CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

This Clinical Trial Agreement (the “Agreement”)
is

Tato smlouva o klinickém hodnoceni (dale jen
,Smlouva“) se uzavira

between

mezi

Janssen-Cilag s.r.o.

Janssen-Cilag s.r.o.

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

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

ID No.: 27146928

ICO: 27146928

Tax ID: CZ27146928

DIC: 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

zapsana v obchodnim rejstfiku u Méstského soudu
v Praze, oddil C, vlozka 99837

Bankovni spojeni: Citibank Europe plc, organizacni
slozka

Cislo G&tu: 2043060205/2600

Datova schranka:8jvdhia

(“Janssen ”)

(dale jen ,Janssen”)

and

Fakultni nemocnice Brno

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

ID No: 65269705

Tax ID: CZ65269705

Represented by Ivo Rovny, MD, MBA, Director
Account Name: Fakultni nemocnice Brno
Account number: 71234621/0710

IBAN: CZ3407100000000071234621

Name of the Bank: Ceskd narodni banka

Address of the Bank: Rooseveltova 18, 601 10
Brno

SWIFT: CNBACZPP

Payment reference: invoice number

Fakultni nemocnici Brno

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

IC: 65269705

DIC: CZ65269705

Jednajici: MUDr. Ivo Rovny, MBA, feditel

Nazev uctu: Fakultni nemocnice Brno

Cislo G¢tu: 71234621/0710

IBAN: CZ3407100000000071234621

Nazev banky: Ceska narodni banka

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

Variabilni symbol: ¢islo faktury

(“Institution”)

(dale jen ,,poskytovatel”)

and
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with place of work at Interni gastroenterologicka
klinika, Fakultni nemocnice Brno, Jihlavska 20,
625 00 Brno, Czech Republic

S mistem vykonu prace na adrese Interni
gastroenterologicka klinika, Fakultni nemocnice
Brno, Jihlavska 20, 625 00 Brno, Ceska republika

(“Principal Investigator”)

(dale jen ,hlavni zkousejici“)

(Janssen, Institution and Principal Investigator
collectively as the "Parties", individually a
"Party")

(Spole€nost Janssen, poskytovatel a hlavni
zkousejici spole¢né dale jen ,smluvni strany”,
jednotlivé dale jen ,,smluvni strana“)

and effective as of the date of publication into the
Register of Contracts in the Czech Republic
(“Effective Date”).

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

Clinical Trial A Phase 2b/3
Randomized, Double-blind, Placebo-Controlled,
Parallel Group, Multicenter Protocol to Evaluate
the Efficacy and Safety of Icotrokinra in
Participants With Moderately to Severely Active

Klinické hodnoceni Faze 2b/3
randomizovaného, dvojité zaslepeného, placebem
kontrolovaného,  multicentrického  klinického
hodnoceni paralelnich skupin hodnotici Uc¢innost a
bezpecnost pripravku ikotrokinra u ucastnikl se

International N.V.,
with registered offices at: Turnhoutseweg 30,
2340 Beerse, Belgium

Crohn's Disease stfedné tézkou aZz tézkou aktivni Crohnovou
chorobou.

(“Clinical Trial”) (dale jen ,,klinické hodnoceni*)

Regulatory Sponsor Janssen — Cilag | Zadavatel Janssen — Cilag

International N.V.,
se sidlem na adrese: Turnhoutseweg 30, 2340
Beerse, Belgie

Study Product IJNJ-77242113

(icotrokinra)

Hodnoceny ptipravek INJ-77242113

(icotrokinra)

(“Study Product”)

(dale jen ,,hodnoceny pripravek “)

Protocol :
77242113CRD3001

Protokol :
77242113CRD3001

(“Protocol”)

(dale jen ,,protokol“)

EU Trial number 2025-521382-27

Cislo EU studie 2025-521382-27
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Site of the Clinical Trial . Interni
gastroenterologicka klinika, Fakultni nemocnice
Brno, Jihlavska 20, 625 00 Brno, Czech Republic

Pracovisté klinického hodnoceni: Interni
gastroenterologicka klinika, Fakultni nemocnice
Brno, Jihlavskd 20, 625 00 Brno, Ceska republika

(“Study Site”)

(,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;

Vzhledem k tomu, Ze spole¢nost Janssen pozadala
poskytovatele, aby proved| klinické hodnoceni
posuzujici hodnoceny pfipravek v souladu s
protokolem (vCetné pozdéjsich dodatkd k
protokolu), jenzZ tvofi 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

vzhledem ktomu, Ze poskytovatel je vybaven
a opravnén provadét klinické hodnoceni
a poskytovatel ahlavni zkousSejici se zavazali
provadét klinické hodnoceni vsouladu s
protokolem a podminkami stanovenymi v této
smlouve, a

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

na zakladé cehoz se smluvni strany, s ohledem na
vySe uvedené asohledem na vziajemné dohody
a pfisliby uvedené vtéto smlouvé, dohodly
nasledovné:

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 Parties and constitutes an
integral part of this Agreement. The Parties have
agreed the Protocol shall be available with
Principal Investigator.

1.1 Smluvni strany se dohodly, Ze protokol,
véetné jakychkoli pozdéjsich dodatkd k protokolu,
je pro strany zavazny a tvofi nedilnou soucast této
smlouvy. Smluvni strany se dohodly, 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, and the identified

1.2 Poskytovatel a hlavni zkousejici se zavazali,
Ze vynalozi maximdlni Usili a odborné znalosti
k provedeni  klinického hodnoceni v souladu
s protokolem a stanovenymi lhdtami a budou
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timelines and shall comply with the terms and
conditions of this Agreement and all applicable
legal and regulatory requirements. Institution
shall not conduct or facilitate any research not
required by the Protocol (i) on Trial Subjects that
interferes with the conduct of the Clinical Trial or
(ii) on biological samples collected from Trial
Subjects that relates to the Study Product.
Institution and Principal Investigator may not
start the Clinical Trial without prior approval of
the State institute for drug control (SUKL) and
ethics committee (EC), notifications and further
legally required approvals.

dodrZovat podminky této smlouvy a vSechny platné
zakony a regulacni poZadavky. Poskytovatel
nebude provddét ani neumozni jakykoli vyzkum
nevyzadovany protokolem: (i) u subjektd
hodnoceni, ktery narusuje provadéni klinického
hodnoceni, nebo (ii) u biologickych  vzork(
odebranych subjektiim hodnoceni ve vztahu
k hodnocenému pfipravku. Poskytovatel a hlavni
zkousejici nemohou klinické hodnoceni zahdjit bez
predchoziho souhlasu Statniho Ustavu pro kontrolu
léCiv (SUKL) a etické komise (EK), vyrozuméni a
dalSich opravnéni vyzadovanych zakonem.

1.3 In the event that 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
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 V pripadé ukonceni spoluprace hlavniho
zkousejiciho s poskytovatelem, bude o této
skutecCnosti poskytovatel pisemné informovat
spolecnost Janssen co nejdfive, nejpozdéji vsak do
tfi (3) kalendarnich dn0 po odchodu hlavniho
zkousejiciho. Spolecnost Janssen ma pravo schvalit
nového hlavniho zkousejiciho uréeného
poskytovatelem. Novy hlavni zkousejici se bude
muset zavdzat kdodrZovani podminek této
smlouvy. V pfipadé, Ze spolecnost Janssen
neschvali tohoto nového hlavniho zkousejiciho,
muzZe spoleénost Janssen vypovédét tuto smlouvu
v souladu s ustanovenim ¢lanku 2.2 nize
a poskytovatel ucini vSechny nezbytné kroky
ktomu, aby rozhodnuti spolecnosti Janssen
vyhovél. Bude-li hlavni zkouSejici docasné
nepritomen u poskytovatele po dobu delsi nez
deset (10) kalendarnich dnd, ale ne déle nez ¢trnact
(14) kalendarnich  dnli, poskytovatel stanovi
spoluzkousejiciho, aby docasné dohlizel na klinické
hodnoceni v zastoupeni hlavniho zkousejiciho.
Poskytovatel takové povéreni zdokumentuje
a predem oném pisemné informuje spolecnost
Janssen. Je-li nebo ma-li byt hlavni zkousejici
nepfitomen po dobu del§i neZ C{trnact
(14) kalendarnich dnl, mGZe spole¢nost Janssen
vypovédét tuto smlouvu, pokud se poskytovatel
a spolecnost Janssen nemohou dohodnout na
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nahradnim hlavnim zkousejicim ve Ihaté étrnacti
(14) dnd.

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 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 Principal Investigator under this
Agreement. Institution and Principal Investigator
are responsible for the services performed by its
staff and undertake in particular to have the
services executed by competent persons. In the
event that Institution and/or Principal
Investigator use the services of others to 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.

1.4 Poskytovatel a hlavni zkousejici mohou
urcit dalsi osoby a studijni personal, dle vlastniho
uvazeni, jako spoluzkousejici a/nebo studijni
personal, ktefi budou spolupracovat pfi provadéni
klinického hodnoceni. Vsichni spoluzkousejici a
studijni personal musi mit adekvatni kvalifikaci a
byt jmenovéani vcas; bude veden aktualizovany
seznam tohoto personalu. Hlavni zkousejici bude
odpovédny za vedeni tohoto tymu
spoluzkousejicich a studijniho personalu, ktefi
podle této smlouvy budou ve vSech ohledech
povinni dodrZovat stejné podminky jako hlavni
zkousejici. Poskytovatel a hlavni zkousejici jsou
odpovédni za sluzby poskytované jejich
persondlem a zavazuji se zejména k tomu, Ze tyto
sluzby budou poskytovany kompetentnimi
osobami. V pfipadé, ze poskytovatel a/nebo hlavni
zkousejici vyuzivaji sluzeb jinych osob k provadéni
klinického hodnoceni podle této smlouvy,
poskytovatel a hlavni zkousejici budou odpovidat za
zajisténi toho, Ze vSechny tyto osoby maji fadna
opravnéni a povéfeni a dodrZuji podminky této
smlouvy. Poskytovatel a hlavni zkousejici budou
odpovidat za jakékoliv poruseni této smlouvy
témito osobami.

1.5 An updated list of study team members will
be kept in the Investigator site file at all times. In
the event that any individual of that list is
replaced, a study team member discontinues
providing services for this Study or if a new study
team member is added, Institution and/or
Principal Investigator will immediately — but at
least within 3 (three) days - notify Janssen
accordingly.

1.5. Aktualizovany seznam c¢lenl studijniho tymu
bude neustale uchovavan ve sloZce pracovisté
hlavniho zkousejiciho (v tzv. Investigator site file). V
pfipadé, Ze je nékdo z tohoto seznamu nahrazen,
¢len studijniho tymu ukonci poskytovani sluzeb pro
tuto studii, nebo je pfidan novy clen studijniho
tymu, poskytovatel a/nebo hlavni zkousejici o tom
neprodlené — nejpozdéji vsak do 3 (tfi) dnl -
informuji spolecnost Janssen.

It is also understood and expressly
acknowledged that Institution and its employees,

Je rovnéZ odsouhlaseno avyslovné
potvrzeno, Zze poskytovatel ani jeho zaméstnanci,
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including Principal Investigator and study team
members, are not eligible to participate in, nor
are they eligible for coverage under, any of
Janssen’s benefit plans, programs, employment
policies, procedures or workers compensation
insurance.

véetné hlavniho zkousejictho a ¢lend studijniho
tymu nemaji narok na acast v ramci plant odmeén,
program, zaméstnaneckych politik, postupl nebo
pojisténi odmén pracovnikl spoleénosti Janssen.

1.6 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.

1.6 Poskytovatel a hlavni zkousejici zajisti, aby
se povéreny personal Uucastnil vsech Skoleni
vedenych spolecnosti Janssen nebo jejim
zmocnéncem, kterd se tykaji radného provadéni
protokolu, bezpecnosti apozZadavkd na hlaseni
a jakychkoliv jinych platnych smérnic relevantnich
pro klinického hodnoceni a provadéni protokolu.

1.7 In case of Blinding the Clinical Trial; Use
of Randomization Codes: Principal Investigator
conducting a blinded study agrees to maintain
the blinding of the Study Product. 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 Principal Investigator
to break the code for a specific subject, Principal
Investigator agrees to notify  Janssen
immediately.

1.7 V ptipadé zaslepeni klinického hodnoceni;
Pouziti randomizacnich kddl: Hlavni zkousejici
provadéjici zaslepenou studii souhlasi s udrzovanim
zaslepeni hodnoceného pfipravku. Hlavni zkousejici
je srozumén s tim, Ze randomizacni kédy budou
uvolnény po dokonceni klinického hodnoceni a
finalizaci databdze spole¢nosti Janssen. Pro
multicentrické studie jsou pozZadovany udaje ze
vSech center, neZ bude klinické hodnoceni
povazovdno za dokoncéené. Dojde-li k naléhavé
zdravotni situaci, ktera bude vyZzadovat, aby hlavni
zkousejici porusil kéd u konkrétniho subjektu,
hlavni zkousejici souhlasi s tim, Ze o tom spolecnost
Janssen neprodlené vyrozumi.

1.8 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 or
biological samples collected pursuant to the
Protocol other than for conducting the Clinical
Trial in accordance with the Protocol and this
Agreement.

1.8 Pro provadéni klinického hodnoceni
poskytne spolecnost Janssen nebo jeji zmocnénec
hodnoceny pripravek a veskeré dokumenty
souvisejici s klinickym hodnocenim (napftiklad
formulare zaznam( o subjektu). Poskytovatel ani
hlavni zkousejici nesméji hodnoceny pfipravek a
dokumenty, materidly a vybaveni souvisejici s
klinickym hodnocenim nebo biologické vzorky
odebrané podle protokolu vyuZzivat k jinym uceliim
nez k realizaci klinického hodnoceni v souladu s
protokolem a touto smlouvou.
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1.9 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.

1.9 Pfi vydavani hodnoceného pftipravku a
provadéni klinického hodnoceni se smluvni strany
zavazuji dodrZovat platné zakony, provadéci
predpisy, pokyny pro spravnou vyrobu, distribuci,
spravnou lékarenskou a klinickou praxi a pokyny
Statniho ustavu pro kontrolu Iéciv.

1.10 Janssen shall ensure delivery of Study
Product and placebo to Institution’s pharmacy,
where the authorized pharmacist shall take over
the delivery and check it (like with other
consignments, i.e. for potential damage;
compliance with any special transportation
requirements, confirmation of receipt of the
consignment), consequently Principal
Investigator shall pick up the Study Products
against a requisition form and assume full
responsibility for them. Janssen is required to
announce in advance when the consignment will
be delivered to Institution’s pharmacy, by agreed
mode. Janssen shall arrange for disposal of the
Study Products at its own expense.

1.10  Spole¢nost  Janssen  zajisti  dodani
hodnoceného pripravku a placeba do Iékarny
poskytovatele, kde povéreny lékarnik dodavku
prevezme a zkontroluje (stejné jako u jinych zasilek,
tj. pripadné poskozeni; dodrzeni jakychkoli
zvlastnich prepravnich pozadavkid, potvrzeni o
prevzeti doddavky), nasledné hlavni zkousejici
vyzvedne hodnocené pripravky na zakladé zadanky
a prevezme za né plnou odpovédnost. Spolecnost
Janssen je povinna sjednanym zplUsobem predem
oznamit, kdy bude zdsilka dorucena do lékarny
poskytovatele. Spole¢nost Janssen zajisti likvidaci
hodnocenych pfipravkd na své vlastni naklady.

1.11 IT Security

1.11 IT Bezpecnost

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

After the test transfer has been completed, the
Institution personnel responsible for the Clinical

Spole¢nost Janssen je povinna pred samotnym
spusténim klinické studie realizovat a odsouhlasit
akceptacéni testy s povéfenym  zastupcem
Poskytovatele, kde bude ovéren proces ptihlaseni
se do vsech pozadovanych systému, databazi a
webovych stranek spolecnosti Janssena fyzické
odzkouseni  prenosu dat, pfip. uploadu
dohodnutych testovacich souborl. Akceptacnim
testem se rozumi import anonymni testovaci
studie, ktera se do systému vloZi a prijemce studie
potvrdi pfijem dat a jejich korektnost.

Po realizaci zkuSebniho prenosu tak zastupce
Poskytovatele odpovédny za klinickou
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Trial shall confirm that he/she agrees with the
work procedures and confirms its functionality.
This acceptance is sufficient and the
Institution personnel becomes the guarantor for
this  procedure. Janssenshall inform  the
Institution’s IT Centre about the test transfer
results and about the acceptance of the
procedure. For security reasons, the Institution
only supports the latest version of Java.

studii potvrdi, Ze je spracovnim postupem
srozumén a potvrdi jeho funkcionalitu. Dana
akceptace je postacujici a zastupce Poskytovatele
se stavd garantem za toto feSeni. O vysledcich
zkusebniho prenosu a akceptace feseni informuje
spolecnost Janssen oddéleni Centra informatiky
Poskytovatele. Z bezpecnostnich dlvod
Poskytovatel podporuje jen aktudlni verzi aplikace
Java.

If Janssenis unable to comply with the
Institution’s operating conditions for using HW
and SW at (Institution) FN Brno, the
Institution reserves the right not to accept those
requirements of Janssenthat have not been
notified before signing the Agreement if the
additional and not submitted configurations and
settings do not comply with the security policy of
the Institution, that is acting as the operator of
the essential service information systems under
Section 2(i) of Act No. 181/2014 Coll. on Cyber
Security in healthcare. In that case, Janssen shall
carry out the Clinical Trial using their own
resources (e.g. a PC dedicated to the Clinical Trial,
incl. internet connection — STAND-ALONE).

V pfipadé, Ze nelze spoleCnosti Janssen splnit
podminky provozu Poskytovatele pro pouziti HW a
SW ve FN Brno, si Poskytovatel vyhrazuje pravo
neprijmout  splnéni  poZadavkli  spolecnosti
Janssen neuvedenych pred podpisem smlouvy,
pokud dodatecné a nepredloZzené konfigurace a
nastaveni budou v rozporu s bezpecnostni politikou
Poskytovatele jako provozovatele informacnich
systému zakladni sluzby dle § 2 pism. i) zdkona ¢.
181/2014 Sb., o kybernetické bezpecnosti v odvétvi
zdravotnictvi. V tomto pfipadé spole¢nost
Janssen uskutecni feSeni klinické studie pomoci
svych vlastnich prostfedk( (napf. dedikované PC
pro tuto klinickou studii, vcetné internetové
konektivity — STAND ALONE).

1.12 Janssen undertakes to process reports on
the progress of the clinical trial to the extent
specified by legal regulations (Act on Medicinal
Products, Decree 463/2021 on detailed
conditions for conducting clinical trials of human
medicinal products, REGULATION OF THE
EUROPEAN PARLIAMENT AND OF THE COUNCIL
(EU) No. 536/2014) and to submit these to the
relevant Ethics Committee within the deadlines
specified by legal regulations. Janssen further
undertakes to provide the processed reports on
the progress of the clinical trial to the principal
investigator, who will then forward them to the
INSTITUTION  (by e-mail to  uvv-oks-
klinickestudie@fnbrno.cz), or to other
authorized entities.

1.12. Spolecnost Janssen se zavazuje zpracovavat
zpravy o pribéhu klinického hodnoceni v rozsahu
stanoveném prdvnimi predpisy (zakon o lécivech,
vyhldska 463/2021 o blizsich podminkach
provadéni klinického hodnoceni humannich
lé¢ivych  pripravk(, NARIZENI EVROPSKEHO
PARLAMENTU A RADY (EU) &. 536/2014) a tyto v
terminech  stanovenych  pravnimi  predpisy
predkladat prislusné Etické komisi. Spolecnost
Janssen se dale zavazuje zpracované zpravy o
prabéhu  klinického  hodnoceni  poskytovat
hlavnimu zkousejicimu, ktery je dale preda
Poskytovateli (e-mailem na uvv-oks-
klinickestudie@fnbrno.cz), pfip. dalsim
opravnénym subjektim.
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2. Term and Termination

2. Doba trvani a ukonceni platnosti

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. 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. The parties agree that the term
may be amended by mutual agreement of the
Parties without the need to conclude an
amendment to this Agreement.

2.1 Smlouva nabyva platnosti dnem podpisu
posledni ze smluvnich stran a nabyva ucinnosti po
zvefejnéni v registru smluv v Ceské republice.
Smlouva zlstdva v platnosti a ucinnosti az do
Uplného ukonceni  klinického hodnoceni k
pfiméfené spokojenosti spole¢nosti Janssen.
Smluvni strany odhaduji, Ze klinické hodnoceni
skondi (i) v- nebo (ii) Sest (6) mésicl po uzavreni
posledni databaze, pokud nebude ukoncéeno dfive v
souladu s podminkami této smlouvy. Smluvni
strany souhlasi s tim, Ze doba platnosti smlouvy
mUzZe byt zménéna na zdkladé vzdjemné dohody
smluvnich stran bez nutnosti uzavirat dodatek této
Smlouvy.

It is planned to include at least - ranodmized
Subjects in the Clinical Trial.

V planu je zahrnout do klinického hodnoceni
nejméné - randomizované subjekty.

2.2 This Agreement may be terminated by
either party at any time in the exercise of its sole
discretion upon fifteen (15) calendar days prior
written notice to the other party. Reasons for
termination may include but are not limited to:

2.2 Tato smlouva muZze byt vypovézena kdykoli
kteroukoli ze stran dle jejich vylu¢ného uvazeni, na
zakladé predchoziho pisemného oznameni druhé
smluvni strané, svypovédni |h(tou patnacti
(15) kalendarnich dnl. DOvody pro vypovézeni
smlouvy mohou mimo jiné zahrnovat:

(i) breach of contract, including (i) poruseni smlouvy, vietné
failure to comply with the Protocol and nedodrzeni protokolu a platnych zakonl a
applicable laws and regulations; predpis(;

(ii) receipt of safety information (ii) obdrzeni informaci  ohledné

that makes it prudent to do so; or

bezpecnosti, s ohledem na néz bude jeho
ukonceni rozumné, nebo

(iii) if no subjects have been
recruited at Institution within three (3)
months following the Clinical Trial
initiation at Institution.

(iii) situaci, kdy béhem tfi (3) mésicd po
zahdjeni klinického hodnoceni u
poskytovatele nebyl u poskytovatele ziskan
zadny subjekt.

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

Bez ohledu na vySe uvedené muZe spolecnost
Janssen na zdkladé vlastniho uvazieni klinické
hodnoceni ihned ukondit, bude-li toto okamzité
ukonéeni nutné na zdkladé uvaZzeni bezpeclnosti
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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”).

pacienta nebo po obdrZeni Udaji poukazujicich na
nedostatek adekvatni Gcinnosti. Poskytovatel
a hlavni zkousejici souhlasi s tim, Ze po obdrZeni
oznameni o vypovédi ihned ukonci provadéni
klinického hodnoceni, ato vrozsahu, ktery bude
z lékarského hlediska pfipustny pro kazdého
jednotlivce, ktery se Ucastni klinického hodnoceni
(dale jen ,,subjekt hodnoceni).

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 to Institution pursuant to this
Agreement and to Principal Investigator and
study team members pursuant to the respective
Payment Letters, 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 or study team members
being refunded to Janssen.

V pripadé ukonceni smlouvy podle tohoto ¢lanku
zjiného dlvodu, neZ je podstatné poruseni ze
strany poskytovatele nebo hlavniho zkousejiciho,
budou celkové ¢astky splatné spolecnosti Janssen
poskytovateli podle této smlouvy, hlavnimu
zkousejicimu a clenm studijniho tymu podle
pfislusnych platebnich dohod ve formé dopisu
spravedlivé pomérné kraceny dle skutecné
provedené prdce vykonané ke dni ukonceni,
pficemz veskeré nespotfebované zalohy, které
spole€nost Janssen jiz zaplatila poskytovateli nebo
hlavnimu zkousejicimu nebo ¢lendm studijniho
tymu, budou spolecnosti 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 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 Annex A, and if Annex A requires
the return of any material and/or equipment,
Institution and Principal Investigator shall return
them upon the instructions of Janssen or its
affiliates. This provision does not apply to those

2.3 Po  dfivéjsim ukonceni  klinického
hodnoceni a vypovézeni této smlouvy (a)
poskytovatel a hlavni zkousejici okamzité doruci
spole€nosti Janssen vSechny Udaje vygenerované
jako vysledky klinického hodnoceni, vsechny
shromazdéné klinické vzorky, vSsechny dokumenty a
Udaje poskytnuté spolecnosti Janssen a jejimi
pfislusnymi pridruzenymi spolec¢nostmi a veskeré
dlvérné informace spolecnosti Janssen, jak jsou
definovany v oddile 7.2 nize, (b) Poskytovatel a
hlavni zkousejici vrati spoleCnosti Janssen nebo
jejim  pfislusSnym  pfidruzenym spolecnostem
veskery nepouzity hodnoceny pripravek a (c)
Poskytovatel a hlavni zkousSejici jsou povinni
zachazet s materidly a zafizenim poskytnutym
spole¢nosti Janssen nebo jejimi pfidruzenymi
spole¢nostmi v souladu s prilohou A, a pokud
priloha A vyZaduje vraceni jakychkoli materialQ
a/nebo zafizeni, poskytovatel a hlavni zkousejici je
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documents that should be maintained and
retained by Principal Investigator at Institution,
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.

vrati na zakladé pokyn( spolecnosti Janssen nebo
jejich pridruzenych spoleénosti. Toto ustanoveni se
nevztahuje na dokumenty, které musi poskytovatel
a hlavni zkousSejici vést a uchovavat u
poskytovatele, jak je definovdno v protokolu
avyZadovano platnymi zakony a nafizenimi.
Zni¢eni dokumentd uvedenych v posledni vété
vyZzaduje predchozi souhlas spolec¢nosti Janssen.

3. Ethics Committee (EC) - Informed
Consent — Authorizations

3. Eticka komise (EK) — informovany
souhlas — povoleni

3.1 In accordance with the laws and
regulations applicable at Institution, 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. In the event the EC requires changes
in the Protocol, informed consent form or Clinical
Trial recruitment procedures, such changes shall
not be implemented until Janssen is notified and
gives its written approval. The Protocol, the
informed consent form, and any advertising shall
not be revised without the prior written
agreement of Janssen and the EC. Clinical Trial
shall be conducted pursuant to the approval
issued by the State Institute for Drug Control,
approval by the appropiate ethics committee.

3.1 V souladu se zdkony a predpisy platnymi
pro poskytovatele, bude spolecnost Janssen
odpovédnd za ziskani schvaleni protokolu a jeho
dodatkd, formulare informovaného souhlasu,
zpUsobu naboru do klinického hodnoceni (napf.
oznameni nebo finan¢ni nahrady, uplatiuje-li se) a
jakychkoli pfislusnych dokument(i ve spojeni s
klinickym hodnocenim pfislusnou EK pred
zahdjenim klinického hodnoceni. V ptipadé, Ze EK
bude poZadovat zmény v protokolu, ve formulafi
informovaného souhlasu nebo zplsobu naboru do
klinického hodnoceni, tyto zmény nebudou ucinény
bez vyrozuméni spole¢nosti Janssen a obdrZeni
jejtho pisemného souhlasu. Protokol, formular
informovaného souhlasu a jakoukoli inzerci nelze
ménit bez predchoziho pisemného souhlasu
spolecnosti Janssen a EK. Klinické hodnoceni se
provadi na zdkladé schvdleni vydaného Statnim
ustavem pro kontrolu léciv a schvéleni prislusnou
etickou komisi.

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 appropriate Ethics
committees and SUKL, prior to the Trial Subject’s
participation. The informed consent form shall
include the right for Janssen and its designees

3.2 Hlavni zkousejici bude také odpovédny za
odpovidajici informovani subjektl hodnoceni a za
ziskani formulafe informovaného souhlasu od
vSech subjektl hodnoceni, ktery bude podepsany
subjektem hodnoceni nebo jeho jménem, a tento
formuldr informovaného souhlasu bude schvalen
spolecnosti Janssen a pfislusnou Etickou komisi a
SUKLem pred ucasti subjektd hodnoceni. Formular
informovaného souhlasu musi zahrnovat pravo
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and applicable authorities to review raw 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. Janssen
agrees to provide Principal Investigator with a
template of informed consent form for the
reasons of Clinical Trial which will follow all
requirements stated by the applicable law and
the Protocol.

spole€nosti Janssen a ji povéfenych osob a
prislusnych orgdnd na kontrolu nezpracovanych
Gdajd  klinického hodnoceni, vcetné origindll
zaznamU o subjektech, pfi vSech monitorovacich a
auditnich ¢innostech vyzadovanych k zajisténi
kvality a souladu s protokolem, jakoZz i vSemi
zakonnymi a regulaénimi pozadavky. Formular
informovaného souhlasu musi rovnéz zahrnovat
pravo spolecnosti Janssen a jejich pridruzenych
subjektl provadét dalsi vyhodnoceni udaji za
Ucelem  studia  bezpecnosti a  Ucinnosti
hodnoceného pripravku a dalSich pripravkd a
|éCebnych postupl, za ucelem lepsiho porozuméni
nemoci nebo ke zlepseni ucinnosti budoucich
klinickych studii. Spole¢nost Janssen se zavazuje
poskytnout hlavnimu zkousejicimu vzor formulare
informovaného souhlasu klinického hodnoceni,
ktery bude splfiovat vSechny poZadavky stanovené
platnymi pravnimi predpisy a protokolem.

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 obtaining the written authorization from the
competent health authorities prior to
commencement of the Clinical Trial.

3.3. Spole¢nost Janssen bude odpovédna za
splinéni veskerych ostatnich formalit tykajicich se
povoleni pro provadéni klinického hodnoceni
(napf. podani Zadosti o povoleni klinického
hodnoceni) avyroby, doddni nebo dovozu
hodnoceného pfipravku av pfipadé potieby za
ziskani  pisemného povoleni od pfislusnych
zdravotnich arad( pred zahdjenim klinického
hodnoceni.

4, Reporting of Data and Adverse Events

4, Hlaseni udajt a nezadoucich pfihod

4.1 Institution and Principal Investigator
agree to 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.

4.1 Poskytovatel a hlavni zkouSejici souhlasi, Zze
budou spole¢nosti Janssen pravidelné avcas
poskytovat vsechny vysledky klinického hodnoceni
adalsi Udaje vyzadované v protokolu, a to
v ndlezité vyplnénych (pisemnych nebo
elektronickych) formulafich zaznam( o subjektech
studie.
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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 zaznamenavani udaja
(,EDC“): Poskytovatel / hlavni zkousejici predlozi
udaje klinického hodnoceni pomoci elektronického
systému poskytnutého spolec¢nosti Janssen.
Poskytovatel / hlavni zkousejici zabrani
neopravnénému pfistupu k udajom tim, Ze
zabezpedi fyzickou ochranu pocitach a zajisti, aby
studijni persondl udrZoval sva hesla v tajnosti.
Poskytovatel / hlavni zkouSejici budou rovnéz
dodrZovat pokyny spolec¢nosti Janssen pro
zaznamenavani Udajd do systému, coZ zahrnuje,
aby si studijni personal, ktery systém pouziva, byl
védom toho, Ze elektronicky podpis je pravné
zavazny ekvivalent vlastnoru¢niho  podpisu
a potvrzuje presnost a Uplnost zadanych udaju.

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 se zavazuji zakladat
vSechny udaje z klinického hodnoceni (elektronické
i papirové) do zdrojové dokumentace pred jejich
vloZzenim do elektronického formuldfe zaznamu
subjektu hodnoceni (,,eCRF“). Formulaf eCRF musi
byt vyplnén do péti (5) pracovnich dni po
dokoncéeni postupll vramci navstévy nebo po
obdrzeni  vysledkll  vysetfeni, pokud neni
v protokolu stanoveno jinak. Poskytovatel / hlavni
zkousejici rovnéz souhlasi s poskytovanim rfadnych
odpovédi na obdriené dotazy do péti(5)
pracovnich dnl od jejich pfijeti, neni-li v protokolu
uvedeno jinak.

In the event Principal
Investigator/Institution do not enter Data into
the eCRF or respond to queries in the timeframe
set forth for each above, Janssen may, in its sole
discretion, immediately take corrective actions.
These actions may include but are not limited to,
temporary suspension of screening/enrollment,
additional monitoring visits, consideration of
Institution audit, and possible termination of
Institution participation in the Clinical Trial.

V  pfipadé, ze poskytovatel / hlavni
zkousejici nezadaji udaje do formulare eCRF nebo
neodpovi na dotazy ve lh(ité stanovené pro kazdou
zvySe uvedenych zdleZitosti, mulze spolecnost
Janssen podle svého vyhradniho uvazeni okamzité
pfijmout napravna opatfeni. Tato ndapravna
opatfeni mohou mimo jiné zahrnovat docasné
pozastaveni screeningu/naboru, dal$i monitorovaci
navstévy, zvazeni auditu u poskytovatele a mozné
ukonleni Ucasti poskytovatele v  klinickém
hodnoceni.
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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. Each Party
shall inform the other immediately upon
becoming aware of any serious breach of the
Protocol and/or Regulation (EU) No 536/2014
including the conditions and principles of ICH-
GCP at the Institution. Janssen or its designee
shall inform the competent health authorities of
such serious breach in writing within seven (7)
days of becoming aware of such breach. Janssen
or its designee shall, at its discretion, inform
other participating sites that a serious breach has
occurred but shall not be under any obligation to
do so unless a regulatory obligation is applicable
or as instructed by a competent health authority.
For the purposes of this provision, a “serious
breach” is a breach of the latest approved
Protocol version or Regulation (EU) No 536/2014
that is likely to affect to a significant degree the
safety and the rights of the Trial Subjects and/or
the reliability and robustness of the data
generated in the Clinical Trial. For the avoidance
of doubt, this provision does not apply to the
safety reporting and reporting of adverse events
as covered elsewhere in the Agreement.

4.3 Poskytovatel a hlavni zkousejici rovnéz
souhlasi s tim, Ze spole¢nosti Janssen nahlasi ihned,
ale nejpozdéji dvacet Ctyfi (24) hodin poté, co se o
nich dozvi, jakékoli zavainé nezddouci prihody
a dalsi vyznamné zdravotni ptihody, jak jsou
definovany v protokolu, které se vyskytnou
u libovolného subjektu hodnoceni v ramci
klinického hodnoceni. Hlavni zkousejici
a poskytovatel dale souhlasi, Ze po takovém
ohlaseni nasledné poskytnou podrobnou pisemnou
zpravu vsouladu se vSemi platnymi zakony
a regulacnimi poZadavky. Kazda ze smluvnich stran
bude druhou smluvni stranu neprodlené
informovat po zjisténi jakéhokoli zavainého
poruseni protokolu a/nebo nafizeni (EU)
¢.536/2014, véetné podminek a zasad smérnice
ICH-GCP u poskytovatele. Spole¢nost Janssen nebo
jeji zmocnénec budou informovat pfislusné
zdravotni Urady o takovém zdvainém poruseni
pisemné béhem sedmi (7) dnli od zjiSténi poruseni.
Spolecnost Janssen nebo jeji zmocnénec dle svého
uvazeni budou informovat ostatni zucastnéna
klinicka pracovisté o tom, Ze doSlo k zdvainému
poruseni, ale nebudou mit povinnost tak ucinit,
pokud se na tuto situaci nevztahuji regulacni
pozadavky nebo pokud k tomu nedostanou pokyn
od prislusného zdravotniho Gradu. Pro ucely tohoto
ustanoveni se ,zavainym porusenim”“ rozumi
poruseni aktualni schvalené verze protokolu nebo
nafizeni (EU) ¢.536/2014, které pravdépodobné
vyznamnym zpusobem ovlivni bezpecnost a prava
subjektd a/nebo spolehlivost a robustnost ddajd
generovanych v klinickém  hodnoceni.  Pro
vylouceni pochybnosti, toto ustanoveni se
nevztahuje na bezpecnostni hlaseni a hlaseni
nezadoucich prihod, kterad jsou oSetfena na jiném
misté této smlouvy.

4.4 Timely, accurate and complete data
submission and query responses are necessary to
ensure payment in accordance with the Payment

4.4 Vcasné, presné auplné predloZeni udajd
a odpovédi na dotazy je nezbytné k zajisténi platby
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Schedule, Annex A of this Agreement and
Payment Letters.

v souladu s harmonogramem plateb v pfiloze A
této smlouvy a platebnich dohod ve formé dopisu.

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

Poskytovatel a hlavni zkousejici souhlasi s
tim, Ze béhem doby platnosti této smlouvy i po
jejim uplynuti, umoini zastupclm spolecnosti
Janssen a/nebo pfislusnym zdravotnim Graddm
(pfichazi-li to v Gvahu, véetné amerického Ufadu
pro kontrolu potravin aléciv (FDA) kdykoli
v prijatelném case béhem pracovni doby
zkontrolovat

(i) the facilities where the Clinical (i) prostory, ve kterych se Kklinické
Trial is being conducted,; hodnoceni provadi
(ii) raw Clinical Trial data including (ii) nezpracované Udaje klinického

original Trial Subject records in paper and
electronic format (complete subject
medical record), if allowed under the
terms of the informed consent form and
the applicable laws; and

hodnoceni vcetné originalnich zaznamu
subjektt hodnoceni v papirové i elektronické
podobé (kompletni |ékarské zaznamy
subjektd), pokud je to vsouladu
s podminkami formuldfe informovaného
souhlasu a platnymi pravnimi predpisy, a

(iii) 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.

(iii) veskeré  pfislusné  informace
nezbytné k potvrzeni toho, Ze Kklinické
hodnoceni je provadéno v souladu s
Protokolem a podle platnych zakonnych a
regulaénich poZadavkli, véetné pravnich
predpisG o ochrané osobnich udaji a
bezpecnostnich predpisa.

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

(iv) informace a zaznamy vedené v
elektronickém systému Poskytovatele o
subjektech hodnoceni, a to vsouladu
s podepsanym informovanym souhlasem
subjektu hodnoceni (namatkovd kontrola
nahlizenim pfes rameno), a to vyhradné za
pfitomnosti hlavniho zkousejiciho,
spoluzkousejiciho nebo koordinatora, ktery
ma do systému pfistup. Tato kontrola bude
vidy predem dohodnuta s hlavnim
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Investigator for purposes of monitoring or
audit.

zkousejicim pro ucely monitoringu, pfipadné
auditu.

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 autorizovany
zastupce musi uchovdvat, tisknout, podepisovat a
datovat vSechny plvodni zdroje Udaja (tj. Iékafskou
dokumentaci) v souladu s platnymi pravnimi
predpisy.

5.3 Inspections

5.3 Kontroly

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

Poskytovatel a hlavni zkouSejici musi ihned
uvédomit spolecnost Janssen, jestlize pfrislusny
zdravotnicky Urad naplanuje nebo bez naplanovani
zahdji inspekci, a okamzité po vydani poskytnout
spolecnosti Janssen kopii veskeré korespondence
se zdravotnickym Ufadem ohledné takové
inspekce.

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 prijatelné kroky
pozadované spolecnosti Janssen k odstranéni
nedostatkd zjiSténych béhem auditu ¢i inspekce.
Navic bude mit spolecnost Janssen nebo jeji
zmocnénci pravo  zkontrolovat  a schvalit
korespondenci s pfislusSnym zdravotnickym
Uradem v souvislosti s takovou inspekci
zdravotnického Uradu, ato pred jejim odeslanim
poskytovatelem nebo hlavnim zkouSejicim, a
pokud to nezakazuje zdkon nebo pfislusny
zdravotnicky uUrad, bude mit pravo, aby béhem
inspekce byl pfitomen jeji zastupce.

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

5.5 Ustanoveni ¢asti 5 zlstanou v platnostii po
ukonceni nebo vyprseni platnosti této smlouvy.

6. Compliance with Applicable Laws

6. DodrZovani platnych zakonu
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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 stim, Ze budou
provadét klinické hodnoceni avést zaznamy
a Udaje béhem platnosti této smlouvy ipo jejim
skonceni vsouladu se vSemi platnymi pravnimi
a regulacénimi pozadavky a obecné akceptovanymi
Umluvami, jako je Helsinska deklarace a smérnice
ICH-GCP.

6.2 Compliance with Anti-Corruption Laws

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

6.2 Dodrzovani  protikorupcnich  pravnich
predpis
Poskytovatel prohlasuje a zarucuje, Ze

poskytovatel, Zadnd zjeho pobocek, ani Zadny
z jejich pfislusnych feditell, vedoucich pracovnikd,
zaméstnancl ¢i  zastupcl ahlavni  zkousejici
(vSichni jmenovani véetné pobocek dale spolecné
»Zastupci poskytovatele”) neprovedli Zadnou
¢innost, ktera by ze strany téchto osob znamenala
poruseni mistnich nebo mezinarodnich
protikorupcénich zakon(, pravidel nebo nafizeni
(dale spole¢né , protikorupéni zakony“), které plati
pro poskytovatele, pro spolecnost Janssen nebo
obé strany.

Poskytovatel pfimo ani nepfimo neprovede zadnou
platbu, neucini zZddnou nabidku, nepfeda cokoliv
cenného ani nebude souhlasit a neslibi, Ze provede
platbu nebo nabidne ¢i preda cokoliv cenného
stdtnimu Ufednikovi nebo zaméstnanci statniho
Uradu, politické strané, kandiddtovi na politickou
funkci ani Zadné jiné osobé za ucelem ovlivnéni
rozhodnuti, kterd se tykaji spole¢nosti Janssen
nebo jeji obchodni ¢innosti, zplsobem, ktery by
porusoval protikorupéni zakony.

Poskytovatel a zastupci poskytovatele vykonavali
abudou vykondvat svoji praci vsouladu
s protikorupénimi zakony a poskytovatel zavede
nezbytné postupy, véetné protikorupcniho skoleni,
za Ucelem predchazeni korupcénimu jednani ze
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training.

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 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 for the task/precedures already
performed.

strany zastupcl poskytovatele.

Poskytovatel bude provadét ucinnou interni ucetni
kontrolu a zajisti, aby vSechny aspekty tohoto
klinického hodnoceni byly zaznamenany v Gcetnich
knihdach azdznamech presné, Uplné a pravdivé
aaby dokumenty, na kterych se tyto knihy
a zdznamy zakladaji, byly ve vSech hlavnich
aspektech presné, Uplné a pravdivé. Poskytovatel
povede zdznamy (financni ijiné) a podplrnou
dokumentaci  souvisejici s predmétem této
smlouvy a poskytne spolecnosti Janssen a jejim
auditorim a jinym zastupcim na zakladé Zadosti
spolecnosti Janssen pristup k témto zaznamlim za
Ucelem dokumentace ¢i ovéfeni souladu
s ustanovenimi tohoto ¢lanku; a

Bez ohledu na ustanoveni ¢lanku 2 (doba trvani
a ukoncéeni  platnosti  smlouvy) a ¢lanku 10
(omezeni  odpovédnosti) plati, Ze pokud
poskytovatel porusi kterékoliv ustanoveni tohoto
¢lanku, bude se dané poruseni povaZovat za
zavazné poruseni smlouvy aspole¢nost Janssen
bude mit po takovém poruseni pravo smlouvu
s okamzitou ucinnosti ukoncit predanim pisemné
vypovédi poskytovateli, priCemZz spolecnosti
Janssen ztakového ukonceni nevznikne Zadna
financni ani jakakoliv jind odpovédnost, s vyjimkou
plateb za jiz provedené Ukoly/postupy.

6.3 Privacy and Data Security

6.3 Ochrana soukromi a zabezpeéeni Gdaj

6.3.1 Each party agrees that its collection,
processing and disclosure of any data relating to
an identified or identifiable individual (“Personal
Data”) in connection with this Agreement is and
will be in compliance with applicable data
protection laws, including, where applicable, the

6.3.1 Kaidd strana souhlasi stim, Ze
shromazdovani,  zpracovavani  a zpfistupnéni
jakychkoli udajl souvisejicich s identifikovanou
nebo identifikovatelnou osobou (dale jen , osobni
udaje”) v souvislosti s touto smlouvou je abude

v souladu s platnymi zakony na ochranu osobnich
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EU General Data Protection Regulation (the
“GDPR”), and that it has obtained all rights and
consents necessary to collect, process and
disclose the Personal Data. When collecting and
processing Personal Data, the parties agree to
take appropriate measures to safeguard the
Personal Data, 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 Data, to grant data subjects
reasonable access to their Personal Data, to
address other data subject rights as per
applicable law, and to prevent access by
unauthorized persons.

Udajl, véetné obecného natizeni EU o ochrané
osobnich adaji (dale jen ,GDPR“), je-li to
relevantni, a Ze ziskala vSechna prava a souhlasy
nezbytné ke shromaZdovdni, zpracovavani
a zpristupnéni téchto osobnich udaja. Strany
souhlasi stim, Ze béhem shromazdovani
a zpracovavani osobnich udaji pfijmou pfislusna
opatfeni za ucelem ochrany téchto osobnich udaja,
zachovani  dudvérnosti informaci  subjekt(
hodnoceni tykajicich se zdravotniho stavu
a zdravotnich informaci, fadného informovani
pfislusnych  subjektdl 4daji o shromazdovani
a zpracovavani jejich osobnich udajli, poskytnuti
opodstatnéného pfistupu témto subjektiim udajl k
jejich osobnim Gdajim, zajisténi dalSich prav
subjektd Gdajd v souladu s platnymi pravnimi
predpisy azabrdnéni pfistupu neopravnénym
osobdm.

6.3.2 Institution and Principal Investigator will
implement appropriate technical and
organizational measures to ensure a level of
security for Personal Data processed in
connection with the Agreement that s
appropriate to the risk.

6.3.2 Poskytovatel ahlavni zkousejici zavedou
naleZita technicka a organizacni opatteni k zajisténi
takové Urovné zabezpeceni osobnich Udajl
zpracovavanych v souvislosti stouto smlouvu,
ktera odpovida danym rizikm.

6.3.3 Institution and Principal Investigator
represents, warrants and covenants that
Personal Data 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

6.3.3 Poskytovatel a hlavni zkousejici prohlasuiji,
zaruCuji a zavazuji se, Ze osobni Udaje tykajici se
subjektd  hodnoceni budou pfi poskytnuti
spole€nosti Janssen pseudonymizovany tak, Ze
budou veskeré informace, které primo identifikuji
subjekt hodnoceni, nahrazeny identifikacnim
kodem. Hlavni zkousejici neposkytne spolec¢nosti
Janssen kli¢ ani kod, ktery umoziiuje zpétnou
identifikaci subjektu hodnoceni. Poskytovatel
a hlavni zkousejici neprodlené upozorni spolecnost
Janssen, pokud poskytovatel a/nebo hlavni
zkousejici zjisti, Ze nékteré udaje (definované
v €lanku 7.1) tykajici se subjektd hodnoceni
poskytnuté spolecnosti Janssen nevyhovuji tomuto
pozadavku. Hlavni zkousejici bude spolupracovat
ohledné vsech Zadosti spolecnosti Janssen na
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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.

minimalizaci Skod zpUsobenych zpfistupnénim
Udaju. V takovém pfipadé poskytovatel a hlavni
zkousejici doruc¢i opravené udaje spolecnosti
Janssen co nejrychleji bez dalSich nakladd pro
spolec¢nost Janssen.

6.3.4 In case of a breach of security leading to
the accidental or unlawful destruction, loss,
alteration, unauthorized disclosure of, or access
to, Personal 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 Data 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 Vpfipadé poruseni zabezpeceni, které
vede k nahodnému nebo nezdakonnému zniceni,
ztraté, pozménéni, neopravnénému zpfistupnéni
nebo pristupu k pfedavanym, uloZzenym nebo jinak
zpracovavanym osobnim ddajim (dale jen
»incident v oblasti ochrany osobnich udaja“),
oznami poskytovatel a/nebo hlavni zkousejici tuto
skutecnost spolecnosti Janssen bezprostfedné
poté, co se o incidentu v oblasti ochrany osobnich
udajli dozvédi. V takovém ozndmeni upfresni
povahu incidentu v oblasti ochrany osobnich udajq,
kategorie a priblizny pocet subjektd udajl
a zdznamil osobnich Gdajl, kterych se tento
incident v oblasti ochrany osobnich udaji tyka.
Poskytovatel a hlavni zkousejici souhlasi s tim, Ze
budou se spole¢nosti Janssen plné spolupracovat,
vySetfi a vyreSi veSkeré bezpec€nostni incidenty
a poskytnou spole¢nosti Janssen veskeré informace
potiebné k provedeni ohlaseni.

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 Data under the
Agreement.

6.3.5 Poskytovatel ahlavni zkousejici souhlasi
s tim, Ze budou plné spolupracovat pfi posouzeni
veskerych dopadli na ochranu osobnich Udajl
a/nebo pti predbéznych konzultacich, které mohou
byt vyZadovany v souvislosti se zpracovanim
osobnich udajd v souladu s touto smlouvou.

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

6.3.6 Poskytovatel a hlavni zkousejici nebudou
vyuzivat Zadnou treti stranu, vcéetné pridruzenych
spole¢nosti a subdodavatell, jako zpracovatele
udajl (jak je definovan platnymi zakony o ochrané
osobnich udajl) k plnéni svych ¢innosti podle této
smlouvy bez predchoziho pisemného souhlasu
spolecnosti Janssen. V pripadé souhlasu
spole¢nosti Janssen svyuzitim treti strany jako
zpracovatele Udajli, poskytovatel a hlavni zkousejici
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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.

(i) ponesou odpovédnost za to, Ze kazdy opravnény
externi zpracovatel Udaji bude dodrZovat tuto
smlouvu,__platné zdkony a nafizeni o ochrané
osobnich udajd, a (ii) budou spolec¢nosti Janssen
plné odpovidat za vSechny Cdinnosti téchto
externich zpracovatel( udaju.

6.3.7 Personal Data 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
Data provided by 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 vsech studijnich pracovnik( (napft.
jméno, adresa a telefonni Cislo nemocnice nebo
kliniky, Zivotopis) mohou byt predany pobockam
spolecnosti  Johnson & Johnson  pro  Ucely
monitorovani |éciv, realizace, dokumentace a
kontroly klinickych hodnoceni a také za ucelem
kontaktu s nimi a jejich pfislusnymi zastoupenimi
po celém svété v pripadé dalsich budoucich studii
nebo hodnoceni, kterych se budou pfipadné
Ucastnit. Smluvni strany také souhlasi stim, Ze
budou pouzivat osobni Udaje poskytnuté hlavnim
zkousejicim k Fizeni internich studii a zajisténi toho,
aby byly kontaktni Udaje uloZeny spolehlivé a
kompletné v jinych systémech a v souladu s timto
oddilem.

6.3.8 Janssen may transmit Personal Data to
other affiliates of the Johnson & Johnson group
of companies and their respective agents
worldwide. Accordingly, Personal Data 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 Data as required in the
EEA. Personal Data 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 osobni Udaje
predat jinym pfidruzenym subjektdm skupiny
Johnson & Johnson a jejich pfislusnym zastupclim
po celém svété. Anonymni osobni Udaje mohou byt
také zaslany do zemi mimo Evropsky hospodarsky
prostor (EHP), jako jsou Spojené staty, které dle
soucasnych zjisténi Evropské unie nemaji platné
zakony o ochrané soukromi, které by poskytovaly
dostatecnou Uroven ochrany soukromi. Bez ohledu
na shora uvedené skutecnosti, spole¢nost Janssen
a jeji pridruzené subjekty propojené se skupinou
Johnson & Johnson a pfislusni zastupci vsak poufZiji
dostatecna bezpecnostni opatfeni k ochrané téchto
osobnich udajq, jak je to poZzadovano v EHP. Osobni
Udaje mohou byt také zvefejnény na zakladé
pozadavk( jednotlivych regulacnich ufadd nebo
platnych zdkond, jako napf. pfi hlaseni zavaznych
nezadoucich ptihod.
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6.3.9 Janssen has provided certain details
regarding its Personal Data handling practices,
concerning Personal Data related to Principal
Investigator and any investigational staff,
including data subject rights, in Annex B.
Principal Investigator agrees to inform all
investigational staff from whom Personal Data is
collected during the course of the Clinical Trial in
scope of this Agreement about Personal Data
handling practices as specified in Annex B.

6.3.9 Spolecnost Janssen poskytla urcité
informace ohledné svych zasad nakladani
s osobnimi Udaji, které se tykaji osobnich udajd
hlavniho  zkouSejictho a vSech  studijnich
pracovnikd, véetné prav subjektl Gdajd v priloze B.
Hlavni zkousejici souhlasi s tim, Ze bude informovat
vSechny studijni pracovniky, od kterych budou
shromazdovany osobni Udaje v prlbéhu klinického
hodnoceni v rozsahu této smlouvy, o zdsadach
nakladani s osobnimi Udaji, které jsou uvedeny
v priloze B.

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

6.4 V pripadé, Ze se zjisti, Ze kterakoli ¢ast této
smlouvy porusuje platné zakony a predpisy, strany
souhlasi s tim, Ze v dobré vife sjednaji Upravu toho
nebo téch ustanoveni, které nebo kterd zakony
a predpisy porusuji. V pripadé, Ze se strany na
novém nebo upraveném znéni nezbytném k tomu,
aby byla smlouva jako celek uvedena do souladu
s predpisy, nedohodnou, muze kterdkoli strana
tuto smlouvu vypovédét pisemnou vypovédi
zaslanou druhé strané, s vypovédni Ih(itou Sedesati
(60) kalendarnich dna.

7. Ownership of Data — Confidentiality —
Registry — Publication

7. Vlastnictvi udaju — duvérnost —
registr — publikovani

7.1 Ownership of Data

7.1 Vlastnictvi udajt

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

VSechny zdznamy subjektu hodnoceni
adalsi udaje, mimo jiné vcetné pisemnych,
tisténych, grafickych, video aaudio materialQ
a informaci v jakékoli pocitacové databazi nebo v
pocitacové Citelné formé, vytvorené
poskytovatelem a/nebo hlavnim zkousejicim nebo
jinym persondlem zapojenym do klinického
hodnoceni v souvislosti s provadénim klinického
hodnoceni (dale jen ,udaje“), budou vlastnictvim
spole¢nosti Janssen nebo jejiho zmocnénce.
Vzhledem k tomu, Ze vSechna takovad data
vytvofend poskytovatelem a/nebo  hlavnim
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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
Principal Investigator as provided for in Section
7.5) 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.

zkousejicim odpovidaji definici databaze podle § 88
a nasl. zdkona €. 121/2000 Sb., o pravu autorském,
o pravech souvisejicich s pradvem autorskym a o
zméné nékterych zakonl, ve znéni pozdéjsich
predpisG (,zdkon o autorskych pravech”),
poskytovatel a/nebo hlavni zkousejici se zavazuje
udélit spolecnosti Janssen nebo jejimu zmocnénci
pravo vyuZivat nebo pouZivat cely obsah databaze
nebo jeho kvalitativni ¢i kvantitativni vétsinu v
souladu s §90 odst.1 autorského zdkona.
Spolec¢nost Janssen nebo jeji zmocnénec mohou
pouzivat Udaje tak, jak uznaji za vhodné, ale pouze
v souladu s predpisy na ochranu osobnich udajl a
dalsimi platnymi pravnimi predpisy a podminkami
této smlouvy. Jakékoli dilo chranéné autorskymi
pravy vytvorené v souvislosti s provadénim
klinického hodnoceni a obsazené v udajich (s
vyjimkou zvefejnéni hlavnim zkousejicim, jak je
stanoveno v oddilu 7.5) se povaZuje za ,,dilo vzniklé
na zakladé smlouvy o provedeni dila“ v plném
rozsahu povoleném pravnimi predpisy a je
vlastnictvim spole€nosti Janssen nebo jejiho
zmocnénce. Poskytovatel a/nebo hlavni zkousejici
nesmi pouzivat Udaje pro komercni ucely, véetné
podani patentové prihlasky nebo poskytnuti udajl
na podporu jakékoli nevyrizené nebo budouci
patentové prihlasky, bud’ pro svij vlastni prospéch,
nebo ve prospéch jakéhokoli ziskového subjektu,
véetné pouZziti udaji na podporu vyzkumu pro
ziskovy subjekt nebo ve spolupraci s nim.
Ustanoveni vtomto odstavci zlstanou v platnosti
ipo vypovézeni nebo uplynuti platnosti této
smlouvy.

7.2 Trade Secret / Confidentiality

7.2 Obchodni tajemstvi / dGvérnost

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

Vsechny informace, mimo jiné vcetné
informaci souvisejicich s hodnocenym pfipravkem,
protokol, broZura zkousejiciho, navrh studie,
¢innosti  spoleCnosti  Janssen nebo  jejich
pridruzenych subjektl, jako jsou patentové
prihlasky, sloZeni, wvyrobni procesy, zakladni
védecké udaje, udaje z predchoziho klinického
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information, provided to Institution or 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 Principal Investigator shall use their best
efforts to maintain in confidence and use the
same only for the purposes envisaged by this
Agreement:

vyzkumu a informace o sloZeni, které spolecnost
Janssen nebo jeji zmocnénec poskytli poskytovateli
nebo hlavnimu zkousSejicimu nebo jinému
personalu podilejicimu se na studii a které nebyly
dosud publikovany (dale jen ,, dGvérné informace”),
jakoZ i udaje, pocet subjektl hodnoceni, podrobny
financni rozpocet klinického hodnoceni, vysi
pfipadné  odmény  poskytnuté  subjektlm
hodnoceni, pojistnda smlouva a osvédéeni o
pojisténi jsou povazovany za dlivérné a zlstanou
vyhradnim vlastnictvim spolecnosti Janssen nebo
jejich pridruzenych spolec¢nosti. Spole¢nost Janssen
povaZuje divérné informace, Udaje, pocet subjektl
studie, podrobny financni rozpocet klinického
hodnoceni, vysi pfipadné odmény, pojistnou
smlouvu a osvédcéeni o pojisténi za své obchodni
tajemstvi (spolecné dale jen ,,obchodni tajemstvi”)
podle  §504 zikona  ¢.89/2012 Sb., obéansky
zakonik, ve znéni pozdéjsich predpist (dale jen
,obcansky zakonik”). Po dobu trvani i po skonceni
platnosti této smlouvy poskytovatel a hlavni
zkousejici  vynalozi Ffadné Usili  k zachovani
dlvérnosti a pouziji pouze pro ucely zamyslené
v této smlouvé:

(i) Janssen’s Trade Secret; (i) obchodni tajemstvi spolecnosti
Janssen;

(ii) Janssen Confidential (ii) divérné informace spoleénosti

Information; Janssen;

(iii) information which a reasonable (iii) informace, u kterych by soudna

person would conclude is the confidential
and proprietary property of Janssen and its
affiliates and which is disclosed by or on
behalf of Janssen to Institution and/or
Principal Investigator; and

osoba dospéla k zavéru, Ze jsou dlvérnym
a chranénym majetkem spolec¢nosti Janssen
nebo jejich pfidruzenych subjektd, a které
jsou spolecnosti Janssen nebo jejim jménem
zptistupnény poskytovateli a/nebo hlavnimu
zkousejicimu, a

(iv) the Data (as this term in defined
in Sec. 7.1 above).

(iv) udaje (dle definice obsazené v
¢lanku 7.1 vyse).

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

Vyse uvedené povinnosti se nevztahuji na
informace, které jsou predmétem oddilu 7.2 (ii)-
(iv) a které:
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a) was published without a fault on
the part of Institution or Principal
Investigator;

a) byly zvefejnény bez zavinéni
poskytovatele nebo hlavniho zkousejiciho;

b) the use or disclosure of which b) jejichz pouiiti nebo zpfistupnéni
has been approved in writing by Janssen; bylo pisemné schvaleno spole¢nosti Janssen;
or nebo

c) has been published in c) byly zvefejnény v  souladu
accordance with Clause7.5 of the s oddilem 7.5 smlouvy.

Agreement.

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

Poskytovatel se zavazuje, Ze nezpfistupni Zadateli
informace podle zdkona ¢. 106/1999 Sb., o volném
pfistupu k informacim, v platném znéni, které
predstavuji obchodni tajemstvi spolecCnosti
Janssen.

The provisions of this paragraph shall survive the
termination of this Agreement.

Ustanoveni vtomto odstavci zlstanou v platnosti
i po vypovézeni této smlouvy.

7.3. Register of Contracts in the Czech
Republic

7.3.  Registr smluv v Ceské republice

Institution acknowledges and 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 Register of
Contracts as a public administration information
system pursuant to section 5(1) of Act No.
340/2015, on special conditions for the
effectiveness of some contracts, the disclosure of
these contracts and on registers of contracts (the
“Act on Register of Contracts”). The Parties have
agreed that Institution will publish the final
version of the Agreement prepared and provided
by Janssen and that Janssen will exclude the
Trade Secret from the version to be published.
This version will be in electronical format send to
the following email: -

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

Poskytovatel bere na védomi a zavazuje se zajistit
zvefejnéni  smlouvy s vyjimkou obchodnich
tajemstvi a dalSich informaci, které by mély byt z
takového uverejnéni vylouceny (napf. osobni
Udaje) prostfednictvim registru smluv jako
informacniho systému verejné spravy podle §5
odst.1 zakona ¢.340/2015Sb., o zvladstnich
podminkach ucinnosti nékterych smluv,
uverejnovani téchto smluv a o registru smluv (dale
jen ,zakon o registru smluv”). Smluvni strany se
dohodly, Ze poskytovatel zvefejni konecnou verzi
smlouvy tak, jak ji pfipravila a poskytla spole¢nost
Janssen, a Ze spole¢nost Janssen vylouci obchodni
tajemstvi z verze, ktera bude zvefejnéna. Tato verze
bude zaslana e-mailem v elektronickém formatu na
nasledujici e-mail: -

Poskytovatel je povinen zvefejnit smlouvu do
10dnl od data posledniho podpisu smlouvy.
Oznameni o zverejnéni od spravce registru smluv
bude zaslano spolec¢nosti Janssen na nasledujici e-
mail:
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of Contracts will be send to Janssen to the
following email:-

7.4 Registry

7.4 Registr

Prior to the initiation of enrollment, Janssen will
have the right to publicly register protocol
summaries and trial 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 ICMJE 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.

Spole¢nost Janssen ma pred zahdjenim naboru
subjektd pravo provést vefejnou registraci
souhrnnych popisd protokolu a kontaktnich
informaci pracovisté z hodnoceni sponzorovanych
spolec¢nosti jak hodnocenych lécivych pfipravkd,
tak lécivych pripravkd uvadénych na trh, které
spliuji alespon jedno z nasledujicich kritérii: (i)
musi byt zaregistrovany spolecnosti Janssen nebo
nékterym zjeho pfidruzenych subjektl podle
platnych zédkon( a predpis a v souladu s nimi; (ii)
jsou vyzadovany ICMIJE pro studie, které maji byt
publikovany v mezinarodni recenzované literature
(http://www.icmje.org) nebo (iii) ze studii
hodnocenych iregistrovanych |éCivych  [ékl
a pfipravkl, které sponzoruje spolecnost, jsou
nélezité navrzeny a dobfe kontrolovany, at jiZ je to
vyZadovdno ¢i nikoli podle bod( tohoto odstavce (i)
nebo (ii) vy$e. V souladu s pravnimi predpisy Ceské
republiky bude popis klinického hodnoceni
zvefejnén na internetovych strankdch Statniho
ustavu pro kontrolu lé¢iv www.sukl.cz a bude
rovnéz k dispozici na webovych strankach
https://www.clinicaltrialsregister.eu/index.html a
www.ClinicalTrials.gov, jak to vyZzaduji pravni
predpisy EU a USA. Pro Ucely registrace lze také
pouzit odpovidajici internetové stranky a
internetové stranky spolecnosti Janssen a jejich
pridruzenych spolecnosti.

Any person accessing a clinical trial listing
for a clinical trial on www.clinicaltrials.gov may
elect to complete an online eligibility-screening
guestionnaire 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

Kazdy, kdo vstupuje do seznamu klinickych
hodnoceni na strankach www.clinicaltrials.gov, se
mUzZe rozhodnout vyplnit dotaznik pro predbéziné
zjisSténi vhodnosti pro studii, ktery je na strankach
umistén diky prostredkim poskytnutym
spolec¢nosti Janssen. U subjektd hodnoceni, které
projdou screeningem jako potencialné zpUsobili
v zemépisné oblasti poskytovatele a/nebo hlavniho
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completed screen and the Trial Subject's contact
information.

zkousejiciho, obdrzi hlavni zkousSejici zpravu
s informacemi z dokonceného screeningu
a kontaktnimi informacemi subjektu studie.

7.5 Publication

7.5 Zverejnéni

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.

V souvislosti s jakymikoli Udaji nebo jinymi
informacemi ziskanymi ze sluzeb poskytovanych
podle této smlouvy poskytovatelem, hlavnim
zkousejicim nebo jinym personalem spojenym
s timto klinickym hodnocenim nebo jejich jménem
bude mit spole¢nost Janssen nebo jeji zmocnénec
prednostni pravo publikovat a/nebo prezentovat
na verejnosti Udaje z klinického hodnoceni, at jiz
prostfednictvim Ustni prezentace na kongresu nebo
prostfednictvim publikace, bez souhlasu
poskytovatele nebo hlavniho zkousejiciho. Pokud
navic udaje klinického hodnoceni nebudou
publikovany vrecenzované literatufe béhem
dvanacti (12) mésicd od dokonceni klinického
hodnoceni, spolecnost Janssen pripadné muize
zvefejnit  vysledky klinického hodnoceni na
internetovych strankach publikujicich vysledky
klinickych hodnoceni ve formé Pfehledu zpravy o
klinickém hodnoceni ve formatu ICH-E-3.
Poskytovatel a hlavni zkousejici budou oprdvnéni
ke zverejnéni vysledkd klinického hodnoceni a
jakychkoli zdkladnich informaci nezbytnych k
jakémukoli  zvefejnéni  vysledk(  klinického
hodnoceni nebo nezbytnych pro jiné védce za
Ucelem ovéreni téchto wvysledkd klinického
hodnoceni. Poskytovatel ahlavni zkousejici
zahrnou prohlaseni, Ze ziskani udaja bylo zcéasti
podpofeno spoleCnosti Janssen nebo jejim
zmocnéncem.

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

Pokud je konkrétni klinické hodnoceni
soucasti multicentrického klinického hodnoceni,
hlavni zkousSejici nesmi u tohoto klinického
hodnoceni publikovat Udaje ziskané z jednoho
pracovisté, na kterém se hodnoceni provadi, dokud
spolec¢né vysledky z dokonceného klinického
hodnoceni nebudou publikovany ve spolecné,
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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

multicentrické  publikaci  vysledk( klinického
hodnoceni. Pokud vsak takovato multicentricka
publikace nebude predloZzena k publikaci do
osmnacti (18) mésich po dokonceni, zruSeni nebo
ukonceni  klinického hodnoceni na vsech
pracovistich nebo poté, co spolecnost Janssen
potvrdi, Ze nebude vydana Zz4dna publikace
multicentrického klinického hodnoceni, muze
poskytovatel a/nebo hlavni zkousejici publikovat
vysledky ze studijniho pracovisté samostatné
v souladu s touto casti.

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 si poskytovatel a/nebo hlavni
zkousejici preji publikovat informace z klinického
hodnoceni, kopie rukopisu musi byt poskytnuta
spolec¢nosti Janssen ke kontrole nejméné Sedesat
(60) dnli pred jejim odevzdanim k publikaci nebo
pred prezentaci. Spole¢nost Janssen a poskytovatel
a/nebo hlavni zkousejici na pozadani podle potreby
zajisti urychlené recenze abstraktli, posterovych
prezentaci nebo jinych materidl(. Bez ohledu na
vySe uvedené, za ucelem zverejnéni nebude
predloZen k publikaci Zadny text zahrnujici dGvérné
informace spolecnosti Janssen, bez predchoziho
pisemného souhlasu spolecnosti Janssen. Pokud
o to budou pisemné pozadani, poskytovatel a/nebo
hlavni zkousejici pozdrzi takovou publikaci po dobu
dalSich Sedesati (60) kalendarnich dnd, aby
umoznili podani patentové prihlasky.

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 dalsi personal podilejici se
na klinickém hodnoceni budou dodrzovat
ustanoveni tohoto ¢lanku.

8. Patents

8. Patenty

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

Strany uzndvaji a rozumi, Ze vynalezy a technologie
spoleCnosti  Janssen  ajejich  pridruzenych
spolecnosti, poskytovatele a hlavniho zkousejiciho
existujici k datu ucinnosti této smlouvy jsou jejich
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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.

samostatnym majetkem atato smlouva se na né
nevztahuje. VSechna prava k jakémukoli objevu i
vynalezu, at jiz patentovatelnému, ¢i nikoliv,
vytvorfenému nebo vytvofenému a uvedenému do
praxe vdusledku prace provadéné podle této
smlouvy (dale jen ,vynalez“) budou ndlezet
spoleCnosti Janssen nebo jeho zmocnénci.
Poskytovatel a hlavni zkousejici budou neprodlené
informovat  spoleCnost Janssen o veskerych
vynalezech. Poskytovatel ahlavni zkousejici
souhlasi stim, Ze postoupi (a zajisti, aby vsichni
zkousejici a dalsi personal zapojeny do klinického
hodnoceni postoupili) zadavateli nebo jeho
povérené osobé vyhradni a vyluéné vlastnictvi ke
vsem vynalezim. Spolec¢nost Janssen bude mit
pravo, ale nikoliv povinnost, pfihlasit, soudné
vymahat a uplatnit jakékoliv patenty souvisejici
s vynalezy. Poskytovatel a hlavni zkouSejici jsou
povinni podepsat anechat podepsat svymi
zaméstnanci a vSemi zkouSejicimi a dalSim
persondlem zapojenym do studie vSechny
dokumenty nezbytné k prevodu veskerych pray,
narokll apodild kjakémukoli vyndlezu na
spolecnost Janssen nebo jejiho zmocnénce,
a odpovidaji za provedeni vsech téchto cinnosti
a Uhradu vsech plateb a kompenzaci v souvislosti
se véemi takovymi vynalezy uskutec¢nénymi jejimi
zaméstnanci a/nebo profesory, jak je stanoveno
v platnych préavnich predpisech, aby spolecnost
Janssen nebo jeji zmocnénec mohli vlastnit
a pouzivat veskeré takové 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 zarucuje, Ze hlavni zkousejici
a vSechny dalsi osoby poskytujici sluzby podle této
smlouvy, jsou zaméstnanci nebo smluvni pracovnici
poskytovatele ajsou povinni postoupit na
poskytovatele veskeré vyndlezy a objevy ucinéné
v prlbéhu jejich zaméstnaneckého poméru nebo
trvani pracovni smlouvy, a to bud na zikladé
pisemné smlouvy, nebo podle podminek
zaméstnaneckého pomeéru.
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The provisions in this Section shall survive the
termination or expiration of this Agreement.

Ustanoveni v této casti zlstanou v platnosti i po
vypovézeni nebo uplynuti platnosti této smlouvy.

9. Compensation 9. Odména
9.1 The budget and compensation to be paid | 9.1 Rozpocet a ¢astky hrazené poskytovateli v

for the Clinical Trial to Institution for its services
under this Agreement is contained in Annex A. It
is agreed and understood that Annex A will not
include the budget and compensation due to
Principal Investigator and study team members.

ramci klinické hodnoceni za sluzby podle této
smlouvy, jsou obsaZeny v pfiloze A. Je sjednano a
strany berou na védomi, Ze pfiloha A nebude
zahrnovat rozpocet a odménu splatnou hlavnimu
zkousejicimu, ani ¢lendm studijniho tymu.

Janssen shall enter into a separate Letter
Agreement with the principal investigator and
members of the study team for activities related
to the clinical trial except the activities for which
is responsible Institution under this Agreement.
Such a separate Letter Agreement shall, among
other things, stipulate the remuneration of the
principal investigator (or members of the study
team) for the performance of these activities.
Janssen acknowledges that the amount of
remuneration must be in accordance with the
Institution's internal regulations throughout the
course of study, for such a compliance is
responsible principal investigator. Janssen
declares that, with the exception to the
preceding text, it will not enter into any other
separate contract with any employee of the
Institution regarding this clinical trial.

Spolecnost Janssen uzavie s hlavnim zkousejicim a
se Cleny studijniho tymu separdtni platebni dohodu
ve formé dopisu na cinnosti ve véci klinického
hodnoceni nad ramec cinnosti, za které odpovida
poskytovatel podle této smlouvy. Takova platebni
dohoda ve formé dopisu mj. stanovi odménu
hlavniho zkousejiciho (popft. ¢len( studijniho tymu)
za provedeni téchto cinnosti. Spolecnost Janssen
bere na védomi, Ze vySe odmény musi byt po celou
dobu trvani klinického hodnoceni v souladu
s vnitfnimi predpisy poskytovatele, za coZ odpovida
hlavni zkousejici. Spole¢nost Janssen prohlasuje, ze
s vyjimkou smlouvy dle predchoziho textu neuzavie
ve véci tohoto klinického hodnoceni Zzadnou dalsi
smlouvu s Zadnym zaméstnancem poskytovatele.
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9.2 The Parties acknowledge and agree that
the compensation and support provided by
Janssen to Institution, Principal Investigator and
study team members pursuant to this Agreement
and the Payment Letters represents the fair
market value for the research services conducted
by Institution, Principal Investigator and study
team members, has been negotiated in an arms-
length transaction, and has not been determined
in @ manner that takes into account the volume
or value of any referrals or other business
otherwise generated between Janssen and its
affiliates and Institution, Principal Investigator or
study team members. Nothing contained in this
Agreement nor in the Payment Letters shall be
construed in any manner as an obligation or
inducement for Institution, Principal Investigator
or study team members to recommend that any
person or entity purchase Janssen’s products or
those of any entity affiliated with Janssen.

9.2 Strany berou na védomi a souhlasi s tim, ze
odmeéna a podpora poskytnutd spolecnosti Janssen
poskytovateli, hlavnimu zkousejicimu a ¢lenim
studijniho tymu  na zdkladé této smlouvy a
platebnich dohod ve formé dopisu predstavuje
skuteCnou trini hodnotu za sluzby souvisejici
s vyzkumem provadéné poskytovatelem, hlavnim
zkousejicim a ¢leny studijnho tymu, byla vyjednana
za obvyklych trznich podminek a nebyla stanovena
zplUsobem, ktery bere v Uvahu objem ahodnotu
jakychkoliv doporuceni nebo jinych obchodnich
prileZitosti, které jinak vznikaji mezi spolecnosti
Janssen a jejimi pfidruzenymi subjekty a
poskytovatelem nebo hlavnim zkousSejicim nebo
¢leny studijniho tymu. Nic z toho, co je uvedeno
v této smlouvé a platebnich dohodach ve formé
dopisu nebude vykladano zZadnym zplsobem jako
zavazek nebo podnét pro poskytovatele nebo
hlavniho zkousejiciho nebo ¢leny studijniho tymu
k doporuceni, aby si jakdkoli osoba ¢&i subjekt
zakoupily vyrobky spolecnosti Janssen nebo
vyrobky  jakéhokoli  pfidruzeného  subjektu
spolecnosti Janssen.

9.3 Neither Institution nor  Principal
Investigator nor study team members shall 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. Institution and/or Principal
Investigator shall inform such third parties that
the services provided fall under the Clinical Trial
and that the possible corresponding amounts for
the conduct of such services will be reimbursed
by Insitition/Principal Investigator.
Institution/Principal Investigator will ensure that
such third parties do not request reimbursement
from Janssen for the services provided.

9.3 Ani poskytovatel, ani hlavni zkousejici, ani
¢lenové studijniho tymu nebudou Zadné treti
strané uctovat za hodnoceny pfipravek nebo jiné
polozky ¢i sluzby poskytnuté spolecnosti Janssen ve
spojeni s klinickym hodnocenim nebo sluzby
poskytované subjektim hodnoceni ve spojeni
s klinickym hodnocenim, které jsou hrazeny jako
soucast klinického hodnoceni. Poskytovatel
a/nebo hlavni zkousSejici musi tyto tfeti strany
informovat o tom, Ze poskytované sluzby spadaji do
klinického hodnoceni, a Ze pfipadné odpovidajici
Castky za provadéni téchto sluzeb budou uhrazeny
poskytovatelem / hlavnim zkousejicim.
Poskytovatel / hlavni zkousejici zajisti, aby tyto tfeti
strany nepozadovaly od spolecnosti Janssen
Uhradu za poskytnuté sluzby.
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9.4 In the event of early termination of this
Agreement or the Clinical Trial, Institution,
Principal Investigator and study team members
shall be reimbursed with proportionate part of
the remuneration according to the Annex A to
this Agreement and the Payment Letters,
according to the activities completed in
accordance with the Protocol.

9.4 V pfipadé predcasného ukonceni této
smlouvy nebo klinického hodnoceni bude
poskytovateli, hlavnimu zkousejicimu a ¢lendm
studijniho tymu proplacena pomérnd ¢ast odmény
podle prilohy A této smlouvy a platebnich dohod ve
formé dopisu podle Ccinnosti dokonéenych v
souladu s protokolem.

9.5 Travel expenses of Trial Subjects shall be
borne by Janssen in accordance with Annex A and
subject’s Informed Consent Form (ICF). The
reimbursement amounts for travel expenses set
out subject’s Informed Consent Form are in
accordance with applicable law and approved by
the ethics committee.

9.5 Cestovni vydaje subjektd hodnoceni hradi
spoleCnost Janssen v souladu pfilohouA a
informovanym souhlasem subjeku hodnoceni. Vyse
nahrad cestovnich vydajl uvedena
v informovaném souhlasu subjektu hodnoceni je v
souladu s platnymi zdkony a schvalena 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 bude hdjit, odskodni a
zprosti  odpovédnosti  poskytovatele, jeho
zmocnénce, vedouci pracovniky, zdastupce a
zaméstnance (véetné hlavniho zkousejiciho a
spoluzkousejicich) za vesSkeré ztraty, naklady,
vydaje, zavazky, pohledavky, Zaloby a ndhrady skod
v dGsledku ujmy na zdravi vcetné subjektu
hodnoceni pfimo zpUsobené pouzitim
hodnoceného pfipravku v souladu s protokolem v
prabéhu klinického hodnoceni.

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 managers, officers, agents or employees

10.2  Vyse uvedeny zavazek spolecnosti Janssen,
ktery je uveden v ¢asti 10.1, nebude uplatiiovdn a
spolecnost Janssen neponese odpovédnost za
jakékoli odSkodnéni ¢i vydaje; presnéji receno,
poskytovatel bude hajit, odskodni a zprosti
odpovédnosti spole¢nost Janssen v pfipadé Zalob
nebo narok(, které jakkoli vzniknou nebo budou
zplUsobeny Umyslnym, nezodpovédnym nebo
nedbalym jednanim nebo opomenutim nebo
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(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.

zanedbanim odborné péce poskytovatele nebo
kohokoli z jeho zmocnéncl, vedoucich pracovnikd,
zastupcl nebo zaméstnancl (vCetné hlavniho
zkousejiciho a spoluzkousejicich) nebo které
vzniknou ¢i budou zplsobeny jakymkoli jejich
nedodrZenim ustanoveni této smlouvy nebo
protokolu, pisemného doporuceni a pokynl
spoleCnosti  Janssen  tykajicich se  pouziti
hodnoceného pripravku nebo jakychkoli zakonnych
a regulacnich pozadavkad.

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 odskodnujici strany podle této
smlouvy bude platit pouze v pripadé, Ze druha
strana poskytne vcasné vyrozuméni po obdrZeni
oznameni o jakychkoli narocich nebo Zalobach,
umozni odskodnujici strané a jejim pravnim
zastupcim a personalu fidit a vést obhajobu ve véci
téchto narokd ¢i Zaloby, véetné predbézného fizeni,
soudniho  fizeni ¢ urovnani  naroku, a
odskodrfiovana strana bude plné spolupracovat a
asistovat béhem této obhajoby, s tim, Ze
odskodnujici strana nebude zproSténa svych
povinnosti podle této smlouvy, pokud tim, Ze
odskodnéna strana nevyrozuméla odskodnujici
stranu, neni dotlena obrana takového naroku.
Odskodriovand strana dale souhlasi s tim, Ze
neurovna ani smirné nenarovnd zadny takovyto
narok C¢i Zalobu bez predchoziho pisemného
souhlasu odskodnujici strany.

11. Insurance

11. PojiSténi

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
section 45(2)n of Act No. 372/2011 Coll,, on

11.1  Poskytovatel a hlavni zkousejici uzaviou a
po celou dobu provadéni klinického hodnoceni a po
jeho skonceni budou udrZovat v plné platnosti a
ucinnosti pojisténi k pokryti veskerych narokd,
které vzniknou z provadéni klinického hodnoceni za
Skody zplisobené v souvislosti s poskytovanim
zdravotni péce v souladu s § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sbh., o zdravotnich sluzbach a
podminkach jejich  poskytovani (zdkon o
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Health services and conditions of their provision
(the Health Services Act), as amended.

zdravotnich sluzbach), ve znéni pozdéjsich
predpisa.

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 section 58(2) of Act No.
378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (Act on
Pharmaceuticals), as amended.

11.2  Spolecnost Janssen uzavie a po celou dobu
provadéni klinického hodnoceni (a po jeho
skoncéeni k pokryti veskerych narokl (a po jeho
skonéeni k pokryti veskerych narokl, které
vzniknou v dasledku provadéni klinického
hodnoceni) bude udriovat v plné platnosti a
ucinnosti  pojisténi pozadované pro klinické
hodnoceni nebo v rozsahu svych zakonnych
povinnosti na pojistnou C¢astku odpovidajici
provadéni podnikatelské cinnosti spolecnosti
Janssen a v souladu s § 58 odst. 2 zdkona
¢.378/2007 Sb., o léCivech a 0 zménach nékterych
souvisejicich zakonl (zdkon o lécivech), ve znéni
pozdéjsich predpisu.

11.3  Upon request, each party required to
maintain insurance pursuant to this Agreement
shall provide the other party with certificates of
insurance evidencing the required insurance
coverage.

11.3  NavyZadani kazda strana povinna uzavfit a
udrZovat pojisténi podle této smlouvy preda druhé
strané osvédceni o pojisténi dokladajici
pozadované pojistné kryti.

12. Financial Disclosure — Conflict of Interest
— Debarment

12. Finanéni_prohlaseni — stfet zajmu — zakaz
cinnosti

12.1 Institution and Principal Investigator
agree to provide all information to Janssen
necessary to comply with any disclosure
requirements mandated by any competent
health authority (including, if applicable, the US
FDA), relevant trade association or similar body,
or other applicable national or local laws,
including any information required to be
disclosed in connection with any financial
relationship between Janssen and 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

12.1  Poskytovatel ahlavni zkousejici souhlasi
s tim, Ze spole€nosti Janssen poskytnou veskeré
informace nezbytné ktomu, aby byly splnény
veSkeré pozZadavky na zvefejnéni stanovené
pfislusnym zdravotnim Uradem (v€etné
amerického ufadu FDA, je-li to relevantni),
pfislusnym oborovym sdruzenim nebo obdobnym
subjektem nebo jinymi platnymi narodnimi nebo
mistnimi pravnimi predpisy, vcetné veskerych
informaci, které musi byt oznameny v souvislosti
s jakymkoli finanénim vztahem mezi spolecnosti
Janssen, jejimi  pfidruzenymi  spole¢nostmi
a zastupci skupiny Johnson & Johnson na strané
jedné a na strané druhé poskytovatelem/ hlavnim
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other agent or employee of Institution or

zkousejicim / jakymkoli spoluzkousejicim

Principal Investigator. This disclosure | zapojenym do klinického hodnoceni/ jakymkoli

requirement may require disclosure of | jinym zastupcem nebo zaméstnancem

information  involving immediate  family | poskytovatele nebo hlavniho zkousejiciho. Tento

members of those involved in the Clinical Trial. pozadavek zverejnéni miZe vyZadovat zverejnéni
informaci tykajicich se nejblizSich rodinnych
pfislusnik  osob zapojenych do klinického
hodnoceni.

12.2  Institution and Principal Investigator | 12.2  Poskytovatel a hlavni zkousejici potvrzuiji,

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 Janssen if any conflict of interest
arises during the performance of this Agreement.

Ze mezi smluvnimi stranami neexistuje stret zajmaq,
ktery by branil plnéni zavazkl poskytovatele
a/nebo hlavniho zkousSejiciho dle této smlouvy
nebo je ovliviioval, a ddle potvrzuji, Ze jejich plnéni
dle této smlouvy neni porusenim Zzadné jiné
smlouvy s tretimi stranami. Poskytovatel a hlavni
zkousejici budou spolecnost Janssen neprodlené
informovat v pripadé, Ze v pribéhu plnéni této
smlouvy vznikne jakykoli stfet zajm.

12.3  Principal Investigator confirms he/she: 12.3  Hlavni zkousejici potvrzuje, Ze:
(i) is not debarred by a competent (i) mu nebyl uloZen trest zdakazu
health authority (including, if applicable, ¢innosti  pfislusSnym zdravotnim Gradem
the US FDA); and (pfipadné veetné amerického Ufadu pro
kontrolu potravin a léciv [FDA]) a
(ii) has not been sentenced for (ii) nebyl odsouzen za profesni
malpractice related to the conduct of pochybeni  souvisejici s  provadénim
clinical trials. klinickych hodnoceni.
Institution and Principal Investigator shall not | Poskytovatel a hlavni zkouSejici nezaméstnaji,

employ, contract with or retain any person
directly or indirectly to perform services under
this Agreement if such a person:

neuzaviou smlouvu ani si nebudou dale najimat
osobu, pfimo ani nepfimo, za Ucelem poskytovani
sluZzeb podle této smlouvy, pokud:

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

(i) které byl uloZen zadkaz cinnosti
pfisluSnym zdravotnim ufadem (pfipadné
vCetné amerického uradu FDA) nebo

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

profesni
provadénim

(ii) byla odsouzena za
pochybeni  souvisejici s
klinickych hodnoceni,

If they can be aware of such facts with reasonable
efforts.

mohou-li jim byt takové skutecnosti pfi vyvinuti
pfiméfeného Usili znamy.
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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.

Na pisemnou Zddost spolecnosti Janssen jsou
poskytovatel a hlavni zkousejici povinni do deseti
(10) kalendarnich dnd predlozit  pisemné
osvédceni, Ze vySe uvedenou povinnost dodrzeli.
Toto osvédceni bude trvalé prohlaseni a zaruka na
dobu platnosti této smlouvy a
poskytovatel a hlavni zkousejici musi spole¢nost
Janssen ihned informovat o jakychkoli zménach
v souvislosti s prohlasenim  azarukou dle
ustanoveni tohoto oddilu.

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 a hlavni zkousejici jednaji na
zakladé této smlouvy jako nezavislé smluvni strany
a nikoli jako zaméstnanci nebo zastupci spolecnosti
Janssen.

14. Publicity

14. Publicita

None of the parties shall use the name of
any other party or any affiliate for promotional
purposes without the prior written consent of the
party whose name is proposed to be used, nor
shall either party disclose the existence or
substance of this Agreement except as required
by law.

Smluvni strany nesmi pouZivat nazev
ostatnich stran nebo pfidruzenych spolecnosti
k propagacnim ucellim bez predchoziho pisemného
souhlasu strany, jejiz jméno se ma poufZit, a nesmi
ani odhalit existenci nebo obsah této smlouvy,
pokud to neni vyZzadovano zdkonem.

15. Notice

15. Oznameni

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

Veskera oznameni v souladu s touto
smlouvou musi byt zasildna doporucenou listovni
postovni zasilkou, e-mailem nebo dorucena osobné
na adresy smluvnich stran uvedenymi v zahlavi této
smlouvy.

16. Assignment

16. Postoupeni
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Janssen shall have the right to assign this
Agreement and shall use reasonable efforts to
provide prior written notice thereof to
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.

Spole¢nost Janssen ma pravo postoupit
tuto smlouvu a vynaloZi pfimérené usili k tomu, aby
otom prfedem informovala poskytovatele.
Poskytovatel ani hlavni zkousejici nepostoupi sva
prava nebo povinnosti podle této smlouvy na jiné
osoby bez predchoziho pisemného souhlasu
spolecnosti Janssen. Zadné postoupeni v rozporu s
timto oddilem 16 nebude platné. Svyhradou
predchozich ustanoveni je tato smlouva zavazna
a vstoupi v platnost ve prospéch prislusnych
smluvnich  stran, jejich pravnich nastupcu
a nabyvateld.

17. Miscellaneous

17. Rdzna 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 Tato smlouva mlze byt zménéna pouze
pisemnym dodatkem, ktery bude takto nazvan,
fadné ocislovan, datovan a podepsan smluvnimi
stranami.

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 ustanovenimi protokolu, protokol bude
rozhodujici ve vécech tykajicich se mediciny, védy
a provadéni klinického hodnoceni. V pfipadé
jakychkoliv jinych rozporl je rozhodujici 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 je nékteré z  ustanoveni
definovanych v pfilohach vrozporu s jakymkoli
z ustanoveni této smlouvy, budou rozhodujici
podminky pfiloh.

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 jakakoli ¢ast této smlouvy
shleddna nevymahatelnou, ostatni ¢asti této
smlouvy zlistanou 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

17.5 Tato smlouva predstavuje Uplnou dohodu
stran ohledné predmétu této smlouvy. Vyslovné
nahrazuje vesSkera predchozi ¢i soucasnd ustni Ci
pisemna prohlaseni ¢i ujedndni. Pfilohy tvofi
nedilnou soucast smlouvy.
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representations or agreements. Annexes form an
integral part of the Agreement.

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: 1.2, 5, 6, 7, 8, 10,
11, 12, 14, 16 and 17.

17.6  Nasledujici ustanoveni a jakdkoliv jina
podminka, u niz je dle jeji povahy jasné zamysleno,
aby pretrvala v platnosti ipo vypovézeni nebo
vyprseni platnosti této smlouvy, zlstanou
v platnosti i po vypovézeni nebo vyprseni platnosti
této smlouvy: 1.2, 5,6, 7, 8,10, 11, 12, 14, 16 a 17.

17.7  This Agreement is drafted in English and
Czech version. In case of discrepancy between
both language versions Czech version will prevail.

17.7  Tato smlouva je vyhotovena v anglickém a
Ceském jazyce. V pfipadé rozporu mezi obéma
jazykovymi verzemi bude rozhodujici ¢eska verze.

18. Counterparts; Electronic Signatures.

18. Stejnopisy; elektronické podpisy.

If this Agreement is beeing signed wet ink, it
would be executed in three counterparts, each
of which shall be deemed an original, and all such
counterparts together shall constitute one and
the same instrument. This Agreement may be
executed by way of a quilified electronic
signature that shall have the full force and effect
of original signatures.

Je-li tato smlouva podepisovdna vlastnorucné, je
vyhotovena ve tfech stejnopisech, z nichZ kazdy
bude povazovan za origindl a vsSechny tyto
stejnopisy budou dohromady tvofit jeden a tentyz
dokument. Smlouvu lze podepsat rovnéz
kvalifikovanym elektronickym podpisem, ktery ma
plnou platnost a ucinnost origindlnich podpisa.

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

Smluvni strany souhlasi s tim, Ze smlouvu uvedou v
platnost pouZzitim kvalifikovaného elektronického
podpisu, a souhlasi s tim, Ze takovymto zplsobem
uzaviena smlouva bude predstavovat platnou a
vymahatelnou smlouvu. Tato smlouva je
vyhotovena ve formatu PDF, ktery je elektronicky
podepsan kazdou smluvni stranou.

19. Controlling Law

19. 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

Tato smlouva se fidi abude vykladana
vsouladu spravnim Fadem Ceské republiky.
V pripadé jakéhokoli sporu vzniklého mezi stranami
v souvislosti s podminkami této smlouvy vynalozi
strany maximalni Usili na smirné vyreSeni dané
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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.

zaleZitosti. Smluvni strany se zavazuji predloZit
veskeré spory nebo rozpory, které nejsou schopny
vyfedit smirné u pfislusného soudu v Ceské
republice.

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

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

NA DUKAZ €EHOZ smluvni strany uzaviely tuto
smlouvu prostrednictvim svych radné povérenych
zastupcu k datu Ucinnosti.

Smluvni strany vyslovné souhlasi s uzavienim této
smlouvy formou elektronického podpisu a souhlasi
s tim, Ze mezi smluvnimi stranami bude
predstavovat platnou a vymahatelnou smlouvu.
Tato smlouva je vyhotovena ve formatu PDF a je
elektronicky podepsana kazdou ze smluvnich stran.

On behalf of/Za Janssen-Cilag s.r.o.

Signature/Podpis

Represented by Vladimira Filipova, M.D. prokurist/

zastoupena MUDr. Vladimirou Filipovou, prokuristkou

On behalf/Za Fakultni nemocnice Brno

Signature/Podpis

Represented by Ivo Rovny, M.D., MBA, Director /
Zastoupena MUDr. lvem Rovnym, MBA, reditelem
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Principal investigator/Hlavni zkousejici

Signature/Podpis
Appendices: Prilohy:

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

P¥iloha A — Finanéni ustanoveni — OBCHODNiI
TAJEMSTVi  SPOLECNOSTI  JANSSEN (nelze
zvefejnovat)

Attachment 1 to Annex A P — TRADE SECRET OF
JANSSEN (exclude from publication)

Dodatek 1 pfilohy A ustanoveni— OBCHODNI
TAJEMSTVi  SPOLECNOSTI  JANSSEN (nelze
zvefejnovat)

Annex B - Personal Data concerning Principal
Investigator and any Investigational Staff—
TRADE SECRET OF JANSSEN (exclude from
publication)

Priloha B — Osobni udaje tykajici se hlavniho
zkousejiciho a veSkerého studijniho

personalu — OBCHODNi TAJEMSTVi SPOLECNOSTI
JANSSEN (nelze zvefejiiovat)
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Annex A
Financial Provisions
TRADE SECRET OF JANSSEN (exclude from
publication)

Priloha A
Finanéni ustanoveniOBCHODNI TAJEMSTVI
SPOLECNOSTI JANSSEN (nelze zverejriovat)

B
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ANNEX B -- Personal Data concerning Principal

Investigator and any Investigational Staff

Pfiloha B — Osobni udaje tykajici se hlavniho
zkousejiciho a vSech studijnich pracovnikt
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