu zkousejicimu; a

(iv) udaje.

VySe uvedené povinnosti se nevztahuji na informace, které
jsou pfredmétem bodu 7.2 (ii)—(iv) a které:

a) byly zvefejnény bez zavinéni ze strany
poskytovatele nebo hlavniho zkousejiciho;
b) jejichz pouziti nebo sdéleni bylo pisemné

schvaleno spolecnosti Janssen; nebo
c) byly zvefejnény vsouladu sbodem 7.5 této
smlouvy.

The 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 neposkytnout informace, které
predstavuji obchodni tajemstvi spolecnosti Janssen,
Zadateli ve smyslu zdkona ¢.106/1999 Sb., o volném
pfistupu k informacim, v platném znéni.
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The provisions of this paragraph shall survive the
termination of this Agreement.

Ustanoveni tohoto odstavce zlstanou v platnosti ipo
ukonceni této smlouvy.

7.3. Agreement Registry in the Czech Republic
Janssen undertakes to ensure the publication of the
Agreement with the exception of Trade Secret and other
information that should be excluded from such publication
(e.g. personal data) through the Agreement Registry 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 Agreement registry (the “Act on
Agreement Registry”).

Contracting Parties acknowledge that Institution is obliged
to publish this Agreement in accordance to Act no.
340/2015 Coll., on Agreement Registry (Act on Agreement
Registry). Version of this Agreement to be published will
be agreed by the Parties through email. The Institution will
proceed with the publication.

7.3.  Registr smluv Ceské republiky

Spolecnost Janssen se zavazuje zajistit zverejnéni smlouvy
s vyjimkou obchodniho tajemstvi a ostatnich informaci,
které by mély byt ztohoto zvefejnéni vylouceny (napft.
osobni udaje), prostfednictvim registru smluv jako
vefejného spravniho informacniho systému ve smyslu
§5(1) zadkona ¢.340/2015, o zvlastnich podminkach
Ucinnosti nékterych smluv, uverejiovani téchto smluv
a o registru smluv (,,zakon o registru smluv“).

Smluvni strany berou na védomi, Ze poskytovatel je
povinen uverejnit tuto Smlouvu v souladu se zdkonem ¢.
340/2015 Sb., o registru smluv (dale jen zdkon o registru
smluv). Verze smlouvy uréena kuverejnéni bude
smluvnimi stranami odsouhlasena prostfednictvim e-
mailu. Uverejnéni provede poskytovatel.

7.4 Registry

Prior to the initiation of enrollment, Janssen will
have the right to publicly register protocol summaries and
site contact details from company sponsored trials of both
investigational medicinal products and marketed
medicinal products 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 ICMIJE for studies
intended to be published in the international peer-
reviewed literature (http://www.icmje.org); or (iii) from
company sponsored trials 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. In accordance with the
legislation of the Czech Republic, the Clinical Trial
description shall be published on the internet site of State
Institute for Drug Control www.sukl.cz and will also be
available on the website
https://www.clinicaltrialsregister.eu/index.html and
www.ClinicalTrials.gov, as required by the legislation of
the EU and the USA. In addition, equivalent websites and
websites of Janssen and its affiliates may be used for
registration purposes.

7.4 Zapis

Spolecnost Janssen ma pravo pred zahdjenim
naboru verejné zapsat shrnuti protokolu a kontaktni udaje
pracovisté z hodnoceni zadanych spolecnosti jak
u hodnocenych pripravk, tak u registrovanych léCiv, kterd
splnuji nejméné jedno 1z nasledujicich  kritérii: (i)
spole¢nost Janssen nebo jedna zjejich pFidruzenych
spoleCnosti je povinna je registrovat podle platnych

zdkonU a predpist avsouladu s nimi; (ii) vyZaduje to

ICMJE pro studie, které maji byt publikovany
VvV recenzované mezinarodni literature
(http://www.icmje.org); nebo (iii) zklinickych studii

hodnocenych i registrovanych léciv a pfipravkd zadanych
spolec¢nosti, které byly odpovidajicim zplsobem navrzeny
a dobfe fizeny bez ohledu na to, zda to vyZaduje bod (i)
nebo (ii) vySe vtomto bodé, ¢i nikoli. Popis klinického
hodnoceni bude v souladu s legislativou Ceské republiky
zverejnén na internetovych strankach Statniho Ustavu pro
kontrolu lé¢iv www.sukl.cz a bude dostupny také na
https://www.clinicaltrialsregister.eu/index.html

a www.ClinicalTrials.gov, jak poZaduje legislativa EU
a USA. Kromé toho lze pro registracni Ucely pouZit
ekvivalentni webové stranky a oficidlni webové stranky
spolecnosti Janssen nebo jejich pridruzenych spole¢nosti.
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Any person accessing a clinical trial listing for a
clinical trial on www.clinicaltrials.gov may elect to
complete an online eligibility-screening questionnaire
made available through Janssen funding. For Trial Subjects
screened as potentially eligible in Institution's and/or
Principal Investigator’s geographical area, Principal
Investigator will receive a report with the completed
screen and the Trial Subject's contact information.
Principal Investigator agrees to follow-up on the report
and to document such follow-up in source records.

Kazdd osoba nahlizejici do seznamu klinickych
hodnoceni na strdnce www.clinicaltrials.gov se muze
rozhodnout, zda chce vyplnit online dotaznik o kontrole

zpUsobilosti, ktery financuje spolecnost Janssen.
U subjektd hodnoceni, které projdou screeningem
v zemépisné oblasti poskytovatele nebo hlavniho

zkousejiciho jako potencidlné zpusobilé, obdrzi hlavni
zkousejici zpravu s provedenym screeningem
a kontaktnimi udaji subjektu hodnoceni. Hlavni zkousejici
souhlasi s tim, Ze na tuto zpravu navazie a zdokumentuje
toto sledovani ve zdrojovych zaznamech.

7.5 Publication

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
Clinical Trial, Janssen or its designee shall have the first
right to publish and/or present in public the Data of the
Clinical Trial, 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 Clinical Trial to the peer
reviewed literature has not occurred within twelve (12)
months of Clinical Trial completion, Janssen or its designee
may post the results of the Clinical Trial to a clinical trial
results web site 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 Clinical Trial and any background information
that is necessary to include in any publication of Clinical
Trial results or necessary for other scholars to verify such
Clinical Trial results. Institution and Principal Investigator
will include a statement that creation of the Data was
supported in part by Janssen or its designee.

7.5 Publikace

Spole¢nost Janssen nebo ji povérena osoba budou
mit v souvislosti s udaji nebo jinymi informacemi
generovanymi na  zdkladé sluzeb provedenych
poskytovatelem, hlavnim zkousejicim nebo jinymi
pracovniky spojenymi s timto klinickym hodnocenim nebo
jejich jménem podle této smlouvy prednostni pravo na
zvefejnéni nebo verejnou prezentaci Udaja klinického
hodnoceni, at uz formou Ustni prezentace na kongresu,
nebo formou publikace, ato bez schvdleni ze strany
poskytovatele nebo hlavniho zkousejiciho. Navic, pokud
do dvanacti (12) mésic od dokonceni klinického
hodnoceni nebude klinické hodnoceni publikovano
v recenzované literature, mlze spolecnost Janssen nebo ji
povérend osoba zverejnit vysledky klinického hodnoceni
na webovych strankach vysledkd klinickych hodnoceni ve
formé prehledné zpravy o klinickém hodnoceni ve formatu
ICH-E-3, pokud se pouZziva. Poskytovatel a hlavni zkousejici
maji pravo publikovat vysledky klinického hodnoceni
a pfipadné podkladové informace, které je potfeba
zahrnout do publikace vysledkl klinického hodnoceni
nebo které jsou nezbytné pro ostatni védce, aby mohli
vysledky tohoto klinického hodnoceni ovérit. Poskytovatel
a hlavni zkousejici zahrnou do zpravy prohlaseni o tom, ze
vytvoreni Udaji bylo caste¢né podporeno spolecnosti
Janssen nebo ji povérfenou osobou.
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If a particular Clinical Trial is part of a multicenter
Clinical Trial, Institution and Principal Investigator for such
Clinical Trial shall not publish data derived from the
individual Study Site until the combined results from the
completed Clinical Trial have been published in a joint,
multicenter publication of the Clinical Trial results.
However, if such a multicenter publication is not
submitted within eighteen (18) months after conclusion,
abandonment or termination of the Clinical Trial at all
sites, or after Janssen confirms there will be no
multicenter Clinical Trial publication, Institution and/or
Principal Investigator may publish the results from the
Study Site individually in accordance with this Section.

Pokud je  klinické  hodnoceni  soucasti
multicentrického klinického hodnoceni, poskytovatel
a hlavni zkousejici nezverejni udaje ziskané z jednotlivych
pracovist provadéjicich hodnoceni, dokud nebudou
slou¢ené vysledky dokonéeného klinického hodnoceni
zvefejnény ve spolecné multicentrické publikaci vysledkd
daného klinického hodnoceni. Pokud vSak tato
multicentrickd publikace nebude odevzdana do osmnacti
(18) mésici od dokonceni, zastaveni nebo ukonceni
klinického hodnoceni na vSech pracovistich, nebo poté, co
spole¢nost Janssen potvrdi, Ze Zzadna multicentricka
publikace o klinickém hodnoceni vydana nebude, muize
poskytovatel nebo hlavni zkousejici zverejnit vysledky
z pracovisté provadéjiciho studii individualné v souladu
s timto bodem.

If Institution and/or Principal Investigator wish to
publish information from the Clinical Trial, 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 additional sixty (60) calendar days
to allow for filing of a patent application.

Pokud chce poskytovatel nebo hlavni zkousejici
zverejnit informace z klinického hodnoceni, musi predlozit
spolecnosti Janssen rukopis ke kontrole, ato nejméné
Sedesat (60) kalendarnich dnd pred jeho odevzdanim
k publikovani nebo prezentaci. Spolecnost Janssen
a poskytovatel nebo hlavni zkousejici na pozadani zajisti
urychlenou kontrolu vytahl, posterovych prezentaci,
pfipadné jinych materiald. Aniz by tim bylo dotéeno vyse
uvedené, bez predchoziho pisemného souhlasu
spolecnosti Janssen nebudou odevzdany ke zvefejnéni
zadné prace obsahujici divérné informace spolec¢nosti
Janssen. Pokud oto budou pisemné pozadani, pozdrii
poskytovatel nebo hlavni zkouSejici takovou publikaci
o dalSich Sedesat (60) kalendarnich dnl, aby umoznili
podani patentové pfihlasky.

7.6 Institution and Principal Investigator warrant the
compliance of all co-investigators and other personnel
involved with the Clinical Trial with the provisions of this
Section.

7.6 Poskytovatel a hlavni zkousejici zarucuji, Ze vSichni
spoluzkousejici a ostatni pracovnici podilejici se na
klinickém hodnoceni dodrZi ustanoveni tohoto bodu.
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8. Patents

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 Clinical Trial investigators and
other personnel involved with the Clinical Trial 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 Clinical Trial investigators and other personnel
involved with the Clinical Trial 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.

8. Patenty

Je potvrzeno ama se za to, Ze vyndlezy atechnologie
spole¢nosti Janssen a jejich pfidruzenych spolecnosti,
poskytovatele a hlavniho zkousejiciho existujici k datu
Ucinnosti  jsou jejich samostatnym majetkem a tato
smlouva na né nema vliv. VSechna prdva na jakékoli objevy
nebo vynalezy bez ohledu na to, zda jsou zpUsobilé
k patentovani, ¢i nikoli, které budou vymysleny nebo
vymysleny a uvedeny do praxe jako vysledek praci
provedenych podle této smlouvy (,,vynalez”), budou patfit
spole¢nosti Janssen nebo ji povérené osobé. Poskytovatel
a hlavni zkousejici ihned ozndmi kazdy vynalez spole¢nosti
Janssen. Poskytovatel a hlavni zkousejici souhlasi s tim, ze
spole¢nosti Janssen nebo ji povérené osobé postoupi
(a zajisti, aby vSichni zkousSejici vramci klinického
hodnoceni a ostatni pracovnici podilejici se na klinickém
hodnoceni postoupili) vyhradni a vylu¢né vlastnictvi vSech
vyndlezd. Spolecnost Janssen ma pravo, avsak nikoli
povinnost podat, vykondvat a vymahat vSechny patenty
souvisejici s jakymkoli vyndlezem. Poskytovatel a hlavni
zkousejici podepisi a zajisti, aby jejich zaméstnanci
a vSichni zkousejici v rdmci klinického hodnoceni a ostatni
pracovnici podilejici se na klinickém hodnoceni podepsali
vSechny dokumenty potfebné k pfevodu vsech prav,
narokd a Ucasti na jakémkoli vyndlezu na spolecnost
Janssen nebo ji povérfenou osobu, a budou odpovédni za
provedeni vsech Ukon( a uhrazeni vsech plateb a nahrad
za vSechny tyto vyndlezy ucinéné jejich zaméstnanci nebo
odbornymi pracovniky, jak stanovi platny zdkon, aby
umoznili spole¢nosti Janssen nebo ji povéfené osobé
vlastnit a vyuZivat vSechny tyto vynalezy.

Institution warrants that Principal Investigator and all
others performing services under this Agreement are
employees or agents of Institution and are obligated to
assign to Institution all inventions and discoveries made in
the course of their employment or agency, either by
written agreement or by the terms of their employment.

Poskytovatel zaru€uje, Ze hlavni zkousejici a vSechny
ostatni osoby poskytujici sluzby podle této smlouvy jsou
zaméstnanci nebo zastupci poskytovatele a jsou povinni
postoupit poskytovateli vsSechny vyndlezy a objevy
ucinéné béhem jejich pracovniho poméru nebo v ramci
zastupovani bud’ na zakladé pisemné smlouvy, nebo podle
podminek jejich pracovniho pomeéru.

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

Ustanoveni tohoto odstavce zUstanou v platnosti ipo
ukonceni nebo uplynuti doby platnosti této smlouvy.

9. Compensation

9. Nahrady
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9.1 The budget and compensation to be paid for the
Clinical Trial is contained in Annex B and in Annex E, with
the amounts for the Institution in both Annexes
corresponding. Payment shall be due and payable in
accordance with the schedule set forth in Annex B.
Payment for the Principal Investigator and his team will be
handled by separate agreements between Janssen and the
Principal Investigator / members of his team. The Chief
Examiner and team members are responsible for the
proper taxation of this reward.

9.1 Rozpocet anahrady vyplacené za klinické
hodnoceni jsou obsazZeny v pfiloze B a v pfiloze E, pficemz
Castky pro Poskytovatele v obou pfilohach koresponduji.
Platby budou splatné vsouladu sharmonogramem
uvedenym v pfiloze B. Platba pro hlavniho zkousejiciho a
jeho tym bude reSend separdtnimi smlouvami mezi
spole¢nosti Janssen a hlavnim zkousejicim/¢leny jeho
tymu. Hlavni zkousejici a ¢lenové tymu jsou zodpovédni za
fadné zdanéni této odmény.

9.2 All payments will be made against invoices duly
issued by the Institution in accordance with calculations
produced by Janssen, containing payments for all services
properly performed in the clinical trial, and approved by
Investigator. Amounts in Annex B do not include VAT. VAT
will be added in accordance and in the amount as
prescribed by the laws in effect on the date of the issuance
of invoice by Institution. Payments will be reimbursed for
every 6 calendar months period. Breach of the obligation
to create a calculation for billing purposes will not affect
the Institution's right to payment under this Agreement
and Annex B, which right arises by completion of the
respective visit (activity). Should Janssen delay in
producing the calculation more than thirty (30) days after
the end of the 6 calendar months period, the Institution is
entitled to issue an invoice on the basis of available
information. The source material for invoicing and all
notices shall be sent to: contact person: [JJj email: |}
tel: . Invoice due date is 45 days after the issuance by
the Institution. The date of taxable delivery is the date of
issuance of the invoice. In case of late payment, the
provider is entitled to charge interest on arrears in the
statutory amount.

9.2 Vsechny platby budou uhrazeny oproti fakturam,
které budou radné vystaveny Poskytovatelem v souladu
s kalkulacemi provedenymi  spole¢nosti  Janssen,
obsahujicimi platby za vSechny sluzby fadné realizované v
ramci klinické studie a odsouhlasenymi Hlavnim
zkousejicim. Castky uvedené v piiloze B jsou bez DPH. DPH
bude pripoctena v souladu a ve vysi dle zakonU platnych
k datu vystaveni faktury poskytovatelem. Platby budou
vyplaceny za obdobi kaZdych 6 kalendarnich mésicl.
Poruseni povinnosti vytvofit kalkulaci pro ucely fakturace
nebudou mit vliv na pravo Poskytovatele na platbu podle
této smlouvy apfilohyB, kdy toto prdvo vznika
dokonéenim pfrislusné navstévy (Cinnosti). Pokud se
spolecnost Janssen zpozdi s vyhotovenim vypoctu o vice
nez tficet (30) dnd od konce obdobi 6 kalendainich
mésicl, ma poskytovatel pravo vystavit fakturu na zakladé
dostupnych informaci. Zdrojové materidly pro fakturaci
a vSechna oznameni budou zasilana: kontaktni osoba: .,
email: ., tel: . Datum splatnosti faktury je 45 dnl od
jejiho vystaveni. Datem zdanitelného plnéni je datum
vystaveni faktury. V pfipadé pozdni uUhrady bude
Poskytovatel uctovat urok z prodleni v zdkonné vysi.

9.3 The Parties acknowledge and agree that the
compensation and support provided by Janssen to
Institution and/or Principal Investigator pursuant to this
Agreement represents the fair market value for the
research services conducted by Institution and Principal
Investigator, has been negotiated in an arms-length
transaction, and has not been determined in a manner
that takes into account the volume or value of any
referrals or other business otherwise generated between
Janssen and its affiliates and Institution or Principal
Investigator. Nothing contained in this Agreement shall be
construed in any manner as an obligation or inducement
for Institution or Principal Investigator to recommend that

9.3 Smluvni strany potvrzuji asouhlasi stim, Ze
nahrady a podpora poskytovand spole¢nosti Janssen
poskytovateli nebo hlavnimu zkousejicimu podle této
smlouvy predstavuji redlnou trzni cenu vyzkumnych sluzeb
provadénych poskytovatelem a hlavnim zkousejicim, byly
sjednany jako objektivni transakce a nebyly stanoveny
zpUsobem  zohledniujicim  objem nebo hodnotu
doporucenych osob nebo jiny obchod uzavieny jinym
zplUsobem mezi spolecnosti Janssen a jejimi pfidruzenymi
spole¢nostmi a poskytovatelem nebo hlavnim
zkousejicim. Zadné ustanoveni této smlouvy nebude
zadnym zplsobem vykladano jako zavazek nebo pobidka
pro poskytovatele nebo hlavniho zkousejiciho
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any person or entity purchase Janssen’s products or those
of any entity affiliated with Janssen.

k doporucovani toho, aby libovolnd osoba nebo subjekt
nakupovali ptipravky spole¢nosti Janssen nebo pfipravky

libovolného subjektu pfidruzeného ke spolecnosti
Janssen.
9.4 Neither Institution nor Principal Investigator shall | 9.4 Poskytovatel ani hlavni zkousejici nebudou

bill any third party for any Study Product or other items or
services furnished by Janssen in connection with the
Clinical Trial, or any services provided to Trial Subjects in
connection with the Clinical Trial for which payment is
made as part of the Clinical Trial.

Uctovat treti osobé jakykoli hodnoceny pfripravek nebo jiné
polozky nebo sluzby doddvané spolecnosti Janssen
v souvislosti s klinickym hodnocenim ani Zadné sluzby
poskytované  subjektim hodnoceni v souvislosti
s klinickym hodnocenim, za které je jako soucdst
klinického hodnoceni poskytovana uhrada.

9.5 In the event of early termination of this
Agreement or the Clinical Trial, the Institution shall be
reimbursed with proportionate part of the remuneration
according to the Annex B to this Agreement, according to
the activities completed in accordance with the Protocol.

9.5 V pfipadé predéasného ukonceni této smlouvy
nebo klinického hodnoceni bude poskytovateli uhrazena
pomérna ¢ast odmény podle pfilohy B k této smlouvé
podle ¢innosti provedenych v souladu s protokolem.

9.6 Travel expenses of Trial Subjects shall be borne by
Janssen in accordance with this paragraph and Appendix
C, Reimbursement Specification by Distance. Janssen will
provide the Principal Investigator meal-vouchers and who
will confirm the receipt of such meal-vouchers in writing
on the Completion Certificate, attached as Exhibit 1 to
Annex C. These meal-vouchers will serve as
reimbursement to the Trial Subjects for travel expenses
related to distance traveled as set out in Appendix C. Meal-
vouchers distributed by the Principal Investigator to Trial
Subjects will be evidenced in the form set out in Exhibit 2
to Annex C, Proof of Dispensing Meal-vouchers. The
reimbursement amounts for travel expenses set out in
Appendix C, are in accordance with applicable law and
approved by the ethics committee.

9.6 Cestovni vydaje subjektd hodnoceni uhradi
spoleCnost Janssen vsouladu stimto odstavcem
a pfilohou C — Stanoveni proplacenych nahrad podle
vzdalenosti. Spolecnost Janssen poskytne hlavnimu
zkousejicimu stravenky, jejichz prevzeti hlavni zkousejici
potvrdi pisemné v potvrzeni o provedeni pfipojeném jako
rozpis 1 k pfiloze C. Tyto stravenky budou slouzit jako
Uhrada poskytovana subjektiim hodnoceni za cestovni
vydaje souvisejici se vzdalenosti, kterou museli cestovat,
jak je uvedeno v pfiloze C. Stravenky pfidélované hlavnim
zkousejicim subjektim hodnoceni budou doloZzeny podle
formulare uvedeného v dodatku 2 k pfiloze C — Doklad
o vydani stravenek. Castky proplacené za cestovni vydaje,
které jsou uvedeny v pfiloze C, jsou v souladu s platnymi
zadkony a jsou schvaleny etickou komisi.

10. Indemnification

10. Odskodnéni

10.1  Janssen shall defend, indemnify and hold harmless
Institution, its trustees, officers, agents and employees
(including Principal Investigator and co-investigators) from
any and all losses, costs, expenses, liabilities, claims,
actions and damages, based on a personal injury to a Trial
Subject directly caused by use of the Study Product in
accordance with the Protocol during the course of the
Clinical Trial.

10.1  Spolecnost Janssen ochrani, zbavi odpovédnosti
a odskodni poskytovatele, jeho ¢leny spravni rady,
Uredniky, zdstupce azaméstnance (véetné hlavniho
zkousejiciho a spoluzkousejicich) za vSechny ztraty,
naklady, vydaje, zdvazky, naroky, Zaloby a Skody
zpUsobené Ujmou na zdravi subjektu hodnoceni, kterd byla
zplUsobena pfimo uzivanim hodnoceného pripravku
v souladu s protokolem béhem klinického hodnoceni.
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10.2 The above obligation of Janssen, as stated in
Section 10.1, shall not apply and Janssen shall not be liable
for any indemnification or expenses, and, in fact,
Institution shall defend, indemnify and hold harmless
Janssen, for actions or claims in any way arising from or
caused by the willful, reckless, or negligent acts or
omissions, or professional malpractice of Institution or any
of its trustees, officers, agents or employees (including
Principal Investigator and co-investigators), or arising from
or caused by any of their failures to comply with the
provisions of this Agreement or the Protocol, with
Janssen’s written recommendations and instructions
related to the use of the Study Product, or with any
applicable legal and regulatory requirements.

10.2 VySe uvedend povinnost spolecnosti Janssen
uvedend v bodé 10.1 nebude platit a spole¢nost Janssen
nebude odpovédna za odskodnéni nebo vydaje ave
skutecnosti poskytovatel ochrani, zbavi odpovédnosti
a odskodni spole¢nost Janssen za veskeré Zaloby nebo
naroky, které jakymkoli zplisobem vyplynou nebo budou
zpUsobeny umysinym, hrubym nebo nedbalym jednanim
nebo opomenutim nebo odbornym pochybenim
poskytovatele nebo nékterého z jeho clenl spravni rady,
Urednikd, zastupcl nebo zaméstnanci (véetné hlavniho
zkousejiciho a spoluzkousejicich), nebo které vyplynou
nebo budou zpUsobeny jejich nedodrZzenim ustanoveni
této smlouvy nebo protokolu, pisemnych doporuceni
a pokyn spolecnosti Janssen tykajicich se pouziti
hodnoceného pripravku a platnych zakonnych
a regulacénich pozadavk.

10.3 The obligation of the indemnifying party
hereunder shall apply only if the other party provides
prompt notification upon receipt of notice of any claim or
suit, permits the indemnifying party and its attorneys and
personnel to handle and control the defense of such claims
or suits, including pretrial, trial or settlement, and the
indemnified party fully cooperates and assists in such
defense, provided that the indemnifying party shall not be
relieved of its obligations hereunder if the indemnified
party’s failure to notify the indemnifying party does not
prejudice the defense of such claim.. The indemnified
party further agrees that it will not settle or compromise
any such claim or suit without the prior written consent of
the indemnifying party.

10.3  Povinnost odskodfujici strany vyplyvajici z této
smlouvy bude platit pouze v pfipadé, Ze druha strana po
pfijeti ozndmeni o Zalobé nebo soudnim sporu zasle druhé
strané neprodlené vyrozuméni a povoli odskodnujici
strané a jejim pravnim zastupclm a pracovnikim ujmout
se obhajoby téchto Zalob nebo soudnich sport a fidit je,
ato vcetné predbézného fizeni, fizeni samotného nebo
vyporadani, a za podminky, Ze odSkodrfiovana strana bude
pri této obhajobé plné spolupracovat a pomdhat, s tim, ze
odSkodnujici strana nebude zbavena svych povinnosti
podle této smlouvy, pokud neinformovani ze strany
odSkodriované strany neznemozZiuje obhajobu proti
takovému naroku. OdSkodnovana strana dale souhlasi
stim, Ze tuto Zalobu nebo soudni spor neuzavie
vyporadanim nebo smirem bez predchoziho pisemného
souhlasu odSkodnujici strany.

11. Insurance

11.  Pojiténi

11.1  Institution and Principal Investigator shall secure
and maintain in full force and effect through the
performance of the Clinical Trial and following termination
of the Clinical Trial to cover any claims arising from the
Clinical Trial liability insurance for damages caused in
connection with the provision of health care in accordance
with the regulations governing the provision of health
services, including:

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

general liability.

(ii) obecné odpovédnosti.

11.2  Janssen shall secure and maintain in full force and
effect through the performance of the Clinical Trial (and
following termination of the Clinical Trial to cover any
claims arising from the Clinical Trial) insurance coverage
required for clinical trials or as otherwise required by
applicable law in amounts appropriate to the conduct of
Janssen’s business activities and in compliance with the
applicable legal and regulatory requirements.

11.2  Spolecnost Janssen zajisti a bude po celou dobu
provadeéni klinického hodnoceni (a po ukonceni klinického
hodnoceni za ucelem pokryti pripadnych narokd
vyplyvajicich z klinického hodnoceni) udrzovat v ucinnosti
a platnosti pojistné kryti pozadované pro klinicka
hodnoceni nebo tak, jak bude jinak poZzadovano platnymi
zdkony, ato v castkdch odpovidajicich provadéni
podnikatelské cinnosti spolecnosti Janssen av souladu
s platnymi zdkonnymi a regulaénimi poZadavky.

11.3  Upon request, each party required to maintain
insurance pursuant to this Agreement shall provide the

11.3  Jednotlivé smluvni strany, které maji povinnost
udrZovat pojisténi podle této smlouvy, predlozi druhé

other party with certificates of insurance evidencing the | strané potvrzeni o pojiSténi prokazujici poZadované
required insurance coverage. pojistné kryti.

12. Financial Disclosure — Conflict of Interest — | 12. Sdélovani financnich udaju — stfet zajma -
Debarment vylouceni

12.1 Institution and Principal Investigator agree to | 12.1  Poskytovatel a hlavni zkousejici souhlasi s tim, Ze

provide all information to Janssen necessary to comply
with any disclosure requirements mandated by any
competent health authority (including, if applicable, the
US FDA), relevant trade association or similar body, or
other applicable national or local laws, including any
information required to be disclosed in connection with
any financial relationship between Janssen, its affiliates
and agents of the Johnson & Johnson group of companies
on one hand, and on the other hand, Institution/Principal
Investigator/any co-investigator involved in the Clinical
Trial/any other 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 Clinical Trial.

poskytnou spolecnosti Janssen vSechny informace
potfebné k dodrzeni pozadavk( na sdélovani informaci ze
strany kompetentnich zdravotnickych ufadd (pfipadné
vCetné amerického Uradu FDA), pfislusného obchodniho
sdruzeni nebo podobného organu nebo pozadavki
platnych vnitrostatnich nebo mistnich zakon(, mimo jiné
v€etné informaci, jejichz sdéleni je poZadovano
v souvislosti s finanénimi vztahy mezi spole¢nosti Janssen,
jejimi  pobockami a zastupci spole¢nosti ve skupiné
Johnson & Johnson na strané jedné ana druhé strané
poskytovatelem nebo hlavnim zkouSejicim nebo
spoluzkousejicim podilejicim se na klinickém hodnoceni
nebo jinym zastupcem ¢i zaméstnancem poskytovatele
nebo hlavniho zkousSejiciho. Tyto poZadavky na
poskytovani informaci mohou vyZadovat sdéleni informaci
tykajicich se bezprostiednich rodinnych pfislusniki osob
podilejicich se na klinickém hodnoceni.

12.2  Institution and Principal Investigator confirm that
there is no conflict of interest between the 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

12.2  Poskytovatel a hlavni zkousejici potvrzuji, Ze mezi
smluvnimi stranami nevznika stfet zajmu, ktery by
znemozioval nebo ovlivioval plnéni této smlouvy ze
strany poskytovatele nebo hlavniho zkousejiciho,
a potvrzuji, Ze jejich plnéni provadéné podle této smlouvy
neporusuje jinou dohodu se tretimi osobami. Pokud
béhem pInéni této smlouvy vznikne stfet zajmaq,
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Janssen if any conflict of interest arises during the
performance of this Agreement.

poskytovatel a hlavni zkousejici o tom budou spolecnost
Janssen neprodlené informovat.

12.3  Principal Investigator confirms he/she:
(i) is not debarred by a competent health authority
(including, if applicable, the US FDA); and

(ii) has not been sentenced for malpractice related to
the conduct of clinical trials.

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:

(i) is debarred by a competent health authority
(including, if applicable, the US FDA), or

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

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 Principal Investigator shall
immediately notify Janssen of any change in the status of
the representation and warranty set forth in this Section.

12.3  Hlavni zkousejici potvrzuje, Ze:

(i) neni kompetentnim zdravotnickym Uradem
(pfipadné vcetné amerického ufadu FDA) vyloucen
z vykonu ¢innosti; a

(ii) nebyl odsouzen za odborné pochybeni
v souvislosti s provadénim klinickych hodnoceni.

Poskytovatel a hlavni zkouSejici nebudou zaméstnavat,
uzavirat smluvni vztah nebo najimat na pfimé nebo
nepfimé provadéni sluzeb podle této smlouvy osobu,
ktera:

(i) je  kompetentnim  zdravotnickym  Gradem
(pfipadné vcetné amerického ufadu FDA) vyloucena
z vykonu cinnosti; nebo

(ii) byla odsouzena za odborné pochybeni
v souvislosti s provadénim klinickych hodnoceni.

Poskytovatel ahlavni zkousSejici do deseti (10)
kalendarnich dnd od pisemné Zadosti spolecnosti Janssen
predloZi pisemné potvrzeni, Ze vySe uvedenou povinnost
dodrzZeli. Toto prohlaseni a zdruka budou trvalé po dobu
platnosti této smlouvy a poskytovatel a hlavni zkousejici
ihned vyrozumi spole¢nost Janssen o jakékoli zméné stavu
tohoto prohlaseni a zaruky, jak stanovi tento bod.

13. Independent Contractor

13. Nezavisly dodavatel

Institution and Principal Investigator are acting in
the capacity of independent contractors hereunder and
not as employees or agents of Janssen.

Poskytovatel ahlavni  zkoulejici  jednaji
v postaveni nezavislych dodavatelll podle této smlouvy,
nikoli jako zaméstnanci nebo zastupci spolecnosti Janssen.

14. Publicity 14. Propagace
None of the parties shall use the name of any Zadna smluvni strana nebude pouZivat jméno
other party or any affiliate for promotional purposes | druhé smluvni strany nebo jakékoliv pfidruzené

without the prior written consent of the party whose
name is proposed to be used, nor shall either party
disclose the existence or substance of this Agreement
except as required by law.

spole¢nosti pro Uucely propagace bez predchoziho
pisemného souhlasu smluvni strany, jejiz jméno ma byt
pouzito. Zadnd smluvni strana dale nebude sdélovat
informace o existenci nebo obsahu této smlouvy, pokud to
nebude vyZadovat zakon.
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15. Notice

Any notices given hereunder shall be sent by
registered mail, by fax or personally delivered to the
addresses of the Parties listed in the header of this
Agreement.

15. Oznameni

Veskerd ozndmeni zasilana na zdakladé této
smlouvy budou zasldana doporucenou postou, faxem nebo
doru¢ena osobné na adresy smluvnich stran uvedené
v zahlavi této smlouvy.

16. Assignment

Janssen shall have the right to assign this
Agreement and shall use reasonable efforts to provide
prior written notice thereof to Institution. Neither
Institution nor Principal Investigator shall assign its rights
or duties under this Agreement to another without prior
written consent of Janssen. Any assignment in violation of
this Section 16 will be null and void. Subject to the
foregoing, this Agreement shall bind and inure to the
benefit of the respective Parties and their successors and
assigns.

16. Postoupeni

Spole¢nost Janssen md prdavo postoupit tuto
smlouvu avynalozi primérené Usili, aby otom
poskytovatele vyrozuméla pisemné pfedem. Poskytovatel
ani hlavni zkousejici nepostoupi sva prdva ani povinnosti
vyplyvajici z této smlouvy jiné osobé bez predchoziho
pisemného souhlasu spoleénosti Janssen. Jakékoliv
postoupeniv rozporu s timto bodem 16 bude neplatné. Na
zdkladé vyse uvedeného bude tato smlouva zavazna
a prospésna pro prislusné smluvni strany a jejich nastupce
a postupniky.

17. Miscellaneous

17. Ostatni ustanoveni

17.1 This Agreement may be amended only by a
written addendum entitled as such and appropriately
numbered, dated and signed by the Parties.

17.1 Tuto smlouvu Ize zménit pouze pisemnym
dodatkem, ktery bude takto pojmenovan a pfislusné
oclislovan a opatten datem a podpisem smluvnich stran.

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 Clinical
Trial. This Agreement takes precedence in any other
conflicts

17.2  Pokud je nékteré ustanoveni smlouvy v rozporu
s ustanovenim protokolu, bude mit v zdleZitostech
|ékarstvi, védy a provadeéni klinického hodnoceni prednost
protokol. V pfipadé ostatnich rozporld ma prednost tato
smlouva.

17.3  If any of the provisions defined under the Annexes
conflicts with any of the provisions of this Agreement, the
terms of the Annex will take precedence.

17.3  Pokud bude nékteré ustanoveni definované podle
pfiloh v rozporu s ustanovenimi této smlouvy, budou mit
prednost podminky pfilohy.

17.4 If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will remain in
effect.

17.4  Pokud bude néktera ¢ast této smlouvy shleddna
nevykonatelnou, zbytek této smlouvy zUstava v platnosti.

17.5 This Agreement constitutes the complete
agreement of the parties with respect to the subject
matter hereof. It expressly supersedes any prior or
contemporaneous oral or written representations or
agreements. Annexes form an integral part of the
Agreement.

17.5 Tato smlouva predstavuje Uplnou smlouvu mezi
smluvnimi stranami ve vztahu k jeji predmétné zéleZitosti.
Vyslovné nahrazuje vSechna predchozi nebo soubéind
ustni ¢i pisemna prohldseni ¢i dohody. Prilohy tvofi
nedilnou soucast smlouvy.
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17.6  The following provisions and any other term 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:
1.6,5,6,7,8,10,11, 12, 14, 16 and 17.

17.6  Nasledujici ustanoveni a dalsi podminky, z jejichz
povahy jasné vyplyva, Ze maji pretrvat i po ukonceni nebo
uplynuti doby platnosti této smlouvy, pretrvaji ipo
ukonceni nebo uplynuti doby platnosti této smlouvy: 1.6,
5,6,7,8,10,11,12,14, 16 a 17.

17.7  This Agreement is executed in three counterparts,
of which each Party shall receive one fully signed
counterpart.

17.7 Tato Smlouva je vyhotovena ve tfech
vyhotovenich, z nichz kazda strana obdrzi jedno plné
podepsané vyhotoveni.

17.8 This Agreement is made in Czech and English
language version. In case of discrepancy the Czech
interpretation shall prevail with taking into account
English interpretation.

17.8 Tato smlouva je vyhotovena v ¢eském a anglickém
jazykovém znéni. V pfipadé rozporu téchto verzi ma
prednost cesky wvyklad s pfihlédnutim k vykladu
anglickému.

17.9. Breach of obligations under this Agreement due to
laws or regulations of any government, force majeure
(war, civil unrest, destruction of production facilities and
materials, fire, flood, earthquake or storm, work riots, lack
of material, failure of public services or public carriers,
serious epidemic and pandemic diseases) or any other
causes beyond the reasonable control of the Party
concerned, shall not constitute a breach of this Agreement
and that Party shall be released from performance under
this Agreement to the extent and for the period of inability
to perform. The affected Party will inform the other Party
(ies) on the impossibility of performance and the affected
Party shall use its best endeavors to ensure that the
obstacle to force majeure disappears, its effects are
remedied or otherwise terminated.

17.9 Poruseni povinnosti stanovenych touto Smlouvou z
dlvodu pravnich predpisti nebo nafizeni jakékoliv vlady,
vyssi moci (valka, obcanské nepokoje, zniceni vyrobnich
zafizeni a materiadlQ, poZar, povoden, zemétreseni nebo
boure, pracovni nepokoje, nedostatek materidlu, vypadek
vefejnych sluzeb nebo vefejnych dopravcl, vaina
epidemicka a pandemickd onemocnéni) nebo jakychkoliv
jinych pficin, které jsou mimo pfimérenou kontrolu pfislusné
Strany, nebude predstavovat poruseni této Smlouvy a tato
Strana bude zproSténa povinnosti plnit na zakladé této
Smlouvy v rozsahu a po dobu nemoZnosti plnéni za
podminky, Ze nejprve pisemné uvédomi druhou Stranu
(Strany) o nemozZnosti plnéni a vynalozi maximalni Usili k
tomu, aby prekazka vyssi moci pominula, jeji ucinky byly
napraveny nebo jinak ukonceny.

18. Controlling Law

18. Rozhodné pravo

This Agreement shall be governed by and shall be
construed in accordance with the laws of the Czech
Republic. 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. The Parties undertake to submit all
disputes or controversies that the Parties are unable to
settle amicably to the appropriate court in Czech Republic.

Tato smlouva se bude Fidit avykladat podle
zakond Ceské republiky. V piipadé sporu vzniklého mezi
smluvnimi stranami v souvislosti s podminkami této
smlouvy vynaloZi smluvni strany maximalni Usili, aby
zdlezitost vyreSily smirnou cestou. Smluvni strany se
zavazuji predlozit vSechny spory nebo rozepre, které
nebudou schopny vyfesit smirnou cestou, pfislusSnému
soudu v Ceské republice.

Parties declare that this Agreement is an expression of
their serious and free will, that they read and understood
the wording of the Agreement, in testimony whereof duly
authorized representatives of the Parties attach their
signatures:

Smluvni strany prohlasuji, Ze tato smlouva je vyrazem
jejich vainé asvobodné vile, Ze si precetly znéni této
smlouvy a porozumély mu, coZ potvrzuji pfipojenim
podpisli Ffadné opravnénych zastupcl smluvnich stran:
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On behalf of/ Za spoleénost Janssen - Cilag International N. V.

Signature/ Podpis
Janssen-Cilag s.r.o.

Represented by Vladimira Filipova, M.D., the Procurist, GCO Country Head/
zastoupend MUDr. Vladimirou Filipovou, prokuristkou, GCO Country Head

Done at Prague date / Podepsano v Praze dne

On behalf of/ Za Fakultni nemocnice Olomouc

Signature/ Podpis
prof. MUDr. Roman Havlik, Ph.D.
Director / feditel

Done at Olomouc date/ Podepsano v Olomouci dne

On behalf of PI/ Za Hlavniho zkousejiciho

Signature/ Podpis
prof. MUDr. Bohuslav Melichar, Ph.D.

Done at Olomouc date/ Podepsano v Olomouci dne
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Appendices:
Annex A — Protocol of Clinical Trial (available from the

Principal Investigator) - TRADE SECRET OF JANSSEN
(exclude from publication)

Annex B — Financial Provisions - TRADE SECRET OF
JANSSEN (exclude from publication)

Annex C — Specification of payment amounts by distance -
TRADE SECRET OF JANSSEN (exclude from publication)

Annex D - Personal Information concerning Principal
Investigator and any Investigational Staff

ANNEX E - Financial appendix of UH Olomouc - TRADE
SECRET OF JANSSEN (exclude from publication)

Prilohy:
Pfiloha A — Protokol klinického hodnoceni (dostupny
u hlavniho  zkoudejictho) — OBCHODNIi TAJEMSTVi

SPOLECNOSTI JANSSEN (vylouéit z publikovani)

Pfiloha B — Finanéni ustanoveni — OBCHODNIi TAJEMSTVi
SPOLECNOSTI JANSSEN (vylouéit z publikovani)

Pfriloha C - Stanoveni proplacenych nahrad podle
vzdalenosti — OBCHODNI TAJEMSTVi SPOLECNOSTI
JANSSEN (vyloucit z publikovani)
PfilohaD — Osobni informace tykajici
zkousejiciho a zkousSejiciho personalu
PRILOHA E - Finanéni pfiloha FNOL — OBCHODNI
TAJEMSTVi SPOLECNOSTI JANSSEN (vylougit
z publikovani)

se hlavniho
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Annex A Priloha A
Protocol of Clinical Trial (available from the Principal Protokol klinického hodnoceni (dostupny u hlavniho
Investigator) zkousejiciho)
- TRADE SECRET OF JANSSEN (exclude from publication) — OBCHODNIi TAJEMSTVi SPOLECNOSTI JANSSEN
(vyloucit z publikovani)
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Annex B Priloha B
Budget & Payment Schedule Rozpocet a harmonogram plateb
- TRADE SECRETS OF JANSSEN (exclude from publication) — OBCHODNI TAJEMSTVi SPOLECNOSTI JANSSEN

(vyloucit z publikovani)

Annex was excluded from publication Priloha vylouc¢ena z uverejnéni
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ANNEX C

Specification of payment amounts by distance

PRILOHA C
Stanoveni proplacenych nahrad podle vzdalenosti

- TRADE SECRETS OF JANSSEN (exclude from publication) - OBCHODNI TAJEMSTVi SPOLECNOSTI JANSSEN

(vyloucit z publikovani)

Annex was excluded from publication

Priloha vyloucena z uverejnéni
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ANNEX D
Personal Information concerning Principal Investigator
and any Investigational Staff

PRILOHA D
Osobni udaje tykajici se hlavniho zkousejiciho
a zkousejiciho personalu

This notice explains the personal information handling
practices of Janssen with respect to information about
Principal Investigator and any investigational staff. It
explains how Janssen collects personal information, and
with whom Janssen may share it. It also explains the
rights the Principal Investigator and any investigational
staff have with regard to this personal information. This
notice applies to all personal information, regardless of
whether the information is stored electronically or in
hard copy.

Toto ozndmeni vysvétluje postupy nakladani s osobnimi
udaji spolecnosti Janssen ve vztahu kinformacim o
hlavnim zkousejicim a zkouSejicim personalu. Vysvétluje,
jakym zpUsobem spolecnost Janssen shromazduje osobni
udaje a s kym je spolecnost Janssen muzZe sdilet. Rovnéz
vysvétluje prava hlavniho zkousejiciho a zkousejiciho
personalu tykajici se téchto osobnich udajid. Toto
oznameni se vztahuje na vSechny osobni Udaje bez ohledu
na to, zda jsou udaje uchovavany elektronicky nebo v
tisténé podobé.

This privacy notice should be provided by the Principal
Investigator to any investigational staff.

Toto oznameni o ochrané osobnich udaji musi byt
hlavnim zkousSejicim poskytnuto veskerému zkousejicimu
personalu.

Privacy Notice — Principal Investigator and investigational
staff

Oznameni o ochrané osobnich udaja — hlavni zkousejici
a zkousejici personal

Personal Information Collection

Shromazdovani osobnich udajl

Janssen, and agents processing personal information on
behalf of Janssen, collect and process personal
information about you. This information may come
directly from you, from the Institution that you are
affiliated with for purposes of this clinical research, or
from public or third-party information sources.

Spoleénost Janssen a zastupci zpracovavajici osobni Udaje
jménem spolecnosti Janssen shromazduji a zpracovavaji
osobni Udaje o vds. Tyto informace mohou pochazet
pfimo od vas, poskytovatele, pro kterého pracujete pro
Gcely tohoto klinického vyzkumu, nebo z vefejnych zdrojud
informaci nebo zdrojd informaci tfetich stran.

The types of personal information that Janssen collects
depends on the role you have with Janssen and/or its
affiliates, as well as applicable laws, but may include the
following categories of information:

. Name;

o Contact information (e.g. address, telephone
number, e-mail address);

. Age and/or date of birth;

. Government identification number (if
applicable);

. Training and qualifications, including information

that you have a valid, active medical or professional
license, as applicable, and is not debarred by a competent
health authority;

. Organizational or institutional affiliations;

. Professional programs and activities in which you
may have participated;

Typy osobnich Udaji, které spoleénost Janssen
shromazduje, jsou zavislé na roli, kterou zastavate v{ci
spoleénosti Janssen a/nebo jejim pobockdm, stejné jako
na platnych zdkonech, mohou vsak zahrnovat nasledujici
kategorie informaci:

. Jméno;

o Kontaktni udaje (tj. adresa, telefonni Cislo, e-
mailova adresa);

. Vék a/nebo datum narozeni;

. Cislo socialniho pojisténi (v pfipadé potieby);

. Skoleni a kvalifikace véetné informaci o tom, ze

jste vlastniky platné, aktivni Iékafské nebo (pfipadné)
profesni licence a nejste kompetentnim zdravotnickym
uradem vylouceni z vykonu cinnosti;

o Spojeni s organizaci nebo poskytovatelem;

o Profesni programy a €innosti, kterych jste se mohli
Ucastnit;
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. Financial information relating to, among other
matters, compensation and reimbursement payments
for clinical trial activities;

o Engagement or interaction with Janssen or its
affiliates, or their products and services;

o Information obtained via surveys and other
direct interactions with you.

o Finan¢ni informace tykajici se, mimo jiné, nahrad
a proplacenych plateb za cinnosti v ramci klinického
hodnoceni;

o Zavazek vuci spolecnosti Janssen nebo jejim
pobockam nebo interakce s nimi nebo s jejich produkty a
sluzbami;

. Informace ziskané prostrfednictvim prazkum( a
jinych pfimych interakci s vami

How Janssen Uses and Discloses Personal Information

Jak spole¢nost Janssen vyuzivd a sdéluje osobni udaje

Personal information about you will be processed for the
following purposes to meet Janssen’s and/or its affiliates’
obligations under applicable laws and regulations, and as
necessary to fulfill the Clinical Trial Agreement:

. To assess if you are suitable for acting as Principal
Investigator or investigational staff in relation to the
clinical trial;
o To provide training, and access to tools and other
resources that may be required for the execution of the
clinical trial;

o To manage the clinical trial, including to monitor
and audit clinical trial activities;
o To prepare and submit regulatory filings,

correspondence, and communications to government
authorities concerning the clinical trial;

. To conduct safety reporting and
pharmacovigilance activities relating to the clinical trial;

. To publish results of the clinical trial as defined in
the Clinical Trial Agreement;
. To disclose payments and other transfers of

value to the institution, Principal Investigator or other
investigational staff in order to comply with transparency
reporting laws, including but not limited to the US
Physician Payments Sunshine Act and implementing
regulations, as well as industry codes of practice or
standards to which Janssen and/or Janssen’s affiliates are
subject or

. As otherwise required under applicable law, or
necessary to fulfill the Clinical Trial Agreement.

Osobni udaje o vas budou zpracovany pro nasledujici
ucely, aby umoznily splnit povinnosti spoleénosti Janssen
a/nebo jejich pobocek stanovené platnymi zakony a
predpisy a nezbytné ke splnéni smlouvy o klinickém
hodnoceni:

0 K vyhodnoceni, zda jste zpUsobili k plsobeni jako
hlavni zkousejici nebo zkousejici persondl v souvislosti s
klinickym hodnocenim;

o K poskytnuti Skoleni a pfistupu k nastrojim a
dal$im zdrojim, které mohou byt vyZadovany pro
uskuteénéni klinického hodnocent;

. K fizeni  klinického hodnoceni  vcetné
monitorovani a auditu ¢innosti klinického hodnoceni;
o K pfipravé a preddvani podani regula¢nim

organim, korespondence a zprav statnim organim
tykajicich se klinického hodnoceni;

o K podavani zprav o bezpecnosti a provadéni
Cinnosti  farmakovigilance tykajicich se klinického
hodnoceni;

. Ke zverejnéni vysledkd klinického hodnoceni, jak
je definovano ve smlouvé o klinickém hodnoceni;

. Ke zvefejnéni plateb a dalSich prevod( hodnot
poskytovateli, hlavnimu  zkouSejicimu a  dalSimu
zkousSejicimu persondlu za ucelem dodrzeni souladu se
zakony o transparentnosti podavani zprav véetné, mimo
jiné, zdkona USA o platbach poskytnutych Iékarfim
(Physician Payments Sunshine Act) a provadécich nafizeni,
stejné jako s kodexy chovéni a standardy odvétvi, kterym
podléhd spolec¢nost Janssen a/nebo pobocky spolecnosti
Janssen nebo

o Jak je jinak pozadovano platnymi zakony nebo jak
je nezbytné ke splnéni smlouvy o klinickém hodnoceni.

Personal information about you will be processed for the
following purposes based on Janssen’s and its affiliates’
legitimate interest under law:

Osobni udaje o vas budou zpracovany pro nasledujici ucely
podle legitimnich zajm( spolecnosti Janssen a jejich
pobocek podle zdkona:
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. To consider, from time to time, potential sites
and investigators for future clinical trials; and
. To conduct surveys, manage internal studies,

improve processes and practices related to the execution
of clinical trials and other activities related to medical
research.

o K (obéasnému) zvézieni moznych pracovist
a zkousejicich pro budouci klinickd hodnoceni; a
o K provadéni prazkumd, fizeni internich studii,

zlepsovani proces a postupl tykajicich se vykonavani
klinickych hodnoceni a dalSich cinnosti tykajicich se
Iékarského vyzkumu.

To accomplish the abovementioned purposes, personal
information is made available to:

. Other affiliates of the Johnson & Johnson Family
of Companies and their respective agents. A list of the
affiliates is available at
http://www.investor.jnj.com/sec.cfm;

. Government Authorities and ethics committees
in jurisdictions around the world;

o Agents, such as contract research organizations
or other third-party service providers, processing
Personal Information on behalf of Janssen.

K dosaZzeni vySe uvedenych cili jsou osobni udaje
poskytnuty k dispozici:

J Dalsim pobockdm rodiny spolecnosti Johnson &
Johnson a jejich pfislusSnym zdstupclim. Seznam pobocek
je k dispozici na adrese
http://www.investor.jnj.com/sec.cfm;

. Statnim orgdndm a etickym komisim v jurisdikcich
po celém svété;

o Zastupcim, jakymi jsou smluvni vyzkumné

organizace nebo dalsi poskytovatelé sluzeb tretich stran,
ktefi zpracovavaji osobni Udaje jménem spolecnosti
Janssen.

Cross Border Transfer

Pfeddavani pres hranice

Your personal information may be stored and processed
in any country where Janssen and its affiliates have
facilities or agents, including the United States. Some
non-European Economic Area (EEA) countries are
recognized by the European Commission as providing an
adequate level of data protection according to EEA
standards (the full list of these countries is available here:
https://ec.europa.eu/info/law/law-topic/data-
protection/data-transfers-outside-eu/adequacy-
protection-personal-data-non-eu-countries_en. For
transfers from the EEA to countries not considered
adequate by the European Commission, Janssen has
ensured that adequate measures are in place, including
by ensuring that the recipient is bound by the EU
Standard Contractual Clauses, or has certified to the EU-
US Privacy Shield, or has implemented an EU-approved
code of conduct or certification, to protect personal
information. You may obtain a copy of these measures
by contacting our EU Data Protection Officer in
accordance with the “Contacting Janssen” section below.

Vase osobni idaje mohou byt uchovavany a zpracovavany
v zemi, kde ma spolecnost Janssen a jeji pobocky sva
zafizeni nebo zastupce, véetné USA. Nékteré zemé, které
nejsou cleny Evropského hospodarského prostoru (EHP),
jsou Evropskou komisi uznavany jako zemé poskytujici
dostateCnou Uroven zabezpeceni uUdaji v souladu se
standardy EHP (Uplny seznam téchto zemi je k dispozici
zde: https://ec.europa.eu/info/law/law-topic/data-
protection/data-transfers-outside-eu/adequacy-
protection-personal-data-non-eu-countries_en.) Za
Ucelem preddvani ze zemi EHP do zemi, které nejsou
Evropskou komisi povaZovany za zemé s dostatecnou
urovni zabezpeceni Udajl, spoleénost Janssen zajistila, Ze
jsou zavedena dostatecnd opatfeni véetné zajisténi, Ze je
pfijemce vazan standardnimi smluvnimi dolozkami EU
nebo je certifikovan v souladu se Stitem pro ochranu
osobnich Gdaji mezi EU a USA nebo zaved| kodex chovani
nebo certifikaci schvalené EU pro ochranu osobnich udaju.
Kopii téchto opatfeni mulzete ziskat kontaktovanim
referenta ochrany udajl v EU podle bodu ,Kontaktovani
spolecnosti Janssen” nize.

Data Subject Rights

Prava subjektu udajt

If you would like to review, correct, update, restrict, or
delete personal information that Janssen may have in its

Pokud chcete zkontrolovat, opravit, aktualizovat, omezit
nebo vymazat osobni Udaje, které miZe spolecnost
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systems, or if you would like to request to receive an
electronic copy of your personal information for
purposes of transmitting it to another company (to the
extent these rights are provided to you by applicable
law), you may contact Janssen as specified in the
“Contacting Janssen” section. Janssen will respond to the
request in accordance with applicable law. Please note,
however, that certain personal information may be
exempt from requests pursuant to applicable data
protection laws, or other laws and regulations.

Janssen uchovavat ve svych systémech, nebo pokud si
chcete vyzadat zaslani elektronické kopie svych osobnich
Gdaju za Ucelem jejich pfedani jiné spolec¢nosti (v rozsahu
téchto prdv, které jsou vam poskytnuty platnym
zakonem), mlZete kontaktovat spolecnost Janssen, jak je
popsano v bodé ,Kontaktovani spolecnosti Janssen”.
Spoleénost Janssen bude na pozadavek reagovat v souladu
s platnym zakonem. Upozoriiujeme vsak, ze urcité osobni
informace mohou byt z poZadavkd vynaty na zakladé
platnych zakonU o zabezpeceni Udajl nebo jinych zakon(
a predpisU.

Retention Period

Retenéni obdobi

Janssen will retain your personal Information for as long
as needed or permitted considering the purpose(s) for
which it was obtained. The following criteria are used to
determine the proper retention period: (i) the length of
time Janssen has an ongoing relationship with you; (ii)
whether there is a legal obligation to which Janssen or its
affiliates are subject; and (iii) whether retention is
advisable in light of Janssen’s legal position (such as in
regard to applicable statutes of limitations, litigation, or
regulatory investigations).

Spole¢nost Janssen bude vase osobni idaje uchovavat tak
dlouho, jak bude tfeba nebo jak je pripustné s ohledem na
ucel(y), pro ktery (které) byly ziskany. K uréeni naleZitého
retenéniho obdobi se uplatriuji nasledujici kritéria: (i) délka
obdobi, po které trva vztah spolecnosti Janssen s vami; (ii)
zda existuje pravni zavazek, kterému spolecnost Janssen
nebo jeji pobocky podléhaji; a (iii) zda je uchovavani
vhodné s ohledem na prdvni pozici spolec¢nosti Janssen
(napft. co se tyka platnych zakonnych Ih(t, soudnich sporl
nebo regulacnich setteni).

Contacting Janssen

Kontaktovani spole¢nosti Janssen

Janssen can be contacted as specified below:

Walterovo namesti 329/1, Praha 5 - Jinonice, ZIP 158 00,
Czech Republic or electronically via infocz@its.jnj.com.
You may also contact the Data Protection Officer
responsible for the relevant country or region, if
applicable, at emeaprivacy@its.jnj.com. In case of
contacting the Data Protection Officer, information such
as country location, as well as clinical trial number/name
should be included to allow the request to be managed
appropriately.

Spolecnost Janssen lze kontaktovat, jak je uvedeno nize:
Walterovo namésti 329/1, Praha 5 - Jinonice, PSC 158 00,
Ceska republika nebo elektronicky na e-mailovou adresu
infocz@its.jnj.com V pfipadé potieby muzZete rovnéz
kontaktovat referenta ochrany udaju zodpovédného za
prislusnou zemi nebo region na adrese
emeaprivacy@its.jnj.com. V  pripadé kontaktovani
referenta ochrany udajli je tfeba do pozadavku zahrnout
informace, jako je zemé a lokalita, stejné jako Cislo/nazev
klinického hodnoceni, aby mohl byt poZadavek ndlezité
vyfizen.

Lodging and Complaint with a Regulator

Podani stiznosti u regulatora

You may lodge a complaint with a supervisory authority
competent for your country or region. Contact
information can be located here:
http://ec.europa.eu/justice/data-protection/article-
29/structure/data-protection-authorities/index_en.htm

MuZete podat stiznost u organu dozoru kompetentniho
pro vasi zemi nebo region. Kontaktni informace Ize nalézt
zde: http://ec.europa.eu/justice/data-protection/article-
29/structure/data-protection-authorities/index_en.htm
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