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

ICON Clinical Research s.r.o.

ICON Clinical Research s.r.o.

with registered offices at V Parku 2335/20, 148
00 Praha 4 — Chodov, Czech Republic

se sidlem na adrese V Parku 2335/20, 148 00
Praha 4 — Chodov, Ceska republika

ID No.: 28171586

ICO: 28171586

Tax ID: CZ28171586

DIC: CZ28171586

(HCRO")

(“dale jen “CRO")

and

A Janssen Research & Development, LLC USA
corporation, with registered offices at 920 Route
202 South Raritan, New Jersey 08869, USA

Spolecnost Janssen Research & Development, LLC
americkd spolecnost, se sidlem na adrese 920
Route 202 South Raritan, New lJersey 08869,
Spojené staty americké

ID No.: 0600128798

ICO: 0600128798

(“Janssen ”)

(dale jen ,Janssen”)

and

Fakultni nemocnice Brno

Fakultni nemocnice Brno

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

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

ID No: 65269705

ICO: 65269705

Tax ID: CZ65269705

DIC: CZ65269705

(“Institution”)

(dale jen , poskytovatel”)

and

a

residential address:

adresa bydlisté:

(“Principal Investigator”)

(dale jen , hlavni zkousejici“)
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individually a "Party")

(Janssen, CRO, Institution and Principal
Investigator collectively as the "Parties",

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

(“Effective Date”).

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

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

Clinical Trial

: 54767414MMY3030

Klinické hodnoceni :54767414MMY3030

(“Clinical Trial”)

(dale jen ,klinické hodnoceni*)

Regulatory Sponsor
International N.V.,
Turnhoutseweg 30

Janssen-Cilag

B-2340 Beerse

Zadavatel : Janssen-Cilag
International N.V.,
Turnhoutseweg 30

B-2340 Beerse

A Phase 3b, Multicenter, Open-label,
Daratumumab Long-term Extension Study

Belgium Belgie
Study Product Daratumumab Hodnoceny ptipravek Daratumumab
(INJ54767414) (INJ54767414)
(“Study Product”) (dale jen ,,hodnoceny pfipravek “)
Protocol: 54767414MMY3030 - Protokol :54767414MMY3030 -

Multicentrické, oteviené, dlouhodobé prodlouZeni
klinického hodnoceni faze 3b s daratumumabem

(“Protocol”)

(dale jen ,,protokol®)

EUdraCT number

: 2022-500138-27-00

Cislo EUdraCT :2022-500138-27-00

Site of the Clinical Trial: Interni hematologicka a
onkologickd klinika, Fakultni nemocnice Brno
Jihlavska 20, 625 00 Brno, Czech Republic

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

(“Study Site”)

(,,pracovisté provadéjici hodnoceni”)
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Whereas, Janssen has appointed CRO to procure
the services under this Agreement and to provide
same to Janssen;

Vzhledem k tomu, Ze spole¢nost Janssen povéfila
CRO (smluvni vyzkumnou organizaci [Contract
research organization]), aby zajistila sluzby podle
této dohody a poskytla je spolecnosti Janssen;

Whereas, CRO has requested Institution and
Principal Investigator to provide services to CRO
as described in this Agreement by conducting the
Clinical Trial, which is sponsored by Regulatory
Sponsor, involving the Study Product according
to the Protocol (including subsequent Protocol
amendments) and Annexes, which form an
integral part hereof; and

Vzhledem k tomu, Ze CRO poZdadala poskytovatele
a hlavniho zkousejiciho o poskytnuti sluzeb CRO, jak
je popsano vtéto smlouvé, ato provedenim
klinického hodnoceni, které je financovano
zadavatelem, posuzujiciho hodnoceny pfipravek v
souladu s protokolem (véetné pozdéjsich dodatk k
protokolu), jenz tvofi soucast této smlouvy; a

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 zkousejici se zavazali
provadét klinické hodnoceni vsouladu s
protokolem a podminkami stanovenymi v této
smlouve, a

Now, therefore, in consideration of the premises

na zakladé cehoz se smluvni strany, s ohledem na

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.

and the mutual promises and covenants | vySe uvedené asohledem na vzidjemné dohody

expressed herein, the Parties agree as follows: 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, | 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
timelines and shall comply with the terms and
conditions of this Agreement and all applicable

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
dodrZovat podminky této smlouvy a vSechny platné
zakony a regulacni poZadavky. Poskytovatel
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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.

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 pripravku. 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 CRO 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, CRO or 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 CRO 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, CRO or
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
skutecnosti poskytovatel pisemné informovat CRO
co nejdrive, nejpozdéji vsak do tfi (3) kalendarnich
dnl po odchodu hlavniho zkousejiciho. Spole¢nost
Janssen ma pravo schvdlit nového hlavniho
zkousejiciho uréeného poskytovatelem. Novy
hlavni zkousSejici se bude muset zavazat
k dodrZzovani podminek této smlouvy. V pfipadé, ze
CRO nebo spolec¢nost Janssen neschvali tohoto
nového hlavniho zkousejiciho, muiZe spolecnost
Janssen vypovédét tuto smlouvu v souladu
s ustanovenim ¢lanku 2.2 niZe a poskytovatel ucini
vsechny nezbytné kroky ktomu, aby rozhodnuti
spole€nosti Janssen vyhovél. Bude-li hlavni
zkousejici docasné nepfitomen u poskytovatele po
dobu delsi neZ deset (10) kalendarnich dnu, ale ne

déle nez cCtrnact  (14) kalendarnich  dn,
poskytovatel stanovi spoluzkousejiciho, aby
docasné dohlizel na klinické  hodnoceni

v zastoupeni hlavniho zkousejiciho. Poskytovatel
takové povéreni zdokumentuje a predem o ném
pisemné informuje spole¢nost CRO. Je-li nebo ma-
li byt hlavni zkousSejici nepfitomen po dobu delsi
nez ¢trnact (14) kalendafnich dnd, mize CRO nebo
spole¢nost Janssen vypovédét tuto smlouvu, pokud
se poskytovatel a spolecnost Janssen nemohou
dohodnout na nahradnim hlavnim zkousejicim ve
Ihaté ¢trnacti (14) dnd.
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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
oprdvnéni a povéfeni a dodrZuji podminky této
smlouvy. Poskytovatel a hlavni zkousejici budou
odpovidat za jakékoliv poruseni této smlouvy
témito osobami.

1.5 Janssen/CRO shall enter into an agreement
with the Principal Investigator (and, where
applicable, members of the Study Team) for
activities related to the Clinical Trial beyond the
activities for which the Provider is responsible
under this Agreement. The agreement shall,
among other things, stipulate the remuneration
of the Principal Investigator (and, where
applicable, members of the Study Team) for the
performance of these activities. Janssen/CRO
acknowledges that the amount of remuneration
must be in accordance with the Provider's
internal regulations throughout the duration of
the Clinical Trial, for which the Principal
Investigator is responsible. Janssen/CRO declares

1.5 Spolec¢nost Janssen/CRO uzavie s hlavnim
zkousejicim (a pfipadné se cleny studijniho tymu)
smlouvu na cinnosti ve véci klinického hodnoceni
nad rdmec c¢innosti, za které odpovida poskytovatel
podle této smlouvy. Smlouva mj. stanovi odménu
hlavniho zkousejiciho (popft. ¢len( studijniho tymu)
za provedeni téchto (Cinnosti. Spolecnost
Janssen/CRO bere na védomi, Ze vy$e odmény musi
byt po celou dobu trvani klinického hodnoceni
v souladu s vnitfnimi pfedpisy poskytovatele, za coz
odpovida hlavni zkousejici. Spole¢nost
Janssen/CRO prohlasuje, Ze s vyjimkou smlouvy dle
pfedchoziho textu neuzavie ve véci tohoto
klinického hodnoceni Zadnou dalsi smlouvu
s zadnym zaméstnancem poskytovatele.
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that, with the exception of the agreement
pursuant to the preceding text, it sghall not enter
into any other agreement with any employee of
the Provider in relation to this Clinical Trial.

Itis also understood and expressly acknowledged
that Institution and its employees, 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.

Je rovnéz odsouhlaseno avyslovné potvrzeno, Ze
poskytovatel ani jeho zaméstnanci, véetné hlavniho
zkousejiciho a ¢len( studijniho tymu nemaji narok
na Ucast vramci pland odmén, programd,
zaméstnaneckych politik, postupl nebo pojisténi
odmeén pracovnikid spole¢nosti 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 apoZadavkd na hlaseni
a jakychkoliv jinych platnych smérnic relevantnich
pro klinického hodnoceni a provadéni protokolu.

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

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

1.8 While dispensing with the Study Product
and conducting the Clinical Trial, the Parties
undertake to comply with applicable laws,
implementation regulations, good

1.8 Pfi vydavani hodnoceného pftipravku a
provadéni klinického hodnoceni se smluvni strany
zavazuji dodrZovat platné zakony, provadéci
predpisy, pokyny pro spravnou vyrobu, distribuci,
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manufacturing, distribution, pharmacy and
clinical practice guidelines and the instructions of
the State Institute for Drug Control.

spravnou lékarenskou a klinickou praxi a pokyny
Statniho Ustavu pro kontrolu éciv.

1.9 Janssen/CRO shall ensure supplies of the
Study Product to Institution’s pharmacy.

1.9 Spole¢nost Janssen/CRO zajisti dodavky
hodnoceného pfipravku do Iékdrny poskytovatele.

1.10 IT Security - Before the clinical trial is
launched, Janssen is obliged to carry out and
agree on acceptance tests with an authorized
representative of the Institution, where the
process of logging into all required Janssen
systems, databases and websites will be verified
and the data transfer, or upload of agreed test
files, will be physically tested. An acceptance test
is understood as the import of an anonymous test
study, which is inserted into the system and the
study recipient confirms the receipt of data and
its correctness.

After the test transfer, the Provider's
representative responsible for the clinical study
confirms that he/she understands the workflow
and confirms its functionality. This acceptance is
sufficient and the Institution’s representative
becomes the guarantor for this solution. Janssen
informs the Institutions’ IT Center department
about the results of the test transfer and
acceptance of the solution. For security reasons,
the Institution only supports the current version
of the Java application.

In the event that the conditions of operation of
the Institution for the use of hardware and
software in the Institution cannot be met by the
Janssen, the Institution reserves the right not to
accept the fulfiiment of the Janssen's
requirements, not specified prior to the signing of
the agreement, if the additional and unsubmitted
configurations and settings will be in conflict with
the security policy of the Institution as an
operator of basic service information systems

1.10 IT Bezpecnost- spole¢nost Janssen je
povinna pfed samotnym spusténim klinické
studie realizovat a odsouhlasit akceptacni testy s
povéfenym zastupcem Poskytovatele, kde bude
ovéfen proces pfihldseni se do vsech
pozadovanych systémU, databazi a webovych
stranek spolecnosti Janssen a fyzické odzkouseni
pfenosu 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
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 bezpecénostnich davodu
Poskytovatel podporuje jen aktudlni verzi aplikace
Java.

V pfipadé, Ze nelze spolecnosti Janssen splnit
podminky provozu poskytovatele pro pouZziti
hardwaru a softwaru v zarizeni poskytovatele, si
poskytovatel vyhrazuje pravo neptijmout splnéni
pozadavk( spolec¢nosti Janssen, neuvedenych pred
podpisem smlouvy, pokud dodatecné a
nepredloZzené konfigurace a nastaveni budou
v rozporu s bezpecnostni politikou poskytovatele
jako provozovatele informacnich systéma zakladni
sluzby dle § 2 pism. i) zakona ¢. 181/2014 Sb., o
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pursuant to Section 2(i) of Act No. 181/2014 Coll.,
on Cyber Security in the Healthcare Sector.

In this case, Janssen will implement the clinical
study solution using its own resources (e.g. a
dedicated PC for this clinical study, including
internet connectivity — STAND ALONE).

kybernetické bezpecnosti v odvétvi zdravotnictvi.

Vtomto pripadé spolec¢nost Janssen uskutecni
feSeni klinické studie pomoci svych vlastnich
prostfedkl (napf. dedikované PC pro tuto klinickou
studii, vcetné internetové konektivity — STAND
ALONE).

1.11 Janssen shall prepare reports on the
course of the Study within the scope of the
legislation (Act No. 378/2007 Coll. on Medicinal
Products, Regulation No. 463/2021 Coll., on the
detailed conditions for conducting clinical trials
of medicinal products for human use, Regulation
(EU) No. 536/2014 of the European Parliament
and of the Council) and submit them to the
relevant Ethics Committee, to the Institution (by

1.11 Spolecnost Janssen se zavazuje zpracovavat
zpravy o pribéhu klinického hodnoceni v rozsahu
stanoveném pravnimi predpisy (zakon o lécivech,
vyhlaska o blizSich podminkach provadéni
klinickétho  hodnoceni  humannich  Iécivych
pripravks, NARIZEN] EVROPSKEHO PARLAMENTU
A RADY (EU) ¢. 536/2014) a tyto v terminech
stanovenych  pravnimi predpisy predkladat
prislusné Etické komisi, Poskytovateli (e-mailem na

on the Effective Date and shall remain in force
and effect until the Clinical Trial has been
completed as acknowledged in writing by CRO.
The Parties estimate that the Clinical Trial will
end on (i) estimated at 31 March 2029 or (ii)
when all Trial Subjects have
finished/discontinued treatment on the Clinical
Trial at the Trial site, unless sooner terminated in
accordance with the terms hereof. The parties
agree that the term may be amended by mutual
agreement of the parties.

e-mail to [ . o ot | I 0 daim
authorized entities within the time limits set by | opravnénym subjekttim.

the legislation.

2, Term and Termination 2, Doba trvani a ukonceni platnosti

2.1 The term of this Agreement shall begin | 2.1 Smlouva nabyva ucinnosti datem ucinnosti

a z(Ostava v platnosti a Ucinnosti az do Uplného
ukonceni klinického hodnoceni, které pisemné
potvrdi CRO. Smluvni strany odhaduji, Ze klinické
hodnoceni skoni (i) pfiblizné 31. bfezna 2029 nebo
(ii) kdyz vsechny subjekty studie ukonci/pferusi
[é¢bu v této klinické studii vtomto centru, pokud
nebude ukonceno dfive v souladu s podminkami
této smlouvy. Smluvni strany souhlasi s tim, Ze doba
uéinnosti smlouvy mlze byt zménéna na zakladé
vzajemné dohody smluvnich stran.

It is planned to include at least I of Trial Subjects
in the Clinical Trial.

V pldnu je zahrnout do klinického hodnoceni
nejménélsubjekty.

2.2 This Agreement may be terminated by
either party at any time in the exercise of its sole

2.2 Tato smlouva muzZe byt vypovézena kdykoli
kteroukoli ze stran dle jejich vylu¢ného uvazeni, na
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discretion upon fifteen (15) calendar days prior
written notice to the other party. Reasons for
termination may include but are not limited to:

zakladé predchoziho pisemného oznameni druhé
smluvni strané, svypovédni Ihitou patnacti
(15) kalendarnich dnll. 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; predpisq;

(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

Notwithstanding the above, CRO or Janssen may
immediately terminate, within its sole judgment,
the Clinical Trial if such immediate termination is
necessary based upon considerations of patient
safety or upon receipt of data suggesting lack of
sufficient efficacy. Upon receipt of notice of
termination, Institution and Principal Investigator
agree to promptly terminate conduct of the
Clinical Trial to the extent medically permissible
for any individual who participates in the Clinical
Trial (“Trial Subject”).

Bez ohledu na vyse uvedené muiie CRO nebo
spole¢nost Janssen na zakladé vlastniho uvazeni
klinické hodnoceni ihned ukoncit, bude-li toto
okamZité ukonceni nutné na zdkladé uvazeni
bezpecnosti pacienta nebo po obdrZeni udajl
poukazujicich na nedostatek adekvatni ucinnosti.
Poskytovatel a hlavni zkousSejici souhlasi s tim, Ze
po obdrZeni oznameni o vypovédi ihned ukonci
provadéni klinického hodnoceni, ato v rozsahu,
ktery bude zlékarského 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 CRO 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 CRO to
Institution or Principal Investigator or study team
members being refunded to CRO.

V ptipadé ukoncéeni smlouvy podle tohoto ¢lanku
zjiného dlvodu, neZ je podstatné poruseni ze
strany poskytovatele nebo hlavniho zkousejiciho,
budou celkové &astky splatné CRO poskytovateli
podle této smlouvy, hlavnimu zkousejicimu a
¢lenlm studijniho  tymu podle pfislusnych
platebnich dohod ve formé dopisu spravedlivé
pomérné kraceny dle skutecné provedené prace
vykonané ke dni ukonceni, pficemz veskeré
nespotifebované zalohy, které CRO jiz zaplatila
poskytovateli nebo hlavnimu zkousejicimu nebo
¢lendm studijniho tymu, budou CRO 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 CRO and

2.3 Po  drivéjsim ukonceni  klinického
hodnoceni a vypovézeni této smlouvy (a)
poskytovatel a hlavni zkousejici okamzité dorudi
CRO a spolecnosti Janssen vSechny udaje
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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 CRO or Janssen or
their affiliates. This provision does not apply to
those 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.

vygenerované jako vysledky klinického hodnoceni,
vsechny shromazdéné klinické vzorky, vsechny
dokumenty a Udaje poskytnuté CRO nebo
spoleCnosti  Janssen a jejimi  pfislusSnymi
pfidruzenymi spolecnostmi a veskeré dulvérné
informace spolecnosti Janssen, jak jsou definovany
v oddile 7.2 nize, (b) Poskytovatel a hlavni
zkousejici vrati CRO nebo spolecnosti Janssen nebo
jejich  prislusnym pridruzenym spolec¢nostem
veskery nepouzity hodnoceny pripravek a (c)
Poskytovatel a hlavni zkousejici 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
vrati na zakladé pokyni CRO nebo spoleénosti
Janssen nebo jejich pridruZzenych spolecnosti. Toto
ustanoveni se nevztahuje na dokumenty, které
musi poskytovatel a hlavni zkousejici vést a
uchovavat u poskytovatele, jak je definovdno
v protokolu avyZadovdno platnymi  zakony
a nafizenimi. Zni¢eni dokumentl uvedenych v
posledni vété vyzaduje predchozi souhlas
spolecnosti Janssen.

3. Ethics Committee (EC) — Informed | 3. Eticka komise (EK) — informovany
Consent — Authorizations souhlas — povoleni
3.1 In accordance with the laws and | 3.1 V souladu se zakony a predpisy platnymi

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

pro poskytovatele, bude spolec¢nost Janssen
odpovédna za ziskani schvaleni protokolu a jeho
dodatkd, formulare informovaného souhlasu,
zplUsobu naboru do klinického hodnoceni (napf.
oznameni nebo finan¢ni nahrady, uplatiuje-li se) a
jakychkoli pfislusnych dokument(l ve spojeni s
klinickym hodnocenim pfislusnou EK pred
zahdjenim klinického hodnoceni. V pripadé, Ze EK
bude poZadovat zmény v protokolu, ve formulafi
informovaného souhlasu nebo zplsobu naboru do
klinického hodnoceni, tyto zmény nebudou ucinény
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not be implemented until CRO 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 CRO and the EC. Clinical Trial shall
be conducted pursuant to the approval issued by
the State Institute for Drug Control (further
“SUKL”).

bez vyrozuméni CRO a obdrzZeni jejiho pisemného
souhlasu. Protokol, formulai informovaného
souhlasu a jakoukoli inzerci nelze ménit bez
pfedchoziho pisemného souhlasu CRO a EK.
Klinické hodnoceni se provadi na zakladé schvaleni
vydaného Statnim Ustavem pro kontrolu léciv (dale
jen ,,SUKL“).

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

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
CRO a pfisluénou Etickou komisi a SUKLem pred
Ucasti subjektl hodnoceni. Formular
informovaného souhlasu musi zahrnovat pravo
CRO a ji povérenych osob a pfislusnych vladnich
orgdnid na kontrolu nezpracovanych udajd
klinického hodnoceni, véetné originald zaznam( o
subjektech, pfi vSech monitorovacich a auditnich
¢innostech vyZadovanych k zajisténi kvality a
souladu s protokolem, jakoZ i vSemi zdkonnymi a
regula¢nimi pozadavky. Formuldf informovaného
souhlasu musi rovnéz zahrnovat pravo spolecnosti
Janssen a jejich pridruzenych subjekt(l provadét
dalsi vyhodnoceni udaji za ucCelem studia
bezpecnosti a Ucinnosti hodnoceného pripravku a
dalSich pfipravkd a lécebnych postupd, za ucelem
lepsiho porozuméni nemoci nebo ke zlepseni
ucinnosti  budoucich klinickych studii. CRO se
zavazuje poskytnout hlavnimu zkousejicimu vzor
formuldfe informovaného souhlasu klinického
hodnoceni, ktery bude splnovat vSechny pozadavky

stanovené platnymi pravnimi  predpisy a
protokolem.
3.3. Janssen shall be responsible for the | 3.3. Spolec¢nost Janssen bude odpovédna za

fulfillment of all other authorization formalities
related to the conduct of the Clinical Trial (such
as submitting a clinical trial application) and

splnéni veskerych ostatnich formalit tykajicich se
povoleni pro provadéni klinického hodnoceni
(napf. podani Zadosti o povoleni klinického

Clinical Trial Agreement between CRO Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
April 2024

Smlouva o klinickém hodnoceni mezi CRO, spolecnosti Janssen,
poskytovatelem a hlavnim zkousejicim — Sablona smlouvy pro Ceskou
republiku — Duben 2024

- piname: [

Jméno hlavniho zkousejiciho: _—

Protocol #: 54767414MMY3030

C. protokolu: 54767414MMY3030

Page 11 of 76

Strana 11 ze 76




related to the manufacturing, supply or
importation of the Study Product, and if required,

hodnoceni) avyroby, doddni nebo dovozu
hodnoceného pfipravku av pfipadé potieby za

for obtaining the written authorization from the | ziskdni pisemného povoleni od pfislusnych
competent health authorities prior to | zdravotnich ufadl pred zahajenim klinického
commencement of the Clinical Trial. hodnoceni.

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

4.1 Institution and Principal Investigator | 4.1 Poskytovatel a hlavni zkouSejici souhlasi, Zze

agree to provide CRO or Janssen periodically and
in a timely manner with all Clinical Trial results
and other data called for in the Protocol..

budou CRO nebo spolecnosti Janssen pravidelné
avéas poskytovat vsechny vysledky klinického
hodnoceni a dalsi udaje vyZadované v protokolu.

4.2 Data Entry. Institution will deliver Data
to Janssen in the form and manner described in
the Protocol. 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 CRO’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 predloZi spole¢nosti Janssen
udaje formou a zplUsobem popsanym v protokolu.
Poskytovatel / hlavni zkousejici zabrani
neopravnénému pfistupu kudajom tim, Ze
zabezpedi fyzickou ochranu pocitach a zajisti, aby
studijni persondl udrZoval sva hesla v tajnosti.
Poskytovatel / hlavni zkouSejici budou rovnéz
dodrZovat pokyny CRO pro zaznamendvani udajl
do systému, coZ zahrnuje, aby si studijni personal,
ktery systém pouziva, byl védom toho, 7Ze
elektronicky podpis je prdvné zavazny ekvivalent
vlastnoruéniho 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 delivering it to
Janssen. The delivery of Data 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

Hlavni zkousejici / poskytovatel se zavazuji zakladat
vSechny udaje z klinického hodnoceni (elektronické
i papirové) do zdrojové dokumentace pred jejich
dodanim spolecnosti Janssen. Doddni dat musi byt
splnéno do péti (5) pracovnich dnd po dokoncéeni
postupl vramci navstévy nebo po obdrieni
vysledkl vySetfeni, pokud neni v protokolu
stanoveno jinak. Poskytovatel / hlavni zkousejici
rovnéz souhlasi s poskytovanim radnych odpovédi
na obdrzené dotazy do péti (5) pracovnich dna od
jejich prijeti, neni-li v protokolu uvedeno jinak.

Clinical Trial Agreement between CRO Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
April 2024

Smlouva o klinickém hodnoceni mezi CRO, spolecnosti Janssen,
poskytovatelem a hlavnim zkousejicim — Sablona smlouvy pro Ceskou
republiku — Duben 2024

- piname: [

Jméno hlavniho zkousejiciho: _—

Protocol #: 54767414MMY3030

C. protokolu: 54767414MMY3030

Page 12 of 76

Strana 12 ze 76




receipt, unless otherwise specified in the

Protocol.

In the event Principal
Investigator/Institution do not deliver Data 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/enroliment,
additional monitoring visits, consideration of
Institution audit, and possible termination of
Institution participation in the Clinical Trial.

V  pripadé, Ze poskytovatel / hlavni
zkousejici nedoda data nebo neodpovi na dotazy ve
Ih(ité stanovené pro kazdou zvysSe uvedenych
zaleZitosti, mlzZe spolec¢nost Janssen podle svého
vyhradniho uvazeni okamzité pfijmout ndpravna
opatfeni. Tato ndpravna opatfeni mohou mimo jiné
zahrnovat docasné pozastaveni
screeningu/naboru, dalsi monitorovaci navstévy,
zvazeni auditu u poskytovatele a mozné ukonceni
Ucasti poskytovatele v klinickém hodnoceni.

4.3 Institution and Principal Investigator also
agree to report to Janssen immediately but not
later than twenty-four (24) hours after learning
of any serious adverse events and other
important medical events, as identified in the
Protocol, affecting any Trial Subject in the Clinical
Trial. Institution and Principal Investigator further
agree to follow up such report with detailed,
written reports in compliance with all applicable
legal and regulatory requirements. 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

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 nezadouci pfihody
a dalsi vyznamné zdravotni prihody, 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 regulaénimi 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. Spolec¢nost Janssen nebo
jeji zmocnénec budou informovat pfrislusné
zdravotni Urady o takovém zdvainém poruseni
pisemné béhem sedmi (7) dnll od zjisténi poruseni.
Spolecnost Janssen nebo jeji zmocnénec dle svého
uvaZzeni budou informovat ostatni zucastnéna
klinicka pracovisté o tom, Ze doslo k zdvainému
poruseni, ale nebudou mit povinnost tak udinit,
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
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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.

poruseni aktualni schvalené verze protokolu nebo
nafizeni (EU) ¢&.536/2014, které pravdépodobné
vyznamnym zplsobem ovlivni bezpecnost a prava
subjektt a/nebo spolehlivost a robustnost Gdajl
generovanych  vklinickém  hodnoceni.  Pro
vylouceni pochybnosti, toto ustanoveni se
nevztahuje na bezpecnostni hlaseni a hlaseni
nezadoucich prihod, ktera 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
Schedule, Annex A of this Agreement and
Payment Letters.

4.4 Vcasné, presné a uUplné predloZeni udaju
a odpovédi na dotazy je nezbytné k zajisténi platby
v souladu s harmonogramem plateb v pfiloze A
této smlouvy a platebnich dohod ve formé dopisu.

5. Monitoring of Clinical Trial — Audit — | 5. Monitorovani _ Klinického hodnoceni —
Inspections 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 CRO, Janssen
and/or the competent health authorities
(including, if applicable, the US FDA) to examine

Poskytovatel a hlavni zkousejici souhlasi s
tim, Ze béhem doby platnosti této smlouvy ipo
jejim uplynuti, umozZni zastupciim CRO, spolecnosti
Janssen a/nebo pfislusnym zdravotnim uGradim
(pfichazi-li to v Uvahu, véetné amerického Ufadu

at any reasonable time during normal business | pro kontrolu potravin aléciv (FDA) kdykoli
hours v pfijatelném cCase béhem pracovni doby
zkontrolovat
(i) the facilities where the Clinical (i) prostory, ve kterych se klinické
Trial is being conducted,; hodnoceni provadi
(ii) raw Clinical Trial data including (ii) nezpracované Udaje klinického
original Trial Subject records in paper and hodnoceni véetné origindlnich zaznaml

electronic format (complete subject
medical record), if allowed under the
terms of the informed consent form and
the applicable laws; and

subjektld hodnoceni v papirové i elektronické

podobé (kompletni |ékatské zdznamy
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

(iii) veskeré pfislusné informace
nezbytné k potvrzeni toho, Ze klinické
hodnoceni je provadéno v souladu s
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the Protocol and in compliance with
applicable legal and regulatory
requirements, including privacy and
security laws and regulations.

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 stigator for purposes of
monitoring or audit.

(iv) informace a zaznamy vedené v
elektronickém systému Poskytovatele o
subjektech hodnoceni, a to vsouladu
s podepsanym informovanym souhlasem
subjektu hodnoceni (namatkova 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
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 uchovavat, 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 CRO if a competent
health authority schedules or, without
scheduling, begins an inspection and shall
promptly, upon issuance, provide CRO a copy of
any health authority’s correspondence resulting
from any such inspection.

Poskytovatel a hlavni zkouSejici musi ihned
uvédomit CRO, jestlize pfislusny zdravotnicky urad
naplanuje nebo bez napldnovani zahaji inspekci,
a okamzité po vydani poskytnout CRO kopii veskeré
korespondence se zdravotnickym uUfadem ohledné
takové inspekce.

5.4 Institution and Principal Investigator
agree to take any reasonable actions requested
by CRO to cure deficiencies noted during an audit
or inspection. In addition, Janssen and CRO or
their 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

5.4 Poskytovatel a hlavni zkousejici souhlasi s
tim, Ze podniknou veskeré prijatelné kroky
poZadované CRO kodstranéni  nedostatkl

zjisténych béhem auditu ¢i inspekce. Navic bude
mit spole¢nost Janssen a CRO nebo jejich

zmocnénci pravo  zkontrolovat  a schvalit
korespondenci s pFislusSnym zdravotnickym
Uradem v souvislosti s takovou inspekci

zdravotnického Uradu, ato pred jejim odeslanim
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extent not prohibited by law or by the applicable
health authority, the right to have a
representative present during any inspection.

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 zakon(
6.1 The Parties agree to conduct the Clinical | 6.1 Smluvni strany souhlasi stim, Ze budou
Trial and maintain records and data during and | provadét klinické hodnoceni avést zaznamy

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.

a Udaje béhem platnosti této smlouvy ipo jejim
skonceni vsouladu se vSsemi platnymi pravnimi
a regulac¢nimi 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

6.2 Dodrzovani  protikorupcnich  pravnich
predpis
Poskytovatel prohlasuje a zarucuje, Ze

poskytovatel, Zadnd zjeho pobocek, ani Zadny
z jejich prislusnych 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
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purpose of influencing decisions related to
Janssen and/or its business in a manner that
would violate Anti-Corruption Laws.

Institution’s

Institution and Representatives

have conducted and will conduct their
businesses in compliance with the Anti-
Corruption Laws, and Institution will have

necessary procedures in place to prevent bribery
and corrupt conduct by Institution
Representatives, which includes anti-corruption
training.

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/or CRO
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.

stdtnimu Ufednikovi nebo zaméstnanci statniho
Uradu, politické strané, kandiddtovi na politickou
funkci ani Zadné jiné osobé za ucelem ovlivnéni
rozhodnuti, kterd se tykaji spolecnosti Janssen
nebo jeji obchodni ¢innosti, zpisobem, ktery by
porusoval protikorupcni zakony.

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

Poskytovatel bude provadét ucinnou interni tcetni
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 zaznamy (finanéni ijiné) a podplrnou
dokumentaci  souvisejici s predmétem  této
smlouvy a poskytne spolecnosti Janssen a/nebo
CRO ajejim auditordm ajinym zastupcim na
zakladé Zadosti spolecnosti Janssen nebo CRO
pfistup k témto zaznamim za Uclelem
dokumentace ¢i ovéreni souladu s ustanovenimi
tohoto clanku; a

Bez ohledu na ustanoveni ¢lanku 2 (doba trvani
a ukonéeni  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 okamZzitou ucinnosti ukoncit predanim pisemné
vypovédi poskytovateli, pricemZz spolecnosti
Janssen ztakového ukonéeni nevznikne Zadna
finan¢ni ani jakakoliv jina odpovédnost, s vyjimkou
plateb za jiz provedené ukoly/postupy.
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6.3 Privacy and Data Security 6.3 Ochrana soukromi a zabezpeceni udaju

6.3.1 Each party agrees that its collection, | 6.3.1 Kaidd strana souhlasi stim, Ze
processing and disclosure of any data relating to | shromazdovani,  zpracovavani  a zpfistupnéni
an identified or identifiable individual (“Personal | jakychkoli Gdajd souvisejicich s identifikovanou

Data”) in connection with this Agreement is and
will be in compliance with applicable data
protection laws, including, where applicable, the
EU General Data Protection Regulation (the
“GDPR”), and that it has obtained all rights and
consents necessary to collect, process and
disclose the Personal 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.

nebo identifikovatelnou osobou (dale jen , osobni
udaje”) v souvislosti s touto smlouvou je abude
v souladu s platnymi zakony na ochranu osobnich
Udajl, véetné obecného natizeni EU o ochrané
osobnich ddajli (dale jen ,GDPR“), je-li to
relevantni, a Ze ziskala vSechna prava a souhlasy
nezbytné ke shromaidovéani, zpracovavani
a zpristupnéni téchto osobnich udaja. Strany
souhlasi stim, Ze béhem shromazdovani
a zpracovavani osobnich adajl prijmou pfrislusna
opatfeni za ucelem ochrany téchto osobnich udaja,

zachovani  dudvérnosti informaci  subjekt(
hodnoceni tykajicich se zdravotniho stavu
a zdravotnich informaci, radného informovani
prislusnych  subjektd Udaji o shromazdovani

a zpracovavani jejich osobnich udajd, poskytnuti
opodstatnéného pfistupu témto subjektdim tdajd k
jejich osobnim udajlm, zajisténi dalSich prav

subjektd Gdajd v souladu s platnymi pravnimi
pfedpisy azabrdnéni pfistupu neopravnénym
osobdm.
6.3.2 Institution and Principal Investigator will | 6.3.2  Poskytovatel a hlavni zkousejici zavedou
implement appropriate technical and | naleZita technicka a organizacni opatteni k zajisténi

organizational measures to ensure a level of
security for Personal Data processed in
connection with the Agreement that s
appropriate to the risk.

osobnich
s touto

udajud
smlouvu,

takové Urovné zabezpeceni
zpracovavanych v souvislosti
ktera odpovida danym rizik(m.

6.3.3 Institution and Principal Investigator
represents, warrants and covenants that
Personal Data related to Trial Subjects, when
supplied to Janssen and/or CRO, will be
pseudonymized to replace any information that

6.3.3 Poskytovatel a hlavni zkousejici prohlasuiji,
zaruCuji a zavazuji se, Ze osobni Udaje tykajici se
subjektd  hodnoceni budou pfi poskytnuti
spolecnosti Janssen a/nebo CRO
pseudonymizovany tak, Ze budou veskeré
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directly identifies a Trial Subject with a subject
identification code. Principal Investigator will not
provide Janssen or CRO 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 and/or CRO does not satisfy
this requirement. Principal Investigator will
cooperate with all Janssen and/or CRO requests
to mitigate any harm resulting from any such
disclosure of Data. In such an event, Institution
and Principal Investigator will deliver corrected
Data to Janssen and/or CRO as promptly as
possible at no extra expense to Janssen and/or
CRO.

informace, které pfimo identifikuji subjekt
hodnoceni, nahrazeny identifikacnim kédem.
Hlavni zkousejici neposkytne spolecnosti Janssen
nebo CRO kli¢ ani kéd, ktery umoziuje zpétnou
identifikaci subjektu hodnoceni. Poskytovatel
a hlavni zkousejici neprodlené upozorni spole¢nost
Janssen, pokud poskytovatel a/nebo hlavni
zkousejici zjisti, Ze nékteré udaje (definované
v ¢lanku 7.1) tykajici se subjektd hodnoceni
poskytnuté spoleénosti Janssen a/nebo CRO
nevyhovuji tomuto poZadavku. Hlavni zkousejici
bude spolupracovat ohledné vsech Zadosti
spoleénosti Janssen a/nebo CRO na minimalizaci
skod zpUsobenych zpfistupnénim Udajd. V takovém
pfipadé poskytovatel a hlavni zkousejici doruci
opravené Udaje spolecnosti Janssen a/nebo CRO co
nejrychleji bez dalSich nakladd pro spolecnost
Janssen a/nebo CRO.

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 and/or CRO. 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 and/or CRO,
investigate and resolve any such Privacy Incident
and provide Janssen and/or CRO any information
necessary to provide notifications.

6.3.4 Vpfipadé poruseni zabezpeceni, které
vede k nahodnému nebo nezdakonnému zniceni,
ztraté, pozménéni, neopravnénému zpfistupnéni
nebo pfistupu k pfedavanym, uloZzenym nebo jinak
zpracovavanym osobnim uddajim (dale jen
»incident v oblasti ochrany osobnich uadaja“),
oznami poskytovatel a/nebo hlavni zkousejici tuto
skuteénost spole€nosti Janssen a/nebo CRO
bezprostfedné poté, co se oincidentu v oblasti
ochrany osobnich Udaji dozvédi. V takovém
oznameni upfesni povahu incidentu v oblasti
ochrany osobnich Udaju, kategorie a priblizny pocet
subjektl Udajd a zaznamU osobnich udaja, kterych
se tento incident v oblasti ochrany osobnich udaju
tyka. Poskytovatel a hlavni zkousejici souhlasi s tim,
Ze budou se spolec¢nosti Janssen a/nebo CRO plné
spolupracovat, wvySetfi a vyfesSi veskeré
bezpecnostni incidenty a poskytnou spolecnosti
Janssen a/nebo CRO veskeré informace potfebné
k provedeni ohlaseni.

6.3.5 Institution and Principal Investigator
agree to fully cooperate with respect to any data

6.3.5 Poskytovatel ahlavni zkousejici souhlasi
s tim, Ze budou plIné spolupracovat pfi posouzeni
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protection impact assessments and/or prior
consultations that may be required with respect
to the processing of Personal Data under the
Agreement.

veskerych dopadll na ochranu osobnich Gdajl
a/nebo pti predbéznych konzultacich, které mohou
byt vyZadovany v souvislosti se zpracovanim
osobnich udajl 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
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

6.3.6 Poskytovatel a hlavni zkousSejici nebudou
vyuzivat Zadnou tfeti stranu, vcéetné pridruzenych
spole¢nosti asubdodavatell, 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
(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

actions of such third-party data processors. plné odpovidat za vSechny <¢innosti téchto
externich zpracovatell udaju.
6.3.7 Personal Data related to Principal | 6.3.7 Osobni udaje tykajici se hlavniho

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.

zkousejiciho a vsech studijnich pracovnikld (napf.
jméno, adresa a telefonni ¢islo nemocnice nebo
kliniky, Zivotopis) mohou byt predany pobockdam
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. Such as
CROs, worldwide. Accordingly, Personal Data

6.3.8 Spolecnost Janssen mulzZe osobni Udaje
predat jinym pfidruzenym subjektiim skupiny
Johnson & Johnson a jejich prislusnym zastupclim,
jako jsou CRO po celém svété. Anonymni osobni
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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 and/or CRO 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.

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, spolecnost Janssen a jeji
pfidruzené subjekty propojené se skupinou
Johnson & Johnson a pfislusni zastupci a/nebo CRO
vSak pouZiji dostatecna bezpecnostni opatreni k
ochrané téchto osobnich adaji, jak je to
pozadovano v EHP. Osobni Udaje mohou byt také
zvefejnény na zakladé pozadavkd jednotlivych
regulacnich uradl nebo platnych zakon, jako napf.
pfi hlaseni zavaznych nezadoucich ptihod.

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 tdaje v prabéhu klinického
hodnoceni v rozsahu této smlouvy, o zdsadach
nakladani s osobnimi Udaji, které jsou uvedeny
v priloze B.

6.3.10 The SCCs which are incorporated
into this Appendix C and this Agreement will
apply to any transfer of Personal Information that
is subject to the EU General Data Protection
Regulation ((EU) 2016/679) (“GDPR”).

6.3.10 Standardni smluvni dolozky (,,SCC“), které
jsou zaclenény do této Pfilohy C a této smlouvy, se
budou vztahovat na vSechna predavani osobnich
udajli, na které se vztahuje Obecné nafizeni EU o
ochrané osobnich udajd (EU) 2016/679 (,,GDPR").

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

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
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terminate this Agreement on sixty (60) calendar
days prior written notice to the other party.

tuto smlouvu vypovédét pisemnou vypovédi
zaslanou druhé stranég, s vypovédni Ih(tou Sedesati
(60) kalendarnich dn.

7. Ownership of Data — Confidentiality —
Registry — Publication

7. Vlastnictvi udajt — duvérnost —

registr — publikovani

7.1 Ownership of Data 7.1 Vlastnictvi udajt
All case report forms and other data, VSechny zdznamy subjektu hodnoceni
including without limitation, written, printed, | a dalsi udaje, mimo jiné vietné pisemnych,

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

tisténych, grafickych, video aaudio materiall
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

zkousejicim odpovidaji definici databaze podle § 88
a nasl. zdkona ¢. 121/2000 Sb., o pravu autorském,
o prdvech 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 spole€nosti Janssen nebo jejimu zmocnénci
pravo vyuZivat nebo pouZivat cely obsah databdze
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 vytvofené v souvislosti s provadénim
klinického hodnoceni a obsazené v udajich (s
vyjimkou zverejnéni 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 spolecnosti Janssen nebo jejiho
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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.

zmocnénce. Poskytovatel a/nebo hlavni zkousejici
nesmi pouzivat Udaje pro komercni ucely, véetné
podani patentové prihlasky nebo poskytnuti udaj
na podporu jakékoli nevyfizené 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
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

Vsechny informace, mimo jiné vcetné
informaci souvisejicich s hodnocenym pfipravkem,
protokol, broZura zkousejiciho, navrh studie,
¢innosti  spolecnosti  Janssen nebo  jejich
pfidruzenych subjektld, jako jsou patentové
prihlasky, sloZzeni, wvyrobni procesy, zakladni
védecké udaje, udaje z predchoziho klinického
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

finanéni rozpocet klinického hodnoceni, vysi
pfipadné  odmény  poskytnuté  subjektim
hodnoceni, pojistna 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 zdkona  ¢.89/2012 Sb., obéansky
zakonik, ve znéni pozdéjsich predpisti (dale jen
»obcansky zadkonik“). Po dobu trvani i po skoncéeni
platnosti této smlouvy poskytovatel a hlavni
zkousejici  vynalozi tadné Usili  k zachovani
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same only for the purposes envisaged by this
Agreement:

dlivérnosti 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
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

(iii) informace, u kterych by soudna
osoba dospéla k zavéru, Ze jsou dlvérnym
a chranénym majetkem spolec¢nosti Janssen
nebo jejich pridruzenych subjektl, akteré
jsou spolecnosti Janssen nebo jejim jménem
zptistupnény poskytovateli a/nebo hlavnimu
zkousejicimu, a

(iv) the Data.

(iv) udaje.

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:

a) was published without a fault on a) byly zvefejnény bez zavinéni
the part of Institution or Principal poskytovatele nebo hlavniho zkousejiciho;
Investigator;
b) the use or disclosure of which b) jejichz pouziti nebo zpfistupnéni
has been approved in writing by Janssen; bylo pisemné schvaleno spole¢nosti Janssen;
or nebo
c) has been published in ) byly zvefejnény v  souladu
accordance with Clause7.5 of the s oddilem 7.5 smlouvy.
Agreement.

Institution undertakes not to disclose | Poskytovatel se zavazuje, Ze nezpfistupni Zadateli

information that represents Janssen’s Trade

Secret to an applicant pursuant to Act
No. 106/1999 Coll., on free access to
information, as amended.

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
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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 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
of Contracts will be send to Janssen to the email
provided by the CRO.

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 zdkona ¢.340/2015Sb., o zvlastnich
podminkach ucinnosti nékterych smluv,
uverejiovani téchto smluv a o registru smluv (dale
jen ,,zdkon o registru smluv“). Smluvni strany se
dohodly, Ze poskytovatel zverejni konecnou verzi
smlouvy tak, jak ji pripravila a poskytla spolec¢nost
Janssen, a Ze spole¢nost Janssen vylouci obchodni
tajemstviz verze, ktera bude zvefejnéna. Tato verze
bude zasldna e-mailem v elektronickém formatu:
I

Poskytovatel je povinen zvefejnit smlouvu do
10dnd od data posledniho podpisu smlouvy.
Ozndmeni o zverejnéni od sprdvce registru smluv
bude zasldno spole¢nosti Janssen na e-mail
poskytnuty od CRO.

7.4 Registry 7.4 Registr

Prior to the initiation of enrollment, Janssen will | Spole¢nost Janssen ma pred zahajenim ndboru
have the right to publicly register protocol | subjektll pravo provést vefejnou registraci
summaries and trial site contact details from | souhrnnych popisi protokolu a kontaktnich

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

informaci pracovisté z hodnoceni sponzorovanych
spolec¢nosti jak hodnocenych lécivych pfripravka,
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 zdkon( 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  1éku
a pripravkl, které sponzoruje spolecnost, jsou
nalezité navrzeny a dobfe kontrolovany, at jiZ je to
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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 wused for registration
purposes.

vyZadovdéno ¢i nikoli podle bod( tohoto odstavce (i)
nebo (ii) vyde. 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 vyZaduji 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
completed screen and the Trial Subject's contact
information.

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 prostfedkim poskytnutym
spole¢nosti Janssen. U subjektd hodnoceni, které
projdou screeningem jako potencialné zpusobili
v zemépisné oblasti poskytovatele a/nebo hlavniho
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 V souvislosti s jakymikoli Udaji nebo jinymi
information generated from the services | informacemi ziskanymi ze sluZeb poskytovanych

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

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 pfipadné mize
zverejnit  vysledky klinického hodnoceni na

Clinical Trial Agreement between CRO Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
April 2024

Smlouva o klinickém hodnoceni mezi CRO, spolecnosti Janssen,
poskytovatelem a hlavnim zkousejicim — Sablona smlouvy pro Ceskou
republiku — Duben 2024

- piname: [

Jméno hlavniho zkousejiciho: _—

Protocol #: 54767414MMY3030

C. protokolu: 54767414MMY3030

Page 26 of 76

Strana 26 ze 76




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.

internetovych strankach publikujicich vysledky
klinickych hodnoceni ve formé Pfehledu zpravy o
klinickém hodnoceni ve formdtu ICH-E-3.
Poskytovatel a hlavni zkousejici budou opravnéni
ke zverejnéni vysledk( klinického hodnoceni a
jakychkoli zakladnich informaci nezbytnych k
jakémukoli  zvefejnéni  vysledkd  klinického
hodnoceni nebo nezbytnych pro jiné védce za
Ucelem ovéreni téchto wvysledkd klinického
hodnoceni. Poskytovatel ahlavni zkousejici
zahrnou prohlaseni, Ze ziskani udajd 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
results. However, if such a multicenter
publication is not submitted within eighteen (18)
months after conclusion, abandonment or
termination of the Clinical Trial at all sites, or
after Janssen confirms there will be no
multicenter Clinical Trial publication, Institution
and/or Principal Investigator may publish the
results from the Study Site individually in
accordance with this Section

Pokud je 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
spolecné vysledky z dokonceného klinického
hodnoceni nebudou publikovany ve spolecné,
multicentrické  publikaci  vysledk( klinického
hodnoceni. Pokud v3ak takovato multicentricka
publikace nebude predloZzena k publikaci do
osmnacti (18) mésich po dokonceni, zruseni nebo
ukoncéeni  klinického hodnoceni na v3ech
pracovistich nebo poté, co spolecnost Janssen
potvrdi, Ze nebude vydana z4adna publikace
multicentrického klinického hodnoceni, muze
poskytovatel a/nebo hlavni zkousejici publikovat
vysledky ze studijniho pracovisté samostatné
v souladu s touto ¢asti.

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.

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 materidll. Bez ohledu na
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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.

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) kalendafnich 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
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

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
samostatnym majetkem atato smlouva se na né
nevztahuje. Vsechna prava k jakémukoli objevu di
vynalezu, at jiz patentovatelnému, ¢i nikoliv,
vytvorenému nebo vytvorenému a uvedenému do
praxe v dlsledku prace provadéné podle této
smlouvy (dale jen ,vyndlez”) budou naleZet
spole¢nosti 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) spole¢nosti Janssen nebo
jeho povérené osobé vyhradni a vylucné vlastnictvi
ke vSéem vynalezim. Spole¢nost Janssen bude mit
pravo, ale nikoliv povinnost, pfihlasit, soudné
vymahat a uplatnit jakékoliv patenty souvisejici
s vynalezy. Poskytovatel a hlavni zkousejici jsou

povinni podepsat anechat podepsat svymi
zaméstnanci a vSemi zkousejicimi a dalSim
persondlem zapojenym do studie vSechny
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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.

dokumenty nezbytné k prevodu veskerych pray,
narokll apodild kjakémukoli vyndlezu na
spolecnost Janssen nebo jejiho zmocnénce,
a odpovidaji za provedeni vSech téchto cinnosti
a thradu vsech plateb a kompenzaci v souvislosti
se vSemi takovymi vynalezy uskutec¢nénymi jejimi
zaméstnanci a/nebo profesory, jak je stanoveno
v platnych prévnich predpisech, aby spolecnost

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.

Janssen nebo jeji zmocnénec mohli vlastnit
a pouzivat veskeré takové vynalezy.
Institution warrants that Principal Investigator | 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 pribéhu jejich zaméstnaneckého poméru nebo
trvani pracovni smlouvy, a to bud na zakladé
pisemné smlouvy, nebo podle podminek
zaméstnaneckého poméru.

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

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

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.

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

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.
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It is recognized and understood by the Parties
that the budget and compensation due to
Principal Investigator and study team members
for their activities in the Clinical Trial is contained
in the separate payment Letter/s. Institution
explicitly agrees to payments being made directly
to Principal Investigator and study team
members under such separate Payment Letters.

Payments to study team members will be
performed by CRO.

Smluvni strany respektuji a berou na védomi, Ze
rozpocet a odmeény splatné hlavnimu zkousejicimu
a C¢lendm studijniho tymu za jejich Cinnosti v
klinickém hodnoceni, jsou obsaZeny
v samostatné/samostatnych  platebni/platebnich
dohodé/dohod ve formé dopisu. V takovém
pfipadé poskytovatel vyslovné souhlasi s tim, ze
platby budou vyplaceny pfimo hlavnimu
zkousejicimu a clenm studijniho tymu podle
takovych samostatnych platebnich dohod ve formé
dopisu.

Platby ¢lendm studijniho tymu bude provadét CRO.

9.2 The Parties acknowledge and agree that
the compensation and support provided by CRO
to Institution pursuant to this Agreement
represents the fair market value for the research
services conducted by Institution, has been
negotiated in an arms-length transaction, and
has not been determined in a manner that takes
into account the volume or value of any referrals
or other business otherwise generated between
Janssen and its affiliates and Institution. Nothing
contained in this Agreement 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 poskytnuta CRO na zakladé této
smlouvy predstavuje skutecnou trini hodnotu za
sluzby  souvisejici  svyzkumem  provadéné
poskytovatelem, byla vyjedndna za obvyklych
trznich podminek a nebyla stanovena zpUsobem,
ktery bere v dvahu objem a hodnotu jakychkoliv
doporuceni nebo jinych obchodnich pfileZitosti,
které jinak vznikaji mezi spolecnosti Janssen a jejimi
pfidruzenymi subjekty a poskytovatelem. Nic
ztoho, co je uvedeno vtéto smlouvé nebude
vykladano zadnym zplsobem jako zavazek nebo
podnét pro poskytovatele nebo hlavniho
zkousejiciho nebo  ¢leny  studijniho  tymu
k doporuceni, aby si jakdkoli osoba ¢i subjekt
zakoupily wvyrobky spolecnosti Janssen nebo
vyrobky  jakéhokoli  pridruzeného  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 CRO or 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

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 CRO nebo 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
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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.

a/nebo hlavni zkousSejici musi tyto treti 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.

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

9.4 V pfipadé predcasného ukonceni této
smlouvy nebo klinického hodnoceni bude
poskytovateli proplacena pomérna ¢ast odmény
podle pfilohy A této smlouvy podle cinnosti
dokoncenych v souladu s protokolem.
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9.5 Travel and meal 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 and meal expenses set out subject’s
Informed Consent Form are in accordance with
applicable law and approved by the ethics
committee.

As part of this clinical trial, the CRO undertakes to
pay the Institution a lump sum of_ to
cover the travel and meal expenses of the Trial
Subjects (hereinafter referred to as the “trial
subject costs”). The lump sum to cover the trial
subjects costs (hereinafter referred to as the
“lump sum”) will be paid to the CRO based on an
invoice issued by the Institution after the
conclusion of this contract. In accordance with
Section 36, paragraph 11 of Act No. 235/2004
Coll., on Value Added Tax, as amended, the lump
sum is not included in the value added tax base.
After three quarters of the lump sum has been
used up, the Institution is entitled to issue
another invoice, in the same amount as the
previous one. In the event of termination of the
clinical trial, the CRO is obliged to request the
Institution to return the unpaid lump sum to the
CRO account in writing to the e-mail address:
no later than 7
days after the termination of the clinical trial.

9.5 Cestovni vydaje a stravné subjektl
hodnoceni hradi spole¢nost Janssen v souladu
pfilohou A a informovanym souhlasem subjektu
hodnoceni. VySe nahrad cestovnich vydaji a
stravného, které jsou uvedeny vinformovaném
souhlasu subjektu hodnoceni jsou v souladu s
platnymi zakony a schvalena etickou komisi.

V ramci tohoto klinického hodnoceni se CRO
zavazuje vyplatit poskytovateli pausalni ¢astku ve
vySi na Uhradu cestovnich vydaji a
stravného subjektl hodnoceni (dale jen ,naklady
subjektld hodnoceni“). Pausalni ¢astka na Uhradu
nakladl subjektll hodnoceni (dale jen ,pausal”)
bude vyplacena CRO na zakladé faktury vystavené
poskytovatelem po uzavieni této smlouvy. Pausal
se vsouladu s § 36 odst. 11 zdkona ¢&. 235/2004 Sb.,
o dani z pfidané hodnoty, ve znéni pozdéjsich
predpisl, nezahrnuje do zadkladu dané z pfidané
hodnoty. Po vylerpdni tfi ctvrtin pausalu je
poskytovatel opravnén vystavit dalsi fakturu, a to
ve stejné vysi jako pfedchozi. CRO je povinno v
pfipadé ukonceni klinického hodnoceni vyzvat
poskytovatele k vraceni nevyplacenych zaloh na
ucet CRO a to pisemné na e-mailovou adresu:

a to nejpozdéji do 7

dnd od ukoncéeni klinického hodnoceni.

9.6 Institution will invoice its services under this
Agreement exclusively to CRO. All payments will
be made against invoices duly issued by the
Institution in accordance with calculations
produced by CRO within 15 days from the
delivery of the calculation to the Institution (the
date of taxable delivery is the date of delivery of
the calculation to the Institution). Payments will
be reimbursed 4 times a year for every 3 calendar

9.6 Poskytovatel bude fakturovat své sluzby podle
této dohody vyhradné CRO. VSechny platby budou
uhrazeny oproti fakturam, které budou radné
vystaveny poskytovatelem na zakladé kalkulace
vytvorené CRO, a to do 15 dnl od doruceni
kalkulace poskytovateli (pficemz datum doruceni je
zaroven datem uskutecnéni zdanitelného plnéni).
Platby budou vyplaceny 4x ro¢né za obdobi kazdych
3 kalendarnich mésicl. Kalkulace bude poskytnuta
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months period. Calculation will be provided for
all items listed in the budget. Calculation to all
items will provide CRO. Calculation for all items
included in the tables Per visit budget will be
provided from e-mail address:
_, and calculation
for other items will be provided by the monitor of
the study. The source material for invoicing and
all notices shall be sent to: contact person:
_. Invoice due date is
30 days after the issuance by the Institution. In
case of late payment, the Institution is entitled to
charge late interest in the legal rate. In the event
that the CRO does not deliver the calculation to
the provider in time in accordance with the
schedule given in the previous text, the
Institution is entitled to suspend data entry into
the database. In the event of a late payment the
Institution agrees to ask CRO in writing (via email)
to pay the overdue amount immediately. If CRO
fails to pay in an agreed period, the Institution is
entitled to suspend data entry into the database
until the relevant payment is made. Amounts in
Annex A do not include VAT. VAT will be added in
accordance with the laws in effect on the date of
the issuance of invoice by Institution.

na veskeré polozky uvedené v rozpoctu. Kalkulaci
na veskeré polozky uvedené v rozpoctu poskytne
CRO. Kalkulaci na veskeré polozky uvedené v
tabulkach Rozpocet na navstévu bude zaslan ze-
mailové adresy: _,_a
kalkulaci na ostatni polozky poskytne pfislusny
monitor Studie. Zdrojové materialy pro fakturaci a
vsechna ozndameni budou zasildna: kontaktni
osoba: [ -
splatnosti faktury je 30 dnll od jejiho vystaveni
poskytovatelem. Pfi pozdni Uhradé je poskytovatel
opravnén Uctovat Urok z prodleni v zakonné vysi. V
pfipadé, Zze CRO nedoruci poskytovateli kalkulaci
v€as v souladu s harmonogramem uvedenym v
pfedchozim textu je poskytovatel opravnén
pozastavit zadavani dat do databaze. V pfripadé
pozdni Uhrady souhlasi poskytovatel s tim, Ze
pisemné (e-mailem) vyzve CRO k okamzitému
uhrazeni dluzné ¢astky. Pokud CRO neuhradi
dluZznou castku v predem domluvené Ihité, je
poskytovatel opravnén pozastavit zadavani dat do
databaze, a to aZ do provedeni pfislusné uhrady.
Castky uvedené v pfiloze A jsou bez DPH. DPH bude
pfipoctena v souladu se zakony platnymi k datu
vystaveni faktury poskytovatelem.

10. Indemnification 10. Odskodnéni

10.1  Janssen shall defend, indemnify and hold | 10.1  Spolecnost Janssen bude h3jit, odSkodni a
harmless Institution, its trustees, officers, agents | zprosti  odpovédnosti  poskytovatele, jeho
and employees (including Principal Investigator | zmocnénce, vedouci pracovniky, zastupce a

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.

zaméstnance (véetné hlavniho zkousejiciho a
spoluzkousejicich) za veskeré ztraty, naklady,
vydaje, zavazky, pohledavky, Zaloby a nahrady skod
v dlsledku djmy na zdravi véetné 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

10.2  Vyse uvedeny zavazek spolecnosti Janssen,
ktery je uveden v ¢asti 10.1, nebude uplatiiovan a
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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
(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.

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
zanedbanim odborné péce poskytovatele nebo
kohokoli z jeho zmocnéncd, vedoucich pracovnik,
zastupcld nebo zaméstnancl (véetné hlavniho
zkousejiciho a spoluzkousejicich) nebo které
vzniknou ¢i budou zplsobeny jakymkoli jejich

nedodrZzenim ustanoveni této smlouvy nebo
protokolu, pisemného doporuceni a pokynl
spole€nosti  Janssen  tykajicich se  pouziti

hodnoceného pfipravku nebo jakychkoli zakonnych
a regulaénich pozadavki.

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 ptipadé, Zze druha
strana poskytne vcasné vyrozuméni po obdrieni
oznameni o jakychkoli narocich nebo Zalobach,
umozni odSkodnujici strané a jejim pravnim
zastupclm a personalu fidit a vést obhajobu ve véci
téchto narokd ¢i Zaloby, véetné predbézného fizeni,
soudniho  fizeni ¢ urovnani  naroku, a
odskodniovana 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 nevyrozumeéla odskodnujici
stranu, neni dotlena obrana takového naroku.
Odskodnovana strana dale souhlasi s tim, Ze
neurovna ani smirné nenarovna Zadny takovyto
narok C¢i Zalobu bez predchoziho pisemného
souhlasu odskodnujici strany.

10.4 CRO expressly disclaims any liability in
connection with the Study Product, including any
liability for any claim arising out of a condition
caused by or allegedly caused by any Study
procedures associated with such product except

104 CRO vyslovné odmita jakoukoli
odpovédnost v  souvislosti s hodnocenym
pfipravkem, vcCetné odpovédnosti za jakékoli

reklamace vyplyvajici ze stavu zplsobeného nebo
Udajné zplsobeného podanim takového pripravku,
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to the extent that such liability is caused by the
negligence, willful misconduct or breach of this
agreement by CRO.

s vyjimkou pfipadd, kdy je takova odpovédnost
zpUsobena nedbalosti, Umyslnym nespravnym
jedndnim nebo porusenim této Smlouvy nebo
platnych pravnich predpist ze strany CRO.

11. Insurance

11. PojiSténi

11.1  Institution 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

11.1  Poskytovatel uzavie a po celou dobu
provadeéni klinického hodnoceni a po jeho skonceni
bude udrZovat v pIné platnosti a Ucinnosti pojisténi
k pokryti vesSkerych narokd, které wvzniknou z
provadéni klinického hodnoceni za Skody
zplUsobené v souvislosti s poskytovanim zdravotni

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.

care in accordance with section 45(2)n of Act No. | pée v souladu § 45 odst.  pism.2n

372/2011 Coll., on Health services and conditions | zdkona €. 372/2011 Sb., o zdravotnich sluzbach a

of their provision (the Health Services Act), as | podminkach jejich  poskytovani (zdkon o

amended. zdravotnich sluzbach), ve znéni pozdéjsich
predpisa.

11.2  Janssen shall secure and maintain in full | 11.2  Spolecnost Janssen uzavfe a po celou dobu

provadéni klinického hodnoceni (a po jeho
skonceni k pokryti veskerych narokl (a po jeho
skonceni k pokryti veskerych narokl, které
vzniknou v dasledku provadéni klinického
hodnoceni) bude udrZovat v plné platnosti a
ucinnosti  pojisténi  pozadované pro klinické
hodnoceni nebo v rozsahu svych zdkonnych
povinnosti na pojistnou ¢astku odpovidajici
provadéni podnikatelské cinnosti spole¢nosti
Janssen a v souladu s §58odst.2 zdkona
¢. 378/2007 Sh. o léCivech a o zménach nékterych
souvisejicich zakon( (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  Navyzaddni kazdd strana povinnd uzavfit a
udrZovat pojisténi podle této smlouvy preda druhé
strané osvédceni 0 pojisténi dokladajici
pozadované pojistné kryti.
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12. Financial Disclosure — Conflict of Interest | 12. Finanéni_prohlaseni — stfet zajmu — zakaz
— Debarment cinnosti
12.1  Institution and Principal Investigator | 12.1  Poskytovatel ahlavni zkousejici souhlasi

agree to provide all information to CRO or
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
other agent or employee of Institution or

Principal Investigator. This disclosure
requirement may require disclosure of
information  involving immediate  family

members of those involved in the Clinical Trial.

s tim, Ze CRO nebo spolec¢nosti Janssen poskytnou
veskeré informace nezbytné ktomu, aby byly
splnény vesSkeré poZadavky na zvefejnéni
stanovené pfrislusnym zdravotnim Uradem (véetné
amerického uradu 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
zkousejicim / jakymkoli spoluzkousejicim
zapojenym do klinického hodnoceni / jakymkoli
jinym zastupcem nebo zaméstnancem
poskytovatele nebo hlavniho zkousejiciho. Tento
poZadavek zvefejnéni mlzZe vyZadovat zvefejnéni

informaci tykajicich se nejblizSich rodinnych
prislusnik osob zapojenych do klinického
hodnoceni.

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

12.2  Poskytovatel a hlavni zkousejici potvrzuji,
Ze mezi smluvnimi stranami neexistuje stfet zajm{,
ktery by bréanil plnéni zavazkl poskytovatele
a/nebo hlavniho zkousejiciho 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 CRO neprodlené informovat
v pfipadé, Ze vprUbéhu plnéni této smlouvy
vznikne jakykoli stfet zajmu.

12.3  Principal Investigator confirms he/she:

12.3  Hlavni zkousejici potvrzuje, Ze:
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(i) is not debarred by a competent
health authority (including, if applicable,
the US FDA); and

(i) mu nebyl uloZen trest zdkazu
¢innosti  pfislusSnym zdravotnim Gradem
(pfipadné véetné 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
sluzeb 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
véetné 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.

Upon written request from CRO, 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 CRO of any change in the
status of the representation and warranty set
forth in this Section.

Na pisemnou Zadost CRO jsou poskytovatel a hlavni
zkousejici povinni do deseti (10) kalendarnich dnu
predloZit pisemné osvédceni, Ze vySe uvedenou
povinnost dodrzeli. Toto osvédéeni bude trvalé
prohlaseni a zaruka na dobu platnosti této smlouvy
a poskytovatel a hlavni zkousejici musi CRO ihned
informovat o jakychkoli zménach v souvislosti
s prohlasenim a zarukou 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 or CRO.

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

14. Publicity

14. Publicita

Clinical Trial Agreement between CRO Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
April 2024

Smlouva o klinickém hodnoceni mezi CRO, spolecnosti Janssen,
poskytovatelem a hlavnim zkousejicim — Sablona smlouvy pro Ceskou
republiku — Duben 2024

- piname: [

Jméno hlavniho zkousejiciho: _—

Protocol #: 54767414MMY3030

C. protokolu: 54767414MMY3030

Page 37 of 76

Strana 37 ze 76




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 poutzit, 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.

VesSkerd 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

Each CRO and Janssen shall have the right Kazda CRO a spolecnost Janssen maji pravo
to assign this Agreement to any of its respective | postoupit tuto smlouvu kterékoli ze svych
affiliates and in adittion, Janssen may assign this | pfislusnych pfidruzenych spolecnosti a spole¢nost
Agreement to any third party. In the event of | Janssen miZe navic tuto smlouvu postoupit
such an assignment, CRO or Janssen, as the case | kterékoli treti strané. V pfipadé takového

may be 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 CRO and 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.

postoupeni musi CRO nebo spole¢nost Janssen
vynaloZit pfimérené usili k tomu, aby o tom predem
informovala poskytovatele. Poskytovatel ani hlavni
zkousejici nepostoupi sva prava nebo povinnosti
podle této smlouvy na jiné osoby bez predchoziho
pisemného souhlasu CRO nebo spolec¢nosti
Janssen. Z&dné postoupeni v rozporu s timto
oddilem 16 nebude platné. S vyhradou predchozich
ustanoveni je tato smlouva zdvaznd a vstoupi
v platnost ve prospéch pfislusnych smluvnich stran,
jejich pravnich nastupcl a nabyvateld.

17. Miscellaneous

17. Rdzna ustanoveni
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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 miZe 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 ptipadé
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
representations or agreements. Annexes form an
integral part of the Agreement.

17.5 Tato smlouva predstavuje Uplnou dohodu
stran ohledné predmétu této smlouvy. Vyslovné
nahrazuje veskera predchozi ¢i soucasna ustni Ci
pisemna prohlaseni ¢i ujednani. Pfilohy tvori
nedilnou soucast smlouvy.

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 jakakoliv 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 Institution and Principal Investigator
understand and agree that this Agreement is
being signed by CRO in its own name as a
contracting party receiving services under this
Agreement and in addition, in a separate

17.7 Poskytovatel a hlavni zkousejici jsou
srozuméni a souhlasi s tim, Ze tuto smlouvu
podepisuje CRO svym jménem jako smluvni strana,
ktera pfijima sluzby podle této smlouvy, a kromé
toho CRO v samostatné funkci podepisuje tuto
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capacity, CRO also signs this Agreement in the
name of Janssen and for Janssen’s benefit.

smlouvu také jménem spolecnosti Janssen a ve
prospéch spolecnosti Janssen.

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

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

18. Counterparts; Electronic Signatures.

18. Stejnopisy; elektronické podpisy.

This Agreement, if signed by hand, is executed in
four (4) counterparts, one of which shall be
received by each party, each of which shall be
deemed an original, and all such counterparts
together shall constitute one and the same
instrument. The Agreement may also be signed
by qualified electronic signatures.

Tato smlouva je v pfipadé, Ze je podepisovdna
vlastnoruénimi podpisy, vyhotovena ve Ctyfech (4)
stejnopisech, z nichZ kazda smluvni strana obdrzi po
jednom a kaidy bude povaZovan za original a
vSechny tyto stejnopisy budou dohromady tvofit
jeden a tentyZ dokument. Smlouvu Ize podepsat
rovnéz kvalifikovanymi elektronickymi podpisy..

19. Controlling Law 19. Rozhodné pravo
This Agreement shall be governed by and Tato smlouva se fidi abude vykladana
shall be construed in accordance with the laws of | v souladu s pravnim Ffadem Ceské republiky.

the Czech Republic. In the event of any dispute
arising between the Parties in relation to the
terms of this Agreement, the Parties shall use
their best endeavors to resolve the matter on an
amicable basis. The Parties undertake to submit
all disputes or controversies that the Parties are
unable to settle amicably to the appropriate
court in Czech Republic.

V pripadé jakéhokoli sporu vzniklého mezi stranami
v souvislosti s podminkami této smlouvy vynalozi
strany maximalni Usili na smirné vyreseni dané
zaleZitosti. Smluvni strany se zavazuji predlozit
veskeré spory nebo rozpory, které nejsou schopny
vyredit 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 on the date
set forth below .

The parties agree to execute this Agreement by
way of an qualified electronic signature, and

NA DUKAZ CEHOZ smluvni strany uzaviely tuto
smlouvu prostrednictvim svych radné povérenych
zastupcl k nize uvedenému datu.

Smluvni strany vyslovné souhlasi s uzavienim této
smlouvy formou kvalifikovaného elektronického
podpisu a souhlasi s tim, Ze mezi smluvnimi

Clinical Trial Agreement between CRO Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
April 2024

Smlouva o klinickém hodnoceni mezi CRO, spolecnosti Janssen,
poskytovatelem a hlavnim zkousejicim — Sablona smlouvy pro Ceskou
republiku — Duben 2024

- piname: [

Jméno hlavniho zkousejiciho: _—

Protocol #: 54767414MMY3030

C. protokolu: 54767414MMY3030

Page 40 of 76

Strana 40 ze 76




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.

stranami  bude  predstavovat platnou a
vymahatelnou smlouvu. Tato smlouva je
vyhotovena ve formatu PDF a je elektronicky
podepsana kazdou ze smluvnich stran.

ICON Clinical Research, s.r.o.

Signature / Podpis:

Date / Datum:

Signature / Podpis:

ICON Clinical Research s.r.o. on behalf of Janssen Research & Development, LLC / ICON Clinical
Research s.r.o. v zastoupeni za spole¢nost Janssen Research & Development, LLC

Date / Datum:

On behalf / Za: Fakultni nemocnice Brno

Signature / Podpis:

Doneat/v:__ Brno date / dne:

Signature / Podpis:

Done at/ v: date / dne:
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Appendices:

Prilohy:

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

Pfiloha A - Financni
TAJEMSTVI
zverejnovat)

ustanoveni —- OBCHODNI
SPOLECNOSTI  JANSSEN  (nelze

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 TAJEMSTVIi SPOLECNOSTI
JANSSEN (nelze zvefejiiovat)

Annex C — EU Standard Contractual Clauses

Pfiloha C — Standardni smluvni dolozky EU (od

(Controller to Controller)

spravce spravci)
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ANNEX A - Financial Provisions

PRILOHA A - Finanéni ustanoveni

TRADE SECRET OF JANSSEN (exclude from
publication)

OBCHODNI TAJEMSTVi SPOLECNOSTI JANSSEN
(nelze zvefejiiovat)
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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 pracovniku

TRADE SECRET OF JANSSEN
publication)

(exclude from

OBCHODNIi TAJEMSTVi SPOLECNOSTI JANSSEN
(nelze zverejriovat)

Clinical Trial Agreement between CRO Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
April 2024

Smlouva o klinickém hodnoceni mezi CRO, spolecnosti Janssen,
poskytovatelem a hlavnim zkousejicim — Sablona smlouvy pro Ceskou
republiku — Duben 2024

- piname: [

Jméno hlavniho zkousejiciho: _—

Protocol #: 54767414MMY3030

C. protokolu: 54767414MMY3030

Page 44 of 76

Strana 44 ze 76




IANNEX C — EU Standard Contractual Clauses

PRILOHA C — Standardni smluvni dolozky EU (od

(Controller to Controller)

ispravce spravci)

SECTION |

ODDIL I

Clause 1 Purpose and scope

Dolozka 1 Uéel a oblast piisobnosti

(a) The purpose of these standard contractual
clauses is to ensure compliance with the
requirements of Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April
2016 on the protection of natural persons with
regard to the processing of personal data and on
the free movement of such data (General Data
Protection Regulation) (}) for the transfer of
personal data to a third country.

a) Ucelem téchto standardnich smluvnich
dolozek je zajistit dodrzovani pozadavk( uvedenych
v nafizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich udajli a o volném pohybu téchto adaji
(obecné nafizeni o ochrané udaja) () pokud jde o
predavani osobnich Gdajd do treti zemé.

(b) The Parties:

b) Strany:

(i) the natural or legal person(s), public
authority/ies, agency/ies or other body/ies
(hereinafter ‘entity/ies’) transferring the personal
data, as listed in Annex |.A (hereinafter each ‘data
exporter’), and

(i) fyzickd nebo pravnicka osoba ¢i osoby,
organ Ci organy verejné moci, agentura ¢i agentury
nebo jiny subjekt ¢i jiné subjekty (dale jen ,,subjekt”
Ci ,,subjekty”) pfedavajici osobni Udaje, uvedené v
pfiloze | ¢asti A (dale jen ,,vyvozce udaja“), a

(ii) the entity/ies in a third country receiving
the personal data from the data exporter, directly
or indirectly via another entity also Party to these
Clauses, as listed in Annex |.A (hereinafter each
‘data importer’)

(ii) subjekt ¢i subjekty ve treti zemi, prijimajici
pfimo nebo nepfimo prostfednictvim jiného
subjektu, jenZ je rovnéz stranou téchto dolozek,
osobni Udaje od vyvozce udajli, uvedené v pfiloze |
Casti A (dale jen ,,dovozce udaju“)

have agreed to these standard contractual clauses
(hereinafter: ‘Clauses’).

se dohodly na téchto standardnich smluvnich
dolozkach (dale jen ,,dolozky”).

(c) These Clauses apply with respect to the
transfer of personal data as specified in Annex |.B.

c) Tyto doloZky se pouziji s ohledem na
predavani osobnich udajl podle ptilohy | ¢asti B.

(d) The Appendix to these Clauses containing
the Annexes referred to therein forms an integral
part of these Clauses.

(d) Dodatek k témto dolozkam obsahuijici
pfilohy, na néz se v téchto dolozkach odkazuje,
tvofi nedilnou soucast téchto dolozek.

Clause 2 Effect and invariability of the Clauses

Dolozka 2 Uéinek a neménnost dolozek

(a) These Clauses set out appropriate
safeguards, including enforceable data subject
rights and effective legal remedies, pursuant to
Article 46(1) and Article 46(2)(c) of Regulation (EU)

a) Tyto doloZzky stanovi vhodné zaruky, véetné
vymahatelnych prav subjektu adajl a ucinné pravni
ochrany, podle ¢l. 46 odst. 1 a ¢l. 46 odst. 2 pism. c)
nafizeni (EU) 2016/679 a s ohledem na predavani
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2016/679 and, with respect to data transfers from
controllers to processors and/or processors to
processors, standard contractual clauses pursuant
to Article 28(7) of Regulation (EU) 2016/679,
provided they are not modified, except to select the
appropriate Module(s) or to add or update
information in the Appendix. This does not prevent
the Parties from including the standard contractual
clauses laid down in these Clauses in a wider
contract and/or to add other clauses or additional
safeguards, provided that they do not contradict,
directly or indirectly, these Clauses or prejudice the
fundamental rights or freedoms of data subjects.

Udajl od spravct zpracovateliim a/nebo od
zpracovatelll zpracovatellim, standardni smluvni
dolozky podle €l. 28 odst. 7 nafizeni (EU) 2016/679,
pokud nebudou zménény, s vyjimkou vybéru
vhodného modulu (vhodnych modult) nebo za
Ucelem pridani nebo aktualizace informaci v
dodatku. To smluvnim stranam nebrani v tom, aby
zahrnuly standardni smluvni dolozky stanovené v
téchto dolozkach do Sirsi smlouvy a/nebo pridaly
dalsi dolozky nebo dodatecné zaruky, pokud
nebudou pfimo nebo nepfimo v rozporu s témito
dolozkami nebo nebudou dotcena zakladni prava
nebo svobody subjektl udaja.

(b) These Clauses are without prejudice to
obligations to which the data exporter is subject by
virtue of Regulation (EU) 2016/679.

b) Témito dolozkami nejsou dotceny
povinnosti, které se vztahuji na vyvozce udajl na
zakladé natizeni (EU) 2016/679.

Clause 3 Third-party beneficiaries

Dolozka 3 Opravnéné treti strany

(a) Data subjects may invoke and enforce
these Clauses, as third-party beneficiaries, against
the data exporter and/or data importer, with the
following exceptions:

a) Subjekty Udaji se mohou jako opravnéné
tfeti strany ve vztahu k vyvozci a/nebo dovozci
Udajd dovolavat téchto doloZek a vymahat je,ato s
nasledujicimi vyjimkami:

(i) Clause 1, Clause 2, Clause 3, Clause 6,
Clause 7;

(i) dolozka 1, dolozka 2, dolozka 3, dolozka 6,
dolozka 7;

(ii) Clause 8 —Clause 8.5 (e) and Clause 8.9(b);

(ii) dolozka 8 — dolozka 8.5 pism. e) a dolozka
8.9 pism. b

(iii) (intentionally left blank);

(iii) (umyslIné ponechano prazdné);

of data subjects under Regulation (EU) 2016/679.

(iv) Clause 12 —Clause 12(a) and (d); (iv) dolozka 12 - dolozka 12 pism. a) a d)
(v) Clause 13; (v) dolozka 13;

(vi) Clause 15.1(c), (d) and (e); (vi) dolozka 15.1 pism. c), d) a e);

(vii) Clause 16(e); (vii) dolozka 16 pism. e);

(viii)  Clause 18 —Clause 18(a) and (b). (viii)  dolozka 18 — dolozka 18 pism. a) a b).
(b) Paragraph (a) is without prejudice to rights |b) Pismenem a) nejsou dotfena prava

subjekt udajd podle nafizeni (EU) 2016/679.

Clause 4 Interpretation

Dolozka 4 Vyklad
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(a) Where these Clauses use terms that are
defined in Regulation (EU) 2016/679, those terms
shall have the same meaning as in that Regulation.

a) Pokud tyto dolozky pouZzivaji pojmy, které
jsou vymezeny v nafizeni (EU) 2016/679, maji tyto
pojmy stejny vyznam jako v uvedeném nafizeni.

(b) These Clauses shall be read and interpreted
in the light of the provisions of Regulation (EU)
2016/679.

b) Tyto doloZky je treba Cist a vykladat s
ohledem na ustanoveni nafizeni (EU) 2016/679.

(c) These Clauses shall not be interpreted in a
way that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

c) Tyto dolozky nebudou vykladany Zadnym
zpUsobem, ktery by byl v rozporu s pravy a
povinnostmi stanovenymi v nafizeni (EU)
2016/679.

Clause 5 Hierarchy

Dolozka 5 Hierarchie

In the event of a contradiction between these
Clauses and the provisions of related agreements
between the Parties, existing at the time these
Clauses are agreed or entered into thereafter, these
Clauses shall prevail.

V pripadé rozporu mezi témito dolozkami a
ustanovenimi souvisejicich dohod mezi stranami,
které existovaly v dobé sjednani téchto dolozek,
nebo které byly uzavieny azZ po jejich sjednani, maji
tyto dolozky prednost.

Clause 6 - Description of the transfer(s)

Dolozka 6 - Popis predavani

The details of the transfer(s), and in particular the
categories of personal data that are transferred and
the purpose(s) for which they are transferred, are
specified in Annex I.B.

Podrobnosti tykajici se predavani, zejména
kategorie osobnich udaju, které jsou predavany, a
ucel nebo uUcely, pro které jsou predavany, jsou
uvedeny v pfiloze | ¢asti B.

Clause 7 — Optional Docking clause

Dolozka 7 — volitelna Dolozka o pristoupeni

(a) An entity that is not a Party to these
Clauses may, with the agreement of the Parties,
accede to these Clauses at any time, either as a
data exporter or as a data importer, by completing
the Appendix and signing Annex L.A.

a) Subjekt, ktery neni stranou téchto dolozek,
mUZe se souhlasem stran k témto dolozkam kdykoli
pristoupit, bud’ jako vyvozce udaju, nebo jako
dovozce udajl, a to vyplnénim dodatku a
podepsanim pfrilohy | ¢asti A.

(b) Once it has completed the Appendix and
signed Annex |.A, the acceding entity shall become
a Party to these Clauses and have the rights and
obligations of a data exporter or data importer in
accordance with its designation in Annex L.A.

b) Poté, co pfistupujici subjekt vyplni dodatek
a podepise prilohu | ¢ast A, stane se stranou téchto
doloZek a ma prdva a povinnosti vyvozce udajl
nebo dovozce Udaju v souladu se svym uréenim v
pfiloze | ¢asti A.

(c) The acceding entity shall have no rights or
obligations arising under these Clauses from the
period prior to becoming a Party.

c) Pristupujici subjekt nema zadna prava ani
povinnosti na zakladé téchto dolozek plynouci z
obdobi pred tim, nez se stal stranou.
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SECTION Il — OBLIGATIONS OF THE PARTIES

ODDIL Il — POVINNOSTI STRAN

Clause 8 Data protection safeguards

DoloZka 8 Zaruky ochrany udaju

The data exporter warrants that it has used
reasonable efforts to determine that the data
importer is able, through the implementation of
appropriate technical and organisational measures,
to satisfy its obligations under these Clauses.

\Vyvozce Udajll zarucuje, Ze vynaloZil pfimérené
usili, aby mohl stanovit, zda je dovozce Udajl
schopen — zavedenim vhodnych technickych a
organizacnich opatfeni — plnit své povinnosti podle
téchto dolozZek.

8.1 Purpose limitation

8.1 Ucelové omezeni

The data importer shall process the personal data
only for the specific purpose(s) of the transfer, as
set out in Annex |.B. It may only process the
personal data for another purpose:

Dovozce Udajl zpracovava osobni Udaje pouze pro
konkrétni ucel nebo ucely predani v souladu s
prilohou | ¢asti B. Osobni idaje mlze zpracovavat
pro jiny ucel pouze tehdy, pokud:

(i) where it has obtained the data subject’s
prior consent;

(i) ziskal pfedchozi souhlas subjektu tdaju;

(ii) where necessary for the establishment,
exercise or defence of legal claims in the context of
specific administrative, regulatory or judicial
proceedings; or

(ii) je to nezbytné pro urceni, vykon nebo
obhajobu pravnich narokd v rdmci zvlastnich
spravnich, regula¢nich nebo soudnich fizeni, nebo

(iii) where necessary in order to protect the
vital interests of the data subject or of another
natural person.

(iii) je to nezbytné pro ochranu Zivotné
dllezZitych zajmU subjektu Gdajl nebo jiné fyzické
osoby.

8.2 Transparency

8.2 Transparentnost

(a) In order to enable data subjects to
effectively exercise their rights pursuant to Clause
10, the data importer shall inform them, either
directly or through the data exporter:

a) Aby subjekty udajl mohly uc¢inné vykonavat
sva prava podle dolozky 10, dovozce udaju je
informuje pfimo nebo prosttednictvim vyvozce
Udaja:

(i) of its identity and contact details;

(i)

o0 své totoznosti a kontaktnich Udajich;

(ii)

of the categories of personal data

(i)

o kategoriich zpracovavanych osobnich

personal data to any third party/ies, of the recipient
or categories of recipients (as appropriate with a
view to providing meaningful information), the

processed; Udaju;

(iii) of the right to obtain a copy of these (iii) o pravu ziskat kopii téchto dolozek;
Clauses;

(iv) where it intends to onward transfer the (iv) pokud ma v umyslu osobni Udaje dale

predat jakékoli tfeti strané nebo stranam, o
prijemci nebo kategoriich pfijemcl (podle potreby

za Ucelem poskytnuti smysluplnych informaci), o
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purpose of such onward transfer and the ground
therefore pursuant to Clause 8.7.

Ucelu takového dalSiho predavani a o divodu pro
dalsi predavani podle dolozky 8.7.

(b) Paragraph (a) shall not apply where the
data subject already has the information, including
when such information has already been provided
by the data exporter, or providing the information
proves impossible or would involve a
disproportionate effort for the data importer. In the
latter case, the data importer shall, to the extent
possible, make the information publicly available.

b) Pismeno a) se nepouZije, pokud subjekt
Udaju jiz tyto informace m3, a to i v pfipadé, Ze tyto
informace jiz poskytl vyvozce Udajl, nebo pokud je
poskytnuti téchto informaci nemozné nebo by to
pro dovozce Udajli znamenalo neptimérené Usili. V
druhém pripadé dovozce udajl informace v
maximalni mozné mire zverejni.

(c) On request, the Parties shall make a copy of|
these Clauses, including the Appendix as completed
by them, available to the data subject free of
charge. To the extent necessary to protect business
secrets or other confidential information, including
personal data, the Parties may redact part of the
text of the Appendix prior to sharing a copy, but
shall provide a meaningful summary where the data
subject would otherwise not be able to understand
its content or exercise his/her rights. On request,
the Parties shall provide the data subject with the
reasons for the redactions, to the extent possible
without revealing the redacted information.

c) Strany poskytnou subjektu udajl na
pozadani a bezplatné kopii téchto dolozZek, véetné
dodatku, ktery tyto strany vyplnily. V rozsahu
nezbytném k ochrané obchodniho tajemstvi nebo
iinych davérnych informaci, v€etné osobnich udajq,
mohou strany pred sdilenim kopie upravit ¢ast
znéni dodatku, ale poskytnou smysluplné shrnuti,
pokud by jinak subjekt udaji nebyl schopen
porozumét jeho obsahu nebo uplatnit sva prava.
Strany poskytnou subjektu udajl na pozadani
dlvody uvedenych Uprav, a to v co nejvétsi mozné
mite, aniz by byly upravené informace odhaleny.

(d) Paragraphs (a) to (c) are without prejudice
to the obligations of the data exporter under
Articles 13 and 14 of Regulation (EU) 2016/679.

(d) Pismeny a) aZ c) nejsou dotceny povinnosti
vyvozce Udajl podle ¢lankd 13 a 14 nafizeni (EU)
2016/679.

8.3 Accuracy and data minimisation

8.3 Presnost a minimalizace tudaja

(a) Each Party shall ensure that the personal
data is accurate and, where necessary, kept up to
date. The data importer shall take every reasonable
step to ensure that personal data that is inaccurate,
having regard to the purpose(s) of processing, is
erased or rectified without delay.

a) Kazda strana zajisti, aby osobni udaje byly
pfesné a v pripadé potreby aktualizovany. Dovozce
udajli prijme veskera smysluplna opatreni, aby
zajistil, Ze osobni Udaje, které jsou nepresné, budou
s ohledem na ucel nebo Ucely zpracovani
bezodkladné vymazany nebo opraveny.

(b) If one of the Parties becomes aware that
the personal data it has transferred or received is
inaccurate, or has become outdated, it shall inform
the other Party without undue delay.

b) Pokud se jedna ze stran dozvi, Ze osobni
Udaje, které predala nebo pfijala, jsou nepresné
nebo zastaralé, bez zbyte¢ného odkladu o tom
informuje druhou stranu.

(c) The data importer shall ensure that the

c) Dovozce Udajl zajisti, aby osobni Udaje byly

personal data is adequate, relevant and limited to

pfimérené, relevantni a omezené na to, co je
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what is necessary in relation to the purpose(s) of
processing.

nezbytné z hlediska Ucelu nebo uceld, pro které
jsou zpracovavany.

8.4 Storage limitation

8.4 Omezeni uloZeni

The data importer shall retain the personal data for
no longer than necessary for the purpose(s) for
which it is processed. It shall put in place
appropriate technical or organisational measures to
ensure compliance with this obligation, including
erasure or anonymisation (?)of the data and all
back-ups at the end of the retention period.

Dovozce Udajl uchova osobni tdaje pouze po dobu
nezbytnou pro Ucel nebo Ucely, pro ktery (které)
jsou zpracovavany. Pfijme vhodnd technicka nebo
organizacni opatieni k zajiSténi dodrzovani této
povinnosti, véetné vymazani nebo anonymizace
udajti (?) a véech zaloh na konci doby uchovavani.

8.5 Security of processing

8.5 Zabezpeceni zpracovani

(a) The data importer and, during
transmission, also the data exporter shall
implement appropriate technical and organisational
measures to ensure the security of the personal
data, including protection against a breach of
security leading to accidental or unlawful
destruction, loss, alteration, unauthorised
disclosure or access (hereinafter ‘personal data
breach’). In assessing the appropriate level of
security, they shall take due account of the state of
the art, the costs of implementation, the nature,
scope, context and purpose(s) of processing and
the risks involved in the processing for the data
subject. The Parties shall in particular consider
having recourse to encryption or
pseudonymisation, including during transmission,
where the purpose of processing can be fulfilled in
that manner.

a) Dovozce Udajli a béhem predavani také
vyvozce Udajl pfijmou vhodna technicka a
organizacni opatieni k zajisténi zabezpeceni
osobnich Gdaju, véetné ochrany pred porusenim
zabezpeceni vedoucim k ndhodnému nebo
protipravnimu zniceni, ztraté, zméné nebo
neopravnénému poskytnuti nebo zptistupnéni (dale
jen ,,poruseni zabezpeceni osobnich idaji“). Pfi
posuzovani vhodné Urovné zabezpeceni fadné
zohledni aktualni stav techniky, naklady na
provedeni, povahu, rozsah, kontext a Ucel nebo
Ucely zpracovani a rizika pro subjekt udaji spojena
se zpracovanim. Strany zejména zvazi pouZiti
Sifrovani nebo pseudonymizace, a to i béhem
predavani, pokud Ize timto zplsobem splnit ucel
zpracovani.

(b) The Parties have agreed on the technical
and organisational measures set out in Annex II.
The data importer shall carry out regular checks to
ensure that these measures continue to provide an
appropriate level of security.

b) Strany se dohodly na technickych a
organizacnich opatfenich stanovenych v pfiloze Il.
Dovozce Udajli provadi pravidelné kontroly, aby
zajistil, Ze tato opatreni stale poskytuji odpovidajici
Uroven zabezpeceni.

(c) The data importer shall ensure that persons
authorised to process the personal data have
committed themselves to confidentiality or are
under an appropriate statutory obligation of
confidentiality.

c) Dovozce Udajl zajisti, aby se osoby
opravnéné zpracovavat osobni Udaje zavazaly k
mlcenlivosti, nebo aby se na né vztahovala zakonna
povinnost miéenlivosti.
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(d) In the event of a personal data breach
concerning personal data processed by the data
importer under these Clauses, the data importer
shall take appropriate measures to address the
personal data breach, including measures to
mitigate its possible adverse effects.

(d) V ptipadé poruseni zabezpeceni osobnich
Udaju tykajicich se osobnich tdajd zpracovavanych
dovozcem udajl podle téchto doloZek pfijme
dovozce Udajli vhodna opatreni k feseni poruseni
zabezpedeni osobnich Udaju, véetné opatreni ke
zmirnéni jeho moznych nepfiznivych ucinkd.

(e) In case of a personal data breach that is
likely to result in a risk to the rights and freedoms
of natural persons, the data importer shall without
undue delay notify both the data exporter and the
competent supervisory authority pursuant to
Clause 13. Such notification shall contain i) a
description of the nature of the breach (including,
where possible, categories and approximate
number of data subjects and personal data records
concerned), ii) its likely consequences, iii) the
measures taken or proposed to address the breach,
and iv) the details of a contact point from whom
more information can be obtained. To the extent it
is not possible for the data importer to provide all
the information at the same time, it may do so in
phases without undue further delay.

(e) V ptipadé poruseni zabezpeceni osobnich
Udajl, které by mohlo vést k ohrozeni prav a
svobod fyzickych osob, dovozce udajl bez
zbytecného odkladu informuje vyvozce Udaji i
pfislusny dozorovy urad v souladu s dolozkou 13.
Toto ohlaseni obsahuje i) popis povahy daného
pfipadu poruseni zabezpeceni osobnich udajl
(véetné, pokud je to mozné, kategorii a ptiblizného
poctu dotcenych subjektd udaj a kategorii a
pfiblizného mnozstvi dotéenych zaznamu osobnich
udaju), i) jeho pravdépodobnych dasledkd, iii)
popis opatfeni, ktera byla pfijata nebo byla
navrzena s cilem vyresit dané poruseni
zabezpeceni, a iv) Udaje kontaktniho mista, kde Ize
ziskat vice informaci. Neni-li mozné, aby dovozce
Udaju veskeré informace poskytl soucasné, mohou
byt poskytnuty postupné bez dalSiho zbytecného
odkladu.

(f) In case of a personal data breach that is
likely to result in a high risk to the rights and
freedoms of natural persons, the data importer
shall also notify without undue delay the data
subjects concerned of the personal data breach and
its nature, if necessary in cooperation with the data
exporter, together with the information referred to
in paragraph (e), points ii) to iv), unless the data
importer has implemented measures to
significantly reduce the risk to the rights or
freedoms of natural persons, or notification would
involve disproportionate efforts. In the latter case,
the data importer shall instead issue a public
communication or take a similar measure to inform
the public of the personal data breach.

(f) V ptipadé poruseni zabezpeceni osobnich
Udaju, které pravdépodobné bude predstavovat
vysoké riziko pro prdva a svobody fyzickych osob,
dovozce Udajli rovnéz bez zbytecného odkladu
poda hlaseni dotéenym subjektlim udajl o poruseni
zabezpeceni osobnich Udajll a jeho povaze —v
pfipadé potfeby ve spolupraci s vyvozcem Udaji —a
sdéli jim také informace uvedené v pism. e) bodu ii)
az iv), pokud dovozce Udaju nezavedl opatreni za
Ucelem znacného snizeni rizika pro prava a svobody
fyzickych osob nebo pokud dané hlaseni nevyZaduje
neprimérené usili. V posledné uvedeném pripadé
dovozce Udaji misto toho vyda verejné oznameni
nebo zajisti obdobné opatreni, kterym verejnost o
poruseni zabezpeceni osobnich Udajl informuje.

(g) The data importer shall document all
relevant facts relating to the personal data breach,

(g) Dovozce Udajl dokumentuje veskeré
relevantni skutec¢nosti tykajici se poruseni

zabezpeceni osobnich udajl, véetné jeho ucinkl a
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including its effects and any remedial action taken,
and keep a record thereof.

pfijatych ndpravnych opatteni, a vede si o tom
zaznamy.

8.6 Sensitive data

8.6 Citlivé udaje

\Where the transfer involves personal data revealing
racial or ethnic origin, political opinions, religious or
philosophical beliefs, or trade union membership,
senetic data, or biometric data for the purpose of
uniquely identifying a natural person, data
concerning health or a person’s sex life or sexual
orientation, or data relating to criminal convictions
or offences (hereinafter ‘sensitive data’), the data
importer shall apply specific restrictions and/or
additional safeguards adapted to the specific
nature of the data and the risks involved. This may
include restricting the personnel permitted to
access the personal data, additional security
measures (such as pseudonymisation) and/or
additional restrictions with respect to further
disclosure.

Jestlize pfeddvani zahrnuje osobni Udaje
vypovidajici o rasovém nebo etnickém pUvodu,
politickych ndzorech, ndbozenském vyzndni nebo
filozofickém presvédéeni nebo ¢lenstvi v odborech,
genetické Udaje nebo biometrické udaje za Ucelem
jedinecné identifikace fyzické osoby, Udaje o
zdravotnim stavu i o sexudlnim Zivoté nebo
sexudlni orientaci fyzické osoby nebo udaje tykajici
se rozsudkl v trestnich vécech nebo trestnych cin(
(dale jen ,,citlivé udaje”), dovozce udajli uplatni
zvlastni omezeni a/nebo dodateéné zaruky
prizplsobené zvlastni povaze Gdajl a souvisejicim
rizikim. To mQze zahrnovat omezeni personalu,
ktery ma povolen pfistup k osobnim udajim,
dodatecna bezpecnostni opatreni (jako je
pseudonymizace) a/nebo dodate¢na omezeni s
ohledem na dalsi zpfistupnéni.

8.7 Onward transfers

8.7 Dalsi predavani

The data importer shall not disclose the personal
data to a third party located outside the European
Union (3) (in the same country as the data importer
or in another third country, hereinafter ‘onward
transfer’) unless the third party is or agrees to be
bound by these Clauses, under the appropriate
Module. Otherwise, an onward transfer by the data
importer may only take place if:

Dovozce Udajl nezpfistupni osobni Gdaje treti
strané se sidlem mimo Evropskou unii () (ve stejné
zemi jako dovozce Udajl nebo v jiné treti zemi, dale
jen ,dalsi predavani“), ledaze by tato treti strana
byla podle pfislusného modulu témito dolozkami
vazana nebo by souhlasila s tim, Ze jimi bude
vazana. K dalSimu predani dovozcem udaju jinak
mzZe dojit pouze tehdy, pokud:

(i) it is to a country benefitting from an
adequacy decision pursuant to Article 45 of
Regulation (EU) 2016/679 that covers the onward
transfer;

(i) se provadi do zemé, ktera vyuziva
rozhodnuti o odpovidajici ochrané podle ¢lanku 45
nafizeni (EU) 2016/679, jenz upravuje dalsi
predavani;

(ii) the third party otherwise ensures
appropriate safeguards pursuant to Articles 46 or
47 of Regulation (EU) 2016/679 with respect to the
processing in question;

(ii) tfeti strana jinak zajistuje vhodné zaruky
podle ¢lank( 46 nebo 47 nafizeni (EU) 2016/679 s
ohledem na dotCené zpracovani;

(iii) the third party enters into a binding
instrument with the data importer ensuring the

(iii) treti strana uzavie s dovozcem udajli

zavazny instrument zajistujici stejnou droven
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same level of data protection as under these
Clauses, and the data importer provides a copy of
these safeguards to the data exporter;

ochrany Udajd jako podle téchto doloZek a dovozce
Udaju poskytne kopii téchto zaruk vyvozci Gdaju;

(iv) it is necessary for the establishment,
exercise or defence of legal claims in the context of
specific administrative, regulatory or judicial
proceedings;

(iv) je to nezbytné pro uréeni, vykon nebo
obhajobu pravnich narokd v rdmci zvlastnich
spravnich, regula¢nich nebo soudnich tizeni;

(v) it is necessary in order to protect the vital
interests of the data subject or of another natural
person; or

(v) je to nezbytné pro ochranu Zivotné
dalezitych zajmU subjektu Gdajl nebo jiné fyzické
osoby, nebo

(vi) where none of the other conditions apply,
the data importer has obtained the explicit consent
of the data subject for an onward transferin a
specific situation, after having informed him/her of
its purpose(s), the identity of the recipient and the
possible risks of such transfer to him/her due to the
lack of appropriate data protection safeguards. In
this case, the data importer shall inform the data
exporter and, at the request of the latter, shall
transmit to it a copy of the information provided to
the data subject.

(vi) pokud neplati Zadna z dalsich podminek,
dovozce udajl ziskal vyslovny souhlas subjektu
Udajl s dalSim predavanim v konkrétni situaci poté,
co jej informoval o jeho Ucelu nebo Ucelech,
totoZnosti prijemce a moznych rizicich, ktera pro
néj vyplyvaji z takového predavani vzhledem k
nedostatku vhodnych zaruk ochrany udaja. V
takovém pripadé dovozce udaji informuje vyvozce
Udajll a na zadost vyvozce udajl mu preda kopii
informaci poskytnutych subjektu udaju.

Any onward transfer is subject to compliance by the
data importer with all the other safeguards under
these Clauses, in particular purpose limitation.

Na jakékoli dalsi predavani se vztahuje podminka,
e dovozce Udaju dodrZi vSechny ostatni zaruky
podle téchto dolozek, zejména ucelové omezeni.

8.8 Processing under the authority of the data

8.8 Zpracovani z povéreni dovozce udaja

importer

The data importer shall ensure that any person
acting under its authority, including a processor,
processes the data only on its instructions.

Dovozce Udajl zajisti, aby jakakoli osoba, ktera
jedna z jeho povéreni, véetné zpracovatele,
zpracovavala Udaje pouze na zakladé jeho pokynd.

8.9 Documentation and compliance

8.9 Dokumentace a plnéni povinnosti

(a) Each Party shall be able to demonstrate
compliance with its obligations under these
Clauses. In particular, the data importer shall keep
appropriate documentation of the processing
activities carried out under its responsibility.

a) Kazda strana musi byt schopna prokazat
plnéni svych povinnosti podle téchto dolozZek.
Dovozce Udajl zejména vede pfislusnou
dokumentaci o ¢innostech zpracovani, za jejichz
provadéni odpovida.

(b) The data importer shall make such
documentation available to the competent
supervisory authority on request.

b) Dovozce Udajl tuto dokumentaci na
pozadani zpfistupni pfislusnému dozorovému
Ufadu.
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Clause 9 Use of sub-processors

Dolozka 9 VyuzZiti diléich zpracovatelt

(intentionally left blank)

(UmysIné ponechano prazdné)

Clause 10 Data subject rights

DoloZka 10 Prava subjektt udaju

(a) The data importer, where relevant with the
assistance of the data exporter, shall deal with any
enquiries and requests it receives from a data
subject relating to the processing of his/her
personal data and the exercise of his/her rights
under these Clauses without undue delay and at
the latest within one month of the receipt of the
enquiry or request. (*)The data importer shall take
appropriate measures to facilitate such enquiries,
requests and the exercise of data subject rights.
Any information provided to the data subject shall
be in an intelligible and easily accessible form, using
clear and plain language.

a) Dovozce Udaj(, pfipadné za pomoci vyvozce
udajl, vyfizuje veskeré dotazy a zZadosti, které
obdrzi od subjektu Gdajq, tykajici se zpracovani jeho
osobnich Udaji a vykonu jeho prav podle téchto
dolozZek, a to bez zbyte¢ného odkladu a nejpozdéji
do jednoho mésice od obdrzeni dotazu nebo
Zadosti. (10) Dovozce Udajl pfijme vhodna opatreni
k usnadnéni vyfizovani téchto dotaz(, Zadosti a
vykonu prav subjektu udajl. Veskeré informace
poskytované subjektu Udajd musi byt ve
srozumitelném a snadno pfistupném znéni za
pouziti jasnych a jednoduchych jazykovych
prostredk.

(b) In particular, upon request by the data
subject the data importer shall, free of charge:

b) Na Zadost subjektu idaji dovozce udajt
zejména bezplatné:

(i) provide confirmation to the data subject as
to whether personal data concerning him/her is
being processed and, where this is the case, a copy
of the data relating to him/her and the information
in Annex |; if personal data has been or will be
onward transferred, provide information on
recipients or categories of recipients (as
appropriate with a view to providing meaningful
information) to which the personal data has been
or will be onward transferred, the purpose of such
onward transfers and their ground pursuant to
Clause 8.7; and provide information on the right to
lodge a complaint with a supervisory authority in
accordance with Clause 12(c)(i);

(i) poskytne subjektu Gdajd potvrzeni o tom,
zda se zpracovavaji osobni Udaje, které se ho tykaji,
a v takovém pripadé mu poskytne kopii tdaju, které
se ho tykaji, a informace uvedené v pfiloze I; pokud
osobni udaje byly nebo budou ddle predavany,
poskytne informace o pfijemcich nebo kategoriich
prijemcl (podle potfeby za Ucelem poskytnuti
smysluplnych informaci), kterym osobni Udaje byly
nebo budou dale pfedavany, ucel téchto dalsich
predani a jejich dlivod v souladu s dolozkou 8.7; a
poskytne informace o pravu podat stiznost u
dozorového uradu v souladu s dolozkou 12 pism. c)
bodem i);

(ii) rectify inaccurate or incomplete data
concerning the data subject;

(ii) opravi nepresné nebo neuplné Udaje
tykajici se subjektu udaju;

(iii) erase personal data concerning the data
subject if such data is being or has been processed
in violation of any of these Clauses ensuring third-

(iii) vymazZe osobni Udaje tykajici se subjektu
Udajl, pokud tyto Udaje jsou nebo byly
zpracovavany v rozporu s kteroukoli z téchto
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party beneficiary rights, or if the data subject
withdraws the consent on which the processing is
based.

dolozek, ktera zajistuje prava nalezejici opravnéné
tfeti strané, nebo pokud subjekt Gdaji odvola
souhlas, na kterém je zpracovani zaloZzeno.

(c) Where the data importer processes the
personal data for direct marketing purposes, it shall
cease processing for such purposes if the data
subject objects to it.

c) Pokud dovozce Udajl zpracovava osobni
Udaje pro ucely pfimého marketingu, pfestane je
pro tyto Ucely zpracovavat, vznese-li proti tomu
subjekt udajl namitky.

(d) The data importer shall not make a decision
based solely on the automated processing of the
personal data transferred (hereinafter ‘automated
decision’), which would produce legal effects
concerning the data subject or similarly significantly
affect him/her, unless with the explicit consent of
the data subject or if authorised to do so under the
laws of the country of destination, provided that
such laws lays down suitable measures to safeguard
the data subject’s rights and legitimate interests. In
this case, the data importer shall, where necessary
in cooperation with the data exporter:

(d) Dovozce Udajl nepfijme rozhodnuti
zaloZené vyhradné na automatizovaném zpracovani
predavanych osobnich udajd (dale jen
,,automatizované rozhodnuti“), které by mélo
pravni ucinky tykajici se subjektu udajli nebo by ho
obdobné vyznamné ovlivnilo, ledazZe by k tomu
subjekt Udajt dal vyslovny souhlas, nebo pokud by
mu to bylo na zakladé pravnich predpisli zemé
urceni povoleno, za predpokladu, Ze takové pravni
predpisy stanovi vhodna opatreni na ochranu prav a
opravnénych zajmu subjektu Gdajd. V tomto
pfipadé dovozce Udaju, v pripadé potieby ve
spolupraci s vyvozcem udaji:

(i) inform the data subject about the
envisaged automated decision, the envisaged
consequences and the logic involved; and

i) informuje subjekt udaji o predpokladaném
automatizovaném rozhodnuti, predpokladanych
dlsledcich a pouzitém postupu a

(ii) implement suitable safeguards, at least by
enabling the data subject to contest the decision,
express his/her point of view and obtain review by
a human being.

i) zavede vhodna ochranna opatreni,
pfinejmensim tim, Ze umozni subjektu udaju
napadnout rozhodnuti, vyjadrit svlij nazor a
dosahnout prezkumu provadéného ¢lovékem.

(e) Where requests from a data subject are
excessive, in particular because of their repetitive
character, the data importer may either charge a
reasonable fee taking into account the
administrative costs of granting the request or
refuse to act on the request.

e) JestliZe jsou Zadosti subjektu Gdajd
nepfimérené, zejména proto, Ze se opakuji, mlze
dovozce udajli bud uloZit pfiméreny poplatek, v
némz budou zohlednény administrativni naklady
souvisejici s vyhovénim dané Zadosti, nebo mize
odmitnout Zadosti vyhovét.

(f) The data importer may refuse a data
subject’s request if such refusal is allowed under
the laws of the country of destination and is
necessary and proportionate in a democratic
society to protect one of the objectives listed in
Article 23(1) of Regulation (EU) 2016/679.

f) Dovozce Udaji mUzZe Zadost subjektu udajd
odmitnout, pokud je takové odmitnuti umoznéno
podle prava zemé urceni a je vdemokratické
spolecnosti nezbytné a pfimérené za ucelem
ochrany jednoho z cilll uvedenych v ¢l. 23 odst. 1
nafizeni (EU) 2016/679.

(g) If the data importer intends to refuse a
data subject’s request, it shall inform the data

g) Pokud ma dovozce Udaji v umyslu Zadost

subjektu Udaji odmitnout, informuje subjekt Gdajd
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subject of the reasons for the refusal and the
possibility of lodging a complaint with the
competent supervisory authority and/or seeking
judicial redress.

o divodech odmitnuti a moZnosti podat stiznost u
pFislusného dozorového uradu a/nebo pozadat o
soudni ochranu.

Clause 11 Redress

Dolozka 11 Naprava

(a) The data importer shall inform data
subjects in a transparent and easily accessible
format, through individual notice or on its website,
of a contact point authorised to handle complaints.
It shall deal promptly with any complaints it
receives from a data subject.

a) Dovozce Udajl transparentné a ve snadno
pristupném formatu informuje subjekty udajd
prostfednictvim individualniho oznameni nebo na
svych internetovych strankach o kontaktnim misté
opravnéném vyrizovat stiznosti. Takové misto
neprodlené vyridi jakékoli stiznosti, které od
subjektu udajui prijme.

(b) In case of a dispute between a data subject
and one of the Parties as regards compliance with
these Clauses, that Party shall use its best efforts to
resolve the issue amicably in a timely fashion. The
Parties shall keep each other informed about such
disputes and, where appropriate, cooperate in
resolving them.

b) V pripadé sporu mezi subjektem udaji a
jednou ze smluvnich stran tykajiciho se dodrzovani
téchto doloZek vyvine tato strana veskeré Usili k
tomu, aby takovou zéleZitost vyresila smirné a vcas.
Strany se o téchto sporech navzajem informujia v
pfislusnych pfipadech pfi jejich feseni spolupracuiji.

(c) Where the data subject invokes a third-
party beneficiary right pursuant to Clause 3, the
data importer shall accept the decision of the data
subject to:

c) Pokud se subjekt idaji dovolava prava ve
prospéch opravnéné treti strany podle dolozky 3,
dovozce udajli akceptuje rozhodnuti subjektu
Udaja:

(i) lodge a complaint with the supervisory
authority in the Member State of his/her habitual
residence or place of work, or the competent
supervisory authority pursuant to Clause 13;

(i) podat stiznost u dozorového ufadu v
Clenském staté svého obvyklého bydlisté nebo
mista vykonu prdce nebo u pfislusného dozorového
Uradu podle dolozky 13;

(ii) refer the dispute to the competent courts
within the meaning of Clause 18.

(ii) postoupit spor prislusnym soudlim ve
smyslu dolozky 18.

(d) The Parties accept that the data subject
may be represented by a not-for-profit body,
organisation or association under the conditions set
out in Article 80(1) of Regulation (EU) 2016/679.

(d) Strany jsou srozumény, Ze subjekt udajl
mUzZe byt zastoupen neziskovym subjektem,
organizaci nebo sdruzenim za podminek
stanovenych v ¢l. 80 odst. 1 natizeni (EU)
2016/679.

(e) The data importer shall abide by a decision
that is binding under the applicable EU or Member
State law.

(e) Dovozce Udajl dodrzuje rozhodnuti
zavazné podle platného prava EU nebo ¢lenského
statu.

(f) The data importer agrees that the choice
made by the data subject will not prejudice his/her

(f) Dovozce Udajl souhlasi s tim, Ze vybér

provedeny subjektem tUdajl nebude mit vliv na jeho
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substantive and procedural rights to seek remedies
in accordance with applicable laws.

hmotna a procesni prava pozadovat ndpravu v
souladu s platnymi pravnimi predpisy.

Clause 12 Liability

Dolozka 12 Odpovédnost

(a) Each Party shall be liable to the other
Party/ies for any damages it causes the other
Party/ies by any breach of these Clauses.

a) Kazda strana je vGci druhé strané/ostatnim
strandm odpovédna za jakoukoli Ujmu, kterou
druhé strané/ostatnim stranam pfi poruseni téchto
dolozZek zpUsobi.

(b) Each Party shall be liable to the data
subject, and the data subject shall be entitled to
receive compensation, for any material or non-
material damages that the Party causes the data
subject by breaching the third-party beneficiary
rights under these Clauses. This is without prejudice
to the liability of the data exporter under
Regulation (EU) 2016/679.

b) Kazda strana je odpovédna vici subjektu
Udajll a subjekt idaji ma narok na nahradu jakékoli
hmotné nebo nehmotné Ujmy, kterou strana
zpUsobi subjektu Udajd porusenim prav nalezZejicich
opravnéné treti strané na zakladé téchto dolozek.
Tim neni dotéena odpovédnost vyvozce Udajl podle
nafizeni (EU) 2016/679.

(c) Where more than one Party is responsible
for any damage caused to the data subject as a
result of a breach of these Clauses, all responsible
Parties shall be jointly and severally liable and the
data subject is entitled to bring an action in court
against any of these Parties.

c) Pokud je za Ujmu zpUsobenou subjektu
udajl v dusledku poruseni téchto dolozek
odpovédna vice nezZ jedna strana, nesou spolecnou
a nerozdilnou odpovédnost vsechny odpovédné
strany a subjekt Udajl je opravnén proti kterékoli z
téchto stran podat Zalobu u soudu.

(d) The Parties agree that if one Party is held
liable under paragraph (c), it shall be entitled to
claim back from the other Party/ies that part of the
compensation corresponding to its/their
responsibility for the damage.

d) Smluvni strany se dohodly, Ze pokud je
jedna ze smluvnich stran odpovédna podle pismene
c), je oprdvnéna pozadovat od druhé smluvni
strany/ostatnich smluvnich stran zpét ¢ast nahrady
Ujmy odpovidajici jeji odpovédnosti za Ujmu.

(e) The data importer may not invoke the
conduct of a processor or sub-processor to avoid its
own liability.

(e) Dovozce Udajl se nemUze dovolavat
jednani zpracovatele nebo dil¢iho zpracovatele, aby
se vyhnul své vlastni odpovédnosti.

Clause 13 Supervision

Dolozka 13 Dohled

(a) [Where the data exporter is established in
an EU Member State:] The supervisory authority
with responsibility for ensuring compliance by the
data exporter with Regulation (EU) 2016/679 as
regards the data transfer, as indicated in Annex I.C,
shall act as competent supervisory authority.

a) Pokud je vyvozce udajli usazen v ¢lenském
staté EU:] Dozorovy ufad uvedeny v ptiloze | ¢asti C,
ktery je odpovédny za zajisténi, Ze vyvozce Udajl
dodrzuje nafizeni (EU) 2016/679, pokud jde o
predavani udajd, jedna jako prislusny dozorovy
Urad.
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[Where the data exporter is not established in an
EU Member State, but falls within the territorial
scope of application of Regulation (EU) 2016/679 in
accordance with its Article 3(2) and has appointed a
representative pursuant to Article 27(1) of
Regulation (EU) 2016/679:] The supervisory
authority of the Member State in which the
representative within the meaning of Article 27(1)
of Regulation (EU) 2016/679 is established, as
indicated in Annex I.C, shall act as competent
supervisory authority.

[Pokud vyvozce udajl neni usazen v ¢lenském staté
EU, ale spada do uzemni plisobnosti nafizeni (EU)
2016/679 v souladu s jeho €l. 3 odst. 2 a jmenoval
zastupce podle ¢l. 27 odst. 1 nafizeni (EU)
2016/679:] Dozorovy Urad ¢lenského statu —
uvedeny v pfiloze | ¢asti C—, v némzi je usazen
zastupce ve smyslu ¢l. 27 odst. 1 nafizeni (EU)
2016/679, jedna jako pfislusny dozorovy urad.

[Where the data exporter is not established in an
EU Member State, but falls within the territorial
scope of application of Regulation (EU) 2016/679 in
accordance with its Article 3(2) without however
having to appoint a representative pursuant to
Article 27(2) of Regulation (EU) 2016/679:] The
supervisory authority of one of the Member States
in which the data subjects whose personal data is
transferred under these Clauses in relation to the
offering of goods or services to them, or whose
behaviour is monitored, are located, as indicated in
Annex |.C, shall act as competent supervisory
authority.

[Pokud vyvozce Gdajd neni usazen v ¢lenském staté
EU, ale spada do uzemni plisobnosti nafizeni (EU)
2016/679 v souladu s jeho ¢l. 3 odst. 2, aniz by vsak
musel jmenovat zastupce podle ¢l. 27 odst. 2
nafizeni (EU) 2016/679:] Dozorovy Ufad jednoho z
Clenskych statd, v nichZ se nachazeji subjekty udajd,
jejichZ osobni Udaje jsou predavany podle téchto
doloZek v souvislosti se zboZim nebo sluzbami jim
nabizenymi, nebo jejichZ chovani je monitorovano,
uvedeny v pfiloze | ¢asti C, jedna jako pfislusny
dozorovy urad.

(b) The data importer agrees to submit itself to
the jurisdiction of and cooperate with the
competent supervisory authority in any procedures
aimed at ensuring compliance with these Clauses.
In particular, the data importer agrees to respond
to enquiries, submit to audits and comply with the
measures adopted by the supervisory authority,
including remedial and compensatory measures. It
shall provide the supervisory authority with written
confirmation that the necessary actions have been
taken.

b) Dovozce Udajl souhlasi, Ze se podfidi
pravomoci pfislusného dozorového Uradu a bude s
nim spolupracovat v ramci viech postupl
zamérenych na zajisténi dodrZzovani téchto dolozek.
Dovozce Udajli zejména souhlasi, Ze bude reagovat
na dotazy, podrobovat se auditim a dodrZovat
opatieni pfijatd dozorovym ufadem, véetné
napravnych a kompenzacnich opatreni.
Dozorovému Ufadu poskytne pisemné potvrzeni, Ze
byla pfijata nezbytna opatreni.
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SECTION 111 — LOCAL LAWS AND OBLIGATIONS IN

ODDIL Il — MiSTNi PRAVNi PREDPISY A

CASE OF ACCESS BY PUBLIC AUTHORITIES

POVINNOSTI V PRIPADE PRISTUPU ORGANU

VEREJNE MOCI

Clause 14 Local laws and practices affecting
compliance with the Clauses

Dolozka 14 Mistni pravni predpisy a postupy majici

dopad na dodrZovani dolozek

(a) The Parties warrant that they have no
reason to believe that the laws and practices in the
third country of destination applicable to the
processing of the personal data by the data
importer, including any requirements to disclose
personal data or measures authorising access by
public authorities, prevent the data importer from
fulfilling its obligations under these Clauses. This is
based on the understanding that laws and practices
that respect the essence of the fundamental rights
and freedoms and do not exceed what is necessary
and proportionate in a democratic society to
safeguard one of the objectives listed in Article
23(1) of Regulation (EU) 2016/679, are not in
contradiction with these Clauses.

a) Strany zaruduji, Ze nemaji divod se
domnivat, Ze pravni pfedpisy a postupy ve treti
zemi urceni, které se vztahuji na zpracovani
osobnich idaji dovozcem udajl, véetné jakychkoli
pozadavkl na zptistupnéni osobnich udajl nebo
opatieni, kterymi se povoluje pristup organiim
vefejné moci, brani dovozci udajll pfi plnéni svych
povinnosti podle téchto doloZek. To je zaloZeno na
predpokladu, Ze pravni pfedpisy a postupy, které
respektuji podstatu zakladnich prav a svobod a
neprekracuji to, co je vdemokratické spolec¢nosti
nezbytné a primérené k zajisténi jednoho z cilli
uvedenych v ¢l. 23 odst. 1 nafizeni (EU) 2016/679,
nejsou v rozporu s témito dolozkami.

(b) The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following elements:

b) Smluvni strany prohlasuji, Ze pfi
poskytovani zaruky uvedené v pismenu a) nalezité
zohlednily zejména nasledujici prvky:

(i) the specific circumstances of the transfer,
including the length of the processing chain, the
number of actors involved and the transmission
channels used; intended onward transfers; the type
of recipient; the purpose of processing; the
categories and format of the transferred personal
data; the economic sector in which the transfer
occurs; the storage location of the data
transferred;

(i) konkrétni okolnosti predani, véetné délky
zpracovatelského fetézce, poctu zapojenych
subjektd a pouzitych kandll pro prenos udajd,
zamyslené dalsi predani, druh prijemce, ucely
zpracovani, kategorie a format predavanych
osobnich Udajl, hospodarské odvétvi, v némz se
predavani uskute¢iuje, misto, kde se predané
Udaje uchovavaji;

(ii) the laws and practices of the third country
of destination—including those requiring the
disclosure of data to public authorities or
authorising access by such authorities — relevant in
light of the specific circumstances of the transfer,
and the applicable limitations and safeguards (°);

(ii) pravni predpisy a postupy treti zemé urceni
— vCetné téch, které vyzaduji zpFistupnéni udaj
organim verejné moci nebo povolu;ji pristup téchto
organl — relevantni s ohledem na konkrétni
okolnosti pfedani, jakoZ i pouzitelnd omezeni a
zaruky (°);
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(iii) any relevant contractual, technical or
organisational safeguards put in place to
supplement the safeguards under these Clauses,
including measures applied during transmission and
to the processing of the personal data in the
country of destination.

(iii) veskeré prislusné smluvni, technické nebo
organizacni zaruky zavedené za ucelem doplnéni
zaruk podle téchto dolozek, véetné opatreni
uplatfiovanych béhem predani a zpracovani
osobnich udajli v zemi urceni.

(c) The data importer warrants that, in carrying
out the assessment under paragraph (b), it has
made its best efforts to provide the data exporter
with relevant information and agrees that it will
continue to cooperate with the data exporter in
ensuring compliance with these Clauses.

c) Dovozce Udajl zarucuje, Ze pti provadéni
posouzeni podle pismene b) vynalozil maximalni
usili, aby poskytl vyvozci udajd relevantni
informace, a souhlasi s tim, Ze bude pfi zajistovani
dodrZovani téchto dolozek s vyvozcem udajl i
nadale spolupracovat.

(d) The Parties agree to document the
assessment under paragraph (b) and make it
available to the competent supervisory authority on
request.

(d) Strany souhlasi, Ze posouzeni podle
pismene b) zdokumentuji a na pozadani zptistupni
pfislusnému dozorovému uradu.

(e) The data importer agrees to notify the data
exporter promptly if, after having agreed to these
Clauses and for the duration of the contract, it has
reason to believe that it is or has become subject to
laws or practices not in line with the requirements
under paragraph (a), including following a change in
the laws of the third country or a measure (such as
a disclosure request) indicating an application of
such laws in practice that is not in line with the
requirements in paragraph (a).

(e) Dovozce Udajli souhlasi s tim, Ze
neprodlené uvédomi vyvozce udajli, pokud ma po
vyjadreni souhlasu s témito ustanovenimi a po
dobu trvani smlouvy diivod se domnivat, Ze se na
néj vztahuji, nebo se zacaly vztahovat pravni
predpisy nebo postupy, které nejsou v souladu s
pozadavky podle pismene a), a to i po zméné v
pravnich predpisech tfeti zemé nebo opatreni (jako
je naptiklad Zadost o poskytnuti udajl), jez svédci o
tom, Ze uplatiiovani téchto pravnich predpisl v
praxi neni v souladu s poZadavky uvedenymi v
pismeni a).

(f) Following a notification pursuant to
paragraph (e), or if the data exporter otherwise has
reason to believe that the data importer can no
longer fulfil its obligations under these Clauses, the
data exporter shall promptly identify appropriate
measures (e.g. technical or organisational measures
to ensure security and confidentiality) to be
adopted by the data exporter and/or data importer
to address the situation. The data exporter shall
suspend the data transfer if it considers that no
appropriate safeguards for such transfer can be
ensured, or if instructed by the competent
supervisory authority to do so. In this case, the data
exporter shall be entitled to terminate the contract,

(f) Po oznameni podle pismene e), nebo pokud
ma vyvozce Udajl jinak divod se domnivat, Ze
dovozce udajl jiz nemUze plnit své povinnosti na
zakladé téchto dolozZek, vyvozce Gdajd neprodlené
urci vhodna opatreni (napt. technickd nebo
organizacni opatieni k zajiSténi bezpecnosti a
dlvérnosti), ktera ma pfijmout vyvozce udaja
a/nebo dovozce Udajd k feseni situace. Vyvozce
Udajll pozastavi predavani udajt, pokud se
domniva, Ze pro toto predavani nemohou byt
zajistény Zadné vhodné zaruky, nebo pokud mu da
pokyn [pokud jde o modul 3: spravce nebo]
pfislusny dozorovy urad. V tomto pfipadé je

vyvozce Udajli opravnén vypovédét smlouvu, pokud
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insofar as it concerns the processing of personal
data under these Clauses. If the contract involves
more than two Parties, the data exporter may
exercise this right to termination only with respect
to the relevant Party, unless the Parties have
agreed otherwise. Where the contract is
terminated pursuant to this Clause, Clause 16(d)
and (e) shall apply.

jde o zpracovani osobnich udajl podle téchto
dolozek. Jestlize smlouva zahrnuje vice nez dvé
smluvni strany, mlzZe vyvozce Udajl toto pravo na
vypovézeni uplatnit pouze ve vztahu k pfislusné
strané, pokud se strany nedohodly jinak. Jestlize je
smlouva vypovézena podle této dolozky, pouzZije se
dolozka 16 pism. d) a e).

Clause 15 Obligations of the data importer in case

DoloZka 15 Povinnost dovozce udaju v pfipadé

of access by public authorities

pfistupu organu vefejné moci

15.1 Notification

15.1 Oznameni

(a) The data importer agrees to notify the data
exporter and, where possible, the data subject
promptly (if necessary with the help of the data
exporter) if it:

a) Dovozce Udajli souhlasi s tim, Ze
neprodlené uvédomi vyvozce Udajl, a je-li to
mozné, subjekt udaja (v pripadé potreby s pomoci
vyvozce udajll), pokud:

(i) receives a legally binding request from a
public authority, including judicial authorities,
under the laws of the country of destination for the
disclosure of personal data transferred pursuant to
these Clauses; such notification shall include
information about the personal data requested, the
requesting authority, the legal basis for the request
and the response provided; or

(i) a zakladé pravnich predpist zemé urceni
obdrzi pravné zavaznou Zadost od organu verejné
moci, v€etné soudnich organt, o zpfistupnéni
osobnich udaju predanych podle téchto dolozek;
takové ozndmeni obsahuje informace o
pozadovanych osobnich udajich, doZadujicim
organu, pravnim zdkladu zadosti a poskytnuté
odpovédi, nebo

(ii) becomes aware of any direct access by
public authorities to personal data transferred
pursuant to these Clauses in accordance with the
laws of the country of destination; such notification
shall include all information available to the
importer.

(ii) se dozvi o jakémkoli pfimém pfistupu
organi verejné moci k osobnim Udajlim
prfeddavanym podle téchto doloZek v souladu s
pravnimi ptedpisy zemé uréeni; takové ozndmeni
obsahuje vSechny informace dostupné dovozci.

(b) If the data importer is prohibited from
notifying the data exporter and/or the data subject
under the laws of the country of destination, the
data importer agrees to use its best efforts to
obtain a waiver of the prohibition, with a view to
communicating as much information as possible, as
soon as possible. The data importer agrees to
document its best efforts in order to be able to
demonstrate them on request of the data
exporter.

b) Pokud je podle pravnich predpisti zemé
uréeni dovozci Udajl zakdzano informovat vyvozce
Udaji a/nebo subjekt Gdajd, souhlasi dovozce udaja
s tim, Ze za Ucelem co nejrychlejSiho sdéleni co
nejvétsiho mnozstvi informaci vynaloZi maximalni
usili, aby od tohoto zakazu bylo upusténo. Dovozce
Udajli souhlasi, Ze zdokumentuje své maximalni
usili, aby je mohl na Zadost vyvozce udajli prokazat.
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(c) Where permissible under the laws of the
country of destination, the data importer agrees to
provide the data exporter, at regular intervals for
the duration of the contract, with as much relevant
information as possible on the requests received (in
particular, number of requests, type of data
requested, requesting authority/ies, whether
requests have been challenged and the outcome of
such challenges, etc.).

c) Je-li to povoleno pravnimi predpisy zemé
uréeni, dovozce Udaja souhlasi, Ze bude poskytovat
vyvozci Udajl v pravidelnych intervalech po dobu
trvani smlouvy co nejrelevantnéjsi informace o
pfijatych Zadostech (zejména informace o poctu
Zadosti, druhu poZadovanych Udajli, dozadujicim
organu nebo organech, zda byly tyto zadosti
napadeny a vysledek takového napadeni atd.).

(d) The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c) for
the duration of the contract and make it available
to the competent supervisory authority on request.

(d) Dovozce Udajli souhlasi s tim, Ze po dobu
trvani smlouvy bude informace podle pismene a) az
c) uchovavat a na vyzadani je poskytne prislusSnému
dozorovému uradu.

(e) Paragraphs (a) to (c) are without prejudice
to the obligation of the data importer pursuant to
Clause 14(e) and Clause 16 to inform the data
exporter promptly where it is unable to comply
with these Clauses.

(e) Pismeny a) aZ c) neni dotéena povinnost
dovozce udajl podle dolozky 14 pism. e) a dolozky
16 neprodlené informovat vyvozce udaju, pokud
neni schopen tyto dolozky dodrZovat.

15.2 Review of legality and data minimization

15.2 Prezkum zdkonnosti a minimalizace tudaja

(a) The data importer agrees to review the
legality of the request for disclosure, in particular
whether it remains within the powers granted to
the requesting public authority, and to challenge
the request if, after careful assessment, it
concludes that there are reasonable grounds to
consider that the request is unlawful under the
laws of the country of destination, applicable
obligations under international law and principles
of international comity. The data importer shall,
under the same conditions, pursue possibilities of
appeal. When challenging a request, the data
importer shall seek interim measures with a view to
suspending the effects of the request until the
competent judicial authority has decided on its
merits. It shall not disclose the personal data
requested until required to do so under the
applicable procedural rules. These requirements
are without prejudice to the obligations of the data
importer under Clause 14(e).

a) Dovozce Udajli souhlasi s tim, Ze prezkouma
zakonnost Zadosti o poskytnuti Udajl, zejména zda
neprekrocila meze pravomoci udélenych
doZadujicimu orgdnu verejné moci, a Ze Zadost
napadne, pokud po peclivém posouzeni dojde k
zavéru, Ze existuji opodstatnéné dlvody se
domnivat, Ze Zadost je podle pravnich predpist
zemé urceni, platnych zavazk( podle
mezinarodniho prava a zasad mezinarodni
zdvofilosti protipravni. Dovozce Udajli za stejnych
podminek vyuZziva moznosti odvolani. Pfi napadeni
Zadosti dovozce Udajll prijme predbézna opatreni s
cilem pozastavit Ucinky Zadosti, dokud pfislusny
soudni organ nerozhodne o jeji opodstatnénosti.
Nezpfistupni poZadované osobni Udaje, dokud mu
takova povinnost nebude stanovena na zakladé
platnych procesnich pravidel. Témito pozadavky
nejsou dotéeny povinnosti dovozce Udajd podle
dolozky 14 pism. e).

Clinical Trial Agreement between CRO Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
April 2024

Smlouva o klinickém hodnoceni mezi CRO, spolecnosti Janssen,
poskytovatelem a hlavnim zkousejicim — Sablona smlouvy pro Ceskou
republiku — Duben 2024

- piname: [

Jméno hlavniho zkousejiciho: _—

Protocol #: 54767414MMY3030

C. protokolu: 54767414MMY3030

Page 62 of 76

Strana 62 ze 76




(b) The data importer agrees to document its
legal assessment and any challenge to the request
for disclosure and, to the extent permissible under
the laws of the country of destination, make the
documentation available to the data exporter. It
shall also make it available to the competent
supervisory authority on request.

b) Dovozce Udajl souhlasi, Ze zdokumentuje
své pravni posouzeni i jakékoli napadeni Zadosti o
poskytnuti Gdajd a v rozsahu povoleném pravnimi
predpisy zemé urceni zptistupni dokumentaci
vyvozci Udajd. Na pozadani ji rovnéz zptistupni
pfislusnému dozorovému uradu.

(c) The data importer agrees to provide the
minimum amount of information permissible when
responding to a request for disclosure, based on a
reasonable interpretation of the request.

c) Dovozce Udajli souhlasi s poskytnutim
minimalniho pfipustného mnozZstvi informaci pri
odpovédi na Zadost o zpfistupnéni, a to na zakladé
pfiméreného vykladu Zadosti.

SECTION IV — FINAL PROVISIONS

ODDIL IV — ZAVERECNA USTANOVENI

Clause 16 Non-compliance with the Clauses and

Dolozka 16 Nedodrzeni doloZek a vypovézeni

termination

(a) The data importer shall promptly inform
the data exporter if it is unable to comply with
these Clauses, for whatever reason.

a) Dovozce Udaj neprodlené informuje
vyvozce Udajl, pokud neni z jakéhokoli dlivodu
schopen tyto dolozky dodrzet.

(b) In the event that the data importer is in
breach of these Clauses or unable to comply with
these Clauses, the data exporter shall suspend the
transfer of personal data to the data importer until
compliance is again ensured or the contract is
terminated. This is without prejudice to Clause
14(f).

b) Pokud dovozce udajl porusi tyto dolozky

nebo neni schopen tyto dolozky dodrzet, vyvozce

Udajl pozastavi pfedavani osobnich udaji dovozci
Udaju, dokud neni dodrZovani opét zajisténo nebo
smlouva vypovézena. Timto neni dotéena dolozka
14 pism. f).

(c) The data exporter shall be entitled to
terminate the contract, insofar as it concerns the
processing of personal data under these Clauses,
where:

c) Vyvozce Udajll je opravnén vypovédét
smlouvu v rozsahu, v némz se jednd o zpracovani
osobnich udajl podle téchto doloZek, pokud:

(i) the data exporter has suspended the
transfer of personal data to the data importer
pursuant to paragraph (b) and compliance with
these Clauses is not restored within a reasonable
time and in any event within one month of
suspension;

i) vyvozce Udajl pozastavil predavani
osobnich Udajl dovozci Udaji podle pism. b) a
dodrZovani téchto doloZek neni v pfimérené Ihité a
v kazdém pripadé do jednoho mésice od
pozastaveni obnoveno;

(ii) the data importer is in substantial or
persistent breach of these Clauses; or

i) dovozce udaju tyto dolozky podstatné nebo

trvale porusuje nebo
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(iii) the data importer fails to comply with a
binding decision of a competent court or
supervisory authority regarding its obligations
under these Clauses.

(iii) dovozce udajli nedodrzi zavazné rozhodnuti
pfislusného soudu nebo dozorového ufadu
tykajiciho se jeho povinnosti podle téchto doloZek.

In these cases, it shall inform the competent
supervisory authority of such non-compliance.
Where the contract involves more than two Parties,
the data exporter may exercise this right to
termination only with respect to the relevant Party,
unless the Parties have agreed otherwise.

V takovych pripadech o nedodrieni informuje
pfislusny dozorovy urad. Pokud smlouva zahrnuje
vice nez dvé smluvni strany, miZe vyvozce udajli
toto pravo na vypovézeni uplatnit pouze ve vztahu
k prislusné strané, pokud se strany nedohodly
jinak.

(d) Personal data that has been transferred
prior to the termination of the contract pursuant to
paragraph (c) shall at the choice of the data
exporter immediately be returned to the data
exporter or deleted in its entirety. The same shall
apply to any copies of the data. The data importer
shall certify the deletion of the data to the data
exporter. Until the data is deleted or returned, the
data importer shall continue to ensure compliance
with these Clauses. In case of local laws applicable
to the data importer that prohibit the return or
deletion of the transferred personal data, the data
importer warrants that it will continue to ensure
compliance with these Clauses and will only process
the data to the extent and for as long as required
under that local law.

d) Osobni Udaje, které byly predany pred
vypovézenim smlouvy podle pismene c), musi byt
podle volby vyvozce Udajli neprodlené vraceny
vyvozci udajll nebo vymazany v celém rozsahu. To
samé se uplatni ve vztahu k veskerym kopiim udaju.
Dovozce Udajli potvrdi vyvozci Udaju, Ze byly tdaje
vymazany. Dokud nejsou Udaje vymazany nebo
vraceny, dovozce Udaju nadale zajistuje soulad s
témito dolozkami. V pfipadé, Ze se na dovozce
Udajl vztahuji mistni pravni predpisy, které mu
zakazuji pfedané osobni Udaje vratit nebo vymazat,
dovozce Udajh zarucuje, ze bude i nadale zajistovat
dodrZovani téchto doloZek a bude udaje
zpracovavat pouze v takovém rozsahu a tak dlouho,
jak to uvedené mistni pravo vyzaduje.

(e) Either Party may revoke its agreement to
be bound by these Clauses where (i) the European
Commission adopts a decision pursuant to Article
45(3) of Regulation (EU) 2016/679 that covers the
transfer of personal data to which these Clauses
apply; or (ii) Regulation (EU) 2016/679 becomes
part of the legal framework of the country to which
the personal data is transferred. This is without
prejudice to other obligations applying to the
processing in question under Regulation (EU)
2016/679.

(e) Kterakoli ze stran muZe odvolat svij
souhlas s tim, Ze bude vazana témito dolozkami,
pokud i) Evropska komise pfijme rozhodnuti podle
Cl. 45 odst. 3 nafizeni (EU) 2016/679 tykajici se
predavani osobnich udajd, na které se tyto dolozky
vztahuji, nebo ii) se nafizeni (EU) 2016/679 stane
soucasti pravniho ramce zemé, do které jsou osobni
Udaje predavany. Tim nejsou dotéeny dalsi
povinnosti vztahujici se na dotéené zpracovani
podle natizeni (EU) 2016/679.

Clause 17 Governing law

Dolozka 17 Rozhodné pravo
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These Clauses shall be governed by the law of one
of the EU Member States, provided such law allows
for third-party beneficiary rights. The Parties agree
that this shall be the law of the country of the
Institution as specified in the Clinical Trial
Agreement, the Czech Republic.

Tyto doloZzky se fidi pravem jednoho z ¢lenskych
statld EU, pokud takové pravo umozniuje uplatriovat
prava naleZejici opravnéné treti strané. Strany se
dohodly, Ze se budou Fidit prdvem zemé instituce,
jak je uvedeno ve smlouvé o klinickém hodnoceni,
tj. Ceské republiky.

Clause 18 Choice of forum and jurisdiction

Dolozka 18 Volba soudu a pfislusnost

1. Any dispute arising from these Clauses shall
be resolved by the courts of an EU Member State.

1. Veskeré spory vyplyvajici z téchto dolozek
budou reseny soudy ¢lenského statu EU.

2. The Parties agree that those shall be the
courts of the country of the Institution as specified
in the Clinical Trial Agreement, the Czech Republic.

2. Strany se dohodly, Ze se budou fidit soudy
zemé instituce, jak je uvedeno ve smlouvé o
klinickém hodnoceni, tj. Ceské republiky.

3. A data subject may also bring legal
proceedings against the data exporter and/or data
importer before the courts of the Member State in
which he/she has his/her habitual residence.

3. Subjekt udaji mlze rovnéz zahdjit soudni
Fizeni proti vyvozci Gdajd a/nebo dovozci Udaj
pred soudy ¢lenského statu, v némz ma subjekt
Udajli své obvyklé bydlisté.

4. The Parties agree to submit themselves to
the jurisdiction of such courts.

4. Smluvni strany se dohodly, Ze se
pfislusnosti téchto soudl podridi.

APPENDIX

DODATEK

EXPLANATORY NOTE:

VYSVETLIVKY:

It must be possible to clearly distinguish the
information applicable to each transfer or category
of transfers and, in this regard, to determine the
respective role(s) of the Parties as data exporter(s)
and/or data importer(s). This does not necessarily
require completing and signing separate
appendices for each transfer/category of transfers
and/or contractual relationship, where this
transparency can be achieved through one
appendix. However, where necessary to ensure
sufficient clarity, separate appendices should be
used.

Musi byt mozné jasné rozlisit informace, které se
vztahuji na kazdé pfedani nebo kazdou kategorii
pfedani, a vtomto ohledu urcit prislusnou
Ulohu/pFislusné ulohy stran v postaveni
vyvozce/vyvozcl Udaji a/nebo dovozce/dovozcl
Udajd. To nemusi nutné vyZzadovat vyplnéni a
podepsani samostatnych dodatkl pro kazdé
predani/kategorii pfedani a/nebo smluvni vztah,
pokud Ize této transparentnosti dosahnout
prostfednictvim jednoho dodatku. Pokud je to vsak
nutné k zajisténi dostatecné srozumitelnosti, mély
by se pouZzit samostatné dodatky.

ANNEX |

PRILOHA |

A. LIST OF PARTIES

A. SEZNAM SMLUVNICH STRAN

Data exporter(s):

\Vyvozce (vyvozci) udaja::
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1. Name: Fakultni nemocnice Brno

1. Jméno/ndazev: Fakultni nemocnice Brno

Address: Jihlavska 20, 625 00 Brno, Czech Republic

Adresa: Jihlavskd 20, 625 00 Brno, Ceska republika

Contact person’s name, position and contact
details: See notice section of the Clinical Trial
Agreement.

Uméno, funkce a kontaktni idaje kontaktni osoby:
Viz ¢ast o ozndmeni smlouvy o klinickém
hodnoceni.

Activities relevant to the data transferred under
these Clauses: See Clinical Trial Agreement.

Cinnosti relevantni pro predavani udaji na zakladé
téchto dolozek: Viz Smlouva o klinickém
hodnoceni.

Signature and date: See signature of the Clinical
Trial Agreement, which these SCCs relate to.

Podpis a datum: Viz podpis smlouvy o klinickém
hodnoceni, ke které se tyto SCC vztahuji.

Role (controller/processor): Controller

Uloha (spravce/zpracovatel): Spravce

Contact information to the Data Exporter(s) DPO:

|Kontaktn|' L’lda'ie Vﬁl' ozce (vyvozcu) udaja DPO:

Data importer(s):

Dovozce nebo dovozci udaju:

1. Name: A. Janssen Research &

Development, LLC

1. Jméno/nazev: A. Janssen Research &

Development, LLC

Address: 920 Route 202 South Raritan, New Jersey
08869, USA

Adresa: 920 Route 202 South Raritan, New Jersey
08869, Spojené staty americké

Contact person’s name, position and contact
details: See notice section of the Clinical Trial
Agreement.

Uméno, funkce a kontaktni idaje kontaktni osoby:
Viz ¢ast o ozndmeni smlouvy o klinickém
hodnoceni.

Activities relevant to the data transferred under
these Clauses: See Clinical Trial Agreement.

Cinnosti relevantni pro predavani udaji na zakladé
téchto doloZek: Viz Smlouva o klinickém
hodnoceni.

Signature and date: See signature of the Clinical
Trial Agreement, to which these SCCs relate.

Podpis a datum: Viz podpis smlouvy o klinickém
hodnoceni, ke které se tyto SCC vztahuji.

Role (controller/processor): Controller

Uloha (spravce/zpracovatel): Spravce

Contact information to the Data Importer(s) DPO:

|Kontaktni t]da'ie dovozce (dovozci) udaju DPO:

B. DESCRIPTION OF TRANSFER

B. POPIS PREDANI

Categories of data subjects whose personal data is

Kategorie subjektll Udaju, jejichZz osobni Udaje se

transferred

@Fedévaii

The personal data transferred concern the
following categories of data subjects:

Pfeddvané osobni Udaje se tykaji nasledujicich
kategorii subjektl udajl:
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Scientific and medical research subjects.

Subjekty védeckého a lékarského vyzkumu.

Scientific and medical research
investigators and their staff, including, but not
limited to, physicians and other health care
professionals involved in administration of scientific
research.

o Védecti a lékarsti zkousejici a jejich
personal, mimo jiné vcetné Iékarl a dalSich
zdravotnickych pracovnikl zapojenych do spravy

védeckého vyzkumu.

Other individuals involved in data
exporter’s scientific and medical research (who may
include consultants, representatives of service
providers and business partners, government
officials, and individuals who report adverse events
and product quality complaints, among others).

o Dalsi osoby zapojené do védeckého a

Iékarského vyzkumu vyvozce Udajl (mimo jiné
konzultanti, zastupci poskytovatel( sluzeb a
obchodnich partnerd, vliadni Urednici a osoby, které
hlasi nezadouci prihody a stiznosti na kvalitu
produktd).

Categories of personal data transferred

Kategorie predavanych osobnich tudaja

The personal data transferred concern the
following categories of data:

Pfeddvané osobni Udaje se tykaji nasledujicich
kategorii udajl:

. For scientific and medical research subjects,
personal details may include: key-coded
information, other relevant identifiers (e.g., patient
number); gender; age or age category (e.g.,
adolescent, adult, elderly) or date of birth (if
necessary), associated health condition(s), medical
history, and relevant family history.

. U subjektl védeckého a lékarského
vyzkumu mohou osobni Udaje zahrnovat: kédované
informace, dalsi relevantni identifikatory (napf.
Cislo pacienta); pohlavi; vék nebo vékovou kategorii
(napf. dospivajici, dospély, starsi) nebo datum
narozeni (pokud je to nutné), souvisejici zdravotni
stav (stavy), anamnézu a relevantni rodinnou
anamnézu.

. For health care providers, or other points of|

contact, scientific and medical investigators and
their staff, and other individuals involved in
scientific and medical research, personal details
may include: contact information and other related
information, such as name, address, e-mail and
telephone details, gender, and professional licenses
and affiliations provided as part of their
credentials.

o U poskytovatell zdravotni péce nebo jinych

kontaktnich mist, védeckych a lékarskych
zkousejicich a jejich personalu a dalSich osob
zapojenych do védeckého a lékarského vyzkumu
mohou osobni Udaje zahrnovat: kontaktni Udaje a
dalsi souvisejici informace, jako je jméno, adresa, e-
mail a telefonni Udaje, pohlavi a profesni licence a
pridruzeni poskytnuté jako soucast jejich
prihlasovacich udaju.

Sensitive data transferred (if applicable) and
applied restrictions or safeguards that fully take
into consideration the nature of the data and the
risks involved, such as for instance strict purpose
limitation, access restrictions (including access only
for staff having followed specialised training),
keeping a record of access to the data, restrictions
for onward transfers or additional security

Citlivé udaje, které se predavaiji (v prislusnych
pfipadech), a uplatnéna omezeni nebo zaruky, jez
pIné zohlednuji povahu Gdaju a souvisejici rizika,
napfiklad prisné ucelové omezeni, omezeni
pfistupu (v€etné pfistupu pouze pro zaméstnance,
ktefi absolvovali specializované skoleni), vedeni
zaznamu o pristupu k Udajim, omezeni pro dalsi
predavani nebo dodatecnd bezpecénostni opatieni.

measures.
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For research subjects, sensitive data may
include: key-coded information concerning certain
health conditions and treatments, health-related
information concerning adverse events and product
quality complaints (if provided to the data
exporter), and demographic information that may
include race, ethnicity or other sensitive data that
may be relevant to the adverse event (if provided
to the data exporter).

U subjekt vyzkumu mohou citlivé adaje
zahrnovat: kddované informace tykajici se urcitych
zdravotnich stav( a 1éCby, zdravotni informace
tykajici se nezadoucich ptihod a stiZznosti na kvalitu
pripravku (pokud jsou poskytnuty vyvozci Gdajd) a
demografické udaje, které mohou zahrnovat rasu,
etnicky plvod nebo jiné citlivé udaje, které mohou
byt relevantni pro nezadouci pfihodu (pokud jsou
poskytnuty vyvozci Udaja).

. See security measures in Annex Il. Security
measures include access only for staff having
followed specialised training, keeping a record of
access to the data, restrictions for onward
transfers, and key-coding the information.

o Viz bezpecnostni opatfeni v pfiloze

Il. Bezpecnostni opatfeni zahrnuji pfistup pouze
pro zaméstnance, ktefi absolvovali specializované
Skoleni, vedeni zaznam o pfistupu k udajam,
omezeni pro dalsi pfenosy a kédovani informaci.

The frequency of the transfer (e.g. whether the
data is transferred on a one-off or continuous
basis).

Cetnost predavani (napt. zda jsou Udaje predavany
jednorazoveé nebo pribéziné).

. Data is transferred continuously in as

required under the study protocol.

o Udaje jsou priibézné prenaseny v souladu s

pozadavky protokolu studie.

Nature of the processing

Povaha zpracovani

The processing concerns the execution of a
clinical trial, as further specified in the study
protocol.

Zpracovani se tyka provadéni klinické stopy,
jak je dale specifikovdno v protokolu studie.

Purpose(s) of the data transfer and further
processing

J&el nebo Ucely predani tdajd a dalsi zpracovani

J The transfer of personal data concerning
research subjects is performed for the purpose of
executing a clinical trial, as further specified in the
study protocol.

. Predavani osobnich udaja tykajicich se
subjektl vyzkumu se provadi za Ucelem provadéni
klinického hodnoceni, jak je déle specifikovano v

protokolu studie.

J Personal data concerning other categories
of data subjects is processed for the purpose of
performing activities under the Agreement and as
required to satisfy any legal or regulatory
obligations.

. Osobni Udaje tykajici se jinych kategorii
subjektl Udajl jsou zpracovavany za Ucelem
provadéni ¢innosti podle této smlouvy a podle
potfeby za ucelem splnéni jakychkoli zakonnych
nebo regulaénich povinnosti.

The period for which the personal data will be
retained, or, if that is not possible, the criteria used
to determine that period

Doba, po kterou budou osobni Udaje uchovavany,
nebo neni-li ji mozné urcit, kritéria pouzita pro
stanoveni této doby

Any personal data will be retained as long
as required considering the regulatory and legal
requirement to retain records associated with the

. Veskeré osobni Udaje budou uchovavany
tak dlouho, jak to bude nutné s ohledem na

regulacni a pravni pozadavek uchovavat zaznamy
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clinical trial and to satisfy the research objectives
associated with the clinical trial.

souvisejici s klinickym hodnocenim a s ohledem na
cile vyzkumu souvisejici s klinickym hodnocenim.

For transfers to (sub-) processors, also specify
subject matter, nature and duration of the
processing

Pokud jde o predavani (dil¢im) zpracovatellm,
rovnéz uvedte predmeét, povahu a trvani
zpracovani

. Any transfer to (sub-) processors is made
for the same subject matter, and nature as
described above. A (sub-) processor will only
process personal data as long as necessary in order
for such a (sub-) processor to deliver the services to
the controller, and shall thereafter return or delete
any personal data based on the instructions of the
controller, which holds to contract with the (sub-)
processor.

. Jakykoli pfenos (dil¢im) zpracovatelim se
provadi pro stejny predmét a povahu, jak je
popsdano vyse. (Dil¢i) zpracovatel bude zpracovavat
osobni Udaje pouze po dobu nezbytnou k tomu, aby
takovy (dilci) zpracovatel mohl poskytovat sluzby
spravci, a poté vrati nebo vymaze jakékoli osobni
Udaje na zakladé pokyn( spravce, ktery ma
uzavienou smlouvu s (dil¢éim) zpracovatelem.

C. COMPETENT SUPERVISORY AUTHORITY

7

C. PRISLUSNY DOZOROVY URAD

Identify the competent supervisory authority/ies in
accordance with Clause 13

Urcete pfislusny organ/organy dohledu v souladu s
clankem 13

Please refer to the Data Protection Authority of the
country of
INSTITUTION: https://edpb.europa.eu/about-

Obratte se prosim na Utad pro ochranu osobnich
Udajd v zemi ZDRAVOTNICKEHO ZARIZENI:
https://edpb.europa.eu/about-edpb/about-

edpb/about-edpb/members en

edpb/members en

ANNEX II

PRILOHA Il

TECHNICAL AND ORGANISATIONAL MEASURES

TECHNICKA A ORGANIZAENiI OPATRENI VEETNE

INCLUDING TECHNICAL AND ORGANISATIONAL

TECHNICKYCH A ORGANIZACNICH OPATRENI K

IMEASURES TO ENSURE THE SECURITY OF THE

ZAJISTENI ZABEZPECENI UDAJU

DATA

EXPLANATORY NOTE:

VYSVETLIVKY:

The technical and organisational measures must be
described in specific (and not generic) terms. See
also the general comment on the first page of the
Appendix, in particular on the need to clearly
indicate which measures apply to each transfer/set
of transfers.

Technickd a organizacni opatfeni musi byt popsana
konkrétné (nikoli obecné). Viz také obecnou
poznamku na prvni strance dodatku, tykajici se
zejména potieby jasné uvést, kterd opatieni se
vztahuji na kazdé jednorazové nebo souborné

predani.
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Description of the technical and organisational
measures implemented by the data importer(s)
(including any relevant certifications) to ensure an
appropriate level of security, taking into account
the nature, scope, context and purpose of the
processing, and the risks for the rights and
freedoms of natural persons.

Popis technickych a organizacnich opatieni
zavedenych dovozcem nebo dovozci Udaji (véetné
veskerych prislusnych certifikaci) za Gcelem zajisténi
vhodné urovné zabezpeceni s prihlédnutim k
povaze, rozsahu, kontextu a Ucelu zpracovani a
rizikim pro prdva a svobody fyzickych osob.

1. Information Security Policies and Standards

1. Zasady a standardy zabezpeceni informaci

The Data Importer will implement security
requirements for staff and all subcontractors,
Service Providers, or agents who have access to
Personal Data. These are designed to:

Dovozce Udajli zavede bezpecnostni poZadavky na
zaméstnance a vsechny subdodavatele,
poskytovatele sluzeb nebo zastupce, ktefi maji
pfistup k osobnim udajim. Jsou navrZeny tak, aby:

Prevent unauthorized persons from gaining
access to Personal Data processing systems
(physical access control);

. zabranily neopravnénym osobam v pfistupu
k systémim zpracovani osobnich tdaju (fyzicka

kontrola pfistupu);

Prevent Personal Data processing systems
being used without authorization (logical access
control);

. zabranily pouzivani systém zpracovani
osobnich udajl bez opravnéni (logicka kontrola

pfistupu);

Ensure that persons entitled to use a
Personal Data processing system gain access only to
such Personal Data as they are entitled to access in
accordance with their access rights and that, in the
course of Processing or use and after storage,
Personal Data cannot be read, copied, modified or
deleted without authorization (data access
control);

. zajistily, aby osoby opravnéné pouzivat
systém zpracovani osobnich udaji ziskaly pfistup
pouze k takovym osobnim tGdajim, ke kterym maji
narok na pfistup v souladu se svymi pfistupovymi
pravy, a aby v pribéhu zpracovani nebo pouzivani a
po uloZeni osobni Udaje nemohly byt bez opravnéni
Cteny, kopirovany, upravovany nebo vymazany
(kontrola ptistupu k udajam);

Ensure that Personal Data cannot be read,
copied, modified or deleted without authorization
during electronic transmission, transport or
storage, and that the target entities for any transfer
of Personal Data by means of data transmission
facilities can be established and verified (data
transfer control);

. zajistily, aby osobni idaje nemohly byt
Cteny, kopirovany, upravovany nebo mazany bez
opravnéni béhem elektronického prenosu, prenosu
nebo uchovavani a aby bylo mozné zfidit a ovérit
cilové subjekty pro jakykoli pfenos osobnich udajl
prostfednictvim zafizeni pro prenos udaja (kontrola
prenosu udajl);

Ensure the establishment of an audit trail to
document whether and by whom Personal Data
have been entered into, modified in, or removed

zajistily vytvoreni auditniho zdznamu, ktery
bude dokumentovat, zda a kym byly osobni udaje
zadany, upraveny nebo odstranény ze zpracovani

from Personal Data Processing (entry control);

osobnich udaji (kontrola vstupu);
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Ensure that Personal Data are Processed
solely in accordance with the Instructions (control
of instructions);

zajistily, aby osobni idaje byly
zpracovavany vyhradné v souladu s pokyny
(kontrola pokynu);

. Ensure that Personal Data are protected
against accidental destruction or loss (availability
control); and

. zajistily, aby byly osobni idaje chranény
pfed ndhodnym znicenim nebo ztratou (kontrola
dostupnosti); a

. Ensure that Personal Data collected for
different purposes can be processed separately
(separation control).

. zajistily, aby osobni Udaje shromazdéné pro
rdzné Ucely mohly byt zpracovavany oddélené
(kontrola oddéleni).

These rules are kept up to date and revised
whenever relevant changes are made to the
information system that uses or houses Personal
Data, or to how that system is organized.

Tato pravidla jsou aktualizovana a revidovana,
kdykoli jsou provedeny pfislusné zmény v
informacnim systému, ktery pouziva nebo uchovava
osobni Udaje, nebo podle toho, jak je tento systém
organizovan.

[2. Physical Security

[2. Fyzické zabezpeceni

The Data Importer will maintain commercially
reasonable security systems at all Data Importer
sites at which an information system that uses or
houses Personal Data is located. The Data Importer
reasonably restricts access to such Personal Data
appropriately.

7

Dovozce Udajli bude udrzovat komercné prfimérené
bezpecnostni systémy na vSech pracovistich
dovozce Udajll, kde se nachazi informacni systém,
ktery pouziva nebo uchovdava osobni Udaje.
Dovozce Udajl pfiméfené omezuje pfistup

k takovym osobnim udajim.

Physical access control has been implemented for
all data centers. Unauthorized access is prohibited
through 24x7 onsite staff, biometric scanning and
security camera monitoring. Data Centre physical

security is audited by an independent firm.

Pro vSechna datova centra byla implementovana
fyzicka kontrola pristupu. Neopravnény pristup je
zakdzan prostrednictvim nepretrzitého personalu
na pracovisti, biometrického skenovani a
monitorovani bezpecnostni kamery. Fyzické
zabezpeceni datového centra je kontrolovano
nezavislou firmou.

Surveillance camera on entry door is installed and
security monitoring by building management is
implemented.

Je nainstalovdna sledovaci kamera na vstupnich
dvefich a je implementovdno monitorovani
bezpecnosti spravou budovy.

3. Organizational Security

3. Organizacni bezpecnost
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When media are to be disposed of or reused,
procedures have been implemented to prevent any
subsequent retrieval of any Personal Data stored on
them before they are withdrawn from the
inventory. When media are to leave the premises at
which the files are located as a result of
maintenance operations, procedures have been
implemented to prevent undue retrieval of
Personal Data stored on them.

Pokud maiji byt média zlikvidovana nebo znovu
pouzita, byly zavedeny postupy, které maji zabranit
jakémukoli naslednému ziskani jakychkoli osobnich
Gdajd na nich uloZenych pred jejich stazenim ze
zasob. Pokud média maji v disledku udrzby opustit
prostory, ve kterych jsou soubory umistény, byly
zavedeny postupy pro zabranéni neopravnénému
ziskani osobnich udaja, které jsou v nich ulozeny.

Data Importer implemented security policies and
procedures to classify sensitive information assets,
clarify security responsibilities and promote
awareness for employees.

Dovozce Udajli zavedl bezpecnostni zasady a
postupy pro klasifikaci citlivych informacnich aktiv,
objasnéni povinnosti v oblasti zabezpeceni a
podporu povédomi zaméstnancu.

All Personal Data security incidents are managed in
accordance with appropriate incident response
procedures.

VSechny bezpecnostni incidenty tykajici se osobnich
Udaju jsou fizeny v souladu s prislusnymi postupy
reakce na incidenty.

All sensitive data transmitted by Service Provider
are encrypted while in transit and when on
portable devices or media.

VSechny citlivé Udaje prenasené poskytovatelem
sluzeb jsou Sifrovany béhem prenosu a na
prenosnych zafizenich nebo médiich.

4. Network Security

4. Zabezpeceni sité

The Data Importer maintains network security using
commercially available equipment and industry
standard techniques, including firewalls, intrusion
detection systems, access control lists and routing
protocols.

Dovozce Udajli udrzuje zabezpeceni sité pomoci
komercné dostupnych zafizeni a standardnich
technik, véetné bran firewall, systém( detekce
naruseni, seznam fizeni pfistupu a protokoll
smérovani.

5. Access Control

5. Kontrola pfistupu

Only authorized staff can grant, modify or revoke
access to an information system that uses or
houses Personal Data.

PFistup k informacnimu systému, ktery pouziva
nebo uchovava osobni Gdaje, mize udélit, upravit
nebo zrusit pouze oprdvnény personal.

User administration procedures define user roles
and their privileges, how access is granted, changed
and terminated; addresses appropriate segregation

Postupy spravy uZivatell definuji uZivatelské role a
jejich opravnéni, zplsob udéleni, zmény a ukonceni
pfistupu; fesi prislusné oddéleni povinnosti; a
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of duties; and defines the logging/monitoring
requirements and mechanisms.

definuje pozadavky a mechanismy
protokolovani/monitorovani.

All employees of the Data Importer are assigned
unique User-IDs.

VSem zaméstnancim dovozce Udajl jsou pfifazena
jedinecna ID uzivatele.

Access rights are implemented adhering to the
“least privilege” approach.

PFistupova prava jsou implementovana v souladu s
pfistupem ,,nejnizsiho opravnéni”.

The Data Importer implements commercially
reasonable physical and electronic security to
create and protect passwords.

Dovozce Udaji implementuje komercéné pfimérené
fyzické a elektronické zabezpeceni k vytvareni a
ochrané hesel.

6. Virus and Malware Controls

6. Kontrola vird a malwaru

The Data Importer installs and maintains anti-virus
and malware protection software on the system.

Dovozce Udajl nainstaluje a udrZuje v systému
antivirovy a malware software pro ochranu.

7. Personnel

7. Personal

The Data Importer implements a security
awareness program to train personnel about their
security obligations. This program includes training
about data classification obligations; physical
security controls; security practices and security
incident reporting.

Dovozce Udajli implementuje program
informovanosti o bezpecnosti, aby vyskolil
pracovniky o jejich bezpecnostnich povinnostech.
Tento program zahrnuje Skoleni o povinnostech
klasifikace dat, fyzické bezpecnostni kontroly,
bezpecnostni postupy a hlaseni bezpecnostnich
incident(.

Service Provider has clearly defined roles and
responsibilities for the employees. Screening is
implemented before employment with terms and
conditions of employment applied appropriately.

Poskytovatel sluzeb ma jasné definované role a
povinnosti pro zaméstnance. Screening je
implementovan prfed zaméstnanim s prislusnymi
podminkami zaméstnani.

Service Provider employees strictly follow
established security policies and procedures.
Disciplinary process will be applied if employees
committed a security breach.

Zaméstnanci poskytovatele sluzeb prisné dodrzuji
zavedené bezpecnostni zasady a postupy. Pokud se
zaméstnanci dopusti poruseni bezpecnosti, bude
uplatnén disciplinarni proces.

8. Business Continuity

8. Kontinuita podnikani
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The Data Importer implements appropriate disaster
recovery and business resumption plans. Data
Importer reviews both business continuity plan and
risk assessment regularly. Business continuity plans
are being tested and updated regularly to ensure
that they are up to date and effective.

Dovozce udajli implementuje vhodné plany obnovy
po havarii a obnoveni podnikani. Dovozce udajl
pravidelné kontroluje plan kontinuity podnikani i
hodnoceni rizik. Plany kontinuity podnikani jsou
pravidelné testovany a aktualizovany, aby bylo
zajiSténo, Ze jsou aktudlni a Ucinné.

For transfers to (sub-) processors, also describe the
specific technical and organisational measures to be
taken by the (sub-) processor to be able to provide
assistance to the controller and, for transfers from

a processor to a sub-processor, to the data
exporter

U predavani (dil¢im) zpracovatellm také popiste
konkrétni technickd a organizacni opatreni, ktera
ma (dilci) zpracovatel prijmout, aby mohl
poskytnout pomoc sprdvci, a u prfedavani od
zpracovatele dil¢imu zpracovateli vyvozci Uidajl

In the event any (sub-) processors are engaged in
the processing of personal data technical and
organizational measures as outlined above are to
be applied.

V pripadé, Ze budou Zadni (dil¢i) zpracovatelé
zapojeni do zpracovani technickych a organizacnich
opatieni osobnich udajd, jak je uvedeno vyse,
budou uplatnéni.

! Where the data exporter is a processor subject to
Regulation (EU) 2016/679 acting on behalf of a
Union institution or body as controller, reliance on
these Clauses when engaging another processor
(sub-processing) not subject to Regulation (EU)
2016/679 also ensures compliance with

Article 29(4) of Regulation (EU) 2018/1725 of the
European Parliament and of the Council of

23 October 2018 on the protection of natural
persons with regard to the processing of personal
data by the Union institutions, bodies, offices and
agencies and on the free movement of such data,
and repealing Regulation (EC) No 45/2001 and
Decision No 1247/2002/EC (OJ L 295, 21.11.2018,
p. 39), to the extent these Clauses and the data
protection obligations as set out in the contract or
other legal act between the controller and the
processor pursuant to Article 29(3) of Regulation
(EU) 2018/1725 are aligned. This will in particular
be the case where the controller and processor rely

! Pokud je vyvozcem Gdajl zpracovatel, na néjz se
vztahuje nafizeni (EU) 2016/679 a ktery jedna
iménem orgdnu nebo subjektu Unie jako spravce,
spoléhdni se na tyto dolozky pfi zapojeni jiného
zpracovatele (dil¢i zpracovani), na kterého se
nafizeni (EU) 2016/679 nevztahuje, rovnéz zajistuje
soulad s ¢l. 29 odst. 4 natizeni Evropského
parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna
2018 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udajl organy, institucemi a
iinymi subjekty Unie, a o volném pohybu téchto
Gdajd a o zruseni nafizeni (ES) ¢. 45/2001 a
rozhodnuti 1247/2002/ES (U¥. vést. L 295 ze dne
21.11.2018, s. 39), v rozsahu, v némz jsou tyto
dolozky a povinnosti tykajici se ochrany udaj
stanovené ve smlouvé nebo jiném pravnim aktu
mezi spravcem a zpracovatelem podle ¢l. 29 odst. 3
nafizeni (EU) 2018/1725 sladény. To bude zejména
pfipad, kdy se spravce a zpracovatel spoléhaji na
standardni smluvni dolozky obsazené v rozhodnuti
2021/915.
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on the standard contractual clauses included in
Decision 2021/915.

2 This requires rendering the data anonymous in
such a way that the individual is no longer
identifiable by anyone, in line with recital 26 of
Regulation (EU) 2016/679, and that this process is
irreversible.

? To vyZaduje anonymizaci Udajd takovym
zpUsobem, aby jiz nikdo nemohl byt nikym
identifikovatelny, v souladu s 26. bodem
odGvodnéni nafizeni (EU) 2016/679, a aby byl tento
proces nevratny.

® The Agreement on the European Economic Area
(EEA Agreement) provides for the extension of the
European Union’s internal market to the three EEA
States Iceland, Liechtenstein and Norway. The
Union data protection legislation, including
Regulation (EU) 2016/679, is covered by the EEA
Agreement and has been incorporated into Annex
XI thereto. Therefore, any disclosure by the data
importer to a third party located in the EEA does
not qualify as an onward transfer for the purpose of
these Clauses.

® Dohoda o Evropském hospodafském prostoru
(Dohoda o EHP) stanovi rozsifeni vnitfniho trhu
Evropské unie o tfi staty EHP, a to Island,
Lichtenstejnsko a Norsko. Dohoda o EHP zahrnuje
pravni predpisy Unie o ochrané udaj, véetné
nafizeni (EU) 2016/679, které jsou zaclenény do
pfilohy Xl uvedené dohody. Jakékoli zpfistupnéni
dovozcem Udaju treti strané se sidlem v EHP se
proto pro ucely téchto doloZzek nepovazuje za dalsi
predavani.

* That period may be extended by a maximum of
two more months, to the extent necessary taking
into account the complexity and number of
requests. The data importer shall duly and promptly
inform the data subject of any such extension.

* Tuto Ih(tu Ize v nezbytném rozsahu s pfihlédnutim
ke sloZitosti a poctu Zadosti prodlouzit nejvyse o
dalsi dva mésice. Dovozce Udajl o takovém
prodlouZeni fadné a neprodlené informuje subjekt
udaja.

°As regards the impact of such laws and practices
on compliance with these Clauses, different
elements may be considered as part of an overall
assessment. Such elements may include relevant
and documented practical experience with prior
instances of requests for disclosure from public
authorities, or the absence of such requests,
covering a sufficiently representative time-frame.
This refers in particular to internal records or other
documentation, drawn up on a continuous basis in
accordance with due diligence and certified at
senior management level, provided that this
information can be lawfully shared with third
parties. Where this practical experience is relied
upon to conclude that the data importer will not be
prevented from complying with these Clauses, it
needs to be supported by other relevant, objective
elements, and it is for the Parties to consider

° Pokud jde o dopad takovych pravnich pfedpist a
postupl na dodrZovani téchto dolozZek, za soucast
celkového posouzeni Ize povaZzovat rGzné prvky.
Mezi tyto prvky mohou patfit relevantni a
zdokumentované praktické zkusenosti s
predchozimi pfipady Zadosti o zpfistupnéni od
organl verejné moci nebo neexistence takovych
zadosti, které pokryvaji dostatecné reprezentativni
Casovy ramec. Tyka se to zejména internich
zaznamU nebo jiné dokumentace, vypracovavané
pribézné v souladu s ndleZitou pédi a certifikované
na Urovni vrcholového vedeni, za predpokladu, Ze
tyto informace Ize v souladu s pravnimi predpisy
sdilet se tfetimi stranami. Pokud se na zékladé této
praktické zkusenosti dospéje k zavéru, Ze dovozci
Udajl nebude branéno v dodrzovani téchto
dolozek, je tfeba to podpofit dalSimi relevantnimi,
objektivnimi prvky a je na smluvnich stranach, aby

carefully whether these elements together carry

peclivé zvazily, zda tyto prvky maji spole¢né
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sufficient weight, in terms of their reliability and
representativeness, to support this conclusion. In
particular, the Parties have to take into account
whether their practical experience is corroborated
and not contradicted by publicly available or
otherwise accessible, reliable information on the
existence or absence of requests within the same
sector and/or the application of the law in practice,
such as case law and reports by independent
oversight bodies.

dostate¢nou vahu na podporu tohoto zavéru,
pokud jde o jejich spolehlivost a reprezentativnost.
Smluvni strany musi zejména zohlednit, zda jsou
jejich praktické zkusenosti potvrzeny verejné
dostupnymi nebo jinak pfistupnymi spolehlivymi
informacemi o existenci ¢i neexistenci Zadosti ve
stejném odvétvi a/nebo o uplatfiovani prava v
praxi, jako je napfiklad judikatura a zpravy
nezavislych organ(i dohledu, a nejsou s nimiv
rozporu.
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