CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

This Clinical Trial Agreement (the “Agreement”)
is

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

between

mezi spole¢nosti

IQVIA RDS Czech Republic s.r.o.

IQVIA RDS Czech Republic s.r.o.

a Czech corporation, with registered offices at
Pernerova 691/42, 186 00 Praha 8, Czech
Republic
represented by:
manager

IC/ID no: 24768651

DIC/Tax Identification no: CZ24768651

Ing. Eva Falbrovd, executive

Ceska spolecnost se sidlem na adrese Pernerova
691/42, 186 00 Praha 8, Ceskd republika
zastoupena: Ing. Evou Falbrovou, jednatelkou

IC/ID no: 24768651
DIC/Tax Identification no: CZ24768651

(”CRO”)

(,CRO)

and

Janssen Research & Development, LLC

Janssen Research & Development, LLC

920 Route 202 South Raritan, New Jersey 08869,
USA

se sidlem na adrese 920 Route 202 South Raritan,
New Jersey 08869, USA

(“Janssen ”)

(,,spolecnost Janssen”)

and

Fakultni nemocnice v Motole, state contributory
organisation

Fakultni nemocnice v Motole, statni pFispévkova
organizace,

with registered offices at V Uvalu 84, 150 06,
Praha 5, Czech Republic

represented by | NN

on the basis of a mandate

se sidlem na adrese V Uvalu 84, 150 06, Praha 5,
Ceska republika,

zastoupens [ ENEEENNN -

zakladé povéreni

ID No 00064203

IC 00064203

Tax ID: CZ 00064203

DIC: CZ 00064203

Account Name: Fakultni nemocnice v Motole

Nazev uctu: Fakultni nemocnice v Motole

Account number: 17937051/0710

Cislo u¢tu: 17937051/0710

IBAN: CZ42 0710 0000 0000 1793 7051

IBAN: CZ42 0710 0000 0000 1793 7051

Name of the Bank: Ceska narodni banka

Nazev banky: Ceskd narodni banka

Address of the Bank: Na Prikopé 28

Adresa banky: Na Pfikopé 28
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SWIFT: CNBACZPP

SWIFT: CNBACZPP

Variable symbol: number of the invoice

Variabilni symbol: ¢islo predmétné faktury

(“Institution”)

(,,poskytovatel”)

and

a

workaddress V Uvalu 84, 150 06, Praha 5, Czech
Republic

adresa pracovisté V Uvalu 84, 150 06, Praha 5,
Ceska republika

(“Principal Investigator”)

(,,hlavni zkousejici“)

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

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

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

a U¢inna k datu uvefejnéni v Registru smluv Ceské
republiky (,,datum ucinnosti).

Clinical Trial : 70033093STR3001

Klinické hodnoceni :70033093STR3001

(“Clinical Trial”)

(,,klinické hodnoceni“)

Regulatory Sponsor Janssen-Cilag
International NV, Turnhoutseweg 30, B-2340
Beerse, Belgium

Zadavatel Janssen-Cilag
International NV, Turnhoutseweg 30, B-2340
Beerse, Belgium

the Efficacy and Safety of Milvexian, an Oral

Study Product : Milvexian Hodnoceny pfipravek Milvexian

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

Protocol 70033093STR3001 - | Protokol :70033093STR3001 -
"A Phase 3, Randomized, Double-Blind, Parallel- | “Randomizované, dvojité zaslepené, placebem
Group, Placebo-Controlled Study to Demonstrate | kontrolované klinické hodnoceni faze 3 s

paralelnimi skupinami k prokazani uUcinnosti a

December 2019
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an Acute Ischemic Stroke or High-Risk Transient
Ischemic Attack"”

inhibitoru faktoru Xla, jako prevence cévni
mozkové prihody po akutni ischemické cévni
mozkové prihodé nebo vysoce rizikové tranzitorni
ischemické atace.”

(“Protocol”)

(,,protokol”)

Site of the Department  of
Neurology, 2nd Faculty of Medicine, Motol
University Hospital, V Uvalu 84, 150 06 Prague 5,
Czech Republic

Pracovisté Neurologicka
klinika 2. LF UK a FN Motol, Fakultni nemocnice v
Motole, V Uvalu 84, 150 06 Praha 5, Ceska
republika

Clinical Trial

Klinické hodnoceni

(“sStudy Site”)

(,,pracovisté provadéjici hodnoceni”)

Whereas, Janssen has appointed CRO to procure
the services under this Agreement and to provide
same to Janssen;

JelikoZ spolecnost Janssen sjednala s CRO zajisténi
sluzeb na zdkladé této smlouvy a jejich dodani
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;

JelikoZz CRO pozadala poskytovatele a hlavniho
zkousejiciho o poskytnuti  sluzeb pro CRO
popsanych vtéto smlouvé, a sice provedenim
klinického hodnoceni zadaného zadavatelem
a zahrnujiciho  hodnoceny  pfipravek podle
protokolu (véetné naslednych zmén protokolu)
a priloh, které tvofi nedilnou soucast této smlouvy;

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

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

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

Proto se smluvni strany sohledem na vychozi
pfedpoklady avzajemné pfrisliby a ujisténi, které
jsou vyjadreny v této smlouvé, dohodly takto:
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1. Performance of the Clinical Trial

1. Provadéni klinického hodnoceni

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

1.1 Smluvni strany souhlasi s tim, Ze protokol
v€etné pfipadnych naslednych zmén protokolu je
pro smluvni strany zavazny a predstavuje nedilnou
soucast této smlouvy. Smluvni strany se dohodly
na tom, Ze protokol bude k dispozici u hlavniho
zkousejiciho.

1.2 Institution and Principal Investigator
agree to use their best efforts and professional
expertise to perform the Clinical Trial in
accordance with the Protocol, all applicable legal
and regulatory requirements, the identified
timelines and the terms and conditions of this
Agreement. Institution and Principal Investigator
may not start the Clinical Trial without prior
approval of the ethics committee, notifications
and further legally required approvals.

1.2 Poskytovatel a hlavni zkousejici souhlasi
stim, Ze wvynaloZi maximalni Usili aodborné
znalosti, aby klinické hodnoceni bylo provedeno
v souladu s protokolem, vsemi platnymi zakonnymi
aregulacnimi  pozadavky, ve  stanovenych
terminech a v souladu s podminkami této smlouvy.
Poskytovatel a hlavni zkousejici nesmi zahdjit
klinické hodnoceni bez predchoziho souhlasu
etické komise, oznameni a dalSich schvaleni
pozadovanych podle zéakona.

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

1.3 Pokud hlavni zkousejici pfestane pracovat
pro poskytovatele, poskytovatel zasle CRO co
nejdfive, avSak nejpozdéji do tfi (3) kalendarnich
dn od jeho odchodu, pisemné oznameni.
Spolecnost Janssen bude mit pravo schvalit
pfipadného  nového hlavniho  zkousejiciho
navrzeného  poskytovatelem. Novy  hlavni
zkousejici bude muset souhlasit s podminkami této
smlouvy. Pokud spoleénost Janssen tohoto nového
hlavniho zkouSejiciho neschvéali, CRO nebo
spole¢nost Janssen mohou tuto smlouvu ukonéit
vsouladu sbodem 2.2 nize a poskytovatel
podnikne vSechny kroky nezbytné k tomu, aby se
prizpUsobil rozhodnuti CRO nebo spolecnosti
Janssen. Pokud bude hlavni zkousejici docasné
nepritomny po dobu delsi neZz deset
(10) kalendarnich dn(, avsak nikoli vice nez ¢trnact
(14) kalendarnich dni, povéfi poskytovatel
spoluzkousejiciho, aby docasné dohlizel na klinické
hodnoceni  jménem  hlavniho  zkousejiciho.
Poskytovatel toto povéreni zdokumentuje
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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.

aoznami jej pisemné jesté pred jeho zahdajenim
CRO. Pokud hlavni zkousejici je nebo ma byt
nepfitomen po dobu delsi nez (¢trnact
(14) kalendarnich dnl, mGze CRO nebo spolecnost
Janssen tuto smlouvu ukonéit, pokud se
poskytovatel a spole¢nost Janssen nedokdzou do
¢trnacti  (14) dnt  dohodnout na nahradnim
hlavnim zkousejicim.

1.4 Institution and Principal Investigator may
appoint such other individuals and investigational
staff as they may deem appropriate as co-
investigator and/or investigational staff to assist
in the conduct of the Clinical Trial. All co-
investigators and investigational staff will be
adequately qualified, timely appointed and an
updated list will be maintained. Principal
Investigator shall be responsible for leading such
team of co-investigators and investigational staff,
who in all respects shall be bound to the same
terms and conditions as the Principal Investigator
under this Agreement. Institution and Principal
Investigator are responsible for the services
performed by its staff and undertake in particular
to have the services executed by competent
persons. In the 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.

Without prejudice to Institution’s and Principal
Investigator’s liability for such individuals,
Institution and Principal Investigator warrant that
investigational staff are authorized to enter into a

1.4 Poskytovatel a hlavni zkousSejici mohou
jmenovat jiné fyzické osoby a zkousejici
pracovniky, které budou povaZovat za vhodné jako
spoluzkousejici nebo zkousejici pracovniky, ktefi
budou pomahat pti provadéni klinického
hodnoceni. VSichni spoluzkousejici a zkousejici
pracovnici budou mit odpovidajici kvalifikaci,
budou vcas jmenovani abude veden jejich
aktualizovany seznam. Hlavni zkousejici bude
odpovédny za vedeni tohoto tymu
spoluzkousejicich a zkousejicich pracovnikl, ktefi
budou ve vSech ohledech vazani stejnymi
podminkami jako hlavni zkousejici podle této
smlouvy. Poskytovatel a hlavni zkousejici jsou
odpovédni za sluzby provadéné jejich pracovniky
a zavazuji se zejména, ze sluzby budou provadény
kompetentnimi osobami. Pokud poskytovatel nebo
hlavni zkouSejici vyuZivaji k provadéni klinického
hodnoceni podle této smlouvy sluzeb jinych osob,
budou poskytovatel a hlavni zkousejici povinni
zajistit, aby vSechny tyto osoby mély odpovidajici
povoleni  aopravnéni ajednaly vsouladu
s podminkami této smlouvy. Odpovédnost za
pfipadné poruseni této smlouvy témito osobami
ponese poskytovatel a hlavni zkousejici.

Aniz by tim byla dotéena odpovédnost
poskytovatele a hlavniho zkousejictho za takové
osoby, poskytovatel a hlavni zkousejici zarucuji, Ze
vyzkumny personal je opravnén uzavrit

separate payment agreement (“Letter
Agreement”), and that such in no way interferes

samostatnou smlouvu o provadéni plateb (dale jen
,pisemnd dohoda”) a Ze tato v Zadném pripadé
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with their existing obligations towards Institution
and Principal Investigator. The Institution and
Principal Investigator declare that investigational
staff entering into the Letter Agreement (i) does
not breach any internal policies, statutes or
internal regulations at the investigational staff
member’s place of employment, (ii) does not
infringe any applicable laws and regulations or
goes against his/her obligations in compliance
with the applicable laws in force and effect, and
(iii) does not constitute any conflict of interests
between performance of obligations resulting

nenarusSuje jejich stavajici povinnosti  vUdi
poskytovateli a hlavnimu zkousejicimu.
Poskytovatel a hlavni zkousejici prohlasuji, Ze
vyzkumny personal uzavirajici pisemnou dohodu (i)
neporusuje zadné interni zasady, stanovy nebo
interni predpisy v misté zaméstnani clena
vyzkumného personadlu, (ii) neporusuje Zzadné
platné zakony a pfedpisy ani neplni své povinnosti
v rozporu s platnymi a ucinnymi zakony a (iii)
nepredstavuje Zadny stiet zajmG mezi plnénim
povinnosti vyplyvajicich z této smlouvy a jakymikoli
funkcemi nebo povinnostmi, které m4, ani neni v

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.

from this Agreement and any functions or | rozporu s jakymikoliv smlouvami, které ma
responsibilities held by him/her, or with any | poskytovatel, hlavni zkousejici nebo takovy ¢len
agreements Institution, Principal Investigator or | vyzkumného persondlu uzaviené se tretimi
such investigational staff member may have with | stranami.

third parties.

1.5 Institution and Principal Investigator shall | 1.5 Poskytovatel a hlavni zkousejici zajisti, aby

povéreni pracovnici absolvovali vSechna Skoleni
provadénd spolecnosti Janssen nebo ji povéfenou
osobou voblasti fadného plnéni protokolu,
pozadavk( na bezpecnost a oznamovani a dalSich
platnych pokyn( tykajicich se klinického hodnoceni
a plnéni protokolu.

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

V pripadé zaslepeni klinického hodnoceni
pouzijte randomizacni kody: Hlavni zkousejici
provadéjici zaslepenou studii souhlasi stim, Ze
bude  zachovédvat zaslepeni  hodnoceného
pfipravku. Hlavni zkousSejici je srozumén s tim, Ze
po dokonceni klinického hodnoceni a finalizaci
databaze spolecnosti Janssen budou uvolnény
randomizacni kddy. U multicentrickych studii bude
klinické hodnoceni povaZovano za dokoncené az
po ziskani udaju ze vsSech stredisek. Pokud by
nastala nouzova zdravotni situace vyZadujici, aby

Principal Investigator — Czech Republic contract template - Version
December 2019

Investigator to break the code for a specific | hlavni zkousejici porusil kéd u konkrétniho
subject, the Principal Investigator agrees to notify | subjektu, souhlasi hlavni zkousSejici stim, Ze
Janssen immediately. spolec¢nost Janssen neprodlené vyrozumi.

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

osoba nebo CRO poskytne pro ucely provadéni

klinického hodnoceni hodnoceny pfipravek
avsechny dokumenty tykajici se klinického
hodnoceni (napriklad zaznamy subjektu
hodnoceni). Poskytovatel ani hlavni zkousejici

nejsou opravnéni jakymkoli zplsobem vyuZivat
hodnoceny ptipravek ani dokumenty, materidly
a zatizeni souvisejici s klinickym hodnocenim jinak
nez pro provadéni 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
manufacturing, distribution, pharmacy and
clinical practice guidelines and the instructions of
the State Institute for Drug Control.

1.8 Smluvni strany se zavazuji, Ze budou pfi
vydavani hodnoceného pfipravku a provadéni
klinického hodnoceni postupovat v souladu
s platnymi zakony, implementacnimi predpisy,
pokyny pro spravnou vyrobni, distribucni,
lékdrenskou aklinickou praxi ainstrukcemi
Statniho Ustavu pro kontrolu léCiv.

1.9 Janssen or CRO shall ensure delivery of
Study Product and placebo to the Institution
pharmacy, where the authorized pharmacist shall
take over the delivery and check it (like with
other consignments, i.e., for potential damage;
compliance with any special transportation
requirements, confirmation of receipt of the
consignment), consequently the Principal
Investigator shall pick up the Study Products
against a requisition form and assume full
responsibility for them. Janssen or CRO is
required to notify the Institution via e-mail, to
email address or
or by phone to
the appointed pharmacist, who is authorized for
the Study by pharmacy of the Institution, within 3
working days prior to the delivery, as to when the
shipment is to be delivered to the pharmacy.
Janssen or CRO shall arrange for disposal of the
Study Products at its own expense.

1.9 Spolecnost Janssen nebo CRO zajisti
doddvku hodnoceného |éciva a placeba do lékarny
poskytovatele, kde dodavku prevezme opravnény
lékarnik a zkontroluje ji (stejné jako u ostatnich
zasilek, tj. pripadné poskozeni, dodrzeni
pripadnych zvlastnich pozadavk(i na prepravu,
potvrzeni pfrijeti zasilky). Hodnoceny pfipravek si
nasledné vyzvedne hlavni zkousejici oproti zddance
a prevezme za néj plnou odpovédnost. Spole¢nost
Janssen nebo CRO jsou povinny pfedem ozndmit
do 3 pracovnich dnl pfed dodanim, kdy bude
zasilka do lékarny pfedana, budto emailem, na
emailovou adresu:
nebo
telefonicky farmaceutovi,

nebo
je Studii za

ktery
nemocnicni Iékarnu povéren. Spolecnost Janssen
nebo CRO zajisti likvidaci hodnoceného ptipravku
na své naklady.

1.10 Additional Research: Institution and | 1.10 Dalsi vyzkum: Poskytovatel ani hlavni
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Principal Investigator shall not, without the prior
written consent of Janssen, conduct any research
nor facilitate third parties to conduct any
research not required by the Protocol on (i) Trial
Subjects during the Clinical Trial (including any
additional research technique, procedure,
guestionnaire, or observation), or (ii) biological
samples collected from Trial Subjects during the
Clinical Trial, or (iii) the data derived from the
Clinical Trial. Hereinafter, the research described
in the previous sentence shall be referred to as
“Additional Research”. In any case where CRO or
Janssen gives such approval, the approved
Additional Research shall be considered either an
amendment to the original Protocol or shall be
the subject of another written agreement
between Janssen and CRO and Institution and
Principal Investigator. Institution and Principal
Investigator shall conduct all Additional Research
in compliance with all applicable regulations,
including requirements for obtaining appropriate
EC approval and subject informed consent.
Without limiting any other remedy available by
law to Janssen, if Institution and/or Principal
Investigator conducts Additional Research in
breach of this section, and such Additional
Research results in an Invention (as defined in
Section 8 below), Institution and Principal
Investigator (as applicable) hereby grant to
Janssen or its designee an irrevocable,
worldwide, paid up, royalty-free, exclusive
license, with right of sublicense, to make, have
made, use, have used, sell have sold, and import
any such invention that results from such
Additional Research. This Section shall survive
termination or expiration of this Agreement.

zkousejici nebudou bez predchoziho pisemného
souhlasu spole¢nosti Janssen provadét Zadny
vyzkum ani neumozni tfetim osobdam, aby
provadély vyzkum, ktery neni vyZzadovan
protokolem, na (i) subjektech hodnoceni béhem

klinického hodnoceni (véetné dalSich vyzkumnych
technik, postupl, dotazniki nebo pozorovani),
nebo (ii) biologickych vzorcich odebranych
subjektdm hodnoceni béhem klinického
hodnoceni, nebo (iii) uUdajich odvozenych
z klinického  hodnoceni.  Vyzkum popsany

v predchozi vété bude dale vtéto smlouvé
oznacovan jako ,dalsi vyzkum®. V kazdém pripadé
tam, kde CRO nebo spolecnost Janssen tento
souhlas udéli, bude dalsi vyzkum povazovan bud za
dodatek k plvodnimu protokolu, nebo bude
predmétem dalsi pisemné dohody mezi
spole¢nosti Janssen aCRO a poskytovatelem
a hlavnim  zkousejicim.  Poskytovatel a hlavni
zkousejici provedou dodatecny vyzkum v souladu
se vsemi platnymi predpisy véetné poZadavkl na
ziskani prislusnych souhlasi EK ainformovaného
souhlasu subjektd. Aniz by tim byly omezeny
ostatni prostfedky napravy dostupné spolecnosti
Janssen podle zakona, plati, Ze pokud poskytovatel
nebo hlavni zkousejici provedou dalsi vyzkum
vrozporu stimto bodem atento dalsi vyzkum
povede k vynalezu (jak je definovan v bodu 8 nize),
poskytovatel a (pfipadné) hlavni zkousSejici timto
udéluji spolecnosti Janssen nebo ji povérené osobé
neodvolatelné, celosvétové, uhrazené, bezplatné,
vyhradni povoleni (s prdvem poskytnuti dalsi
licence) provaddét, nechat provadét, pouZivat,
nechat pouzivat, prodavat ,nechat prodavat
a importovat jakykoli takovy vynalez, ktery bude
vysledkem takového dalSiho vyzkumu. Tento bod
zUstane v platnosti i po ukonéeni nebo uplynuti
doby platnosti této smlouvy.

1.11 Delegation by Janssen to CRO. Janssen has
contracted with CRO, a clinical research
organization, to supervise, monitor and manage

1.11 Zplnomocnéni CRO spolecnosti Janssen.
Spolecnost Janssen uzaviela s CRO, klinickou
vyzkumnou organizaci, smlouvu o dohledu nad
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the Clinical Trial in accordance with applicable
laws and with this Agreement. Janssen has
authorized CRO to handle Janssen
communications with the Institution and
Principal Investigator with respect to the Study
and this Agreement. Janssen shall notify
Institution and Principal Investigator should this
situation change at any point. Without prejudice
to any rights of Janssen under this Agreement,
Institution and Principal Investigator
acknowledge that CRO is the VAT recipient of
services under this Agreement.

klinickym hodnocenim, o jeho monitorovani
afizeni vsouladu splatnymi zdkony a touto
smlouvou. Spole¢nost Janssen zplnomocnila CRO
k tomu, aby za spolecnost Janssen ve véci této
studie a smlouvy komunikovala s poskytovatelem
a hlavnim  zkousejicim.  Spolecnost  Janssen
poskytovatele a hlavniho zkousejiciho uvédomi,
pokud se tento stav kdykoli zméni. Aniz by byla
dotéena jakdkoli prava spolec¢nosti Janssen na
zakladé této smlouvy, poskytovatel a hlavni
zkousejici berou na védomi, ze CRO je pfijemcem
DPH ze sluzeb na zakladé této smlouvy.

2. Term and Termination

2. Doba platnosti a ukoncéeni

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

2.1 Tato smlouva vstoupi v platnost k datu
podpisu posledni smluvni stranou a vstoupi
v ucéinnost v okamziku jejiho zvefejnéni v Registru
smluv Ceské republiky. Tato smlouva zistane
platna a ucinnd, dokud nebude klinické hodnoceni
dokonceno k pfimérené spokojenosti spolecnosti
Janssen / CRO. Smluvni strany odhaduiji, Ze klinické
hodnoceni skonéi (i) | NN revo (i)
Sest (6) mésicli po konecném uzamdceni databaze,
pokud nebude ukonéeno dfive v souladu
s podminkami této smlouvy. Doba platnosti této
smlouvy muaze byt prodlouZzena na zakladé
pisemného souhlasu smluvnich stran.

It is planned to include . of Subjects in the
Clinical Trial, however, no more than . Human
Subjects may be included in the Clinical Trial.
Should the maximum number of Human Subjects
be exceeded, a prior approval of Janssen must be
obtained and the Parties shall conclude an
amendment to this Agreement.

Podle pldanu md byt do klinického hodnoceni
zahrnuto . subjektd, avSak nesmi do néj byt
zahrnuto vice nez ] lidskych subjektd. Pokud by
byl maximalni pocet lidskych subjektl prekrocen,
je nutno obstarat predem souhlas spole¢nosti
Janssen a smluvni strany uzaviou dodatek k této
smlouveé.

2.2 This Agreement may be terminated by
either party at any time in the exercise of its sole
discretion upon fifteen (15) calendar days prior

2.2 Tato smlouva muze byt kdykoli ukoncena
kteroukoli smluvni stranou dle jejiho vlastniho
uvaZzeni na zakladé pisemné vypovédi s Ihltou
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written notice to the other party. Reasons for
termination may include but are not limited to:

patnacti (15) kalendafnich dna, kterd bude zaslana
pfedem. Duvody kukonéeni mohou zahrnovat
mimo jiné:

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

véetné
zakonu

(i) poruseni smlouvy
nedodrzeni protokolu a platnych
a predpisU;

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

(ii) pfijeti bezpecnostnich informaci,
podle nichz je toto ukonceni proziravé; nebo

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

(iii) pokud nebyly na pracovisti
provadéjicim hodnoceni do tfi (3) mésicli od
zahdjeni klinického hodnoceni na daném
pracovisti ptijaty Zadné subjekty.

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 mlze CRO nebo
spolec¢nost Janssen dle svého vyhradniho uvazeni
klinické hodnoceni okamzité ukoncit, pokud je toto
okamzité ukonceni nezbytné sohledem na
bezpecnost pacientl, nebo v pfipadé, Ze budou
ziskany udaje ukazujici na nedostatecnou ucinnost.
Poskytovatel a hlavni zkousejici souhlasi s tim, Ze
neprodlené po pfijeti vypovédi ukondi provadéni
klinického hodnoceni v rozsahu, v jakém je to pro
jednotlivce, kteti se klinického hodnoceni ucastni
(,,subjekt hodnoceni“), pfipustné.

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 pursuant to this Agreement
shall be equitably prorated for actual work
performed to the date of termination, with any

V ptipadé ukonceni podle této smlouvy, které
nebude zpUsobeno zasadnim porusenim ze strany
poskytovatele nebo hlavniho zkousejiciho, budou
celkové Cdastky splatné ze strany CRO podle této
smlouvy spravedlivé stanoveny Umérné k praci,
kterd byla k datu ukonceni skute¢né provedena,

unexpended funds previously paid by CRO to | pfiemZ pfipadné nespotiebované penézité

Institution or Principal Investigator being | prostfedky, které predtim CRO poskytovateli nebo

refunded to CRO. hlavnimu zkouSejicimu zaplatila, budou CRO
vraceny.

23 Upon the earlier of the termination of | 2.3 Po ukonceni klinického hodnoceni nebo

the Clinical Trial and termination of this | ukonéeni této smlouvy, podle toho, co nastane

Agreement, (a) Institution and Principal | dfive, (a) poskytovatel a hlavni zkousejici bez

Investigator shall without undue delay deliver to
CRO and Janssen all data generated as a result of

zbyte¢ného odkladu dodaji CRO a spolecnosti
Janssen vSechny Uudaje vytvorené v dUsledku
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the Clinical Trial, all clinical specimen collected,
all documents and data provided by CRO and/or
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 CRO or Janssen or its
respective affiliates or destroy upon instructions
of CRO, Janssen or its respective affiliates and at
Janssen’s expense, all unused Study Product, and
(c) Institution and Principal Investigator shall
treat materials and equipment provided by CRO
or Janssen or its respective affiliates in
accordance with Exhibit B, and if Exhibit B
requires the return of any material and/or
equipment, Institution and Principal Investigator
shall return them upon the instructions of CRO or
its affiliates. This provision does not apply to
those documents that should be maintained and
retained by the Principal Investigator at the Study
Site, as defined in the Protocol and as requested
by applicable laws and regulations. The
destruction of the documents referred to in the
last sentence requires the prior consent of
Janssen.

klinického hodnoceni, vSechny odebrané klinické
vzorky, vSechny dokumenty a udaje poskytnuté
CRO a/nebo spolecnosti Janssen a jejimi
pfislusnymi pfidruzenymi spole¢nostmi a veskeré
dlvérné informace spolecnosti Janssen, jak jsou
definovany v bodé 7.2 nize, (b) poskytovatel a
hlavni zkousejici vrati CRO nebo spolec¢nosti
Janssen nebo jejim pfislusnym pfidruzenym
spole¢nostem nebo na jejich pokyn znic¢i na
naklady spole¢nosti Janssen vsechny nepouzité
hodnocené pfipravky, a (c) poskytovatel a hlavni
zkousejici budou zachazet se vSemi dokumenty,
materidly a zafizenimi poskytnutymi CRO nebo
spole¢nosti Janssen nebo jejimi pfrisluSnymi
pridruzenymi spolecnostmi v souladu s pfilohou B,
a pokud pfiloha B vyZaduje vrdaceni jakychkoliv
materiald nebo zafizeni, poskytovatel a hlavni
zkousejici je vrati podle pokynl CRO nebo jejich
pfidruzenych spole¢nosti. Toto ustanoveni se
netykd dokumentl, které by mély byt vedeny
a uchovavany hlavnim zkousSejicim na pracovisti
provadéjicim hodnoceni tak, jak je definovano
v protokolu ajak pozaduji platné zdkony
a predpisy. Zni¢eni dokumentl uvedené v posledni
vété vyZaduje predchozi souhlas spolecnosti

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

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

zdkony apredpisy platnymi na pracovisti
provadéjicim hodnoceni odpovédna za to, Ze pred
zahajenim klinického hodnoceni zajisti od prislusné
etické komise schvaleni protokolu a jeho dodatkd,
formulare informovaného souhlasu, postupl
naboru do klinického hodnoceni (napf. oznameni,
pfipadna finan¢ni nahrada) a dalSich pfislusnych
dokumentl souvisejicich s klinickym hodnocenim.
Klinické hodnoceni bude provadéno na zakladé
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pursuant to the approval issued by the State
Institute for Drug Control.

souhlasu vydaného Statnim udstavem pro kontrolu
[éCiv.

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

Protokol ajeho pfipadné dodatky,
formulaf informovaného souhlasu ainzeraty
nebudou revidovany bez predchoziho pisemného
souhlasu spole¢nosti Janssen nebo CRO nebo
osoby povérené spolec¢nosti Janssen a etické

komise.
3.2 Principal Investigator shall also be | 3.2 Hlavni zkouSejici bude také povinen
responsible for adequately informing the Trial | odpovidajicim zpUsobem informovat subjekt

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 EC, prior to the Trial Subject’s
participation. The informed consent form shall
include the right for CRO, Janssen 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 CRO,
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.

hodnoceni a ziskat od kazdého subjektu hodnoceni
nebo jeho  jménem podpis  formulare
informovaného souhlasu pred Ucasti subjektu
hodnoceni, pficemz tento formular informovaného
souhlasu musi byt schvdlen CRO a etickou komisi.
Formular informovaného souhlasu bude zahrnovat
pravo CRO, spolecnosti Janssen aji povérenych
osob apfislusnych statnich organt ovérovat
nezpracované Udaje z klinického hodnoceni véetné
origindlnich zaznam( o subjektu vramci vsech
monitorovacich a kontrolnich ¢innosti
pozadovanych pro zajisténi kvality a dodrzovani
protokolu ataké vSech zakonnych a regulaénich
pozadavk(. Formulaf informovaného souhlasu
bude také zahrnovat pravo CRO, spolecnosti
Janssen a jejich ptidruzenych spolecnosti provadét
dodatecné kontroly udajli k ovéreni bezpecnosti a
ucinnosti  hodnoceného pfipravku a dalSich
pripravkd a druhd 1écby, klepsimu pochopeni
onemocnéni nebo ke zlepseni efektivity budoucich
klinickych studii.

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

3.3. Spolecnost Janssen bude odpovédnd za
splnéni vsSech ostatnich schvalovacich formalit
souvisejicich s provadénim klinického hodnoceni
(napf. odevzdani Zadosti o klinické hodnoceni)
a s vyrobou, dodavkou nebo dovozem
hodnoceného pripravku av pfipadé potreby za

for obtaining the written authorization from the | zajisténi pisemného souhlasu kompetentnich
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agree to provide CRO and Janssen periodically
and in a timely manner with all Clinical Trial
results and other data called for in the Protocol
on properly completed (written or electronic)
case report forms.

competent  health  authorities prior to | zdravotnickych uradl pfed zahajenim klinického
commencement of the Clinical Trial. hodnoceni.

4, Reporting of Data and Adverse Events 4, Oznamovani udaju a nezadoucich pfrihod
4.1 Institution and Principal Investigator | 4.1 Poskytovatel a hlavni zkousejici souhlasi

stim, Ze budou CRO aspole¢nosti Janssen
pravidelné avéas preddvat vSechny vysledky
klinického hodnoceni a ostatni Uudaje pozadované
v protokolu v fadné vyplnénych (pisemnych nebo
elektronickych) zaznamech subjektu hodnoceni.

4.2 Electronic Data Capture ("EDC"):
Institution/Principal Investigator will submit
Clinical Trial data using the electronic system
provided by Janssen [or CRO — to be omitted if
CRO will not provide an EDC system].
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 zachycovani udaja (,EDC“):
Poskytovatel / hlavni zkousejici budou predéavat
udaje o klinickém hodnoceni pomoci
elektronického systému poskytnutého spolecnosti
Janssen [nebo CRO — vynechat, pokud CRO nebude

poskytovat systém EDC]. Poskytovatel / hlavni
zkousejici  zabrani neopravnénému pfristupu
k dajim  zajisténim  fyzického zabezpeceni
pocitacl atoho, Ze pracovnici provadéjici

hodnoceni budou udrZovat sva hesla v tajnosti.
Poskytovatel / hlavni zkousejici budou také
dodrZovat pokyny CRO tykajici se zadavani adajd
do systému, kam patii ito, Ze pracovnici
provadéjici hodnoceni, ktefi pouzivaji systém, jsou
si védomi toho, Ze jejich elektronické podpisy jsou
pravné zdvaznym ekvivalentem vlastnoruénich
podpisl, a potvrzuji spravnost a Uplnost zadanych
udaja.

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

Hlavni zkousejici / poskytovatel souhlasi s tim, ze
pfed zaddnim do elektronického zaznamu subjektu
hodnoceni (,eCRF“) shromdzidi vsechny Uudaje
klinického hodnoceni (elektronické nebo na
papiru) do zdrojovych dokument(. Zaznam eCRF
bude vyplnén do péti (5) pracovnich dnli od
dokonceni postupl pfi ndvstévé nebo od
okamziku, kdy jsou k dispozici vysledky testu,
pokud neni v protokolu uvedeno jinak. Hlavni

zkousejici / poskytovatel také souhlasi s tim, Zze do
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five (5) working days of receipt, unless otherwise
specified in the Protocol.

péti (5) pracovnich dnl zodpovi pfrijaté dotazy,
pokud neni v protokolu uvedeno jinak.

Institution will retain the Clinical Trial records in
appropriate conditions to prevent their damage
or destruction for a period of fifteen (25) years
from the end of the Clinical Trial (the “Archiving
Period”). Janssen will inform Institution no later
than 6 months in advance before the expiry of
the Archiving Period how to handle these records
and documents from the Clinical Trial. If Janssen
fails to inform Institution in the specified time, it
is considered it agrees to destroy the records. In
the event that Janssen requests an extension of
the archiving period at the Institution, the
Institution is entitled to charge an appropriate
fee.

Poskytovatel bude archivovat pfislusné zaznamy o
klinickém hodnoceni v adekvatnich podminkdach
zamezujicich jejich poskozeni nebo zniceni, a to po
dobu dvacetipéti (25) let od ukonceni klinického
hodnoceni (dale jen ,doba archivace”). Spolecnost
Janssen bude informovat Poskytovatele nejpozdéji
6 mésich pred uplynutim doby archivace o tom,
jakym zplsobem bude stémito zdznamy a
dokumenty patficimi ke klinickému hodnoceni
nalozeno, v pfipadé, Ze spoleCnost Janssen ve
stanovené dobé poskytovatele informovat
nebude, ma se za to, Ze souhlasi se skartaci téchto
dokumentd. V pripadé, Ze bude spole¢nost Janssen

zadat o prodlouzeni doby archivace u
Poskytovatele, je Poskytovatel opravnén po
spolecnosti Janssen pozadovat Umeérné

zpoplatnéni.

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

Pokud hlavni zkousejici/ poskytovatel
nezadd uUdaje do zdznamu eCRF nebo neodpovi na
dotazy v ¢asovém rozpéti uvedeném vyse, mulze
spole¢nost Janssen dle svého uvazeni ihned
podniknout ndpravné kroky. Tyto ukony mohou

These actions may include but are not limited to, | zahrnovat mimo jiné docasné pozastaveni
temporary suspension of screening/enrollment, | screeningu nebo zdpisu, dal$i monitorovaci
additional monitoring visits, consideration of site | ndvstévy, zvaZeni auditu pracovisté a moziné
audit, and possible termination of site | ukonCeni Ucasti  pracovisté na  klinickém
participation in the Clinical Trial. hodnoceni.

4.3 Institution and Principal Investigator also | 4.3 Poskytovatel a hlavni zkouSejici také

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

souhlasi stim, Ze ihned, avSak nejpozdéji do
dvaceti Ctyf (24) hodin poté, co se otom dozvi,
vyrozumi  ovSech  zdvainych  neZadoucich
pfihodach  adalSich  dulezitych  zdravotnich
pfihodach, jak je definovano v protokolu, které
maji dopad na libovolny subjekt hodnoceni
v klinickém hodnoceni. Poskytovatel a hlavni
zkousejici dale souhlasi stim, Ze po tomto
oznameni budou nasledovat podrobné pisemné
zpravy vsouladu se vsemi platnymi zdkonnymi
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contrary to the Protocol, Janssen or CRO shall
charge the Investigator a contractual penalty
amounting to - for each such late report.
This amount will be deducted from the total
payments under Annex B.

aregulaénimi pozadavky. Pokud bude zavaina
nezddouci pfihoda ozndmena pozdé, tj. v rozporu
s protokolem, nauctuje spolecnost Janssen nebo
CRO zkouSejicimu smluvni pokutu ve vysi -
za kaidé pozdni oznameni. Tato c¢astka bude
odectena z celkovych plateb podle pfilohy B.

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

4.4 Pro zajisténi platby v souladu
s harmonogramem plateb v pfiloze B této smlouvy
je nezbytné véasné, spravné a Uplné predani adajd
a odpovédi na dotazy.

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
at any reasonable time during normal business
hours

Poskytovatel a hlavni zkousejici souhlasi
s tim, Ze béhem této smlouvy a po uplynuti doby
jeji platnosti povoli zastupcim CRO, spolecnosti
Janssen nebo kompetentnim zdravotnickym
uradm (mimo jiné véetné amerického Uradu FDA,
vztahuje-li se), aby v pfimérené dobé vramci
bézné pracovni doby prezkoumali

(i) the facilities where the Clinical
Trial is being conducted,;

(i) zafizeni, kde je klinické hodnoceni
provadéno;

(ii) raw Clinical Trial data including
original Trial Subject records, if allowed
under the terms of the informed consent
form and the applicable laws; and

(ii) nezpracované Udaje klinického
hodnoceni véetné zaznam( o subjektech
hodnoceni, pokud to dovoluji podminky
formulare informovaného souhlasu a platné
zakony; a

(iii) any other relevant information
necessary to confirm that the Clinical Trial
is being conducted in conformance with

(iii) pfipadné dalsi relevantni
informace nezbytné kovéreni toho, Ze
klinické hodnoceni je provdadéno v souladu

the Protocol and in compliance with s protokolem ave shodé s platnymi
applicable legal and regulatory zakonnymi a regulacnimi poZzadavky véetné
requirements, including privacy and zakonU a predpist o ochrané osobnich udaj
security laws and regulations. a zabezpeceni.

Such inspection/ monitoring visit shall be | Takovd  kontrola/  monitoring musi byt

announced to the Institution at least 3 days in
advance, must take place exclusively during

Poskytovateli ozndmena alesport 3 dny predem,
musi probéhnout vyhradné béhem bézné pracovni
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normal working hours and Standard operations
of the Institution shall not be disturbed by such
an audit/ monitoring visit

doby a zaroven touto cinnosti nesmi byt narusen
béZzny chod Poskytovatele.

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

5.2 Hlavni zkouSejici nebo jeho opravnény
zastupce uloZi a vytiskne, podepise a opatfi datem
vSsechny plvodni zdroje udaja (tj. Iékarskou
dokumentaci) v souladu s platnou legislativou.

53 Inspections

5.3 Inspekce

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.

Pokud kompetentni zdravotnicky urad
naplanuje inspekci nebo ji zahdji bez naplanovani,
poskytovatel a hlavni zkousejici o tom CRO ihned
vyrozumi a predaji ji kopii korespondence vsech
zdravotnickych Gradl vyplyvajici z dané inspekce
ihned poté, co bude tato korespondence vydana.

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 its
designees shall have the right to review and
approve any correspondence to a competent
health authority generated as a result of such
health authority’s inspection prior to submission
by Institution or Principal Investigator and, to the
extent not prohibited by law or by the applicable
health authority, the right to have a
representative present during any inspection.

5.4 Poskytovatel a hlavni zkousejici souhlasi
stim, Ze podniknou veskeré primérené kroky
pozadované CRO k napravé nedostatk( zjisténych
béhem auditu nebo inspekce. Kromé toho
spolec¢nost Janssen a CRO nebo ji povéfené osoby
budou mit pravo kontrolovat a schvalovat
korespondenci uréenou kompetentnimu
zdravotnickému uradu, kterd vznikne v dasledku
inspekce daného zdravotnického uradu, jesté
predtim, nez bude poskytovatelem nebo hlavnim
zkousejicim odesldna, a v rozsahu nezakazaném ze
zdkona nebo pfislusSnym zdravotnickym ufadem
bude mit prdvo na pfitomnost svého zdastupce
béhem inspekce.

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

5.5 Ustanoveni bodu 5 zlstanou v platnosti
i po ukonceni nebo uplynuti doby platnosti této
smlouvy.
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Trial and maintain records and data during and
after the term of this Agreement in compliance
with all applicable legal and regulatory
requirements, as well as with generally accepted
conventions such as the Declaration of Helsinki
and ICH-GCP guidelines.

provadét toto klinické hodnoceni a vést zaznamy
a udaje béhem doby platnosti této smlouvy a po ni
vsouladu se vSemi platnymi  zakonnymi
a regulac¢nimi poZadavky a také s obecné pfijatymi
konvencemi, napf. Helsinskou deklaraci a pokyny
ICH smérnice pro spravnou klinickou praxi.

6.2 Healthcare with  Anti-
Corruption Laws and Foreign Corrupt Practices

Act (“FCPA”)

Compliance

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

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

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

6.2
zakony a zakonem o korupcnich praktikach
v zahranici (,,FCPA“)

Soulad zdravotni péce s protikorupénimi

Poskytovatel  prohlasuje a  zaruCuje, Ze
poskytovatel ani Zaddna zjeho pfidruzenych
spolecnosti, ani jejich pfislusni feditelé, ¢lenové
predstavenstva, zaméstnanci nebo zastupci a
hlavni zkousejici (vSichni vySe uvedeni, vcetné
pridruzenych spolecnosti, spole¢né ,zdastupci
poskytovatele”) nepodnikli Zadné kroky, kterymi
by tyto osoby porusily mistni nebo mezinarodni
protiuplatkarské zakony, pravidla nebo predpisy,
které se vztahuji bud na poskytovatele, nebo na
spolecnost Janssen, nebo na oba (souhrnné
,protikorupcni zakony*“).

Poskytovatel neprovede pfimo ¢i nepfimo zadnou
platbu, nenabidne ¢i neprevede nic hodnotného,
nebude souhlasit s provedenim ani neslibi provést
zadnou platbu ani nenabidne nebo neprevede nic
hodnotného ufedni osobé nebo statnimu
zameéstnanci, politické strané nebo kandidatovi na
politickou funkci ani Zadné jiné treti osobé za
ucelem ovlivnéni rozhodnuti spojovanych se
spoleCnosti Janssen nebo jejim podnikdanim
zpUsobem, ktery by porusoval protikorupéni
zakony.

Poskytovatel a zdastupci poskytovatele provadéli
abudou provaddét predmét svého podnikani
v souladu s protikorupénimi zakony a poskytovatel
bude mit zavedeny potifebné postupy, které
znemozni Uplatky a korupcni chovani zastupclim

poskytovatele, coz zahrnuje provadéni
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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 and/or CRO 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
and/or CRO shall have the right to terminate the
Agreement with immediate effect upon written
notice to Institution without Janssen and CRO
having any financial liability or other liability of
any nature whatsoever resulting from any such
termination.

protikorupcéniho skoleni.

Poskytovatel bude udrzovat ucéinnou interni
kontrolu ucetnictvi a zajisti, Ze jsou vSechny
aspekty tohoto klinického hodnoceni
zaznamendny vijeho ucetnich  knihdch a
zdznamech presné, kompletné a pravdivé a Ze
dokumenty, zkterych ucetni knihy azdznamy
vychazeji, jsou ve vSech zasadnich aspektech
pfesné, kompletni a pravdivé. Poskytovatel
povede zaznamy (finanéni i jiné) a podplrnou
dokumentaci souvisejici s predmétem smlouvy a
poskytne spolecnosti Janssen a/nebo CRO a jejim
auditordm a jinym zastupcdm pfistup k nim dle
pripadného pozadavku spolec¢nosti Janssen a/nebo
CRO za ucelem zdokumentovani nebo kontroly
dodrZovani ustanoveni tohoto bodu.

Bez ohledu na bod 2 (Doba platnosti a ukonceni)
a 10 (Odskodnéni), pokud poskytovatel nedodrzi
libovolné z ustanoveni tohoto bodu, bude to
povazovano za podstatné poruseni smlouvy a pfi
jakémkoliv takovém poruseni bude mit spolecnost
lanssen a/nebo CRO pravo vypovédét smlouvu
s okamzitym  dCinkem  pisemnou  vypovédi
poskytovateli, aniz by spolecnosti Janssen a CRO
z takové vypovédi vyplynuly finan¢ni zavazky nebo
jiné zavazky jakékoliv povahy.

processing and disclosure of any data relating to
an identified or identifiable individual (“Personal
Information”) in connection with this Agreement
is and will be in compliance with applicable data
protection laws, including, where applicable, the
EU General Data Protection Regulation (the

6.3 Privacy and Data Security 6.3 Ochrana osobnich udaju a zabezpedeni
udaja
6.3.1 Each party agrees that its collection, | 6.3.1 Jednotlivé smluvni strany souhlasi, Ze

shromazdovani, zpracovani a sdélovani jakychkoliv
udajt tykajicich se identifikované ¢i
identifikovatelné osoby (,0sobni informace®)
v souvislosti stouto smlouvou probihd a bude
probihat ve shodé s platnymi zakony o ochrané
udajll, podle potreby véetné obecného nafrizeni EU

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
December 2019

Smlouva o klinickém hodnoceni mezi CRO, spole¢nosti
Janssen, poskytovatelem a hlavnim zkousejicim -
vzor smlouvy pro Ceskou republiku — verze z prosince 2019

Jméno hlavniho zkousejiciho:

Protocol #: 70033093STR3001

Protokol €. 70033093STR3001

Page 18 of 109

Strana 18 / 109




“GDPR”), and that it has obtained all rights and
consents necessary to collect, process and
disclose the Personal Information. When
collecting and processing Personal Information,
the parties agree to take appropriate measures
to safeguard the Personal Information, to
maintain the confidentiality of Trial Subject
related health and medical information, to
properly inform the concerned data subjects
about the collection and processing of their
Personal Information, to grant data subjects
reasonable access to their Personal Information,
to address other data subject rights as per
applicable law, and to prevent access by
unauthorized persons.

o ochrané osobnich udajd (,GDPR“), a Ze obdrzely
vSechna oprdvnéni a souhlasy nezbytné ke
shromazdovani, zpracovani a sdélovani osobnich
informaci. Smluvni strany souhlasi stim, Ze pfi
shromazdovani a zpracovani osobnich informaci
pfijmou vhodna opatfeni kochrané osobnich
informaci, zachovani davérnosti informaci o zdravi
a lékarskych informaci o subjektech hodnoceni,
budou fadné informovat dotyéné subjekty udajl
o shromazdovani azpracovani jejich osobnich
informaci, poskytnou subjektiim udajd pfiméreny
pfistup kjejich osobnim informacim, budou
vénovat pozornost dalsim pravim subjektd udaji
v souladu s platnym zdkonem a zabrani v pfistupu
neopravnénym osobam.

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

6.3.2 Poskytovatel a hlavni zkousejici uskutecni
odpovidajici technickd a organizacéni opatreni
k zajisténi takové urovné zabezpecleni osobnich
informaci zpracovdvanych v souvislosti s touto
smlouvou, jaka odpovida riziku.

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

6.3.3 Poskytovatel a hlavni zkouSejici vyjadfuiji,
zaruCuji a zavazuji se, Ze osobni informace tykajici
se subjektd hodnoceni, pokud jsou dodany
spoleénosti  Janssen a/nebo CRO, budou
pseudonymizovdny nahrazenim informaci, které
pfimo identifikuji subjekt hodnoceni,
identifika¢nim kédem subjektu. Hlavni zkousejici
neposkytne spole¢nosti Janssen ani CRO kli¢ nebo
kod, ktery umoZnuje subjekty hodnoceni znovu
identifikovat. Poskytovatel a hlavni zkousejici
ihned vyrozumi spoleénost Janssen a/nebo CRO,
jestlize poskytovatel a/nebo hlavni zkousejici zjisti,
Ze Udaje (definované vbodé 7.1) tykajici se
subjektdl  hodnoceni  poskytnuté spolecnosti
Janssen a/nebo CRO tento poZadavek nespliuji.
Hlavni  zkouSejici bude spolupracovat na
uspokojeni vSech pozadavk( spolecnosti Janssen
a/nebo CRO na zmirnéni Gjmy, kterd je disledkem
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Investigator will deliver corrected Data to Janssen
and/or CRO as promptly as possible at no extra
expense to Janssen and/or CRO.

poskytovatel a hlavni zkousejici dodaji opravené
udaje spolecnosti Janssen a/nebo CRO co nejdfive
bez dodatecnych vydaji 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 Information data transmitted, stored
or otherwise processed (“Privacy Incident”),
Institution and/or Principal Investigator will
immediately after becoming aware of a Privacy
Incident notify Janssen and/or CRO. Such
notification shall specify the nature of the Privacy
Incident, the categories and approximate number
of data subjects and Personal Information
records impacted by such Privacy Incident.
Institution and Principal Investigator agree to
fully cooperate with Janssen 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 V pfipadé poruseni bezpeénosti vedouciho
k neimysinému nebo nezakonnému zniceni,
ztraté, zméné, neoprdvnénému sdéleni nebo
pfistupu k osobnim informacim predavanym,
uchovdvanym  nebo  jinak  zpracovavanym
(,incident tykajici se ochrany osobnich udaji“)
poskytovatel a/nebo hlavni zkousejici ihned po
zjisténi incidentu tykajiciho se ochrany osobnich
udaja vyrozumi spolecnost Janssen a/nebo CRO.
Toto oznameni bude uvddét povahu incidentu
tykajiciho se ochrany osobnich udajl, kategorie a
priblizny pocet subjektd Udaji a zdznamU osobnich
informaci dotéenych timto incidentem tykajicim se
ochrany osobnich (daji. Poskytovatel a hlavni
zkousejici souhlasi stim, Ze budou pIné
spolupracovat se spole¢nosti Janssen a/nebo CRO,
vySetfi a wvyresi jakykoliv incident tykajici se
ochrany osobnich Udajli a poskytnou spolecnosti
lanssen a/nebo CRO veskeré informace nezbytné
k poskytnuti ozndmeni.

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

6.3.5 Poskytovatel a hlavni zkousejici souhlasi
stim, Ze budou pIné spolupracovat, pokud jde

protection impact assessments and/or prior | o vyhodnoceni dopadu na zabezpedeni Udajh

consultations that may be required with respect | a/nebo pred uskuteénénim konzultaci, které

to the processing of Personal Information under | mohou byt vyZadovdny v souvislosti se

the Agreement. zpracovanim osobnich informaci podle této
smlouvy.

6.3.6 Institution and Principal Investigator shall | 6.3.6  Poskytovatel a hlavni zkousejici nebudou

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

angaZovat treti stranu vcéetné pobocek nebo
subdodavatelll jako zpracovatele udaja (jak jej
definuje platny zdkon o zabezpeceni udajll) za
ucelem provadéni jejich pfislusnych cinnosti podle
této smlouvy bez predchoziho pisemného souhlasu
spoleCnosti Janssen. V pfipadé, Ze spolecnost

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
December 2019

Smlouva o klinickém hodnoceni mezi CRO, spole¢nosti
Janssen, poskytovatelem a hlavnim zkousejicim -
vzor smlouvy pro Ceskou republiku — verze z prosince 2019

Jméno hlavniho zkousejiciho:

Protocol #: 70033093STR3001

Protokol €. 70033093STR3001

Page 20 of 109

Strana 20/ 109




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,
theapplicable data  protection law and
regulations, and (ii) shall be fully liable to Janssen
for all actions of such third-party data processors.

Janssen souhlasi se zapojenim zpracovatele udajl
treti strany, poskytovatel a hlavni zkousejici (i)

budou zodpovédni za zajiSténi, Ze povoleny
zpracovatel udajli treti strany dodrZuje tuto
smlouvu, platné zakony apfedpisy pro

zabezpeceni Udajl, a (ii) budou vici spole¢nosti
Janssen plné odpovédni za veskeré Ccinnosti
takovych zpracovatell Gdaja tretich stran.

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

6.3.7 Osobni informace tykajici se hlavniho
zkousejiciho a ptipadného zkousejiciho persondlu
(napf. jméno, adresa nemocnice a telefonni Cislo,
Zivotopis) mohou byt predany pobockam
spole¢nosti  Johnson & Johnson za  ucelem
monitorovani léku, implementace, dokumentace
a kontroly klinickych hodnoceni a také
kontaktovani téchto osob nebo jejich ptislusnych
agentur na celém svété v pripadé dalSich
budoucich studii nebo vyzkumt, do kterych se
mohou zapojit. Smluvni strany také souhlasi s tim,
Ze budou pouzivat osobni informace poskytnuté
hlavnim zkouSejicim pro ucely fizeni internich
studii a zajisténi toho, Ze kontaktni Udaje budou
vérné a uplné obsazeny v ostatnich systémech
v souladu s timto bodem.

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

6.3.8 Spole¢nost Janssen mulZe predat osobni
informace jinym pobockam skupiny
Johnson & Johnson a jejich pfislusnym zastupclim
na celém svété, napfiklad jednotlivym CRO.
Vsouladu stim mohou byt osobni informace
predavany do zemi mimo Evropsky hospodarsky
prostor (EHP), napf. do Spojenych statll, o kterych
EU rozhodla, Ze v soucasnosti nemaji dostatecné
zakony na ochranu osobnich udajd, které by
zajistovaly odpovidajici Urovern ochrany osobnich
udajli. Bez ohledu na vyse uvedené pouZiti
spoleCnost Janssen ajeho pobocky ze skupiny
Johnson & Johnson a jejich ptislusni zastupci a CRO
uplatni odpovidajici opatfeni na ochranu osobnich
udajli, aby tyto osobni informace byly chranény

tak, jak je to poZadovano vramci EHP. Osobni
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regulatory agencies or applicable law, such as to
report serious adverse events.

The 2021 SCCs which are incorporated into
Exhibit H and this Agreement as if fully set forth
herein, will apply to any transfer of Personal
Information that is subject to the EU General
Data Protection Regulation ((EU) 2016/679)
(“GDPR"),

For the purpose of Clause 17 of the 2021
SCCs, the parties agree that the 2021 SCCs will
comply with the EU General Data Protection
Regulation (EU) 2016/679.

informace mohou byt také sdéleny na Zadost
jednotlivych regulac¢nich uUfadd nebo podle
platného zakona, napf. pro ozndmeni o zdvaznych
nezadoucich prihodach.

SCC pro rok 2021, které jsou zaclenény do této
ptilohy H a této smlouvy, jako by zde byly uvedeny
v plném znéni, se budou vztahovat na vSechna
predavani osobnich (dajd, na které se vztahuje
Obecné natizeni EU o ochrané osobnich udajl (EU)
2016/679 (,,GDPR"),

Pro ucely ¢lanku 17 SCC pro rok 2021 ze
strany dohodly, Ze SCC pro rok 2021 se budou Fidit
Obecnym nafizenim EU o ochrané osobnich tGdaju
(EU) 2016/679

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

6.3.9 SpoleCnost Janssen poskytuje urcité
podrobnosti  tykajici se postupl nakladani
s osobnimi  informacemi  ohledné osobnich
informaci tykajicich se hlavniho zkousejiciho
a zkousejiciho personalu vcéetné prav subjektd
udajl v priloze H. Hlavni zkousejici souhlasi s tim,
Ze bude informovat veskery zkousejici personal, od

néjz se vpribéhu klinického hodnoceni
shromazduji osobni informace vrozsahu této
smlouvy, o postupech nakladani s osobnimi

informacemi, jak je stanoveno v pfiloze H.

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

6.4 Pokud se zjisti, Ze nékterda ¢ast této
smlouvy porusuje platné zdkony a predpisy,
souhlasi smluvni strany s tim, Ze sjednaji v dobré

vite revize ustanoveni, ukterych ktomuto
poruseni doslo. Pokud se smluvni strany
nedohodnou na novych nebo zménénych

podminkach tak, jak je potfeba k tomu, aby celd
smlouva odpovidala zdkonim a predpisim, mQze
libovolna strana tuto smlouvu ukondit pisemnou
vypovédi se |h{tou Sedesat (60) kalendarnich dn(
zaslanou druhé strané.
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7. Ownership of Data — Confidentiality —
Registry — Publication

7. Vlastnictvi udaja — divérnost — registr —
publikace

7.1 Ownership of Data

7.1 Vlastnictvi udaja

All case report forms and other data,
including without limitation, written, printed,
graphic, video and audio material, and
information contained in any computer data base
or computer readable form, generated by
Institution and/or Principal Investigator or other
personnel involved with the Clinical Trial in the
course of conducting the Clinical Trial (the
“Data”) shall be the property of Janssen or its
designee. On the understanding that all such data
generated by Institution and/or Principal
Investigator answers the definition of a database
according to Section 88 et seqq. Of Act No.
121/2000 Coll., on copyright, the entitlements
relating to copyright and on amendment to
certain acts, as amended (“Copyright Act”),
Institution and/or Principal Investigator
undertake to grant Janssen or its designee the
right to exercise and exploitation or utilization of
the entire content of the database or a
qualitatively or quantitatively majority thereof in
accordance with Section 90(1) of the Copyright
Act. Janssen or its designee may use the Data as
it sees fit, although only in accordance with
regulations for protection of personal data and
other applicable legal regulations and the terms
and conditions of this Agreement. Any
copyrightable work created in connection with
the performance of the Clinical Trial and
contained in the Data (except any publication by
the Principal Investigator as provided for in
Section 7.4) shall be considered a “work made for
hire” to the fullest extent permitted by law and
owned by Janssen or its designee. Institution
and/or Principal Investigator may not use the
Data for any commercial purposes including the

Vsechny zdznamy subjektu hodnoceni
a ostatni udaje zahrnujici mimo jiné pisemné,
tisténé, grafické, obrazové azvukové materidly
ainformace obsazené ve vSech pocitacovych
databazich nebo v pocitacem citelné formé, které
jsou generované poskytovatelem nebo hlavnim
zkousejicim nebo jinymi pracovniky podilejicimi se
na klinickém hodnoceni béhem jeho provadéni
(,udaje”), budou majetkem spolecnosti Janssen
nebo ji povérené osoby. JelikoZ jsou poskytovatel
nebo hlavni zkousejici srozuméni s tim, ze vSechny
tyto udaje vygenerované poskytovatelem nebo
hlavnim zkousejicim odpovidaji definici databaze
podle § 88 a nasl. Zakona ¢. 121/2000 Sb., o pravu
autorském, o pravech souvisejicich s pravem
autorskym a o zméné nékterych zakon( (,,autorsky
zakon”), zavazuji se udélit spolec¢nosti Janssen
nebo ji povérené osobé pravo uplatnit nebo vyuzit
cely obsah databaze nebo jeji kvalitativni nebo
kvantitativni vétsinu v souladu s §90(1)
autorského zdkona. Spole¢nost Janssen nebo ji
povéfend osoba mohou pouzivat udaje tak, jak
budou povaiovat za vhodné, ikdyZz pouze
v souladu s predpisy na ochranu osobnich Udajl
a dalSimi platnymi zakonnymi predpisy
a podminkami  této smlouvy. V3echna dila
zpUsobild k zapisu autorského prava v souvislosti
s provadénim klinického hodnoceni a obsazena
v Udajich (kromé publikovani hlavnim zkousejicim,
jak je uvedeno v bodé 7.4) budou v maximalnim
rozsahu povoleném zdakonem povazovana za
,zhotoveni véci na zakazku“ a budou majetkem
spoleCnosti  Janssen nebo ji  povérené
osoby. Poskytovatel ani hlavni zkousejici nesmi
pouzivat Udaje pro komercni ucely, ato vietné
podani patentové prihlasky nebo podani adajl

filing of a patent application or the filing of the | vramci podpory probihajici nebo budouci
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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.

patentové prihlasky bud ve vlastni prospéch, nebo
ve prospéch libovolného ziskového subjektu,
véetné pouZiti Udaji na podporu vyzkumu pro
ziskovy subjekt nebo ve spoluprdci snim.
Ustanoveni tohoto odstavce zlstanou v platnosti
i po ukonceni nebo uplynuti doby platnosti této
smlouvy.

7.2 Trade Secret /Confidentiality

7.2 Obchodni tajemstvi / divérnost

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

Vsechny informace, mimo jiné vcéetné
informaci tykajicich se hodnoceného pfipravku,
protokolu, brozury zkousejictho, ndvrhu studie,
¢innosti spolec¢nosti Janssen nebo jeho pobocek,
napf. patentové prihlasky, vzorce, vyrobni
postupy, zakladni védecké udaje, informace
o predchozim klinickém vyzkumu a formulacich,
které budou poskytnuty poskytovateli nebo
hlavnimu zkousSejicimu nebo jinym pracovnikiim
podilejicim se na klinickém hodnoceni a které
nebyly dfive zverejnény (,davérné informace”),
a také udaje, pocet subjektll hodnoceni, podrobny
finanéni rozpocet klinického hodnoceni, vyse
nahrady poskytované subjektim hodnoceni
(pokud je poskytovana), pojistky a pojistné
certifikaty jsou stejnym zplsobem povaZovany za
divérné ajsou ve vyhradnim vlastnictvi
spole¢nosti Janssen nebo jejich pfidruzenych
spoleénosti. Spole¢nost Janssen povazuje divérné
informace, Udaje, pocet subjektd hodnoceni,
podrobny finanéni rozpocet klinického hodnoceni,
vySi ndhrady poskytovanou subjektim hodnoceni
(pokud je poskytovana), pojistky a pojistné
certifikdty za své obchodni tajemstvi (souhrnné
,obchodni tajemstvi“) ve smyslu § 504 zdkona
€. 89/2012 Sb., ob¢ansky zakonik, v platném znéni
(,obcansky zakonik“). BEéhem doby platnosti této
smlouvy ipo ni budou poskytovatel a hlavni
zkousejici vynakladat maximalni asili na zachovani
dlvérnosti a pouzivani nize uvedenych polozek
pouze pro Ucely pfedpokladané touto smlouvou:
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(i) Janssen’s Trade Secret; (i) obchodni tajemstvi spolecnosti
Janssen;

(i) Janssen Confidential Information; (ii) divérné informace spolecnosti
Janssen;

(iii) information which a reasonable (iii) informace, které by rozumna

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

osoba povaZovala za dlivérné a za chranény
majetek  spolecnosti  Janssen  ajejich
pobocek, ainformace, které jsou sdéleny
spole¢nosti Janssen nebo jejim jménem
poskytovateli 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 wuvedené povinnosti se nevztahuji na
informace, které jsou predmétem bodu 7.2 (ii)—(iv)
a které:

a) was published without a fault on a) byly zverejnény bez zavinéni ze
the part of the Institution or the Principal strany  poskytovatele nebo  hlavniho
Investigator; zkousejiciho;

b) the use or disclosure of which b) jejichz poutziti nebo sdéleni bylo
has been approved in writing by Janssen; pisemné schvdleno spolecnosti Janssen;
or nebo

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

Agreement.

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

Poskytovatel se zavazuje neposkytnout informace,
které predstavuji obchodni tajemstvi spole¢nosti
lanssen, Zadateli ve smyslu zdkona ¢. 106/1999
Sb., ovolném pfistupu kinformacim, v platném
znéni.

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

Ustanoveni tohoto odstavce zlistanou v platnosti
i po ukonceni této smlouvy.

7.3. Register of Contracts in the Czech

Republic

7.3. Registr smluv Ceské republiky

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

Poskytovatel bere na védomi a zavazuje se zajistit
uverejnéni  Smlouvy, svyjimkou obchodniho
tajemstvi a dalSich informaci, které by mély byt
z takového uverejnéni vylouceny (napf. osobni

(e.g. personal data) through the Register of | Udaje), prostfednictvim registru smluv jako
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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 (pdf)
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
following email:

informacniho systému verejné spravy podle § 5
odst. 1 zadkona ¢. 340/2015 Sh. O zvlastnich
podminkach ucinnosti nékterych smluv,
uverejiovani téchto smluv a o registru smluv (dale
jen ,zakon o registru smluv“). Smluvni strany se
dohodly, Ze Poskytovatel zvefejni konecnou verzi
Smlouvy pfipravenou a poskytnutou spoleénosti
Janssen, a Ze spolecnost Janssen z verze uréené ke
zvefejnéni vylouci své obchodni tajemstvi. Tato
verze bude zaslana v elektronické podobé (pdf) na

e-mail: [

Poskytovatel je povinen zverejnit tuto Smlouvu do
10 dnl od posledniho podpisu této Smlouvy.
Ozndmeni o zverejnéni vregistru smluv bude
zasldno spolec¢nosti Janssen na nasledujici e-

mailovou adresu: |

Prior to any publication of the Agreement in the
Register of Contracts pursuant to this Section 7.3,
the Parties undertake:

Smluvni strany se zavazuji, Ze pred zvefejnénim
smlouvy v registru smluv podle tohoto bodu 7.3:

(i) to discuss with the other Party the
accuracy of the content of the Agreement to be
published, after Trade Secret and other
information to be excluded, as indicated above,
from publication have been rendered illegible,
and published metadata, before sending a data
message to the administrator of the Register of
Contracts with an electronic image of the
remainder of the content of the Agreement;

(i) projednaji s druhou stranou spravnost
obsahu smlouvy, kterd bude zvefejnéna, poté, co
budou znecitelnéna obchodni tajemstvi a ostatni
informace, které je potfeba ze zverejnéni vyloucit,
jak je uvedeno vyse, azverejnénych metadat
predtim, nez bude sprdvci registru smluv zaslana
datova zprdva s elektronickym obrazem zbytku
obsahu smlouvy;

(ii) to notify the other Party before making
any further submissions to Register of Contracts
on its own initiative or as a response to the
administrator of the Register of Contracts.

(ii) pred jakymkoli dalSim podanim do registru
smluv zvlastni iniciativy nebo vreakci na vyzvu
spravce registru smluv vyrozumi otomto Ukonu
druhou smluvni stranu.

7.4 Registry 7.4 Zapis

Prior to the initiation of enrollment, Janssen will | Spolecnost Janssen mda pravo pred zahdjenim
have the right to publicly register protocol | zapisu verejné zapsat shrnuti protokolu
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mailto:il:%20studie@fnmotol.cz

summaries and site contact details from company
sponsored trials of both investigational medicinal
products and marketed medicinal products that
meet at least one of the following criteria: (i)
required to be registered by Janssen or one of its
affiliates pursuant to and in accordance with
applicable laws and regulations; (ii) required by
the ICMIE for studies intended to be published in
the international peer-reviewed literature
(http://www.icmje.org); or (iii) from company
sponsored trials of both investigational and
marketed medicines and products that are
adequately-designed and well-controlled,
whether or not required by (i) or (ii) of this
section above. In accordance with the legislation
of the Czech Republic, the Clinical Trial
description shall be published on the internet site
of State Institute for Drug Control www.sukl.cz
and will also be available on the website
https://www.clinicaltrialsregister.eu/index.html
and www.ClinicalTrials.gov, as required by the
legislation of the EU and the USA. In addition,
equivalent websites and websites of Janssen and
its affiliates may be used for registration
purposes.

a kontaktni Gdaje pracovisté z hodnoceni zadanych
spolec¢nosti jak u hodnocenych pfripravk(, tak
u registrovanych léciv, kterd spliuji nejméné jedno
z nasledujicich kritérii: (i) spole¢nost Janssen nebo
jedna z jejich pfidruzenych spole¢nosti je povinna
je registrovat podle platnych zdkonU a predpist
avsouladu snimi; (ii) vyzaduje to ICMIJE pro
studie, které maji byt publikovany v recenzované
mezinarodni literature  (http://www.icmje.org);
nebo (iii) zklinickych studii hodnocenych
i registrovanych  |éCiv  a pripravkdl  zadanych
spoleénosti, které byly odpovidajicim zplsobem
navrzeny a dobfe fizeny bez ohledu na to, zda to
vyzaduje bod (i) nebo (ii) vySe vtomto bodé, i
nikoli. Popis klinického hodnoceni bude v souladu
s legislativou Ceské republiky zvefejnén na
internetovych strankdch Statniho dstavu pro
kontrolu léc¢iv www.sukl.cz a bude dostupny také
na https://www.clinicaltrialsregister.eu/index.html
a www.ClinicalTrials.gov, jak poZaduje legislativa
EU a USA. Kromé toho lze pro registracni ucely
pouzit ekvivalentni webové stranky a oficidlni
webové stranky spolecnosti Janssen nebo jejich
pfidruzenych spole¢nosti.

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. Principal Investigator agrees to
follow-up on the report and to document such
follow-up in source records.

Kazdd osoba nahlizejici do seznamu
klinickych hodnoceni na strance
www.clinicaltrials.gov se muizZe rozhodnout, zda
chce vyplnit online dotaznik o kontrole
zpUsobilosti, ktery financuje spolecnost Janssen.
U subjektd hodnoceni, které projdou screeningem
v zemeépisné oblasti poskytovatele nebo hlavniho
zkousejiciho jako potencialné zplsobilé, obdrzi
hlavni zkousejici zpravu s provedenym
screeningem  a kontaktnimi  Udaji  subjektu
hodnoceni. Hlavni zkousejici souhlasi s tim, Ze na
tuto zpravu navaze a zdokumentuje toto sledovani
ve zdrojovych zaznamech.

7.5 Publication

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

Spolecnost Janssen nebo ji povérena
osoba budou mit v souvislosti s tudaji nebo jinymi
informacemi generovanymi na zadkladé sluzeb
provedenych poskytovatelem, hlavnim zkousejicim
nebo jinymi pracovniky spojenymi s timto
klinickym hodnocenim nebo jejich jménem podle
této smlouvy prednostni pravo na zverejnéni nebo
verejnou prezentaci udaju klinického hodnoceni, at
uz formou Ustni prezentace na kongresu, nebo
formou publikace, ato bez schvéleni ze strany
poskytovatele nebo hlavniho zkousejiciho. Navic,
pokud do dvanacti (12) mésici od dokonceni
klinického hodnoceni nebude klinické hodnoceni

publikovdno vrecenzované literatufe, mize
spoleCnost Janssen nebo ji povérend osoba
zvefejnit  vysledky klinického hodnoceni na

webovych strankach vysledkd klinickych hodnoceni
ve formé prehledné zpravy o klinickém hodnoceni
ve formatu ICH-E-3, pokud se pouziva.
Poskytovatel ahlavni zkouSejici maji pravo
publikovat  vysledky  klinického  hodnoceni
a pfipadné podkladové informace, které je potreba
zahrnout do publikace vysledk( klinického
hodnoceni nebo které jsou nezbytné pro ostatni
védce, aby mohli vysledky tohoto klinického
hodnoceni ovérit. Poskytovatel a hlavni zkousejici
zahrnou do zpravy prohlaseni o tom, Ze vytvoreni
udaji  bylo c¢astecné podporeno spolecnosti
Janssen nebo ji povérenou osobou.

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

Pokud je klinické hodnoceni soucasti
multicentrického klinického hodnoceni,
poskytovatel a hlavni zkousejici nezverejni Udaje
ziskané zjednotlivych pracovist provadéjicich
hodnoceni, dokud nebudou sloucené vysledky
dokonceného klinického hodnoceni zverejnény ve
spolecné multicentrické publikaci vysledk( daného
klinického  hodnoceni.  Pokud  vsak tato
multicentrickd publikace nebude odevzdana do
osmnacti (18) meésicl od dokonceni, zastaveni
nebo ukonceni klinického hodnoceni na vsech
pracovistich, nebo poté, co spolecnost Janssen
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multicenter Clinical Trial publication, Institution
and/or Principal Investigator may publish the
results from the Study Site individually in
accordance with this Section.

potvrdi, Ze Zadna multicentrickd publikace
o klinickém hodnoceni vydana nebude, mize
poskytovatel nebo hlavni zkouSejici zverejnit
vysledky  z pracovisté  provadéjictho  studii
individualné v souladu s timto bodem.

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

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

Janssen acknowledges that the Institution, as a
state contributory organisation, is obliged to
provide information upon request of a third
party pursuant to Act No. 106/1999 Coll. On Free
Access to Information, as amended. In the event
of such a request, the Institution shall notify
Janssen and the CRO, specifying the information
requested.

Spole¢nost Janssen bere na védomi, ze
Poskytovatel jakoZzto statni pfispévkova
organizace, je povinna na dotaz treti osoby
poskytnout informace podle zak. ¢. 106/1999 Sb.,
o svobodném pfistupu kinformacim, ve znéni
pozdéjsich predpist. V pfipadé takového dotazu
vyrozumi Poskytovatel spole¢nost Janssena CRO
a uvede, jaka informace byla pozadovana.

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

7.6 Poskytovatel a hlavni zkousejici zarucuji, ze
vSichni  spoluzkousejici a ostatni  pracovnici
podilejici se na klinickém hodnoceni dodrzi

ustanoveni tohoto bodu.

8. Patents
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It is recognized and understood that the
inventions and technologies of Janssen and its
affiliates, Institution and Principal Investigator
existing as of the Effective Date are their separate
property respectively and are not affected by this
Agreement. All rights to any discovery or
Invention, whether patentable or not, conceived
or conceived and reduced to practice as a result
of the work conducted under this Agreement (an
“Invention”) shall belong to Janssen or its
designee. Institution and Principal Investigator
shall promptly disclose to Janssen any Invention.
Institution and Principal Investigator agree to
assigh  (and shall cause all Clinical Trial
investigators and other personnel involved with
the Clinical Trial to assign) to Janssen or its
designee the sole and exclusive ownership of all
Inventions. Janssen shall have the right, but not
the obligation, to file, prosecute and enforce any
patents related to any Invention. Institution and
Principal Investigator shall execute, and shall
have its employees and all Clinical Trial
investigators and other personnel involved with
the Clinical Trial execute, all documents
necessary to transfer all right, title and interest in
and to any Invention to Janssen or its designee
and shall be responsible for performing all those
activities and making all payments and
compensation for all such Inventions made by its
employees and/or professors, as provided for
under applicable law, to permit Janssen or its
designee to own and use all such Inventions.

Je potvrzeno amad se to, Ze wvyndlezy
a technologie spole¢nosti Janssen a jejich
pfidruzenych spole¢nosti, poskytovatele a hlavniho
zkousejiciho existujici k datu ucinnosti jsou jejich
samostatnym majetkem atato smlouva na né
nema vliv. Vsechna prava na jakékoli objevy nebo
vyndlezy bez ohledu na to, zda jsou zpUsobilé
k patentovani, ¢i nikoli, které budou vymysleny
nebo vymysleny a uvedeny do praxe jako vysledek
praci provedenych podle této smlouvy (,,vynalez“),
budou patfit spolecnosti Janssen nebo ji povérené
osobé. Poskytovatel a hlavni zkousejici ihned
oznami kaidy wvynalez spolecnosti Janssen.
Poskytovatel a hlavni zkousejici souhlasi s tim, Ze
spole¢nosti Janssen nebo ji povérené osobé
postoupi (a zajisti, aby vsichni zkousejici v ramci
klinického hodnoceni a ostatni pracovnici podilejici
se na klinickém hodnoceni postoupili) vyhradni
a vyluéné vlastnictvi vsech vynalez(i. Spole¢nost
Janssen ma pravo, avsak nikoli povinnost podat,
vykonavat a vymahat vSechny patenty souvisejici
s jakymkoli vynalezem. Poskytovatel a hlavni
zkousejici podepisi a zajisti, aby jejich zaméstnanci
a vsichni zkousejici v ramci klinického hodnoceni
a ostatni pracovnici podilejici se na klinickém
hodnoceni  podepsali  vSechny  dokumenty
potfebné k prevodu vsech prdv, narok( a ucasti na
jakémkoli vyndlezu na spolecnost Janssen nebo ji
povéfenou osobu, abudou odpovédni za
provedeni vSech uUkon( a uhrazeni vSech plateb
a ndhrad za vSechny tyto vyndlezy ucinéné jejich
zaméstnanci nebo odbornymi pracovniky, jak
stanovi platny zakon, aby umoznili spolecnosti
Janssen nebo ji povérené osobé vlastnit a vyuZivat
vSechny tyto vynadlezy.

Za

Institution warrants that Principal Investigator
and all others performing services under this
Agreement are employees or agents of Institution
and are obligated to assign to Institution all
inventions and discoveries made in the course of

Poskytovatel zarucuje, Ze hlavni zkousejici
a vSechny ostatni osoby poskytujici sluzby podle
této smlouvy jsou zaméstnanci nebo zdastupci
poskytovatele ajsou povinni postoupit
poskytovateli vSechny vynalezy a objevy ucinéné
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their employment or agency, either by written
agreement or by the terms of their employment.

béhem jejich pracovniho poméru nebo v ramci
zastupovani bud na zakladé pisemné smlouvy,
nebo podle podminek jejich pracovniho poméru.

Janssen shall reimburse Institution for all
reasonable out of pocket costs incurred in having
its employees execute the documents necessary
to transfer title in any Invention to Janssen.

Spole¢nost Janssen uhradi Poskytovateli veskeré
pfiméfené vicendklady, které ji wvzniknou
v souvislosti stim, Ze jeho zaméstnanci vyhotovi
dokumenty nezbytné k pfevodu vlastnického prava
k jakémukoli vynalezu na spolecnost Janssen.

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

Ustanoveni tohoto odstavce zlstanou v platnosti
i po ukonceni nebo uplynuti doby platnosti této
smlouvy.

9. Compensation

9. Nahrady

9.1 The budget and compensation to be paid
for the Clinical Trial is contained in Annex B.
Payment shall be due and payable in accordance
with the schedule set forth in Annex B. The
budget and compensation due to team members
for their participation in the Clinical Trial is
contained in the Letter Agreement. Institution
and Principal Investigator explicitly agree to
payments being made directly to team members.

9.1 Rozpocet a ndhrady vyplacené za klinické
hodnoceni jsou obsazeny v pfiloze B. Platby budou
splatné v souladu s harmonogramem uvedenym
v pfiloze B. Rozpocet a odména splatnad clendm
tymu za zapojeni do klinického hodnoceni jsou
uvedeny v pisemné dohodé. Poskytovatel a hlavni
zkousejici vyslovné souhlasi s tim, Ze platby budou
vyplaceny pfimo ¢lenlim tymu.

9.2 All payments will be made against
invoices duly issued by the Institution in
accordance with calculations produced by

Janssen. Amounts in Annex B 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. Payments will be reimbursed for
every 3 calendar month period. Breach of the
obligation to create a calculation for billing
purposes will not affect the Institution’s right to
payment under this Agreement and Annex B,
which right arises by completion of the respective
visit (activity). Should Janssen delay in producing
the calculation more than thirty (30) days after
the end of the 3 calendar month period, the

9.2 VSechny platby budou uhrazeny oproti
fakturdm, které budou fFadné vystaveny
poskytovatelem v souladu s vypocty provedenymi
spole¢nosti Janssen. Castky uvedené v piiloze B
jsou bez DPH. DPH bude pfipoctena v souladu se
zdkony platnymi kdatu vystaveni faktury
poskytovatelem. Platby budou vypldceny za
obdobi kazdych 3 kalendafnich mésicl. Poruseni
povinnosti vytvofit vypocet pro ucely fakturace
nebudou mit vliv na pravo poskytovatele na platbu
podle této smlouvy a pfilohy B, kdy toto pravo
vznikd dokoncenim pfislusné navstévy (Cinnosti).
Pokud se spole¢nost Janssen zpozdi s vyhotovenim
vypoctu o vice nez tficet (30) dnli od konce obdobi
3 kalendafnich mésic, ma poskytovatel pravo
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Institution is entitled to issue an invoice on the
basis of available information.

Study billing documents will be sent to the
following email address: _

All notifications to the health service provider will
be sent to the Motol Hospital and marked Clinical
Trials Department, Department of the Deputy
Minister for LPP, V Uvalu 84, 150 06 Prague 5 or
to the contact email: _
Invoice due date is 30 days from the date of
receipt by CRO of the invoice. The date of taxable
delivery is the date of delivery of the bill to the
Provider.

vystavit fakturu na zakladé dostupnych informaci.
Podklady pro fakturaci studie budou zaslany na
emailovou adresu: ||| | G
Veskera oznameni poskytovateli zdravotnich
sluzeb budou zaslana do FN Motol a oznadena
Oddéleni klinickych studii usek naméstka pro LPP,
V Uvalu 84, 150 06 Praha 5 ¢&i na kontaktni email:
_. Datum splatnosti faktury je
30 dnl od jejiho obdrZeni organizaci CRO. Datem
zdanitelného plnéni je datum doruceni vyuctovani
poskytovateli.

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

9.3 Smluvni strany potvrzuji a souhlasi s tim,
Ze ndhrady a podpora poskytované ze strany CRO
poskytovateli nebo hlavnimu zkousejicimu podle
této smlouvy predstavuji redlnou trzni cenu
vyzkumnych sluZzeb provadénych poskytovatelem
a hlavnim  zkouSejicim, byly sjedndny jako
objektivni transakce a nebyly stanoveny zplsobem
zohlednujicim objem nebo hodnotu doporucenych
osob nebo jiny obchod uzavieny jinym zplsobem
mezi spolecnosti Janssen a jejimi pfidruzenymi
spole¢nostmi a poskytovatelem nebo hlavnim
zkousejicim. Zadné ustanoveni této smlouvy
nebude Zadnym zplsobem vykladano jako zavazek
nebo pobidka pro poskytovatele nebo hlavniho
zkousejiciho k doporucovani toho, aby libovolna
osoba nebo subjekt nakupovali pfipravky
spole¢nosti Janssen nebo pfipravky libovolného
subjektu pridruzeného ke spolecnosti Janssen.

9.4 Neither Institution  nor  Principal
Investigator shall bill any third party for any Study
Product or other items or services furnished by
Janssen or CRO 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.

9.4 Poskytovatel ani hlavni zkousejici nebudou
Uctovat treti osobé jakykoli hodnoceny ptipravek

nebo jiné polozky nebo sluzby dodavané
spoleCnosti Janssen nebo CRO v souvislosti
s klinickym  hodnocenim ani Zadné sluzby

poskytované subjektlim hodnoceni v souvislosti
s klinickym hodnocenim, za které je jako soucast
klinického hodnoceni poskytovéna uhrada.
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shall be reimbursed with proportionate part of
the remuneration according to the Annex B to
this Agreement, according to the activities
completed in accordance with the Protocol.

9.5 Institution and Principal Investigator will | 9.5 Poskytovatel a hlavni zkousejici budou své
invoice their services under this Agreement | sluzby na zdkladé této smlouvy fakturovat
exclusively to CRO. vyhradné CRO.

9.6 In the event of early termination of this | 9.6 V pripadé predcasného ukoncéeni této
Agreement or the Clinical Trial, the Institution | smlouvy nebo klinického hodnoceni bude

poskytovateli uhrazena pomérnd ¢ast odmény
podle pfilohy B ktéto smlouvé podle cinnosti
provedenych v souladu s protokolem.

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

9.7 Cestovni vydaje a stravné subjektl
hodnoceni uhradi spolec¢nost Janssen v souladu
stimto odstavcem a ptilohou B. Spolecnost
Janssen poskytne hlavnimu zkousejicimu
stravenky, jejichz prevzeti hlavni zkousejici potvrdi
pisemné v potvrzeni o provedeni pfipojeném jako
rozpis 1 k pfiloze C. Tyto stravenky budou slouzit
jako Uhrada poskytovana subjektiim hodnoceni za
cestovni vydaje a stravné. Stravenky pridélované
hlavnim zkousejicim subjektdim hodnoceni budou
dolozeny podle formulare uvedeného v dodatku 2
k pfiloze C — Doklad o vydéani stravenek. Castky
proplacené za cestovni vydaje a stravné, které jsou
uvedeny v priloze B, jsou vsouladu s platnymi
zakony a jsou schvaleny etickou komisi.

10. Indemnification

10. Od3kodnéni

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

10.1  Spole¢nost  Janssen  ochrani,  zbavi
odpovédnosti a odskodni poskytovatele, jeho ¢leny
spravni rady, uUredniky, zastupce a zaméstnance
(v€etné hlavniho zkousejiciho a spoluzkousejicich)
za vSechny ztraty, ndklady, vydaje, zavazky, naroky,
Zaloby askody zplUsobené Ujmou subjektu
hodnoceni, ktera byla zplsobena pfimo uZivanim
hodnoceného pfipravku v souladu s protokolem
béhem klinického hodnoceni.

December 2019
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necessary medical expenses, including diagnosis,
treatment and hospitalisation, for damage to the
Trial subject's health directly caused by the study

pfiméfené a nezbytné |éCebné vydaje, vietné
diagnostiky, 1é¢by a hospitalizace, za poskozeni
zdravi subjektu studie pfimo zplUsobené studijnim

product or any properly performed protocol- | [ékem nebo jakymkoliv fadné provedenym
required non-standard of care procedure | vykonem nestandardni péce vyZzadovanym
performed during the Trial in strict accordance | protokolem, provedenym béhem studie v pfisném
with the protocol and Janssen’s written | souladu s protokolem a pisemnymi pokyny
instructions. zadavatele.

10.2 The above obligation of Janssen, as | 10.2 VySe wuvedena povinnost spolecnosti

stated in Section 10.1, shall not apply and Janssen
shall not be liable for any indemnification or
expenses, and, in fact, Institution shall defend,
indemnify and hold harmless Janssen, for actions
or claims in any way arising from or caused by the
willful, reckless, or negligent acts or omissions, or
professional malpractice of Institution or any of
its trustees, officers, agents or employees
(including  Principal Investigator and co-
investigators), or arising from or caused by any of
their failures to comply with the provisions of this
Agreement or the Protocol, with Janssen’s
written recommendations and instructions
related to the use of the Study Product, or with
any applicable legal and regulatory requirements.

Janssen uvedend vbodé 10.1 nebude platit

a spolecnost Janssen nebude odpovédnd za
odskodnéni nebo wvydaje ave skutecnosti
poskytovatel  ochrani, zbavi odpovédnosti

a odskodni spolecnost Janssen za veskeré Zaloby
nebo naroky, které jakymkoli zplsobem vyplynou
nebo budou zplsobeny Umysinym, hrubym nebo
nedbalym jedndanim nebo opomenutim nebo
odbornym  pochybenim poskytovatele nebo
nékterého zjeho clenll spravni rady, urednikd,
zastupcld nebo zaméstnancl (véetné hlavniho
zkousejiciho  a spoluzkousejicich), nebo které
vyplynou nebo budou zpUsobeny jejich
nedodrzenim ustanoveni této smlouvy nebo
protokolu, pisemnych doporuceni a pokyn(
spole¢nosti  Janssen  tykajicich se  pouziti
hodnoceného pfipravku a platnych zdkonnych
a regulacnich pozadavkd.

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

10.3  Povinnost odSkodnujici strany vyplyvajici
ztéto smlouvy bude platit pouze v pfipadé, Ze
druhd strana po pfijeti ozndmeni o Zalobé nebo
soudnim sporu zaSle druhé strané neprodlené
vyrozumeéni a povoli odskodnujici strané a jejim
pravnim zastupcim a pracovnikim ujmout se
obhajoby téchto Zalob nebo soudnich spor( a Fidit
je, ato vcéetné predbéiného fizeni, Fizeni
samotného nebo vyporadani, aza podminky, Ze
odskodniovana strana bude pfti této obhajobé plné
spolupracovat a pomahat, s tim, Ze odskodnujici
strana nebude zbavena svych povinnosti podle
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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

této smlouvy, pokud neinformovani ze strany
odskodniované strany neznemoziuje obhajobu
proti takovému ndroku. Odskodnovana strana dale
souhlasi stim, Ze tuto Zalobu nebo soudni spor

caused by or allegedly caused by any Study
procedures associated with such product except
to the extent that such liability is caused by the
negligence, willful misconduct or breach of this
Agreement by CRO.

indemnifying party. neuzavie vyporadanim nebo smirem bez
pfedchoziho pisemného souhlasu odskodnujici
strany.

10.4 CRO expressly disclaims any liability in | 10.4 CRO vyslovné odmita jakoukoli

connection with the Study Product, including any | odpovédnost v souvislosti s Hodnocenym

liability for any claim arising out of a condition | ptipravkem, vcetné odpovédnosti za jakékoli

reklamace vyplyvajici ze stavu zplsobeného nebo
udajné zplsobeného podanim takového pripravku,
s vyjimkou pfipadl, kdy je takovd odpovédnost
zpUsobena nedbalosti, Umyslnym nespravnym
jednanim nebo porusenim této Smlouvy nebo
platnych pravnich predpisu ze strany CRO.

the regulations governing the provision of health
services, including:

11. Insurance 11. PojiSténi

11.1  Institution and Principal Investigator shall | 11.1  Poskytovatel a hlavni zkousejici zajisti
secure and maintain in full force and effect | abudou udrZovat po celou dobu provadéni
through the performance of the Clinical Trial and | klinického hodnoceni apo jeho ukonceni
following termination of the Clinical Trial to cover | v platnosti  a Uéinnosti za  Ucelem  pokryti
any claims arising from the Clinical Trial liability | pfipadnych narokd vyplyvajicich  z klinického
insurance for damages caused in connection with | hodnoceni pojisténi odpovédnosti v souvislosti se
the provision of health care in accordance with | Skodami zpUsobenymi poskytovanim zdravotni

péce v souladu s predpisy upravujicimi poskytovani
zdravotnickych sluzeb pojisténi:

(i) medical  professional and/or

medical malpractice liability; and

(i) profesni lékafské odpovédnosti
nebo odpovédnosti za |ékafské pochybeni, a

(ii) general liability.

(ii) obecné odpovédnosti.

Institution declares that it has an insurance pro
providing of health services in accordance with §
45, par. 2, letter n) of the Act No. 372/2011 Coll.,,
on Health Services. In accordance with this Act
the Insurance has to be in force during the whole
period of healthcare providing by the Institution.

Poskytovatel prohlasuje, Ze ma uzavienou
pojistnou smlouvu na poskytovani zdravotnich
sluZeb v souladu s § 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb. o zdravotnich sluzbach. Pojisténi
musi byt v souladu s timto zakonem platné po
celou dobu poskytovani zdravotni péce

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

11.2  Spoleénost Janssen zajisti a bude po celou
dobu provadéni klinického hodnoceni (apo
ukonceni klinického hodnoceni za ucelem pokryti
ptipadnych narokd vyplyvajicich  z klinického
hodnoceni) udrzovat v Ucinnosti  a platnosti
pojistné kryti pozadované pro klinickd hodnoceni
nebo tak, jak bude jinak poZadovano platnymi
zakony, ato v ¢astkach odpovidajicich provadéni
podnikatelské  cCinnosti  spole€nosti  Janssen
avsouladu s platnymi zakonnymi a regulacnimi
pozadavky.

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

11.3  Jednotlivé smluvni strany, které maiji
povinnost udrZovat pojisténi podle této smlouvy,
predlozi druhé strané potvrzeni o pojisténi

insurance evidencing the required insurance | prokazujici poZadované pojistné kryti.

coverage.

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

12.1  Institution and Principal Investigator | 12.1  Poskytovatel a hlavni 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 Ilaws,
including any information required to be
disclosed in connection with any financial
relationship between Janssen, its affiliates and
agents of the Johnson & Johnson group of
companies on one hand, and on the other hand,
Institution/Principal Investigator/any co-
investigator involved in the Clinical Trial/any

other agent or employee of Institution or
Principal Investigator. This disclosure
requirement may require disclosure of

information involving immediate family members

s tim, Ze poskytnou CRO nebo spole¢nosti Janssen
vsechny informace pottebné k dodrzeni pozadavk
na sdélovani informaci ze strany kompetentnich
zdravotnickych uradu (pfipadné véetné
amerického uUradu FDA), pfislusSného obchodniho
sdruzeni nebo podobného orgdnu nebo pozadavki
platnych vnitrostatnich nebo mistnich zakonq,
mimo jiné vcetné informaci, jejichz sdéleni je
pozadovano v souvislosti s finan¢nimi vztahy meazi
spole¢nosti Janssen, jejimi pobockami a zastupci
spole¢nosti ve skupiné Johnson & Johnson na
strané jedné ana druhé strané poskytovatelem
nebo hlavnim zkousejicim nebo spoluzkousejicim
podilejicim se na klinickém hodnoceni nebo jinym
zastupcem Ci zaméstnancem poskytovatele nebo
hlavniho  zkousejictho. Tyto poZadavky na
poskytovani informaci mohou vyZadovat sdéleni
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of those involved in the Clinical Trial.

informaci tykajicich se bezprostfednich rodinnych
prislusnikd osob podilejicich se na klinickém
hodnoceni.

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

12.2  Poskytovatel a hlavni zkouSejici potvrzuji,
Ze mezi smluvnimi stranami nevznika stret zdjmu,
ktery by znemozioval nebo ovliviioval plnéni této
smlouvy ze strany poskytovatele nebo hlavniho
zkousejiciho, a potvrzuji, Ze jejich plnéni
provadéné podle této smlouvy neporusuje jinou
dohodu se tfetimi osobami. Pokud béhem plnéni
této smlouvy vznikne stfet zajmu, poskytovatel
a hlavni zkousejici otom budou CRO neprodlené
informovat.

12.3  Principal Investigator confirms he/she: 12.3  Hlavni zkousejici potvrzuje, Ze:
(i) is not debarred by a competent (i) neni kompetentnim zdravotnickym
health authority (including, if applicable, Uradem (pfipadné vcetné amerického uradu
the US FDA); and FDA) vyloucen z vykonu ¢innosti; a
(ii) has not been sentenced for (ii) nebyl odsouzen za odborné
malpractice related to the conduct of pochybeni v souvislosti s provadénim
clinical trials. klinickych hodnoceni.

Institution and Principal Investigator shall not | Poskytovatel ahlavni  zkousSejici  nebudou

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

zaméstnavat, uzavirat smluvni vztah nebo najimat
na pfimé nebo nepfimé provadéni sluzeb podle
této smlouvy osobu, ktera:

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

(i) je kompetentnim zdravotnickym
uradem (pfipadné véetné amerického uradu
FDA) vyloucena z vykonu cinnosti; nebo

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

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

Poskytovatel a hlavni zkousejici do deseti (10)
kalendarnich dnl od pisemné Zadosti CRO predlozi
pisemné potvrzeni, Ze vySe uvedenou povinnost
dodrzeli. Toto prohlaseni a zaruka budou trvalé po
dobu platnosti této smlouvy a poskytovatel
a hlavni zkousejici ihned vyrozumi CRO o jakékoli
zméné stavu tohoto prohlaseni a zaruky, jak
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immediately notify CRO of any change in the
status of the representation and warranty set
forth in this Section.

stanovi tento bod.

13. Independent Contractor

13. Nezavisly dodavatel

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

Poskytovatel a hlavni zkouSejici jednaji
v postaveni nezdavislych dodavatelll podle této
smlouvy, nikoli jako zaméstnanci nebo zastupci
spole¢nosti Janssen.

14. Publicity

14. Propagace

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.

Zadna smluvni strana nebude pouzivat
jméno druhé smluvni strany nebo jakékoliv
pridruzené spolecnosti pro Ucely propagace bez
predchoziho pisemného souhlasu smluvni strany,
jejiz jméno ma byt pouzito. Zddna smluvni strana
dale nebude sdélovat informace o existenci nebo
obsahu této smlouvy, pokud to nebude vyZzadovat
zakon.

15. Notice

15. Oznameni

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

Veskerd oznameni zasilana na zakladé této
smlouvy budou zasldna postou prvni ttidy, faxem
nebo doruéena osobné na adresy smluvnich stran
uvedené v zdhlavi této smlouvy.

16. Assignment

16. Postoupeni

Each of CRO and Janssen shall have the
right to assign this Agreement and shall use
reasonable efforts to provide prior written notice
thereof to Institution. Neither Institution nor
Principal Investigator shall assign its rights or
duties under this Agreement to another without
prior written consent of 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

Jak CRO, tak spolecnost Janssen maji pravo
postoupit tuto smlouvu a vynaloZi pfimérené usili,
aby otom poskytovatele vyrozumély pisemné
pfedem. Poskytovatel ani hlavni zkousejici
nepostoupi sva prava ani povinnosti vyplyvajici
ztéto smlouvy jiné osobé bez predchoziho
pisemného souhlasu CRO a spolec¢nosti Janssen.
Jakékoliv postoupeni v rozporu s timto bodem 16
bude neplatné. Na zakladé vyse uvedeného bude
tato smlouva zavaznd a prospésna pro pfislusné
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the respective Parties and their successors and
assigns.

smluvni strany a jejich nastupce a postupniky.

appropriately numbered, dated and signed by the
Parties.

17. Miscellaneous 17. Ostatni ustanoveni
17.1  This Agreement may be amended only by | 17.1  Tuto smlouvu Ize zménit pouze pisemnym
a written addendum entitled as such and | dodatkem, ktery bude takto pojmenovan

a prislusné ocislovan a opatfen datem a podpisem
smluvnich stran.

17.2  If a provision of the Agreement conflicts
with a provision of the Protocol, the Protocol
takes precedence on matters of medicine,
science and conduct of the Clinical Trial. This

17.2  Pokud je nékteré ustanoveni smlouvy
v rozporu s ustanovenim protokolu, bude mit
v zaleZitostech  |ékafstvi, védy a provadéni
klinického hodnoceni pfednost protokol. V pfipadé

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

Agreement takes precedence in any other | ostatnich rozpord ma prednost tato smlouva.
conflicts
17.3  If any of the provisions defined under the | 17.3  Pokud bude nékteré ustanoveni

definované podle ptiloh v rozporu s ustanovenimi
této smlouvy, budou mit prednost podminky
prilohy.

17.4 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
capacity, CRO also signs this Agreement in the
name of Janssen and for Janssen’s benefit.

17.4  Poskytovatel ahlavni zkousejici jsou
srozuméni a souhlasi s tim, Zze CRO tuto smlouvu
podepisuje svym jménem coby smluvni strana,
ktera prijima sluzby na zadkladé této smlouvy, a Ze
CRO tuto smlouvu zaroven podepisuje,
v oddéleném postaveni, jménem spolecnosti
Janssen a ve prospéch spolecnosti Janssen.

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

17.5 Pokud bude néktera cast této smlouvy
shleddna nevykonatelnou, zbytek této smlouvy
zGstava v platnosti.

17.6  This Agreement constitutes the complete
agreement of the parties with respect to the
subject matter hereof. It expressly supersedes

17.6  Tato smlouva predstavuje Uplnou smlouvu
mezi smluvnimi stranami ve vztahu kjeji
predmétné zdlezitosti. Vyslovné nahrazuje vSechna
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17.7  The following provisions and any other
term or condition which by its nature is clearly
intended to survive the termination or expiration
of this Agreement will survive the termination or
expiration of this Agreement: 1.6, 5, 6, 7, 8, 10,
11,12, 14,16 and 17.

17.7  Nasledujici ustanoveni adalsi podminky,
z jejichZ povahy jasné vyplyva, Ze maji pretrvat i po
ukonéeni nebo uplynuti doby platnosti této
smlouvy, pretrvaji i po ukoncéeni nebo uplynuti
doby platnosti této smlouvy: 1.6, 5, 6, 7, 8, 10, 11,
12,14,16 a 17.

17.8 This Agreement is executed in four
counterparts, of which Janssen shall receive two
copies and the Institution and Principal
Investigator shall receive one counterpart each.

17.8 Tato smlouva je vyhotovena ve ctyrech
vyhotovenich, z nichZz spole¢nost Janssen obdrzi
dvé a poskytovatel a hlavni zkousejici obdrzi kazdy
jedno.

17.9 This Agreement is drafted in Czech and
English language versions. In case of discrepancy
between both language versions, the Czech
version shall prevail.

17.9 Tato smlouva je vyhotovena v Ceském a
anglickém jazyce. V pfipadé rozporu téchto
jazykovych verzi ma prednost ¢eska verze.

17.10 The Agreement shall become binding on
the date of its signature by the last Party. This
Agreement shall become effective on the date of
its publication in the Register of Contracts
pursuant to Article 7.3.

17.10 Platnost smlouvy je ke dni podpisu posledni
smluvni stranou. Tato smlouva nabyva ucinnosti
dnem uverejnéni v registru smluv dle ¢lanku 7.3.

18. Controlling Law

18. Rozhodné pravo

This Agreement shall be governed by and
shall be construed in accordance with the laws of
the Czech Republic, excluding its rules regarding
the conflict of laws. In the event of any dispute
arising between the Parties in relation to the
terms of this Agreement, the Parties shall use
their best endeavors to resolve the matter on an
amicable basis. The Parties undertake to submit
all disputes or controversies that the Parties are
unable to settle amicably to the appropriate
court in Czech Republic.

Tato smlouva se bude fFidit avykladat
podle zdkond Ceské republiky, vyjma jeho koliznich
norem. V pripadé sporu vzniklého mezi smluvnimi
stranami v souvislosti s podminkami této smlouvy
vynalozi smluvni strany maximalni usili, aby
zalezitost vyresily pratelskou cestou. Smluvni
strany se zavazuji predloZit vSechny spory nebo
rozepre, které nebudou schopny vyfesit pratelskou
cestou, prislusnému soudu v Ceské republice.

Parties declare that this Agreement is an
expression of their serious and free will, that they
read and understood the wording of the

Smluvni strany prohladuji, Ze tato smlouva je
vyrazem jejich vazné asvobodné vile, Ze si
precetly znéni této smlouvy a porozumély mu, coz
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Agreement, in testimony whereof duly
authorized representatives of the Parties attach
their signatures:

M«
@]
©
=3
[SN
<
>
<
>
<
(o]
>

potvrzuji pfipojenim podpist radn
zastupct smluvnich stran:

Done at Prague date

Podepsano v Praze dne

On behalf of CRO

Za CRO

Signature

Podpis

Ing. Eva Falbrovd, Managing Director

Ing. Eva Falbrov3, jednatelka

Done at Prague date

Podepsano v Praze dne

CRO on behalf of Janssen Research &
Development, LLC.

Za spolecnost Janssen Research & Development,
LLC.

Signature

Podpis

Ing. Eva Falbrova

Ing. Eva Falbrova

Done at Prague date

Podepsano v Praze dne

On behalf Fakultni nemocnice v Motole

Za Fakultni nemocnici v Motole

Signature

Podpis

I Ocp.ty LPP on the

basis of mandate

I < méstek LPP na

’

zakladé povéreni

Done at Prague date

Podepsano v Praze dne

Signature

Podpis
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Appendices:

Prilohy:

Annex A - Protocol of Clinical Trial (available
from the Principal Investigator)

PfilohaA - Protokol klinického hodnoceni
(dostupny u hlavniho zkousejiciho)

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

Pfiloha B - Finanéni ustanoveni- OBCHODNI
TAJEMSTVi SPOLECNOSTI JANSSEN (vylouéit
z publikovani)

Annex C — Exhibit 1 — COMPLETION CERTIFICATE
TRADE SECRET OF JANSSEN (exclude from
publication)

Pfiloha C — Rozpis 1 — POTVRZENi O PROVEDENI-
OBCHODNI TAJEMSTVi SPOLECNOSTI JANSSEN
(vyloucit z publikovani)

Annex C, Exhibit 2 - PROOF OF DISPENSING
MEAL-VOUCHERS

TRADE SECRET OF JANSSEN (exclude from
publication)

Pfiloha C, Rozpis 2 - DOKLAD O VYDANi
STRAVENEK
- OBCHODNIi TAJEMSTVi SPOLECNOSTI JANSSEN

(vyloucit z publikovani)

Annex D - Information for the patient /
Informed consent (available from the Principal
Investigator)

Pfiloha D — Informace pro pacienta / informovany
souhlas (k dispozici u hlavniho zkousejiciho)

Annex E — Insurance Certificate

Ptiloha E — Pojistny certifikat

Annex F — Power of Attorney for IQVIA RDS
Czech Republic, s.r.o.

Pfiloha F — PIna moc pro spolecnost IQVIA RDS
Czech Republic, s.r.o.

Annex G — Authorization by State Institute for
Drug Control and Ethics Committee

Pf¥iloha G — Povoleni vydané Statnim Gstavem pro
kontrolu léciv a Etickou komisi

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

Pf¥iloha H — Osobni informace tykajici se hlavniho
zkousejiciho a zkousejiciho personalu

Annex | — EU Standard Contractual Clauses
(Controller to Controller)

Ptiloha | — Standardni smluvni dolozky podle

predpisti EU (spravce spravci)
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ANNEX A — Protocol of Clinical Trial

PRILOHA A - Protokol klinického hodnoceni

Incorporated herein by reference.

Zaclenéno do této smlouvy odkazem.
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ANNEX B — Financial Provisions

PRILOHA B - Finanéni ustanoveni

Budget & Payment Schedule

Rozpocet a rozpis plateb

Protocol No0.70033093STR3001: “A Phase 3,
Randomized, Double-Blind, Parallel-Group, Placebo-
Controlled Study to Demonstrate the Efficacy and
Safety of Milvexian, an Oral Factor Xla Inhibitor, for
Stroke Prevention after an Acute Ischemic Stroke or
High-Risk Transient Ischemic Attack”

Protokol ¢.70033093STR3001: ,Randomizovanj,
dvojité zaslepena, placebem kontrolovana studie
faze 3 s paralelnimi skupinami k prokazani ucinnosti
a bezpecnosti pripravku Milvexian, peroralniho
inhibitoru faktoru Xla, k prevenci nahlé mozkové
pfihody po akutni ischemické nahlé mozkové
pfihodé nebo vysoce rizikové tranzitorni ischemické
atace”

(1) The_“Per-Subject Fee” represents all fixed and
variable costs associated with the Study, excluding
those items specified in Section 3 (Site Costs) and
Section 4 (Other Compensation) below, provided that
all visits described in Section 2 are completed.

(1) »,Poplatek za subjekt” predstavuje vsechny
fixni awvariabilni naklady souvisejici se Studii
s vyjimkou poloZek uvedenych v Clanku 3 (Naklady
centra) a v Clanku 4 (Dal$i uhrady) nie za podminky
dokonéeni vech navitév popsanych v Clanku 2.

The Per-Subject Fee for this Study is: CZK31.973,50

Poplatek za subjekt v této Studii je: 31.973,50 K¢

(2) Payment Milestone Table(s): (2) Tabulka (tabulky) platebnich milniku:

Milestone payments in the below table(s) represent | Platby pro milniky vtabulce (tabulkach) nize
fair market value for performance of research services | predstavuji redlnou trini hodnotu provadéni
detailed in the Schedule of Activities of the Protocol | vyzkumnych sluzeb popsanych v harmonogramu
Amendment dated 02 November 2022provided herein | Ukonl v Dodatku kprotokolu z 2. listopadu

by reference in Exhibit A. Parties agree in the event
subsequent protocol amendments result in a material
change to the research services, compensation will be
adjusted to reflect the new fair market value of the
research services through a written amendment
signed by all parties hereto.

2022 ktery je soucdsti této Smlouvy ve formé odkazu
v Pfiloze A. Smluvni strany se dohodly, Ze v pfipadé
pozdéjsich dodatk k protokolu vedoucich
k podstatné zméné vyzkumnych sluzeb bude Uhrada
v pisemném dodatku ke Smlouvé podepsaném vsemi
smluvnimi stranami upravena tak, aby odrdzZela
novou redlnou trzni hodnotu vyzkumnych sluzeb.

Visit Amount

*
MILESTONES CZK

Castka za
navstévu

(K€)

MILNiKY*
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Per-Subject Fee
(Total assumes onsite

visits with exception of the
following visits assumed
as virtual: Week

65/Month 15, Week
91/Month 21, Week

117/Month 27 with repeat

cost as needed, and End of

Study)

31973,50

Poplatek za subjekt

(Céstka celkem pocitd s
ndvstévami na pracovisti s
vyjimkou ndsledujicich
navstév, u nichZ se ocekavd,
Ze probéhnou jako virtudlini:
tyden 65 / mésic 15,
tyden 91 / mésic 21, tyden
117 / mésic 27, pficemz
ndklady se budou dle potieby
opakovat, a ddle konec
studie)

*Onsite visits may be completed at secondary clinic

31973,50

sekundarni klinice.

*GTED means Global Targeted Endpoint Date.
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parametru.

Totals are VAT excluded. If applicable, VAT will be paid

Celkové castky jsou uvedeny bez DPH. DPH bude

as outlined in Section 5 of this Exhibit.

pripadné hrazena podle ¢lanku 5 této prilohy.

(3) Site Costs

(3) Naklady Mista provadéni klinického hodnoceni

m  Screen Failure Payments:

m Platby za subjekty, které neprojdou vstupnim
vySetfenim:

Janssen shall reimburse Institution for screen failures
at a rate listed for Screening Onsite visit in the
milestone table in Section 2 above per screen failure

with a cap of _ failure payments,

regardless of enrollment, in the order the subjects are
screened. After the initial cap of || GzcN
failures has been achieved, additional screen failure
payments will require written approval by the Janssen
or CRO. Processing of payment shall begin upon
completed screening CRF pages submitted to CRO
along with any additional information, which may be
requested by CRO to appropriately document the
subject screening procedures and in accordance with
Section 5 below and upon approval by the CRO.

Spole¢nost Janssen uhradi Poskytovateli neuspéchy
ve screeningu ve vysSi screeningové ndvstévy na
pracovisti, uvedené v tabulce milnikld v bodé 2 vyse
za jeden neulspéch ve screeningu, pficemz limit je
za neUspéch ve screeningu, bez ohledu
na zarazeni, a to v poradi, v jakém subjekty podstoupi
screening. Po dosaZzeni  prvotniho limitu
ve screeningl budou dalsi platby za
nelspéchy ve screeningu vyzadovat pisemny souhlas
spolecnosti Janssen nebo CRO. Zpracovani platby
zapocne po vyplnéni stranek formulafe CRF pro
screening, které budou predlozeny CRO spolu s
jakymikoli dal$imi informacemi, které mulze CRO
pozadovat, aby fadné zdokumentovala screeningové
postupy subjektu, a v souladu s bodem 5 niZe a po
schvaleni CRO.

For screen failures beyond the defined maximum
number, which are not reimbursable to Institution, a
subject stipend for the Study subjects in the amount of

will be paid to offset the Study
subject’s costs associated with travel expenses and
meals, where appropriate, incurred as a result of Study
participation, and shall be reflected in the Informed
Consent Form, as it will be provided to the Study
subject. Processing of payment shall begin upon
receipt of invoice detailing subject number and date of
screen failure and in accordance with Section 5 below
and upon approval by the CRO.

U pacientll, ktefi neprojdou vstupnimi vysetfenimi
a ktefi nebudou poskytovateli hrazeny vzhledem
k prekroceni stanoveného maximalniho poctu, bude
vyplacena Uhrada naklad(l pro subjekt Studie v ¢astce

za UCelem kompenzace nakladl
subjektu Studie spojenych s cestovnimi vydaji
a stravovanim, kde je to vhodné, které subjektu
vzniknou v dasledku Ucasti ve Studii; tato Uhrada
bude zminéna ve formulafi informovaného souhlasu
predlozeném subjektu Studie. Zpracovani platby
zaCne po obdrzZeni faktury, na niz bude uvedeno Cislo
subjektu a datum, kdy subjekt neprosel vstupnim
vysetfenim, v souladu s Clankem 5 niZe a po schvélenf
ze strany CRO.
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u Subject Reimbursement: Janssen, through
CRO, shall provide the Study subjects with monetary
coupons / luncheon vouchers regarding settlement of
reasonable costs related to visit of the Institution by
Study subject pursuant to Protocol (i.e., transport
costs and/or reasonable expenses for boarding), in a
flat sum in amount of
. vionetary
coupons/luncheon vouchers shall be handed to
individual Study subjects by Principal Investigator in
compliance with instructions provided by the Janssen
or CRO. Janssen will provide the Principal Investigator
meal-vouchers through a separate Payment letter.

u Uhrada subjektiim: Zadavatel také poskytne
prostfednictvim CRO Subjektim studie penézni
kupdny/stravenky jako Uhradu za pfimérené vydaje
spojené s navstévami  Subjektd studie ve
Zdravotnickém zafizeni podle Protokolu (tj. vydaje za
dopravu a/nebo primérené vydaje za stravovani)
v pausalni ¢astce

Penézni kupdny/stravenky preda
jednotlivym Subjektlim studie Hlavni zkousejici podle
pokyn( Zadavatele nebo CRO. Spolecnost Janssen
poskytne hlavnimu zkousejicimu stravenky
prostfednictvim separatniho Platebniho dopisu.

m B Caregiver Reimbursement: Janssen, through
CRO, shall provide the Caregivers of subjects with
monetary coupons / luncheon vouchers regarding
settlement of reasonable costs related to visit of
the Institution by Caregiver pursuant to Protocol
(i.e., transport costs and/or reasonable expenses
for boarding), in a flat sum in amount of
|
Monetary coupons/luncheon vouchers shall be
handed to individual Caregivers by Principal
Investigator in compliance with instructions
provided by the Janssen or CRO. Janssen will
provide the Principal Investigator meal-vouchers
through a separate Payment letter.

u Uhrada pecovateli: Zadavatel také poskytne
prostfednictvim CRO Peclovatelim Subjekt( studie
penézini kupdny/stravenky jako Uhradu za pfimérené
vydaje spojené s navstévami Peclovateld ve
Zdravotnickém zafizeni podle Protokolu (tj. vydaje za
dopravu a/nebo primérené vydaje za stravovani)
v pausalni ¢astce .
Penéini  kupdny/stravenky preda jednotlivym
Pecovatelllm studie Hlavni zkousejici podle pokyni
Zadavatele nebo CRO. Spolecnost Janssen poskytne
hlavnimu zkousSejicimu stravenky prostfednictvim
separatniho Platebniho dopisu.

Start-Up Fee: A non-refundable payment of
_ for start-up related activities (e.g.,
preparation of regulatory documents, preparation,
administration, and submission of protocol and related
documents to the Institutional Review Board (IRB),
etc.) will be processed upon receipt of invoice in
accordance with Section 5 below and approval by the
CRO. This payment is considered full and final
compensation for all activities associated with study
initiation.

Poplatek za zahajeni klinického hodnoceni: Nevratny
poplatek ve vysi za Cinnosti spojené se
zahdjenim klinického hodnoceni (napf. pfiprava
dokumentll k podani, pfiprava, administrativa, a
podani protokolu a doprovodné dokumentace pro
Regulacni organy) bude zpracovan po doruceni
faktury podle Clanku 5 niZe a po schvéleni CRO. Tato
platba bude povazovdna za uUplnou a konecnou
Uhradu za vSechny cinnosti spojené se zahdjenim
klinického hodnoceni.

Contract Amendment Fee non-refundable

Amendment Fee of _ will be paid to

Poplatek za dodatek ke smlouvé: V pfipadé zmény
smlouvy na zakladé dodatku protokolu z rozhodnuti
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Institution in the event of a Janssen driven Protocol
amendment. Processing of payment will begin upon
receipt of invoice accompanied with supporting
documentation in accordance with Section 5 below
and approval by the CRO.

spolecnosti  Janssen  bude Instituci uhrazen
jednorazovy poplatek ve wvysi _
Zpracovani platby bude zahdjeno po obdrzeni faktury
s podplrnou dokumentaci podle Clanku 5 nize a po
schvaleni CRO.

Record Retention/Document Storage Fees: Sponsor
will  pay the Institution upon
completion of the Study for Record
Retention/Document Storage Fees. Processing of
payment will begin upon the receipt of an invoice from
the Institution in accordance with Section 5 below and
approval of the CRO.

Poplatek za uchovavani zaznamu/archivaci
dokumentd: Zadavatel uhradi poskytovateli poplatek
za uchovavani zaznamU a archivaci dokumentl ve
vysi _ po ukonceni klinického hodnoceni.
Zpracovani platby bude zahdjeno po obdrzeni faktury
od poskytovatele podle Clanku 5 nize a po schvaleni
CRO.

Fee in case of information obligation regarding the
end of archiving on the part of FN Motol of
_ will be paid to Institution. Processing of
payment will begin upon receipt of invoice in
accordance with Section 5 below and approval of the
CRO.

Poplatek v pripadé informacni povinnosti o
ukonceni archivace ze strany FN Motol ve vysi
_ bude uhrazen Instituci. Zpracovani
platby zacne po obdrZeni faktury v souladu s casti 5
nize a schvaleni CRO.

Laboratory Set-Up Fee: A one-time, non-refundable
Lab Set-Up Fee in the amount of ||| v ve
paid to Institution. Processing of payment will begin
upon receipt of invoice and approval of the CRO. This
payment is considered full and final compensation for
all activities associated with Laboratory initiation.

Poplatek za zahdjeni cinnosti laboratore:
Poskytovateli bude uhrazen jednorazovy nevratny
poplatek ve vysi . Zpracovani platby
bude zahdjeno po obdrzeni faktury a schvaleni CRO.
Tato platba bude povazovana za Uplnou a konecnou
Uhradu za vSechny cinnosti spojené se zahdjenim
¢innosti laboratore.

Radiology Set-up Fee: A one-time, non-refundable
Radiology Set-Up Fee in the amount of _
will be paid to Institution. Processing of payment will
begin upon receipt of invoice and approval of the CRO.
This payment is considered full and final compensation
for all activities associated with Radiology initiation.

Poplatek za zahdjeni Ccinnosti radiologie:
Poskytovateli bude uhrazen jednorazovy nevratny
poplatek ve vyii | Zoracovani platby
bude zahdjeno po obdrZeni faktury a schvaleni CRO.
Tato platba bude povaZovana za Uplnou a konecnou
Uhradu za vSechny cinnosti spojené se zahdjenim
¢innosti radiologie.

Pharmacy Set-Up Fee: A one-time, non-refundable
Pharmacy Set-up Fee of |Gz wi be
processed upon receipt of invoice in accordance with
Section 5 below and approval of the CRO. This
payment is considered full and final compensation for
all Study related start-up pharmacy costs incurred.

Poplatek za zahdjeni Cinnosti Iékarny: Jednorazovy
nevratny poplatek v ¢astce [N vuce
zpracovan po doruéeni faktury podle Clanku 5 nize a
po schvaleni CRO. Tato platba bude povaZovédna za
Uplnou a konecnou Uhradu za veskeré naklady za
zahdjeni cinnosti lékarny vzniklé v souvislosti se
Studii.

Pharmacy Monitoring Visit / Audit: Sponsor shall

Poplatek za monitorovaci navstévu / audit Iékarny:
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reimburse Institution _ for staff

time and effort required to facilitate Sponsor
Pharmacy Site Visits, not to exceed
_. Processing of payment
shall begin upon receipt of invoice that itemizes the
list of personnel completing the tasks, hours spent,
and tasks performed, complete with signature of
authorized representative of Institution, in accordance
with Section 5 below and approval by the CRO.

sponzor uhradi Instituci |

za Cas a Usili personalu potrebné k navstévé lékarny,
maximalné vsak. Zpracovani platby za¢ne po obdrzeni
faktury, kterd obsahuje seznam pracovnikd plnicich
Ukoly, stravené hodiny a provedené ukony, doplnény
podpisem opravnéného zastupce Poskytovatele v
souladu s ¢asti 5 nize a schvalenim CRO.

Pharmacy Storage Fee per month

non-refundable Pharmacy Storage Fee of
_ per shelf will be paid to Institution for
each month in which the Institution has conducted the
Study. Processing of payment will begin upon receipt
of invoice in accordance with Section 5 below and
approval of the CRO.

Mésicni poplatek za uchovdvani hodnoceného
léciva:
Nevratny poplatek za uchovavdni hodnoceného

|éCiva ve vysi bude uhrazen poskytovateli
za kazidy mésic ve kterém instituce poskytla studii.
Poplatek bude zpracovan po doruceni faktury podle
Clanku 5 ni%e a po schvaleni CRO.

Monthly Pharmacy Storage Fee for expired, unusable
medicines, packaging:

A non-refundable Pharmacy Storage Fee
of I "' ve paid to Institution for each
month in which the Institution has conducted the
Study. Processing of payment will begin upon receipt
of invoice in accordance with Section 5 below and
approval of the CRO.

Lékarna - Meésicni poplatek za uchovavani
proexspirovanych, nepouZitelnych Iléciv, oball:
Nevratny poplatek za uskladnéni v |ékdrné ve vysi

bude poskytovateli zaplacen za kazdy
mésic, ve kterém instituce provedla studii.
Zpracovani platby zaéne po obdrzeni faktury v
souladu s ¢asti 5 nize a schvaleni CRO.

Pharmacy: Receive study drug, check labels, record
Sponsor shall reimburse Institution _ for
staff time and effort to receive, check, and record
Sponsor Study Drug. Processing of payment shall begin
upon receipt of invoice that itemizes the list of
personnel completing the tasks, hours spent, and tasks
performed, complete with signature of the Principal
Investigator, in accordance with Section 5 below and
approval by the CRO.

Lékarna: poplatek za prijem Iéku, kontrolu stitku a
zaznam

sponzor uhradi Poskytovateli || z2 osii
zaméstnancl na pfijeti, kontrolu a evidenci
Sponzorova studijniho 1éku. Zpracovani platby za¢ne
po obdrzeni faktury, kterd obsahuje seznam
pracovnikl plnicich dkoly, strdvené hodiny a
provedené ukoly, doplnény podpisem hlavniho
zkousejiciho v souladu s casti 5 nize a schvalenim
CRO.

Pharmacy: Medication dispensing

sponsor shall reimburse Institution ||| G for
staff time and effort to dispense Sponsor Study Drug.
Processing of payment shall begin upon receipt of
invoice that itemizes the list of personnel completing
the tasks, hours spent, and tasks performed, complete
with signature of the Principal Investigator, in

Lékarna: Vydej medikace

sponzor uhradi Poskytovateli ||| Gz 2
vydej za cas a Usili personalu potfebné k vydeji
studijni medikace. Zpracovani platby zacne po
obdrzeni faktury, kterd obsahuje seznam pracovniki
plnicich ukoly, stravené hodiny a provedené ukoly,
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accordance with Section 5 below and approval by the
CRO.

Poskytovatele souladu s casti 5 nize a schvalenim
CRO.

Additional fee for activities conducted outside the
normal working hours will be paid in the amount
_ for activities as medication dispensing,
drugs receipt and monitoring visit/audit to Institution
for each activities outside the normal working hours.
Processing of payment will begin upon receipt of
invoice in accordance with Section 5 below and
approval of the CRO.

Priplatek za Ccinnosti provadéné mimo béZnou
pracovni dobu (po-pa 16-7:30, vikendy, svatky):
Dodatec¢ny poplatek za cinnosti provddéné mimo
béZznou pracovni dobu bude uhrazen ve vysi
B ;- cinnosti, jako je vydej Ik, prijem
Iékl a monitorovaci navstéva/audit u poskytovatele
za kazdou c¢innost mimo béZnou pracovni dobu.
Zpracovani platby zacne po obdrzeni faktury v
souladu s ¢asti 5 niZe a schvaleni CRO

(4) Other Compensation:

(4) Dalsi Ghrady:

m Janssen or its designee shall pay as applicable for
the reasonable and necessary costs incurred for
the immediate treatment of an adverse event to
the subject if it is determined that the adverse
event was directly related to administration of the
Study Product or a procedure required solely for
the purpose of the conduct of the Protocol;
provided, however, that: (i) such costs are not
routinely covered by medical or hospital insurance
or other governmental program providing such
coverage; (ii) the adverse event is not attributable
to the negligence or misconduct of the Institution,
Principal Investigator, or any sub-investigator,
employee or agent of Institution or Principal
Investigator; (iii) the adverse event is not
attributable to any underlying medical condition or
illness, whether previously diagnosed or not; and
(iv) the Study Product or such Protocol procedure
was administered in accordance with the Protocol.

Spolec¢nost Janssen nebo ji povéreny zdstupce
budou hradit podle potfeby pfimérené
a nezbytné naklady za bezprostfedni lécbu pfri
nezadouci pfihodé usubjektu, pokud bude
stanoveno, Ze tato nezddouci ptihoda pfimo
souvisela s podanim Hodnoceného pripravku
nebo ukonem vyZzadovanym vyhradné pro ucely
realizace Protokolu, avsak s tim, Ze (i) se nejedna
o naklady béiné hrazené zdravotnim nebo
nemocni¢nim pojisténim nebo jinym vladnim
programem kryjicim tyto naklady, (ii) nezadouci
pfihodu nelze pficitat nedbalosti nebo poruseni
povinnosti ze strany poskytovatele, Hlavniho
zkousejiciho nebo kteréhokoli spoluzkousejiciho,
zaméstnance nebo zastupce poskytovatele nebo
Hlavniho zkousejiciho, (iii) neZadouci pfihodu
nelze pficitat zadnym zdkladnim zdravotnim
obtizZim nebo nemoci, at jiz byly predtim
diagnostikovany nebo ne, a Ze (iv) Hodnoceny
pfipravek byl poddn nebo Protokolem
vyzadovany Ukon byl proveden v souladu
s Protokolem.

m  Such reasonable and necessary costs incurred as
permitted in the aforementioned paragraph must
be itemized and submitted in a separate invoice to
CRO for evaluation and approval through Janssen’s

Takové primérené a nezbytné naklady vzniklé
v souladu s podminkami ve vySe uvedeném
odstavci musi byt uvedeny jednotlivé
v polozkové faktufe a zaslany jako samostatna
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internal Medical Expense Reimbursement (MER)
Program. Eligible costs pursuant to this section will
be processed through the payment process
outlined in this Agreement or Janssen’s clinical
trial insurance as appropriate per Janssen’s
internal approval process and local regulations.

faktura CRO k posouzeni a schvaleni
prostfednictvim vnitfniho programu dhrad MER
(Medical Expense Reimbursement) spole¢nosti
Janssen. Proplatitelné naklady podle tohoto
¢lanku budou zpracovany s pouzitim postupu
Uhrady plateb uvedeného v této Smlouvé nebo
prostfednictvim pojisténi klinického hodnoceni
spole¢nosti Janssen, podle toho, jak je to
vhodné, na zakladé wvnitiniho schvalovaciho
postupu spolecnosti Janssen nebo mistnich
pravnich predpisu.

m  Processing of payment for Other Compensation
will begin upon receipt of invoice in accordance
with Section 5 below and approval by the CRO.
Each cost listed in the table below is a per item
cost unless otherwise specified in the Additional
Information column.

N

Zpracovani platby za Dalsi dhrady bude zahajeno
po obdrieni faktury podle Clanku5 niZe a po
schvaleni CRO. Pokud neni ve sloupci Dalsi
informace uvedeno néco jiného, jsou jednotlivé
naklady uvedené v tabulce nize uvedeny jako
naklady na polozku.

Additional Amount
Information CZK

Item

Castka

(K¢)

Polozka Dalsi informace
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Totals are VAT excluded. If applicable, VAT will
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be paid as outlined in Section 5 of this Exhibit.

Céstky jsou bez DPH. V pripadé potieby bude
DPH zaplacena tak, jak je uvedeno v bodé 5 této

ptilohy.

(5) Payment Terms:

(5) Platebni podminky:

a) This EXHIBIT B is for completed records for up to
. valid subjects. A valid subject is defined as a
subject who meets eligibility requirements to
enroll in the Study and does not have significant
Protocol violations that would exclude his/her
Data from analysis.  This Study is being
conducted under a policy of competitive
enrollment.  Janssen anticipates closure of
enrollment upon randomization of a total of
- valid subjects. In the event - total
valid subjects are enrolled prior to a site’s
reaching its valid subject goal of ., further
recruitment will be suspended. Subjects not
completing the trial will be paid for on a
prorated basis according to confirmed
completed visits and CRFs received by Janssen.
All payments will be made for subject visits
according to the milestone table in Section 2
above. No payment will be made for any subject
excluded from analysis because of Protocol
violations within the Study personnel’s control.
Reimbursement for expenses related to screen

a) Tato PRILOHA B se tyka kompletnich zaznam(

maximalné . platnych subjektl. Platny subjekt
je definovan jako subjekt, ktery splni podminky
zafazeni do Studie aunéhoz nedojde
k zadvaznym porusenim ustanoveni Protokolu,
kvili kterym by jeho data nemohla byt zarazena
do analyzy. Tato Studie bude probihat podle
zdsady kompetitivniho zafazovani. Spolecnost
Janssen predpokladd ukonéeni zarazovani
subjektd poté, co bude randomizovano celkem
B oatnych subjektt.  Bude-li zafazen
celkovy pocet |l vlatnych subjekta drive,
nez misto provadéni klinického hodnoceni spini
svyj cil .platnych subjektl, bude dalsi nabor
pozastaven. Za subjekty, které klinické
hodnoceni nedokonci, bude vyplacena pomérna
Cast odmény podle potvrzenych dokoncenych
navstév a formuldrt CRF obdrzenych spole¢nosti
Janssen. VSechny platby budou uhrazeny za
navstévy subjektll podle tabulky milnik(
v Clanku 2 vyse. Za subjekt, jeho? data budou
z analyzy vyrazena kvli poruseni Protokolu, za
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failures will be made as outlined in Section 3

above.

které nese odpovédnost personal Studie,
nebude uhrazena 74dnd ¢astka. Uhrady nakladd
spojenych se subjekty, které neprojdou
vstupnimi  vySetfenimi, budou proplaceny
zplsobem uvedenym v Clanku 3 vyse.

b) Institution acknowledges this is a multicenter b) Poskytovatel bere na védomi, Ze se jedna
Study designed to evaluate a defined number of o multicentrickou Studii, jejimz cilem je
Study subjects. It is anticipated each institution vyhodnotit pfedem stanoveny pocet subjektl
participating in the Study will enroll the number Studie. Predpoklada se proto, Ze v kazidém
of Study subjects provided for under their zdravotnickém zafizeni Ucastnicim se Studie
agreement for this Study. If required as the bude zafazen pocet subjektl Studie uvedeny
Study progresses, Janssen may invite an v jejich smlouvé o provadéni této Studie. Bude-
institution to enroll more Study subjects than li to vprlbéhu Studie zapotfebi, muizZe
reflected in the original agreement. In such a spoleCnost Janssen nékteré zdravotnické
circumstance, Janssen may notify Institution via zafizeni vyzvat, aby zaradilo vice subjektd
written request to allow for the enrollment of Studie, nez je uvedeno v plvodni smlouvé. V
additional  Study subjects. Conversely, takovém pripadé muZe spolecnost Janssen
Institution may not have the opportunity to poskytovateli zaslat pisemné oznameni, jimz
enroll the number of Study subjects set forth zarazeni dalSich subjektll Studie umozni. Muze
above. When enrollment of the target number se vsak naopak stat, ze poskytovatel nebude
of Study subjects in the Study is complete, those mit moznost zaradit do Studie vySe stanoveny
sites that have not enrolled the contracted pocet subjektd. Jakmile bude zarazovani
number of Study subjects will be notified and cilového poctu subjektd do Studie ukonceno,
instructed to discontinue enrolling Study budou centra, v nichz vté dobé jesté nebude
subjects. zafazen smluvné stanoveny pocet subjektl

Studie, vyzvana, aby v ndboru subjektl Studie
uz nepokracovala.

c) Janssen will provide, through a third-party c) Spolecnost Janssen poskytne prostiednictvim
vendor, an ePRO Tablet, valued at , - dodavatele tfeti strany tablet na dotazniky
for use as called for in the Protocol. Upon ePRO v hodnoté || « pouziti, jak je
termination of the Study at Institution, the ePRO pozadovano v protokolu. Po skonceni studie v
Tablet will be returned in accordance with instituci bude tablet na dotazniky ePRO
Janssen’s or designee’s instructions. odevzdan v souladu s pokyny spolecnosti

Janssen nebo povérené osoby.

d) Equipment Calibration: Institution shall be d) Kalibrace vybaveni: poskytovatel bude

responsible for ensuring Institution-owned zajistovat  servis a pripadnou kalibraci

equipment utilized by Institution in accordance

with this Agreement, is serviced

and/or

veskerého vybaveni v jeho vlastnictvi, které
bude pouzivano v souladu s touto Smlouvou, v
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calibrated as per manufacturer’s
recommendation or more frequently as
required by Janssen. Records verifying the
equipment calibration and maintenance shall be
provided to Janssen upon request. For
calibrations that are performed solely at the
request of Janssen, and that are not part of the
recommended scheduled maintenance
suggested by manufacturer, Janssen will
reimburse Institution for the actual cost without
mark-up for each calibration. Processing of
payment will begin upon receipt of invoice and
supporting documentation in accordance with
paragraph (f) below.

intervalech doporucovanych vyrobcem,
pripadné na Zadost spolecnosti Janssen Castéji.
Spole¢nosti Janssen bude na jeji Zadost
prfedkldadat zaznamy potvrzujici  kalibraci
a udrzbu vybaveni. Za kalibraci provadénou
pouze na zadost spolecnosti Janssen, nikoli jako
soucast pravidelné udrzby podle doporuceni
vyrobce, bude spole¢nost Janssen hradit
poskytovateli skutecné naklady na kazdou
takovou kalibraci bez jakychkoli pfiplatkd.
Zpracovani platby zacne po prijeti faktury
a podkladové dokumentace v souladu
s odstavcem (f) nize.

e) Investigator Meetings: Janssen may recommend e) Schizky Zkousejicich: Spole¢nost Janssen mlze
or require the Principal Investigator, or a Hlavnimu zkousejicimu nebo spolecnosti
Janssen-approved Sub-Investigator designee, Janssen schvalenému povéfenému
and a Study nurse/coordinator to attend Spoluzkousejicimu  azdravotni  sestfe /
meetings, including but not limited to an koordinatorovi Studie doporucit nebo jim
Investigator’s Meeting. Janssen shall provide uloZit, aby se Gcastnili rznych setkani, zejména
and pay all reasonable and appropriate travel schizek Zkousejicich. Spolecnost Janssen jim
expenses in accordance with Janssen’s travel bude proplacet vSsechny primérené a ndlezité
policy, including modest lodging and meals cestovni vydaje vsouladu se svymi zdsadami
associated with such meetings. The parties pro cestovni vydaje, napf. vydaje za pfimérené
agree that attending such meetings s ubytovani a stravovani, které jim vzniknou
reasonable and necessary to ensure all parties v souvislosti s takovymi schlzkami. Smluvni
engaged in the Study have a clear understanding strany souhlasi stim, Ze ucast na téchto
of the Protocol and its requirements. schizkach je pfiméfenym  a nezbytnym
Processing of payment will begin upon receipt pozadavkem, jehoZ cilem je zajistit, aby vSichni,
of invoice and supporting documentation in kdo se budou na Studii podilet, presné
accordance with paragraph (f) below. a spravné chapali Protokol ajeho poZadavky.

Zpracovani platby zacne po prijeti faktury
a podkladové dokumentace v souladu
s odstavcem (f) nize.

f) To be eligible for any payment, the procedures f) Podminkou veskerych platebje, Ze ukony

must be performed in full compliance with the budou provadény v plném souladu

Protocol and this Agreement, and Data
submitted must be complete, correct and
entered into the Electronic Data Capture (EDC),

s Protokolem atouto Smlouvou a preddvana
Data budou Uplna a spravnd a budou zadana do
systému elektronické evidence dat (EDC),

Interactive Web Response System (IWRS) and interaktivniho  webového komunikaéniho
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Electronic Patient Reported Outcomes (ePRO) in
accordance with Janssen’s instructions and this
Agreement. Payments will be made, at a
minimum, on a quarterly basis. These payments
will include milestone payments, as well as all
invoiced and approved costs from the prior
payment cycle. Ongoing reconciliations will be
performed during the course of the Study. Any
payments made in error will be applied to any
pending or future payments due. No payments
will be made until all erroneous payments have
been offset. If no pending or future payments
exist, Institution will promptly refund
overpayment, according to Janssen’s
instructions.

systému (IWRS) a do elektronického zafizeni
pro zaznam vysledk(l z pohledu pacienta (ePRO)
podle pokynl spole¢nosti Janssen a této
Smlouvy. Platby budou hrazeny nejméné
Ctvrtletné. Tyto platby budou zahrnovat platby
za milniky, stejné jako vSechny fakturované
a schvalené naklady z predchoziho platebniho
cyklu. V pribéhu Studie budou provadéna
pribézind zuctovani. Pfipadné chybné
provedené platby budou vyrovnany ze
zpracovdvanych nebo budoucich plateb.
Nebudou provedeny Zzadné platby, dokud
nebudou vyrovnany vsechny chybné platby.
Pokud nebudou existovat zadné zpracovavané
platby ani platby, které maji byt provedeny
v budoucnu, Poskytovatel ihned vrati preplatek
podle pokynu spolec¢nosti Janssen.

Payments will be issued by CRO based on Visit
Budget, payment frequency and payment terms as
described above. Payments will be made only upon
receipt of corresponding invoices, including back-up
documentation, in the specified currency, as
described below. Invoices will be payable within
thirty (30) days from the date of receipt by CRO of
the invoice, including any applicable back-up
documentation.

Platby bude CRO provadét na zdkladé rozpoctu
navstév, Cetnosti plateb a platebnich podminek, jak je
popsano vySe. Platby budou provedeny az po
obdrzeni pfislusnych faktur vcetné doprovodné
dokumentace ve stanovené méné, jak je popsano
nize. Faktury budou splatné do tficeti (30) dnU od
data doruceni faktury CRO vcetné pfislusnych
podkladi k fakture.

Invoices for any additional payments to those stated
in this agreement (i.e., additional reimbursements)
must also be sent to CRO and approved by Janssen.
All invoices shall be raised in the following manner:

Faktury za pfipadné dalsi platby neuvedené v této
Smlouvé (napf. ndhrady nad stanovenou maximalni
Castku) museji byt rovnéz zasilany CRO, ale navic je
musi schvalit také spolecnost Janssen. Faktury budou
vystavovany takto:

Invoices to be billed to:

Faktury budou vystavovany na:

IQVIA RDS Czech Republic, s.r.o.,

IQVIA RDS Czech Repubilic, s.r.o.

Pernerova 691/42, 186 00

Pernerova 691/42, 186 00

Praha 8 - Karlin,

Praha 8 - Karlin,

Czech Republic

Ceska republika

Identification number: 24768651

Identifikacni Cislo: 24768651

VAT identification number: CZ24768651

DIC: CZ24768651
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Invoices to be sent to:

Adresa pro zasilani faktur:

Email original invoices including back up to:

E-maily s originaly faktur véetné podklad( k nim

posieite e-mailern na: I

In addition, invoices can be submitted via portal. The
Payee has received an email to create an account in
our Payments Portal. From the Portal Payee will be
able to access subject activities by protocol, submit
invoices as well as view payment details for all
payments made by CRO.

Faktury lze také posilat prostfednictvim portalu.
Prijemci plateb byl zaslan e-mail s Zzadosti o vytvoreni
Uctu v nasem platebnim portalu. V portalu bude mit
Pfijemce plateb pfistup k ¢innostem spojenym se
subjekty podle Protokolu, bude moct zadavat faktury
a zobrazovat si Udaje o platbach provedenych CRO.

Link to the Portal: https://ctp.solutions.igvia.com

Odkaz na portal: https://ctp.solutions.igvia.com

Emailed and uploaded invoices and backup are

Preferujeme zasilani faktur a podkladd k nim e-

preferred. In the event of invoices in hard copy need

mailem nebo prostifednictvim portalu. V pripadé, Ze

to be sent, please send to the following address:

je tfeba zasilat faktury v tiSténé podobé, posilejte je
na nasledujici adresu:

IQVIA Clinical Trial Payments

IQVIA Clinical Trial Payments

37 The Point

37 The Point

North Wharf Road, Paddington

North Wharf Road, Paddington

London, W2 1AF

Londyn, W2 1AF

United Kingdom

Spojené kralovstvi

The following information should be included on the
invoice:

Na fakture museji byt uvadény tyto nalezitosti:

e Complete INVESTIGATOR name, address and
phone number

e Jméno ZKOUSEJICIHO, jeho adresa a telefonni
Cislo

e Invoice Date

e Datum vystaveni faktury

e Invoice Number

o C(islo faktury

o Payee Name (must match Payee indicated in
CTA)

e Jméno prijemce platby (musi byt shodné
s Pfijemcem platby uvedenym v CTA)

e Payment Amount

o (éstka platby

e Complete description of services rendered

e Podrobny popis poskytnutych sluzeb

e  Study Number:

e Cislo klinického hodnoceni:

e Janssen Name

e NazevJanssen

e Invoices should be printed on site/institution
letterhead

e  Faktury museji byt vytistény na hlavickovém
papirfe mista provadéni klinického
hodnoceni/poskytovatele.

All invoice and payment related inquiries shall be

Veskeré dotazy tykajici se faktur a plateb posilejte
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addressed directly to IQVIA Clinical Trial Payments at

pfimo spolec¢nosti IQVIA, odd. Clinical Trial Payments,
e-mail:

Invoices and any accompanying documentation must
not include any personally identifying information of
any Study Subject, including but not limited to Study
Subject first or last name, initials, date of birth,
address, telephone, passport number, email address,
or credit card information. If invoices or any
accompanying documentation do contain this
information CRO will notify Payee. Payee will need to
resubmit a redacted invoice and accompanying
documentation that does not include any personally
identifying information of any Study Subject.

Faktury ani Zadné podklady k nim nesméji obsahovat
Zadné osobni Udaje Subjekt( studie, napf. kfestni
jméno nebo pfijmeni, inicidly, datum narozeni,
adresu, telefon, C(Cislo obcanského prikazu, e-
mailovou adresu nebo Udaje o platebni karté. Pokud
faktury nebo podklady k nim takové udaje budou
obsahovat, CRO na to upozorni Pfijemce plateb.
Pfijemce plateb bude muset poslat upravenou
fakturu a podklady k ni bez osobnich Udaji Subjekt(
studie.

g) This agreement reflects all fixed and variable
costs related to Study activities. Items not
specifically referenced in Section 3 or Section 4
above, which might include, for example, staff
costs, training costs, laboratory fees, x-rays,
scales and questionnaires, data coordinator fees
and travel fees, are reflected in the Per-Subject
Fee as detailed in the milestone tables in Section
2 above. No additional reimbursement for these
costs is otherwise provided.

g) Tato smlouva zohlednuje veskeré fixni
a variabilni naklady spojené s ¢innostmi ve Studii.
Polozky, které nejsou vyslovné uvedeny
v Clancich 3 nebo 4 vy3e, napiiklad néaklady na
zaméstnance, naklady na Skoleni, poplatky
laboratofim, rentgeny, S$kdly a dotazniky,
poplatky  koordinatorovi Udaji  a cestovni

naklady, jsou zohlednény v ¢asti Poplatky za
subjekt tak, jak je podrobné uvedeno v tabulkach
milnikd v Clanku 2 vyse. Za tyto naklady nebude
jinak vyplacena zadna jind nahrada.

h) Taxes: Any consideration payable under this
Agreement will be exclusive of VAT. Where any
services or goods are subject to VAT, a valid VAT
invoice must be issued by the Institution/Principal
Investigator to CRO in respect of the transaction
covered by the consideration. If VAT is charged in
error, the Institution/Principal Investigator will
issue a credit note. If VAT is not charged but
subsequently it is found that it should have been
charged or VAT is assessed by the relevant tax
authorities as being due on the consideration, the
VAT due upon said consideration will be paid
upon presentation of a valid VAT invoice.

h) Dané: Veskeré castky vyplacené podle této
Smlouvy jsou uvedeny bez DPH. Pokud se na
jakékoli sluzby nebo zboZi vztahuje povinnost
hradit DPH, musi Zdravotnické zafizeni/ Hlavni
zkousSejici pro dané transakce vramci téchto
plateb vystavit CRO platnou darfiovou fakturu.
Bude-li DPH fakturovdana omylem, vystavi
poskytovatel / Hlavni zkousejici dobropis. Pokud
DPH neni fakturovana, ale pozdéji se zjisti, ze
fakturovana byt méla, nebo pokud pfislusné
danové urady vymeéri DPH pro dané plnéni, bude
DPH pro dané plnéni uhrazena po predloZeni
platné danové faktury.
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i)

For the avoidance of doubt, the Principal
Investigator and/or the Institution are
responsible  for providing any and all

compensation, benefits and/or insurance to the
investigational staff. It is also understood and
expressly acknowledged that the Investigator and
the investigational staff are not eligible to
participate in, nor are they eligible for coverage
under, any of the Janssen’s benefit plans,
programs, employment policies, procedures, or
workers compensation insurance.

Aby se predeslo pfipadnym pochybnostem, bude
za vyplaceni odmén, nahrad a zaméstnaneckych
benefitd pracovnikim provadéjicim vyzkum
a/nebo za Uhradu pFispévk( na jejich pojisténi
odpovidat Hlavni zkousejici a/nebo poskytovatel.
Strany také berou na védomi a vyslovné uzndvaji,
Zze Hlavni zkousSejici ani pracovnici vyzkumu
nemaji narok na Ucast ani na Zadné platby
vramci pland  zaméstnaneckych  benefitl
spoleénosti Janssen, jejich programl, zasad
tykajicich se zaméstnani, postupl nebo pojisténi
odpovédnosti  zaméstnavatele pro ptipad
pracovniho Urazu.

j)

The parties agree this EXHIBIT B is part of the
Agreement and clarifies the payment schedule
associated with this Agreement. Payments shall
be made in accordance with the provisions set
forth in this EXHIBIT B, with the last payment
being made after the site completes all of its
obligations under the Agreement and any exhibits
thereto. The Principal Investigator acknowledges
and agrees his or her judgment with respect to
his or her advice to and care of each subject is
not affected by the compensation the site
receives hereunder. The parties agree the payee
designated below is the proper payee for this
Agreement and payments under this Agreement
will be made only to the following payee:

i)

Smluvni strany se dohodly, Ze tento DODATEK B
tvoti nedilnou soucast Smlouvy a podrobné
upravuje harmonogram plateb uskutec¢novanych
na zakladé této Smlouvy. Platby budou
provadény podle podminek uvedenych v tomto
DODATKU B a posledni platba bude uhrazena
poté, co misto provadéni klinického hodnoceni
spini veSkeré zavazky vyplyvajici z této Smlouvy
a jejich pripadnych dodatk(. Hlavni zkousejici
potvrzuje a zavazuje se, ze jeho Usudek ohledné
konzultaci a péce o jednotlivé subjekty nebude
nijak ovliviiovan odménou, kterd bude vyplacena
mistu provadéni klinického hodnoceni podle této
Smlouvy. Smluvni strany souhlasi s tim, Ze nize
urceny prijemce plateb je pro ucely této smlouvy
fadnym prijemcem plateb a Ze platby podle této
smlouvy budou hrazeny vyhradné nasledujicimu
prijemci plateb:

Contract Payee

Pfrijemce plateb ze Smlouvy

Payee Name

(Must match name in the contract) /
Jméno Pfijemce plateb

(musi odpovidat jménu ve smlouvé)

Fakultni nemocnice v Motole

Payee Address /
Adresa Prijemce plateb

V Uvalu 84, 150 06, Praha 5, Ceska republika,

VAT/Tax ID
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(Tax ID must exactly match the payee name
indicated above, or tax exempt when applicable) /
DIC

(Danové identifikacni Cislo se musi shodovat s vyse
uvedenym nazvem/jménem pfijemce plateb;
pfipadné uvedte, Ze neni platcem DPH)

Banking Information / Bankovni spojeni:

Bank Name / Nazev banky Ceska narodni banka

Bank Street / Ulice Na Prikopé 28

Bank City / Mésto Praha 1

Bank State/Province / Stat/kraj Eeska republika

Bank Postal Code / PSC 115 03

Bank Country / Zemé Eeska republika

Receiving Account Currency / Ména uctu CZK / K&

IBAN Cz42 0710 0000 0000 1793 7051

Swift Code (8 or 11 Characters) / SWIFT kéd (8
nebo 11 znakd) CNBACZPP

If the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. Please contact your financial institution for details. If an Intermediary bank is
required, please provide Bank Name, Account Number if applicable and SWIFT Code of Intermediary
Bank along with all other required Wire instructions. /

Pokud dohodnutd ména platby neodpovidd méné Vaseho bankovniho Uctu, je mozné, Ze budete muset
uvést jesté zprostfedkovatelskou banku. Podrobnosti Vam sdéli vase financni instituce. Pokud je
pozadovana zprostredkujici banka, uvedte prosim nazev banky, ¢islo Uctu, je-li k dispozici, a SWIFT kod
zprostredkujici banky spolu se vSiemi dalSimi poZzadovanymi pokyny pro bankovni pfevody

Contact Information / Kontaktni Gdaje

Name of recipient sending invoices to / Nazev
pfijemce zasilajiciho faktury

Phone number & Email / Telefonni &islo an e-mail

Language Preference / Preferovany jazyk Czech / Cesky

Name of payment recipient to receive payment
notification and details / Jméno Pfijemce plateb,
kterému maji byt zasilana ozndmeni a udaje

o platbach

Phone number & Email / Telefonni &islo an e-mail
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Language Preference / Preferovany jazyk

‘ Czech / Cesky

Institution will have thirty (30) days from the Last
Subject Out (LSO) date of the Study to resolve any
payment discrepancies, which have arisen during
the course of the Study.

Poskytovatel bude mit tficet (30) dnl od data
ukonceni ucasti posledniho subjektu (LSO) Studie
na vyreSeni ptipadnych platebnich nesrovnalosti,
které béhem Studie vznikly.

Institution must submit all invoices no later than 45
days after the final site closeout visit at the
Institution. Janssen or CRO reserve the right to
deny payment for invoices submitted after such
45-day period.

Poskytovatel musi vSechny faktury predloZit
nejpozdéji 45 dn0 po zavérecné ukoncovaci
navstévé centra uskutecnéné u poskytovatele.
Spole¢nost Janssen nebo CRO si vyhrazuji pravo
odmitnout uhrazeni faktur predloZenych po této
IhGté 45 dna.

In case of changes in the Payee’s bank details, Site
is obliged to inform CRO in writing by sending an
email to .CRO
will contact Site to obtain signed documentation of
changes to payee’s bank details. The parties agree
that in case of changes in payee bank details which
do not involve a change of Payee, tax numbers, or
tax-exempt status, no further amendments are
required.

Pfipadnou zménu adresy nebo bankovniho spojeni
Pfijemce plateb je Misto provadéni klinického
hodnoceni povinno ozndamit spolecnosti IQVIA
pisemné e-mailem
I o b Visto
provadéni klinického hodnoceni kontaktovat
avyzadd si od néj pisemny doklad ke zméné
bankovnich udajli Pfijemce plateb. Smluvni strany
se dohodly, Ze v pfipadé zmén bankovnich udajd,
které nezahrnuji zménu Pfijemce plateb, dafnovych
Cisel nebo stavu osvobozeni od dané, nebude
vyzadovan dalsi dodatek.

The Parties acknowledge that the designated
Payee is authorized to receive all of the payments
for the services performed under this Agreement.
Payments for services provided by the Institution’s
pharmacy are made [ rharmacy
representative:

N
prepare the basis for the invoicing of the pharmacy
services provided in the Clinical Trial and specified
in this Agreement and send it to the responsible
person of Janssen for approval (add: first name,
surname, e-mail). The approved invoice document
will be sent by the responsible representative of

Strany timto berou na védomi, Ze uvedeny
Pfijemce plateb je opravnén pfijimat vesSkeré
platby za sluZby poskytované na zakladé této
Smiouvy.

Platby za sluzby provadéné lékarnou Poskytovatele
budou probihat Zastupce lékarny:

- pfipravi podklad k fakturaci za sluzby lékarny
provedené ve studii, jeZ jsou uvedeny v této
smlouvé, a zasle je ke schvaleni odpovédné osobé
zadavatele (Doplnite: Jméno pfijmeni, email).
Schvéleny podklad k fakturaci bude odpovédnym
zastupcem zadavatele zaslan do financni uctarny
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Janssen to the financial accounting office of the
supplier (). r\ Voto's
Financial Accounting Department will prepare an
invoice on the basis of the document and send it to
Janssen in accordance with the instructions set out
in this Agreement.

Poskytovatele ( ). Na zakladé

podkladu pfipravi finanéni ucétarna FN Motol
fakturu, kterou zaSle zadavateli dle instrukci
uvedenych v této smlouvé.

All payments for this Study in accordance with the
attached budget will be paid by CRO electronically.

Vsechny platby za toto klinické hodnoceni
v souladu s ptilozenym rozpoctem bude CRO hradit
elektronickym prevodem.
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EXHIBIT 1 — COMPLETION CERTIFICATE

ROZPIS 1 — POTVRZENi O PROVEDENI

TRADE SECRET OF JANSSEN (exclude from
publication)

OBCHODNI TAJEMSTVi SPOLECNOSTI JANSSEN
(vyloucit z publikovani)

Handover form

Predavaci formular

Janssen-Cilag s.r.o.

Janssen-Cilag s.r.o.

Represented by IQVIA RDS Czech Republic, s.r.o.

Zastoupend IQVIA RDS Czech Republic, s.r.o.

Pernerova 691/42, 186 00, Praha 8, Czech
Republic

Pernerova 691/42, 186 00, Praha 8, Ceska
Republika

ID No.: 247 68 651, Tax ID: CZ247 68 651

IC: 247 68 651, DIC: CZ247 68 651

Hands over for the purpose of the clinical trial
70033093STR3001

Predani pro ucely klinického hodnoceni
70033093STR3001

[insert description of voucher, i.e.: GastroPASS
vouchers by Sodexho Pass Ceska Republika a.s.] to

the value of pe one voucher (total

[vlozte popis stravenek, tj: stravenky GastroPASS
spole¢nosti Sodexho Pass Ceskd republika a.s.]
v hodnoté [l z2 jednotiivou stravenku

value CZK ......... ) (celkova hodnota ......... K¢)
Handover confirmed by: Pfedani potvrdil:
[ I , 0N e, [year] Vo dne ............ [rok]

On behalf of the service provider: Dr

Za poskytovatele sluzeb: Dr

EXHIBIT 2 — PROOF OF DISPENSING MEAL-

ROZPIS 2 — DOKLAD O VYDANi STRAVENEK

VOUCHERS
TRADE SECRET OF JANSSEN (exclude from OBCHODNI TAJEMSTVi SPOLECNOSTI JANSSEN
publication) (vyloucit z publikovani)

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
December 2019

Smlouva o klinickém hodnoceni mezi CRO, spole¢nosti
Janssen, poskytovatelem a hlavnim zkousejicim -
vzor smlouvy pro Ceskou republiku — verze z prosince 2019

Jméno hlavniho zkousejiciho:

Protocol #: 70033093STR3001

Protokol €. 70033093STR3001

Page 65 of 109

Strana 65 / 109




ISSUE OF MEAL VOUCHERS

VYDAVANIi STRAVENEK

Annex D - Information for the patient /
Informed consent (available from the Principal

Pfiloha D - Informace pro pacienta /[
Informovany souhlas (k dispozici u hlavniho
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Investigator)

zkousejiciho)
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Annex E — Insurance Certificate

Priloha E —Pojistny certifikat
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Annex F — Power of Attorney for IQVIA RDS
Czech Republic, s.r.o.

Pfiloha F — PInd moc pro spolecnost IQVIA RDS
Czech Republic, s.r.o.
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Annex G — Authorization by State Institute for
Drug Controland Ethics Committee

Pfiloha G —Povoleni vydané Statnim ustavem

pro kontrolu léCiv a Etické komise
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ANNEX H -- Personal Information concerning
Principal Investigator and any Investigational
Staff

PRILOHAH - Osobni informace tykajici se
hlavniho zkousejiciho a zkousejiciho personalu

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

Toto ozndmeni vysvétluje postupy nakladani
s osobnimi informacemi spolecnosti Janssen ve
vztahu kinformacim o hlavnim zkouSejicim
a zkousejicim  personalu. Vysvétluje, jakym
zpUsobem spolecnost Janssen shromaZzduje osobni
informace a s kym je spolecnost Janssen muizZe
sdilet. Rovnéz vysvétluje prdva hlavniho
zkousejiciho a zkousejictho personalu tykajici se
téchto osobnich informaci. Toto ozndmeni se
vztahuje na vSechny osobni informace bez ohledu
na to, zda jsou informace uchovavany elektronicky
nebo v tisténé podobé.

This privacy notice should be provided by the

Toto oznameni o ochrané osobnich Udajli musi byt

Principal Investigator to any investigational staff. hlavnim  zkouSejicim  poskytnuto veSkerému
zkousejicimu personalu.
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Privacy Notice - and

investigational staff

Principal Investigator

Oznameni o ochrané osobnich udaji - hlavni
zkousejici a zkousejici personal

Personal Information Collection

Shromazid'ovani osobnich informaci

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

Spolecnost Janssen a zastupci, napfiklad jednotlivé
CRO, zpracovdvajici osobni informace jménem
spolecnosti Janssen shromazduji a zpracovavaji
osobni informace o vds. Tyto informace mohou
pochdzet pfimo od vas, poskytovatele, pro kterého
pracujete pro ucely tohoto klinického vyzkumu,
nebo z verejnych zdrojl informaci nebo zdrojli
informaci tfetich stran.

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

may include the following categories of
information:
. Name;
. Contact information (e.g., address,

telephone number, e-mail address);

Typy osobnich informaci, které spole¢nost Janssen
shromazduje, jsou zavislé na roli, kterou zastavate
vuci spole€nosti Janssen a/nebo jejim pobockam,
stejné jako na platnych zdkonech, mohou vsak
zahrnovat nasledujici kategorie informaci:

. Kontaktni Udaje (tj. adresa, telefonni Cislo,
e-mailova adresa);
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Age and/or date of birth;

o Government identification number (if
applicable);
. Training and qualifications, including

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

Organizational or institutional affiliations;

Professional programs and activities in
which you may have participated;

Financial information relating to, among
other matters, compensation and reimbursement
payments for clinical trial activities;

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

Information obtained via surveys and
other direct interactions with you.

Vék a/nebo datum narozeni;

v s

Cislo socidlniho pojisténi

potreby);

o (v pripadé

Skoleni a kvalifikace véetn& informaci o
tom, Ze jste vlastniky platné, aktivni Iékafské nebo
(pfipadné) profesni licence a nejste kompetentnim
zdravotnickym  dfadem  vylouceni  z vykonu
¢innosti;

Spojeni s organizaci nebo poskytovatelem;

Profesni programy a ¢innosti, kterych jste
se mohli Ucastnit;

o Financni informace tykajici se, mimo jiné,
nahrad a propldcenych plateb za Cinnosti v ramci

klinického hodnoceni;

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

Informace ziskané prostiednictvim
prizkum a jinych pfimych interakci s vami.
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How Janssen Uses and Discloses Personal
Information

Jak spolecnost Janssen vyuziva a sdéluje osobni
informace

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

. To assess if you are suitable for acting as
Principal Investigator or investigational staff in
relation to the clinical trial;

. To provide training, and access to tools
and other resources that may be required for the
execution of the clinical trial;

o To manage the clinical trial, including to
monitor and audit clinical trial activities;

o To prepare and submit regulatory filings,
correspondence, and communications  to
government authorities concerning the clinical
trial;

. To conduct safety reporting and

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

. K vyhodnoceni, zda jste zplsobili k

plsobeni jako hlavni zkousejici nebo zkousejici
personal v souvislosti s klinickym hodnocenim;

o K poskytnuti Skoleni a pfistupu k
nastrojim a dalSim zdrojim, které mohou byt
vyzadovany pro uskutecnéni klinického hodnoceni;

o K Fizeni klinického hodnoceni vcetné
monitorovani a auditu c¢innosti  klinického

hodnoceni;

. K pripravé a predavani podani regula¢nim
organudm, korespondence a zprav statnim orgdniim
tykajicich se klinického hodnoceni;

. K podavani zprav o bezpecnosti a
provadéni cCinnosti farmakovigilance tykajicich se
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pharmacovigilance activities relating to the clinical
trial;

. To publish results of the clinical trial as
defined in the Clinical Trial Agreement;

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

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

klinického hodnoceni;

o Ke  zverejnéni  vysledkl  klinického
hodnoceni, jak je definovdano ve smlouvé
o klinickém hodnoceni;

J Ke zverejnéni plateb a dalSich prevodu

hodnot poskytovateli, hlavnimu zkousejicimu a
dalsimu zkousSejicimu persondlu za Ucelem
dodrZzeni souladu se zakony o transparentnosti
poddavani zprav véetné, mimo jiné, zakona USA o
platbach  poskytnutych  lékafdm  (Physician
Payments Sunshine Act) a provadécich nafizeni,
stejné jako s kodexy chovdani a standardy odvétvi,

kterym podléha spolecnost Janssen a/nebo
pobocky spole¢nosti Janssen nebo
o Jak je jinak pozadovano platnymi zakony
nebo jak je nezbytné ke splnéni smlouvy

o klinickém hodnoceni.

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

. To consider, from time to time, potential
sites and investigators for future clinical trials; and

U To conduct surveys, manage internal
studies, improve processes and practices related
to the execution of clinical trials and other

Osobni informace o vds budou zpracovany pro
nasledujici ucely podle legitimnich  zajm(
spolecnosti Janssen a jejich pobocek podle zdkona:

. K (obéasnému) zvazeni moznych pracovist
a zkousejicich pro budouci klinicka hodnoceni; a

o K provadéni prlzkumda, fizeni internich
studii, zlepSovani procest a postupl tykajicich se
vykonavani klinickych hodnoceni a dalSich Cinnosti

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator — Czech Republic contract template - Version
December 2019

Smlouva o klinickém hodnoceni
Janssen, poskytovatelem
vzor smlouvy pro Ceskou republiku — verze z prosince 2019

mezi
a hlavnim

CRO, spolec¢nosti
zkousejicim -

Jméno

Protocol #: 70033093STR3001

Protokol €. 70033093STR3001

hlavniho zkousejiciho:

Page 75 of 109

Strana 75/ 109




activities related to medical research.

tykajicich se lékarského vyzkumu.

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

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

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

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

K dosazeni vySe uvedenych cild jsou osobni
informace poskytnuty k dispozici:

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

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

. Zastupcim, jakymi jsou smluvni vyzkumné
organizace nebo dalsi poskytovatelé sluzeb tretich
stran, ktefi zpracovavaji osobni informace jménem
spole¢nosti Janssen.

Cross Border Transfer

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

VasSe osobni informace mohou byt uchovavany
a zpracovavany v zemi, kde ma spolecnost Janssen
a jeji pobocky sva zafizeni nebo zastupce, véetné
USA. Nékteré zemé, které nejsou ¢leny Evropského
hospodarského prostoru (EHP), jsou Evropskou
komisi  uzndvany jako zemé  poskytujici
dostatecnou Uroven zabezpeceni udaji v souladu
se standardy EHP (Uplny seznam téchto zemi je k
dispozici zde: https://ec.europa.eu/info/law/law-
topic/data-protection/data-transfers-outside-
eu/adequacy-protection-personal-data-non-eu-
countries_en.) Za ucelem preddvani ze zemi EHP
do zemi, které nejsou Evropskou komisi
povaZovany za zemé s dostateCnou Urovni
zabezpeceni Gdaju, spolecnost Janssen zajistila, Ze

jsou zavedena dostatecnd opatfeni vcéetné
zajisténi, ze je prilemce vazdn standardnimi
smluvnimi dolozkami EU nebo zavedl kodex

chovani nebo certifikaci schvdlené EU pro ochranu
osobnich informaci. Kopii téchto opatieni mizete
ziskat kontaktovanim referenta ochrany udaja v EU
podle bodu ,Kontaktovani spolecnosti Janssen”
nize.

Data Subject Rights

Prava subjektu udajt

If you would like to review, correct, update,
restrict, or delete personal information that
Janssen and/or CRO may have in its systemsor if
you would like to request to receive an electronic
copy of your personal information for purposes of
transmitting it to another company (to the extent
these rights are provided to you by applicable law),
you may contact Janssen as specified in the
“Contacting Janssen” section. You also have the
right, under certain conditions, to obtain the
personal data concerning you that you have

Pokud chcete zkontrolovat, opravit, aktualizovat,
omezit nebo vymazat osobni informace, které
mUze spolecnost Janssen a/nebo CRO uchovavat
ve svych systémech, vznést namitku nebo pokud si
chcete vyzadat zaslani elektronické kopie svych
osobnich informaci za Ucelem jejich pfedani jiné
spolecnosti (v rozsahu téchto prdv, které jsou vam
poskytnuty platnym zdkonem), muZete
kontaktovat spole€nost Janssen, jak je popsano v
bodé ,Kontaktovani spolecnosti Janssen”. Mate
také prdvo za urcitych podminek ziskat osobni
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provided to the controller in a structured,
commonly used and machine-readable format and
to transmit those data to another controller
without hindrance from the original controller.
Janssen will respond to the request in accordance
with applicable law. Please note, however, that
certain personal information may be exempt from
requests pursuant to applicable data protection
laws, or other laws and regulations.

Udaje, které se ho tykaji a jez spravci poskytl, ve
strukturovaném, béiné pouzivaném a strojové
Citelném formatu, a pravo predat tyto udaje
jinému spravci, aniz by tomu pUvodni spravce
branil. Spole¢nost Janssen bude na poZadavek
reagovat v souladu s platnym zdkonem.
Upozorfiujeme vsak, Ze urcité osobni informace
mohou byt z poZadavkll vynaty na zakladé
platnych zakonl o zabezpeceni Udajd nebo jinych
zakon( a predpisu.

Retention Period

Retencni obdobi

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

Spolec¢nost Janssen bude vase osobni informace
uchovavat tak dlouho, jak bude tfeba nebo jak je
pfipustné s ohledem na ucel(y), pro ktery (které)
byly ziskdny. K uréeni ndlezitého retencniho
obdobi se uplatnuji nasledujici kritéria: (i) délka
obdobi, po které trva vztah spole¢nosti Janssen s
vami; (ii) zda existuje prdvni zavazek, kterému
spole¢nost Janssen nebo jeji pobocky podléhaji; a
(iii) zda je uchovavani vhodné s ohledem na pravni
pozici spolecnosti Janssen (napf. co se tyka
platnych zdkonnych Ih(t, soudnich sporl nebo
regulacnich Setfeni).

Contacting Janssen

Kontaktovani spolecnosti Janssen

Janssen can be contacted as specified below:

Spolecnost Janssen Ize kontaktovat, jak je uvedeno
nize:
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You may also contact the Data Protection Officer
responsible for the relevant country or region, if
applicable, at _ In case of
contacting the Data  Protection  Officer,
information such as country location, as well as
clinical trial number/name should be included to
allow the request to be managed appropriately.

V pfipadé potreby muizZete rovnéz kontaktovat
referenta ochrany Udajl zodpovédného za
pfislusnou zemi nebo region na adrese
_. V pfipadé kontaktovani
referenta ochrany Udaji je tfeba do poZadavku
zahrnout informace, jako je zemé a lokalita, stejné
jako ¢islo/nazev klinického hodnoceni, aby mohl
byt poZadavek nalezité vytizen.

Lodging and Complaint with a Regulator

Podani stiznosti u regulatora

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

MlZete podat stiznost u organu dozoru
kompetentniho pro vasi zemi nebo region.
Kontaktni informace Ize nalézt zde:

http://ec.europa.eu/justice/data-
protection/article-29/structure/data-protection-
authorities/index_en.htm
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mailto:emeaprivacy@its.jnj.com

ANNEXI - EU Standard Contractual Clauses
(Controller to Controller)

PRILOHA I- Standardni smluvni dolozky podle
predpist EU (spravce spravci)

SECTION |
Clause 1 Purpose and scope

(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.

(b) The Parties:
(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

(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 I.A (hereinafter each
‘data importer’)

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

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

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

Clause 2 Effect and invariability of the Clauses

(a) These Clauses set out appropriate
safeguards, including enforceable data subject

ODDILI
Dolozka 1 Uéel a oblast piisobnosti

(a) Jéelem téchto standardnich smluvnich
doloZzek je zajistit dodrZovani poZadavki
uvedenych v nafizeni Evropského parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udaji a o volném pohybu
téchto udajl (obecné nafizeni o ochrané Gdaju)
(*), pokud jde o pfedavani osobnich tdaji do treti
zemé.

(b) Strany:

(i) fyzickd nebo pravnickd osoba ¢i osoby,
organ ¢i organy verejné moci, agentura i
agentury nebo jiny subjekt ¢i jiné subjekty (dale
jen ,subjekt” ¢i ,subjekty”) predavajici osobni
udaje uvedené v priloze | ¢asti A (dale jen
,vyvozce Udaja“) a

(ii) subjekt ¢i subjekty ve treti zemi prijimajici
pfimo nebo nepfimo prostfednictvim jiného
subjektu, jenz je rovnéz stranou téchto dolozek,
osobni Udaje od vyvozce udajl, uvedené v pfiloze
| ¢asti A (dale jen ,,dovozce udaji”),

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

(c) Tyto doloZky se poufZiji s ohledem na
predavani osobnich udajl podle ptilohy | ¢asti B.
(d) Dodatek k témto dolozkdm obsahuijici
prilohy, na néz se v téchto dolozkach odkazuje,
tvofi nedilnou soucast téchto doloZek.

Dolozka 2 Uéinek a neménnost dolozek

(a) Tyto dolozky stanovi vhodné zaruky,
véetné vymahatelnych prav subjektu udajd a
ucinné pravni ochrany, podle ¢l. 46 odst. 1 a ¢l. 46
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rights and effective legal remedies, pursuant to
Article 46(1) and Article 46(2)(c) of Regulation
(EU) 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.

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

Clause 3 Third-party beneficiaries

(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:

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

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

(iii) (intentionally left blank);

(iv) Clause 12 —Clause 12(a) and (d);
(v) Clause 13;

(vi) Clause 15.1(c), (d) and (e);

(vii) Clause 16(e);

(viii)  Clause 18 —Clause 18(a) and (b).

(b) Paragraph (a) is without prejudice to
rights of data subjects under Regulation (EU)
2016/679.

Clause 4 Interpretation

odst. 2 pism. c) nafizeni (EU) 2016/679 a s
ohledem na predavani adaji od spravcu
zpracovatellm  a/nebo  od  zpracovateld
zpracovatellim, standardni smluvni dolozky podle
¢l. 28 odst. 7 nafizeni (EU) 2016/679, pokud
nebudou zménény, s vyjimkou vybéru vhodného
modulu (vhodnych moduld) nebo za ucelem
pridani nebo aktualizace informaci v dodatku. To
smluvnim strandm nebrdni, aby zahrnuly
standardni smluvni dolozky stanovené v téchto
dolozkach do Sirsi smlouvy a/nebo ptidaly dalsi
dolozky nebo dodatecné zaruky, pokud nebudou
pfimo nebo nepfimo v rozporu s témito
dolozkami nebo nebudou dotéena zékladni prava
nebo svobody subjektd udaja.

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

Dolozka 3 Opravnéné treti strany

(a) Subjekty Udajd se mohou jako opravnéné
tfeti strany ve vztahu k vyvozci a/nebo dovozci
udajt dovolavat téchto doloZzek a vymahat je, a to
s nasledujicimi vyjimkami:

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

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

(iii) (zdmérné ponechdano prazdné);

(iv) dolozka 12—dolozka 12 pism. a) a d);

(v) dolozka 13;

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

(vii) dolozka 16 pism. e);

(viii)  dolozka 18—dolozka 18 pism. a) a b).

(b) Pismenem a) nejsou dotéena prava
subjektl udaju podle nafizeni (EU) 2016/679.

Dolozka 4 Vyklad

(a) Pokud tyto dolozky pouZivaji pojmy, které

jsou vymezeny v nafizeni (EU) 2016/679, maiji
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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.
(b) These Clauses shall be read and

interpreted in the light of the provisions of
Regulation (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.

Clause 5 Hierarchy

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.

Clause 6

Description of the transfer(s)

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 |.B.

Clause 7 — Optional Docking clause

(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 I.A.
(b) Once it has completed the Appendix and
signed Annex LA, 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 |.A.

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

tyto pojmy stejny vyznam jako v uvedeném
nafizeni.

(b) Tyto doloZky je tfeba Cist a vykladat s
ohledem na ustanoveni nafizeni (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.

Dolozka 5 Hierarchie

V pfipadé rozporu mezi témito dolozkami a
ustanovenimi souvisejicich dohod mezi stranami,
které existovaly v dobé sjedndni téchto doloZek
nebo které byly uzavieny aZ po jejich sjednani,
maji tyto dolozky prednost.

Dolozka 6
Popis predavani
Podrobnosti tykajici se predavani, zejména

kategorie osobnich udaju, které jsou predavany, a
ucel nebo ucely, pro které jsou predavany, jsou
uvedeny v pfiloze | ¢3asti B.

Dolozka 7 volitelna Dolozka o pFistoupeni

(a) Subjekt, ktery neni stranou téchto
dolozek, mize se souhlasem stran k témto
dolozkam kdykoli pfistoupit, bud jako vyvozce
udajli, nebo jako dovozce udajli, a to vyplnénim
dodatku a podepsanim pfilohy | ¢asti A.

(b) Poté, co pfristupujici subjekt vyplni
dodatek a podepiSe pfilohu | ¢ast A, stane se
stranou téchto doloZzek a ma prdva a povinnosti
vyvozce Udaju nebo dovozce Udajl v souladu se
svym ur€enim v pfiloze | ¢asti A.

(c) Pristupujici subjekt nema zadna prava ani
povinnosti na zadkladé téchto doloZek plynouci z
obdobi pred tim, neZ se stal stranou.

ODDIL Il — POVINNOSTI STRAN

Dolozka 8 Zaruky ochrany udaju
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SECTION Il — OBLIGATIONS OF THE PARTIES

Clause 8 Data protection safeguards

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  organizational
measures, to satisfy its obligations under these
Clauses.

8.1 Purpose limitation

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:

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

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

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

8.2 Transparency

(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:
(i) of its identity and contact details;
(ii) of the categories of personal
processed;

(iii) of the right to obtain a copy of these
Clauses;

(iv) where it intends to onward transfer the
personal data to any third party/ies, of the
recipient or categories of recipients (as
appropriate with a view to providing meaningful
information), the purpose of such onward
transfer and the ground therefore pursuant to

data

Vyvozce udajl zarucuje, Ze vynalozZil pfimérené
usili, aby mohl stanovit, zda je dovozce udajl
schopen — zavedenim vhodnych technickych a
organizacnich opatfeni — plnit své povinnosti
podle téchto dolozek.

8.1 Ucelové omezeni

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

(i) ziskal predchozi souhlas subjektu tudaju;
(ii) je to nezbytné k urcéeni, vykonu nebo
obhajobé pravnich narokd v ramci zvlastnich
spravnich, regulacnich nebo soudnich tizeni, nebo
(iii) je to nezbytné pro ochranu Zivotné
dilezitych zajma subjektu Gdajl nebo jiné fyzické
osoby.

8.2 Transparentnost

(a) Aby subjekty udaji  mohly Ucinné
vykondvat sva prava podle dolozky 10, dovozce
udaja je informuje pfimo nebo prostfednictvim
vyvozce udajl:

(i) 0 své totoZnosti a kontaktnich Udajich;

(ii) o kategoriich zpracovavanych osobnich
udaju;

(iii) o pravu ziskat kopii téchto dolozek;

(iv) pokud ma v Umyslu osobni udaje dale
predat jakékoli tfeti strané nebo stranam, o
prijemci nebo kategoriich pfijemcd (podle
potfeby za ucelem poskytnuti smysluplnych
informaci), o ucelu takového dalsiho predavani a
o dlvodu dalsiho predavani podle dolozky 8.7.

(b) Pismeno a) se nepouzije, pokud subjekt
udaja jiz tyto informace ma, a to i v pfipadé, ze
tyto informace jiz poskytl vyvozce udajl, nebo

pokud je poskytnuti téchto informaci nemozné
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Clause 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.

(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.

(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.

8.3 Accuracy and data minimization

(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.
(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.

(c) The data importer shall ensure that the
personal data is adequate, relevant and limited to

nebo by to pro dovozce udaji znamenalo
nepfimérené Usili. V druhém pripadé dovozce
udaji  informace v maximalni mozné mire
zverejni.

(c) Strany poskytnou subjektu Gdajid na
pozddani a bezplatné kopii téchto dolozek,
vCetné dodatku, ktery tyto strany vyplnily. V
rozsahu nezbytném k ochrané obchodniho
tajemstvi nebo jinych dlvérnych informaci,
véetné osobnich 0daji, 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 svd prava. Strany
poskytnou subjektu Udaji na pozadani divody
uvedenych Uprav, a to v co nejvétsi mozné mite,
aniz by byly upravené informace odhaleny.

(d) Pismeny a) aZ c) nejsou dotéeny
povinnosti vyvozce udajl podle ¢lankd 13 a 14
narizeni (EU) 2016/679.

8.3 PFesnost a minimalizace udaji

(a) Kazda strana zajisti, aby osobni udaje byly
pfesné a v pripadé potieby aktualizovany.
Dovozce Udaju pfijme veskerd smysluplnd
opatteni, aby zajistil, Ze osobni Udaje, které jsou
nepresné, budou s ohledem na ucel nebo Ucely
zpracovani  bezodkladné vymazany nebo
opraveny.

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

(c) Dovozce udaji zajisti, aby osobni Udaje
byly pfimérené, relevantni a omezené na to, co je
nezbytné z hlediska ucelu nebo ucell, pro které
jsou zpracovavany.
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what is necessary in relation to the purpose(s) of
processing.

8.4 Storage limitation

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 organizational measures
to ensure compliance with this obligation,
including erasure or anonymization(*)of the data
and all back-ups at the end of the retention
period.

8.5 Security of processing

(a) The data importer and, during
transmission, also the data exporter shall
implement appropriate technical and

organizational measures to ensure the security of
the personal data, including protection against a
breach of security leading to accidental or
unlawful destruction, loss, alteration,
unauthorized 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 pseudonymization, including during
transmission, where the purpose of processing
can be fulfilled in that manner.

(b) The Parties have agreed on the technical
and organizational 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.

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

Dovozce udajli uchova osobni Udaje pouze po
dobu nezbytnou pro ucel nebo ucely, pro ktery
(které) jsou zpracovavany. Prijme vhodna
technicka nebo organiza¢ni opatrfeni k zajisténi
dodrzovani této povinnosti, véetné vymazani
nebo anonymizace Gdaji (?) a viech zaloh na
konci doby uchovavani.

8.5 Zabezpeceni zpracovani

(a) Dovozce Udajii a béhem predavani také
vyvozce Udajd pfijmou vhodna technickd a
organizacni opatieni k zajisténi zabezpeceni
osobnich udajl, véetné ochrany pfed porusenim
zabezpeceni vedoucim k ndhodnému nebo
protiprdvnimu zniCeni, ztrdté, zméné nebo
neopravnénému poskytnuti nebo zptistupnéni

(ddle jen ,poruseni zabezpeceni osobnich
udaji“). PFi  posuzovani vhodné Urovné
zabezpeleni fadné zohledni aktudlni stav

techniky, naklady na provedeni, povahu, rozsah,
kontext a ucel nebo ucely zpracovani a rizika pro
subjekt Udajl spojena se zpracovanim. Strany
zejména  zvaizi  pouiziti  Sifrovani  nebo
pseudonymizace, a to i béhem predavani, pokud
Ize timto zpUsobem splnit Ucel zpracovani.

(b) Strany se dohodly na technickych a
organizacnich opatfenich stanovenych v pftiloze II.
Dovozce udajli provadi pravidelné kontroly, aby
zajistil, Ze tato opatfeni stale poskytuji
odpovidajici Uroven zabezpeceni.

(c) Dovozce udaju zajisti, aby se osoby
oprdvnéné zpracovavat osobni Udaje zavazaly k
mlcenlivosti nebo aby se na né vztahovala
zakonna povinnost mlcenlivosti.

(d) V ptipadé poruseni zabezpeceni osobnich
udaju tykajicich se osobnich udaja
zpracovavanych dovozcem udaji podle téchto
doloZek pfijme dovozce udajli vhodna opatreni k
feSeni poruseni zabezpeceni osobnich udaja,
vCéetné opatfeni ke zmirnéni jeho mozZnych
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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.

(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.

(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.

nepriznivych ucinka.

(e) V pripadé poruseni zabezpeceni osobnich
udajti, které by mohlo vést k ohroZeni prav a
svobod fyzickych osob, dovozce udaji bez
zbytecného odkladu informuje vyvozce udaju i
pfislusny dozorovy urad v souladu s dolozkou 13.
Toto ohldseni bude obsahovat i) popis povahy
daného pripadu poruseni zabezpeceni osobnich
udaja (véetné, pokud je to moziné, kategorii a
priblizného poctu dotéenych subjektl udaji a
kategorii a pfibliZného mnoZstvi dotéenych
zaznamu osobnich udaja), ii) jeho
pravdépodobnych dusledkd, iii) popis opatreni,
ktera byla pfijata nebo byla navrzena s cilem
vyfesSit dané poruseni zabezpeceni, a iv) udaje
kontaktniho mista, kde lze ziskat vice informaci.
Neni-li moZné, aby dovozce udaji veskeré
informace  poskytl soucasné, mohou byt
poskytnuty postupné bez dalSiho zbyte¢ného
odkladu.

(f) V ptipadé poruseni zabezpeceni osobnich
udajt, které pravdépodobné bude predstavovat
vysoké riziko pro prdva a svobody fyzickych osob,
dovozce udajl rovnéZ bez zbyteéného odkladu
poda hlaseni dotcenym subjektim udajd o
poruseni zabezpeceni osobnich udaji a jeho
povaze — v pfipadé potfeby ve spolupraci s
vyvozcem udajll — a sdéli jim také informace
uvedené v pism. e) bodu ii) aZ iv), pokud dovozce
udajli nezavedl opatfeni za ucelem znaéného
snizeni rizika pro prdva a svobody fyzickych osob
nebo pokud dané hldseni nevyZaduje
neprimérené Usili. V posledné uvedeném pfipadé
dovozce Udajd misto toho vyda verejné oznameni
nebo zajisti obdobné opatfeni, kterym verejnost
o poruseni zabezpeleni osobnich udajl
informuje.

(g) Dovozce Udaji bude dokumentovat
veSkeré relevantni skutecnosti tykajici se
poruseni zabezpeceni osobnich udajli, véetné
jeho ucinkd a pfijatych ndpravnych opatreni, a

povede si o tom zaznamy.
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(g) The data importer shall document all
relevant facts relating to the personal data
breach, including its effects and any remedial
action taken, and keep a record thereof.

8.6 Sensitive data

Where the transfer involves personal data
revealing racial or ethnic origin, political opinions,
religious or philosophical beliefs, or trade union
membership, genetic 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
pseudonymization) and/or additional restrictions
with respect to further disclosure.

8.7 Onward transfers

The data importer shall not disclose the personal
data to a third party located outside the
European Union (*)(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:

(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;

(ii) the third party otherwise ensures
appropriate safeguards pursuant to Articles 46

8.6 Citlivé udaje

Jestlize predavani zahrnuje osobni Udaje
vypovidajici o rasovém nebo etnickém plvodu,
politickych nazorech, nabozenském vyznani nebo
filozofickém  presvédceni nebo ¢Clenstvi v
odborech, genetické Udaje nebo biometrické
Udaje za ucelem jedinetné identifikace fyzické
osoby, Udaje o zdravotnim stavu ¢i o sexudlnim
Zivoté nebo sexudlni orientaci fyzické osoby nebo
Gdaje tykajici se rozsudku v trestnich vécech nebo
trestnych ¢ind (déle jen ,citlivé udaje”), dovozce
Gdaju uplatni zvlastni omezeni a/nebo dodatecné
zaruky prizplGsobené zvlastni povaze udaji a
souvisejicim riziklim. To mlZe zahrnovat omezeni
personalu, ktery ma povolen pfistup k osobnim
udajum, dodatecnd bezpecnostni opatreni (jako
je pseudonymizace) a/nebo dodate¢na omezeni s
ohledem na dalsi zpfistupnéni.

8.7 Dalsi predavani

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

(i) se provadi do zemé, kterd vyuZiva
rozhodnuti o odpovidajici ochrané podle clanku
45 nafizeni (EU) 2016/679, jenz upravuje dalsi
predavani;

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

(iii) tfeti strana uzavie s dovozcem Udaj
zdvazny instrument zajistujici stejnou droven
ochrany udaji jako podle téchto doloZzek a
dovozce udajli poskytne kopii téchto zaruk

vyvozci Udaju;
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or 47 of Regulation (EU) 2016/679 with respect
to the processing in question;

(iii)  the third party enters into a binding
instrument with the data importer ensuring the
same level of data protection as under these
Clauses, and the data importer provides a copy
of these safeguards to the data exporter;

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

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

(vi) where none of the other conditions
apply, the data importer has obtained the
explicit consent of the data subject for an
onward transfer in 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.

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

8.8 Processing under the authority of the data
importer

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

8.9 Documentation and compliance

(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

(iv) (iv) je to nezbytné k urceni, vykonu
nebo obhajobé pravnich narokl v ramci
zvlastnich spravnich, regulacnich nebo soudnich
fizeni;

(v) je to nezbytné pro ochranu Zivotné
dalezZitych zajma subjektu udajd nebo jiné fyzické
osoby, nebo

(vi) pokud neplati Zadna z dalSich podminek,
dovozce udaja ziskal vyslovny souhlas subjektu
udaja s dalsim predavanim v konkrétni situaci
poté, co jej informoval o jeho ucelu nebo
Ucelech, totoZnosti prijemce a moznych rizicich,
ktera mu vyplyvaji z takového preddavani
vzhledem k nedostatku vhodnych zaruk ochrany
udaji. VvV takovém pripadé dovozce udaju
informuje vyvozce Udajli a na Zadost vyvozce
udaji mu preda kopii informaci poskytnutych
subjektu udaju.

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

8.8 Zpracovani z povéreni dovozce udajul
Dovozce udajl zajisti, aby jakakoli osoba, ktera
jednd z jeho povéreni, vcetné zpracovatele,
zpracovavala udaje pouze na zdkladé jeho
pokyn.

8.9 Dokumentace a plnéni povinnosti

(a) Kazda strana musi byt schopna prokazat
plnéni svych povinnosti podle téchto dolozek.
Dovozce Udaji zejména vede pfrislusnou
dokumentaci o ¢innostech zpracovani, za jejichz
provadéni odpovida.

(b) Dovozce Udajli tuto dokumentaci na
pozddani zpfistupni pfislusSnému dozorovému
Uradu.
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processing activities carried out under its
responsibility.

(b) The data importer shall make such
documentation available to the competent

supervisory authority on request.

Clause 9 Use of sub-processors

(intentionally left blank)

Clause 10 Data subject rights

(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.

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

(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 I; 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

Dolozka 9 VyuZiti diléich zpracovatel

(zdmérné ponechano prazdné)

DoloZka 10 Prava subjektt udaju

(a) Dovozce Udaji, pfipadné za pomoci
vyvozce Udajd, vyfizuje veskeré dotazy a Zadosti,
které obdrZi od subjektu uadaja, tykajici se
zpracovani jeho osobnich Udaji a vykonu jeho
prav podle téchto dolozek, a to bez zbytecného
odkladu a nejpozdéji do jednoho meésice od
obdrzeni dotazu nebo #adosti. () Dovozce tdajl
pfijme vhodna opatreni k usnadnéni vytizovani
téchto dotazli, Zzadosti a vykonu prav subjektu
udaji. Veskeré informace poskytované subjektu
udaji musi byt ve srozumitelném a snadno
pfistupném znéni za pouZiti jasnych a
jednoduchych jazykovych prostfedkd.

(b) Na Zadost subjektu udaja dovozce udaju
zejména bezplatné:

(i) poskytne subjektu udajl potvrzeni o tom,
zda se zpracovavaji osobni Udaje, které se ho
tykaji, a v takovém pripadé mu poskytne kopii
udajt, které se ho tykaji, a informace uvedené v
pfiloze I; pokud osobni Udaje byly nebo budou
dale predavany, poskytne informace o pfijemcich
nebo kategoriich pfijemct (podle potieby za
Uucelem poskytnuti smysluplnych informaci),
kterym osobni Udaje byly nebo budou dale
predavany, ucel téchto dalSich predani a jejich
dlvod 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) opravi nepfesné nebo nelplné udaje
tykajici se subjektu udaj(;

(iii) vymaze osobni Udaje tykajici se subjektu
udaji, pokud tyto Udaje jsou nebo byly
zpracovavany v rozporu s kteroukoli z téchto
dolozek, kterd zajistuje prava naleZejici
opravnéné treti strané, nebo pokud subjekt udajl

accordance with Clause 12(c)(i); odvold souhlas, na kterém je zpracovani
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(ii) rectify inaccurate or incomplete data
concerning the data subject;

(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-party beneficiary rights, or if the
data subject withdraws the consent on which the
processing is based.

(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.

(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
authorized 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:

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

(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.

(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.

(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

zalozeno.

(c) Pokud dovozce udaji zpracovava osobni
Udaje pro ucely pfimého marketingu, prestane je
pro tyto ucely zpracovdvat, vznese-li proti tomu
subjekt udajl namitky.

(d) Dovozce Udaji nepfijme rozhodnuti
zalozené vyhradné na  automatizovaném
zpracovani predavanych osobnich Gdajd (dale jen
,automatizované rozhodnuti“), které by mélo
pravni ucinky tykajici se subjektu Udaji nebo by
ho obdobné vyznamné ovlivnilo, ledaze by k
tomu subjekt udajd dal vyslovny souhlas, nebo
pokud by mu to bylo na zdkladé pravnich
predpist zemé uréeni povoleno, za predpokladu,
Ze takové pravni predpisy stanovi vhodna
opatfeni na ochranu prav a opravnénych zajmu
subjektu udajd. V tomto pripadé dovozce udaja, v
pripadé potreby ve spolupraci s vyvozcem udajl:
(i) informuje subjekt udajl o
predpoklddaném automatizovaném rozhodnuti,
predpokladanych disledcich a pouZitém postupu

a

(ii) zavede vhodnd ochrannd opatteni,
prinejmensim tim, Ze umoiZni subjektu udajl
napadnout rozhodnuti, vyjadfit svlj nazor a
dosahnout pfezkumu provadéného ¢lovékem.

(e) Jestlize jsou Zadosti subjektu udaju
neprimérené, zejména proto, Ze se opakuji, mize
dovozce udajl bud’ ulozZit pfiméreny poplatek, v
némZ budou zohlednény administrativni naklady
souvisejici s vyhovénim dané Zadosti, nebo m(ze
odmitnout Zadosti vyhovét.

(f) Dovozce Udaji mlzZe Zadost subjektu
udaji odmitnout, pokud je takové odmitnuti
umoznéno podle prava zemé uréeni a je v
demokratické spolecnosti nezbytné a primérené
za Ucelem ochrany jednoho z cilG uvedenych v ¢l.
23  odst. 1 nafizeni (EU) 2016/679.
(g) Pokud ma dovozce Udajd v imyslu Zadost
subjektu Gdajd odmitnout, informuje subjekt
udaji o dlvodech odmitnuti a moZnosti podat
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necessary and proportionate in a democratic
society to protect one of the objectives listed in
Article 23(1) of Regulation (EU) 2016/679.
(8) If the data importer intends to refuse a
data subject’s request, it shall inform the data
subject of the reasons for the refusal and the
possibility of lodging a complaint with the
competent supervisory authority and/or seeking
judicial redress.

Clause 11 Redress

(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 authorized to handle
complaints. It shall deal promptly with any
complaints it receives from a data subject.

(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.

(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:

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

(d) The Parties accept that the data subject
may be represented by a not-for-profit body,
organisation or association under the conditions

stiznost u pfislusného dozorového uradu a/nebo
pozadat o soudni ochranu.

Dolozka 11 Naprava

(a) Dovozce Udaju transparentné a ve
snadno pfistupném formatu informuje subjekty
udaja prostrednictvim individualniho oznameni
nebo na svych internetovych strankdch o
kontaktnim  misté  opravnéném  vyfizovat
stiznosti. Takové misto neprodlené vyfidi jakékoli
stiznosti, které od subjektu adaja pfijme.

(b) V pripadé sporu mezi subjektem udajli a
jednou ze smluvnich stran tykajiciho se
dodrzovani téchto dolozek vyvine tato strana
veskeré usili, aby takovou zalezitost vyresila
smirné a vcas. Strany se o téchto sporech
navzajem informuji a v pfislusnych pfipadech pfi
jejich reseni spolupracuji.

(c) Pokud se subjekt udaji dovolava prava ve
prospéch oprdvnéné treti strany podle dolozky 3,
dovozce udaji akceptuje rozhodnuti subjektu
udaja:

(i) podat stiZznost u dozorového uradu v
Clenském staté svého obvyklého bydlisté nebo
mista vykonu prace nebo u pfislusného
dozorového uradu podle dolozky 13;

(ii) postoupit spor pfrislusnym soudim ve
smyslu dolozky 18.

(d) Strany jsou srozumény, Ze subjekt udajl
mlZe byt zastoupen neziskovym subjektem,

organizaci nebo sdruienim za podminek
stanovenych v ¢l. 80, odst. 1 nafizeni (EU)
2016/679.

(e) Dovozce Udajlii dodrzuje rozhodnuti

zavazné podle platného prava EU nebo clenského
statu.

set out in Article 80(1) of Regulation (EU) | (f) Dovozce Udaji souhlasi, Ze vybér
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2016/679.

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

(f) The data importer agrees that the choice
made by the data subject will not prejudice
his/her substantive and procedural rights to seek
remedies in accordance with applicable laws.

Clause 12 Liability

(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.

(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.

(c) Where more than one Party s
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.

(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.

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

Clause 13 Supervision

provedeny subjektem udaji nebude mit vliv na
jeho hmotnd a procesni prava pozadovat ndpravu
v souladu s platnymi pravnimi predpisy.

Dolozka 12 Odpovédnost

(a) Kazda strana je vUci druhé
strané/ostatnim stranam odpovédna za jakoukoli
Ujmu, kterou druhé strané/ostatnim stranam pri
poruseni téchto doloZek zplsobi.

(b) Kazda strana je odpovédnd vuci subjektu
Udaji a subjekt Gdaji ma narok na nahradu
jakékoli hmotné nebo nehmotné ujmy, kterou
strana zplsobi subjektu Gdajd porusenim prav
nalezejicich opravnéné treti strané na zakladé
téchto dolozek. Tim neni dotéena odpovédnost
vyvozce Udajd podle nafizeni (EU) 2016/679.

(c) Pokud je za ujmu zplsobenou subjektu
udaji v dlsledku poruseni téchto doloZek
odpovédnd vice nez jedna strana, nesou
spole¢nou a nerozdilnou odpovédnost vsechny
odpovédné strany a subjekt Udaji je opravnén
proti kterékoli z téchto stran podat Zalobu u
soudu.

(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
Cast ndhrady Ujmy odpovidajici jeji odpovédnosti
za Ujmu.

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

Dolozka 13 Dohled

(a) Dozorovy Urad uvedeny v pfiloze | ¢asti C,
ktery je odpovédny za zajiSténi, Ze vyvozce udajll
dodrzuje natizeni (EU) 2016/679, pokud jde o
predavani udajl, jednd jako pfislusny dozorovy
urad.
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(a) 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.

(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.

SECTION 11l — LOCAL LAWS AND OBLIGATIONS IN
CASE OF ACCESS BY PUBLIC AUTHORITIES

Clause 14 local laws and practices affecting
compliance with the Clauses

(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 authorizing 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

(b) Dovozce Uudajli souhlasi, Ze se podridi
pravomoci prislusného dozorového uradu a bude
s nim spolupracovat v ramci vsech postupl
zaméfenych na zajisténi dodrzovani téchto
doloZek. Dovozce udaji zejména souhlasi, Ze
bude reagovat na dotazy, podrobovat se auditiim
a dodrZovat opatteni pfijatd dozorovym ufadem,
vCetné ndpravnych a kompenzacnich opatteni.
Dozorovému Utradu poskytne pisemné potvrzeni,
Ze byla pfijata nezbytna opatteni.

ODDIL Il — MISTNi PRAVNIi PREDPISY A
POVINNOSTI V PRIPADE PRISTUPU ORGANU
VEREJNE MOCI

Dolozka 14 Mistni pravni predpisy a postupy,
které maji dopad na dodrzovani dolozek

(a) Strany zarucuji, Ze nemaji ddvod se
domnivat, Ze prdvni predpisy a postupy ve treti
zemi urceni, které se vztahuji na zpracovani
osobnich udaji  dovozcem udajd, vcetné
jakychkoli poZadavk(l na zpfistupnéni osobnich
udaja nebo opatreni, kterymi se povoluje pfistup
organim vefejné moci, brani dovozci udaju pfi
plnéni povinnosti podle téchto doloZek. To je
zalozeno na predpokladu, Ze pravni predpisy a
postupy, které respektuji podstatu zakladnich
prdv a svobod a neprekracuji to, co je v
demokratické spolecnosti nezbytné a pfimérené k
zajisténi jednoho z cil( uvedenych v ¢l. 23, odst. 1
narizeni (EU) 2016/679, nejsou v rozporu s témito
dolozkami.

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

(i) konkrétni okolnosti pfeddni, véetné délky

these Clauses. zpracovatelského fetézce, poctu zapojenych
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(b) The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following elements:

(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;

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

(iii) any relevant contractual, technical or
organizational 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.

(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.

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

(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),

subjektl a pouzitych kanall pro prenos udaju,
zamyslené dalsSi predani, druh pfijemce, ucely
zpracovani, kategorie a format predavanych
osobnich udajd, hospodarské odvétvi, v némz se
predavani uskutecnuje, misto, kde se predané
udaje uchovavaiji;

(ii) pravni predpisy a postupy treti zemé
urceni — vCetné téch, které vyzaduji zpfistupnéni
udaja organim vefejné moci nebo povoluji
pristup téchto organl — relevantni s ohledem na
konkrétni okolnosti preddni, jakoZz i pouZitelna
omezeni a zaruky (°);

(iii) veskeré prislusné smluvni, technické
nebo organizacni zdruky zavedené za ucelem
doplnéni zaruk podle téchto dolozek, vcetné
opatfeni uplatiovanych béhem predani a
zpracovani osobnich udajl v zemi urceni.

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

(d) Strany souhlasi, Ze posouzeni podle
pismene b) zdokumentuji a na pozadani
zpfistupni pfislusSnému dozorovému ufadu.

(e) Dovozce Udaju souhlasi, Ze neprodlené
uvédomi vyvozce Udajd, pokud ma po vyjadreni
souhlasu s témito ustanovenimi a po dobu trvani
smlouvy dlvod 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 treti zemé nebo opatfeni (jako je
napfiklad zadost o poskytnuti udaja), jez svédci o
tom, Ze uplatiiovani téchto pravnich predpist v

praxi neni v souladu s poZadavky uvedenymi v
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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).

(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
organizational 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,
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.

Clause 15 Obligations of the data importer in

pismenu a).

(f) Po oznameni podle pismene e) nebo
pokud ma vyvozce udaji jinak dlvod se
domnivat, Ze dovozce Udaju jiz nemUze plnit své
povinnosti na zdkladé téchto dolozek, vyvozce
udaja neprodlené urci vhodnad opatfeni (napfr.
technickd nebo organizacni opatfeni k zajisténi
bezpecnosti a davérnosti), kterd& ma prijmout
vyvozce Udaji a/nebo dovozce udaji k feseni
situace. Vyvozce Udajli pozastavi predavani
udaja, pokud se domniva, Ze k tomuto predavani
nemohou byt zajiStény zadné vhodné zaruky,
nebo pokud mu da pokyn pfislusny dozorovy
Urad. V tomto pfipadé je vyvozce udajll opravnén
vypovédét smlouvu, pokud jde o zpracovani
osobnich Udaji podle téchto doloZek. Jestlize
smlouva zahrnuje vice nez dvé smluvni strany,
mUZe vyvozce Udajlu toto pravo na vypovézeni
uplatnit pouze ve vztahu k pfislusné stranég,
pokud se strany nedohodly jinak. Jestlize je
smlouva vypovézena podle této dolozky, pouzije
se dolozka 16 pism. d) a e).

Dolozka 15 Povinnost dovozce udaju v pripadé
pfistupu organa vefejné moci

15.1 Oznameni

case of access by public authorities

15.1 Notification

(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:

(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

(a) Dovozce Udaju souhlasi, Ze neprodlené
uvédomi vyvozce Udajd, a je-li to mozné, subjekt
udaji (v pripadé potfeby s pomoci vyvozce
udajh), pokud:

(i) na zakladé pravnich predpisG zemé
uréeni obdrzi pravné zadvaznou Zadost od organu
vefejné moci, vcetné soudnich organl, o
zpristupnéni osobnich Gdaji predanych podle
téchto dolozek; takové oznameni bude obsahovat
informace o poZadovanych osobnich udajich,
doZadujicim orgdnu, pravnim zakladu Zadosti a
poskytnuté odpovédi, nebo
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include information about the personal data
requested, the requesting authority, the legal
basis for the request and the response provided;
or

(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.

(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.

(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.).

(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.

(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.

15.2 Review of legality and data minimization
(a) The data importer agrees to review the

(ii) se dozvi o jakémkoli pfimém pfistupu
organll verfejné moci k osobnim Udajim
pfedavanym podle téchto doloZzek v souladu s
pravnimi predpisy zemé urcéeni; takové oznameni
bude obsahovat vsechny informace dostupné
dovozci.

(b) Pokud je podle pravnich predpist zemé
uréeni dovozci Udaji zakdzano informovat
vyvozce Udaji a/nebo subjekt udajl, souhlasi
dovozce udaji s tim, Ze za UucCelem co
nejrychlejSiho sdéleni co nejvétsiho mnoZstvi
informaci vynalozi maximalni usili, aby od tohoto
zakazu bylo upusténo. Dovozce Udajl souhlasi, Ze
zdokumentuje své maximalni Usili, aby je mohl na
Zadost vyvozce udajl prokazat.

(c)

Je-li to povoleno pravnimi predpisy zemé

urceni, dovozce udajli souhlasi, Ze bude
poskytovat vyvozci Udajil v pravidelnych
intervalech po dobu trvani smlouvy co

nejrelevantnéjsi informace o pfijatych zadostech
(zejména informace o poctu zadosti, druhu
pozadovanych Udaji, doZadujicim organu nebo
organech, zda byly tyto Zzddosti napadeny a
vysledek takového napadeni atd.).

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

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

15.2 Prezkum zakonnosti a minimalizace

udaji

(a) Dovozce Udaju souhlasi, Ze prezkouma
zakonnost Zadosti o poskytnuti Udajl, zejména
zda neprekrocila meze pravomoci udélenych
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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).

(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.

(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.

SECTION IV — FINAL PROVISIONS

Clause 16 Non-compliance with the Clauses and
termination

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

(b) In the event that the data importer is in

doZadujicimu organu verejné moci, a Ze 7adost
napadne, pokud po peclivém posouzeni dojde k
zavéru, Ze existuji opodstatnéné dlvody se
domnivat, Ze Zadost je podle pravnich predpist
zemé urceni, platnych  zavazkh  podle
mezinarodniho prdva a zdsad mezinarodni
zdvotilosti protipravni. Dovozce udaji bude za
stejnych podminek moci vyuZit moznosti
odvolani. Pfi napadeni Zadosti dovozce udajl
pfijme predbéind opatfeni s cilem pozastavit
ucinky Zadosti, dokud pftislusny soudni orgdan
nerozhodne o jeji opodstatnénosti. Nezpftistupni
pozadované osobni Udaje, dokud mu takova
povinnost nebude stanovena na zakladé platnych
procesnich pravidel. Témito pozadavky nejsou
dotceny povinnosti dovozce udaji podle dolozky
14 pism. e).

(b) Dovozce Udajl souhlasi, Ze zdokumentuje
své pravni posouzeni i jakékoli napadeni Zadosti o
poskytnuti idajl a v rozsahu povoleném pravnimi
predpisy zemé urceni zpfistupni dokumentaci
vyvozci Udajld. Na pozadani ji rovnéz zpfistupni
pfislusnému dozorovému Gradu.

(c) Dovozce udaju souhlasi s poskytnutim
minimalniho pfipustného mnozZstvi informaci pfi
odpovédi na Zadost o zpfistupnéni, a to na
zakladé priméreného vykladu Zadosti.

ODDIL IV — ZAVERECNA USTANOVENI

Dolozka 16 Nedodrzeni dolozek a vypovézeni

(a) Dovozce udaji neprodlené informuje
vyvozce Udajl, pokud neni z jakéhokoli divodu
schopen tyto dolozky dodrzet.

(b) Pokud dovozce udaju porusi tyto dolozky
nebo neni schopen tyto doloZzky dodrZet, vyvozce
Udaji pozastavi predavani osobnich Gdajd
dovozci udajl, dokud neni dodrZovani opét
zajisténo nebo smlouva vypovézena. Timto neni
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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).

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

(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;

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

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

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.
(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

dotcena dolozka 14 pism. f).

(c) Vyvozce Udaju je opravnén vypovédét
smlouvu v rozsahu, v némz se jednd o zpracovani
osobnich Udajd podle téchto dolozek, pokud:

(i) vyvozce Udaju pozastavil predavani
osobnich Udaji dovozci udajd podle pism. b) a
dodrzovani téchto dolozek neni v pfimérené
Ih(té a v kazdém pripadé do jednoho mésice od
pozastaveni obnoveno;

(ii) dovozce Udaju tyto dolozky podstatné
nebo trvale porusuje; nebo

(iii) dovozce Udaji  nedodrii  zavazné
rozhodnuti prislusného soudu nebo dozorového
Uradu tykajiciho se jeho povinnosti podle téchto
doloZek.

V takovych pfipadech dovozce udajli informuje o
nedodrzeni pfislusny dozorovy urad. Pokud
smlouva zahrnuje vice nez dvé smluvni strany,
mUZe vyvozce Udajl toto pravo na vypovézeni
uplatnit pouze ve vztahu k pfislusné stranég,
pokud se strany nedohodly jinak.

(d) Osobni Udaje, které byly predany pred
vypovézenim smlouvy podle pismene c), musi byt
podle volby vyvozce Udaji neprodlené vraceny
vyvozci udajli nebo vymazany v celém rozsahu.
To samé se uplatni ve vztahu k veskerym kopiim
udaja. Dovozce udaji potvrdi vyvozci udajd, Ze
byly uUdaje vymazany. Dokud nejsou Uudaje
vymazany nebo vraceny, dovozce udajli nadale
zajistuje soulad s témito dolozkami. V ptipadé, ze
se na dovozce udajl vztahuji mistni pravni
predpisy, které mu zakazuji predané osobni udaje
vratit nebo vymazat, dovozce udajl zarucuje, Ze
bude i nadédle zajistovat dodriovani téchto
doloZzek a bude udaje zpracovavat pouze v
takovém rozsahu, a tak dlouho, jak to uvedené
mistni pravo vyZaduje.

Kterdkoli ze stran m{zZe odvolat souhlas s tim, Ze
bude vazana témito dolozkami, pokud i) Evropska
komise pfijme rozhodnuti podle ¢l. 45 odst. 3
nafizeni (EU) 2016/679 tykajici se predavani
osobnich udajl, na které se tyto dolozky vztahuiji,
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Clauses and will only process the data to the
extent and for as long as required under that
local law.

(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.

Clause 17 Governing law

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
Czech Repubilic.

Clause 18 Choice of forum and jurisdiction

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

2. The Parties agree that those shall be the
courts of the Czech Republic.
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.
4. The Parties agree to submit themselves

to the jurisdiction of such courts.

APPENDIX
EXPLANATORY NOTE:
It must be possible to clearly distinguish the

nebo ii) se nafizeni (EU) 2016/679 stane soucasti
pravniho rdamce zemé, do které jsou osobni Udaje
predavany. Tim nejsou dotceny dalsi povinnosti
vztahujici se na dotéené zpracovdni podle
narizeni (EU) 2016/679.

Dolozka 17 Rozhodné pravo

Tyto dolozky se tidi pradvem jednoho z clenskych
statd EU, pokud takové pravo umoinuje
uplatfiovat prava naleZejici opravnéné treti
strané. Strany se dohodly, Ze se budou fidit
pravem Ceské republiky.

Dolozka 18 Volba soudu a pfislusnost

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

2. Strany se dohodly, Ze se bude jednat
o soudy Ceské republiky.

3. Subjekt udaji muize rovnéz zahajit soudni
fizeni proti vyvozci Udaju a/nebo dovozci udaja

pred soudy clenského statu, v némz ma subjekt
udaja obvyklé bydlisté.
4, Smluvni strany se dohodly, Ze se

prislusnosti téchto soudl podridi.

DODATEK

VYSVETLIVKY:

Musi byt mozné jasné rozlisit informace, které se
vztahuji na kazdé predani nebo kazdou kategorii
pfedani, a v tomto ohledu urcit pfislusnou ulohu
/  pfislusné  udlohy stran v  postaveni
vyvozce/vyvozcl Udaji a/nebo dovozce/dovozcl
udajli. To nemusi nutné vyZadovat vyplnéni a
podepsani samostatnych dodatkll pro kazdé
predani / kategorii predani a/nebo smluvni vztah,
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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.

ANNEX I

A. LIST OF PARTIES
Data exporter(s):
1. Name: The name of the Institution as
specified in the Clinical Trial Agreement.
Address: The address of the Institution as
specified in the Clinical Trial Agreement.
Contact person’s name, position and contact
details: See notice section of the Clinical Trial
Agreement.
Activities relevant to the data transferred under
these Clauses: See Clinical Trial Agreement.
Signature and date: See signature of the Clinical
Trial Agreement, which these SCCs relate to.
Role (controller/processor): Controller

Contact information to the Data Exporter(s)
DPO: Fakultni nemocnice v Motole,

bPO,

V Uvalu 84, 150 06 Praha, Ceska republika

Data importer(s):
1. Name: A.
Development, LLC
Address: 920 Route 202 South Raritan, New
Jersey 08869 USA

Janssen Research &

pokud Ize této transparentnosti dosahnout
prostfednictvim jednoho dodatku. Pokud je to
vSak nutné k zajisténi dostateéné srozumitelnosti,
mély by se pouzit samostatné dodatky.

PRILOHA |

A. SEZNAM SMLUVNICH STRAN
Vyvozce (vyvozci) udaji:
1. Jméno: nazev Poskytovatele uvedeny ve
Smlouvé o provadéni klinického hodnoceni.
Adresa: adresa Poskytovatele uvedena
Smlouvé o provadéni klinického hodnoceni.
Jméno, funkce a kontaktni udaje kontaktni
osoby: viz oddil pozndmek Smlouvy o provadéni
klinického hodnoceni.
Cinnosti relevantni k predavani Gdajti na zakladé
téchto dolozek: viz Smlouva o provadéni
klinického hodnoceni.
Podpis a datum: viz podpisy Smlouvy o provadéni
klinického hodnoceni, k niz se tyto Standardni
smluvni dolozky vztahuiji.
Uloha (spravce/zpracovatel): spravce

ve

Kontaktni udaje povéfence pro ochranu
osobnich udaju (DPO) Vyvozce udaji:

Fakultni nemocnice v Motole,

Povérenec pro ochranu osobnich udajd,

V Uvalu 84, 150 06 Praha, Ceska republika

Dovozce (dovozci) udaja:

1. Nazev: A. Janssen
Development, LLC

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

Jméno, funkce a kontaktni udaje kontaktni
osoby: viz oddil pozndmek Smlouvy o provadéni
klinického hodnoceni.

Cinnosti relevantni k predavani Gdajti na zakladé
téchto dolozek: viz Smlouva o provadéni
klinického hodnoceni.

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

Activities relevant to the data transferred under
these Clauses: See Clinical Trial Agreement.
Signature and date: See signature of the Clinical
Trial Agreement, to which these SCCs relate.

Role (controller/processor): Controller

Contact information to the Data Importer(s)
DPO:

B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data
is transferred

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

o Scientific and medical research subjects.
. 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.
. 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).

Categories of personal data transferred

The personal data transferred concern the
following categories of data:

o For scientific and medical research
subjects, personal details may include key-coded

Podpis a datum: viz podpisy Smlouvy o provadéni
klinického hodnoceni, kniz se tyto Standardni
smluvni doloZky vztahuiji.

Uloha (spravce/zpracovatel): spravce

Kontaktni Udaje povérence pro ochranu
osobnich udajd  (DPO) Dovozce udaji:

B. POPIS PREDANI

Kategorie subjektll udajl, jejichZ osobni udaje se
predavaiji

Pfedavané osobni Udaje se tykaji ndasledujicich
kategorii subjektt udajl:

. Subjekty védeckého a lékarského
vyzkumu.
. Pracovnici védeckého a lékarského

vyzkumu a jejich zaméstnanci, zejména lékafi
a dalsi zdravotnicti pracovnici, ktefi se ucastni
procesu védeckého vyzkumu.

. Dalsi fyzické osoby, které se podileji na
védeckém a lékarském vyzkumu vyvozce udajl
(k nim mohou patfit konzultanti, zastupci
poskytovatelll sluzeb a obchodnich partnerd,
statni urednici a osoby, které mimo jiné provadéji
hldseni nezadoucich pfihod a stiznosti na kvalitu
pripravku).

Kategorie preddvanych osobnich udaj

Pfeddvané osobni Udaje se tykaji téchto kategorii

udaju:

. U subjektd védeckého a lékarského
vyzkumu mohou kosobnim ddajim patfit
kédované informace, dalsi pfislusné

identifikatory (napf. Cislo pacienta), pohlavi, vék
nebo vékova kategorie (napf. dospivajici, dospély,
senior) nebo datum narozeni (v pfipadé potieby),
souvisejici zdravotni stav, zdravotni anamnéza
a podstatna rodinna anamnéza.

. U poskytovatell zdravotni péce nebo
dalsich kontaktnich osob, pracovnikl védeckého
a lékarského vyzkumu a dalSich osob, které se
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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.

. 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.

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 specialized
training), keeping a record of access to the data,
restrictions for onward transfers or additional
security measures.

. 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).

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

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

podileji na védeckém a lékarském vyzkumu,
mohou k osobnim udajliim patfit kontaktni Udaje
a dalsi souvisejici informace, napftiklad jméno,
adresa, e-mail atelefonni ¢islo, pohlavi
a profesionalni licence a pfislusSnost uvadéné
v rdmci jejich povéreni.

Citlivé udaje, které se predavaji (v pfislusnych
pfipadech), a uplatnéna omezeni nebo zaruky, jez
plné zohlednuji povahu Udajl a souvisejici rizika,

napfiklad ptisné udcelové omezeni, omezeni
pfistupu (v€etné pfistupu pouze  pro
zaméstnance, ktefi absolvovali specializované

Skoleni), vedeni zaznamu o pfistupu k udajlm,
omezeni dalSiho predavdni nebo dodatecna
bezpecnostni opatieni.

. U subjektd vyzkumu mohou k citlivym
Udajim patfit kdédované informace ohledné
uritych zdravotnich obtizi alécby, informaci
souvisejicich se zdravotnim stavem ohledné
nezadoucich pfihod a stiznosti na kvalitu
pripravku (pokud je poskytuje vyvozce udajd)
a demografické uUdaje, k nimz muzZe patfit rasa,
etnickd pfrislusnost nebo jiné citlivé udaje, které
se mohou tykat nezadouci prihody (pokud je
poskytuje vyvozce udajl).

. Viz bezpecnostni opatfeni v Pfiloze Il
Bezpecnostni opatieni zahrnuji pfistup pouze pro
zaméstnance, ktefi absolvovali specializované
Skoleni, vedeni zdznamu o pfistupu k udajlm,
omezeni dalSiho predavani nebo dodatecna
bezpecnostni opatfeni.

Cetnost predavani (napf. zda jsou
predavany jednorazové nebo pribéziné).
o Udaje se predavaji nepfetrzité podle
potreby podle protokolu klinického hodnoceni.
Povaha zpracovani

. Zpracovani se tyka provadéni klinického
hodnoceni, jak je dale specifikovdno v protokolu
klinického hodnoceni.

Ucel nebo Gcely predani tdaji a dalsi zpracovéni
. Predavani osobnich udaji tykajicich se

udaje
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basis).

. Data is transferred continuously in as
required under the study protocol.

Nature of the processing

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

Purpose(s) of the data transfer and further
processing

. 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.

. 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.

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

o Any personal data will be retained as long
as required considering the regulatory and legal
requirement to retain records associated with the
clinical trial and to satisfy the research objectives
associated with the clinical trial.

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

o 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.

C. COMPETENT SUPERVISORY AUTHORITY

The Office for Personal Data Protection

subjektdl vyzkumu se provadi za Ucelem
provadéni klinického hodnoceni, jak je dale
specifikovdno v protokolu klinického hodnoceni.

. Osobni udaje tykajici se jinych kategorii
subjektdl udaji jsou zpracovavany za Ucelem
provadéni cinnosti podle Smlouvy a podle
potieby ke splnéni veskerych pozadavkl pravnich
predpist a poZzadavki kontrolnich Grada.

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

. Veskeré osobni Udaje budou uchovany po
dobu poZadovanou s ohledem na pravni predpisy
a pozadavky kontrolnich ufadd, aby se zachovaly
zaznamy souvisejici s klinickym hodnocenim a
splnily cile vyzkumu spojené s klinickym
hodnocenim.

Pokud jde o predavani (dilcim) zpracovatellim,

rovnéz uvedte predmét, povahu a trvani
zpracovani.
J Pfipadné predavani (dil¢im)

zpracovatelllm se provadi za stejnym ucelem
a stejnym zplsobem, jak je uvedeno vyse. (Dilci)
zpracovatel bude osobni Udaje zpracovdvat pouze
po dobu, kterd je pro néj nezbytnd kdodani
sluZzeb spravci, a poté veskeré osobni Udaje vrati
nebo vymaZe podle pokynd spravce, ktery s
(dil¢im) zpracovatelem uzaviel smlouvu.

C. PRiISLUSNY DOZOROVY URAD

Ufad pro ochranu osobnich udajll
Pplk. Sochora 27
170 00 Praha
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Pplk. Sochora 27
170 00 Praha 7

Czech Republic

ANNEX II
TECHNICAL AND ORGANISATIONAL MEASURES
INCLUDING TECHNICAL AND ORGANISATIONAL
MEASURES TO ENSURE THE SECURITY OF THE
DATA
EXPLANATORY NOTE:

The technical and organizational 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.

Description of the technical and organizational
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.

1. Information Security Policies and Standards

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:

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

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

o Ensure that persons entitled to use a

TECHNICKA A ORGANIZACNI OPATRENi VCETNE
TECHNICKYCH A ORGANIZAENICH OPATRENI K
ZAJISTENi ZzABEZPECENI UDAJU
VYSVETLIVKY:

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

Popis technickych a organiza¢nich opatfeni
zavedenych dovozcem nebo dovozci udajl
(véetné veskerych pfislusnych certifikaci) za
Ucelem zajisténi vhodné Urovné zabezpecleni s
pfihlédnutim k povaze, rozsahu, kontextu a ucelu
zpracovani a rizikim pro prava a svobody
fyzickych osob.

1. Zasady a pravidla zabezpeceni informaci

Dovozce Udajl zavede pozadavky na zabezpeceni
pro zaméstnance a vsSechny subdodavatele,
Poskytovatele sluzeb nebo zastupce, ktefi maji
pristup k Osobnim udajim. Ty museji byt
navrzeny tak, aby:
. Zabranovaly neoprdavnénym osobam v
ziskani pfistupu k systémuim zpracovani Osobnich
udajl (kontrola fyzického pfistupu);

. Zabranovaly pouziti systémU( zpracovani
Osobnich  4dajii  bez opravnéni (kontrola
logického pfistupu);

o Zajistovaly, aby osoby opravnéné
pouzivat systém zpracovani Osobnich udajl
ziskaly pfistup pouze k takovym Osobnim
udajum, k nimZ maji opravnéni pristupu v souladu
s jejich pristupovymi pravy, a aby v prabéhu
zpracovani nebo pouZivani a po jejich uloZeni
nebylo mozné Osobni udaje C¢ist, kopirovat,
upravovat nebo mazat bez opravnéni (kontrola
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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);

. 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);

- Ensure the establishment of an audit trail
to document whether and by whom Personal
Data have been entered into, modified in, or
removed from Personal Data Processing (entry
control);

- Ensure that Personal Data are Processed
solely in accordance with the Instructions
(control of instructions);

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

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

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.

2. Physical Security

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

. Zajistovaly, aby nebylo mozné Osobni
Udaje cist, kopirovat, upravovat ani mazat bez
opravnéni béhem elektronického prenosu,
prepravy nebo uchovavani, a aby bylo moziné
stanovit aovéfit cilové subjekty pfi kazdém
predani Osobnich Udajl pomoci zafizeni pro
prenos Udajl (kontrola prenosu Gdaju);

- Zajistovaly zavedeni dokumentace
o auditu, ktera sleduje, zda a kym byly Osobni
Udaje zadany, upraveny nebo odstranény ze
systému zpracovani Osobnich Gdajd (kontrola
vstupt);

- Zajistovaly, aby Osobni udaje byly
zpracovavany vyhradné vsouladu s Pokyny
(kontrola pokynu);

. Zajistovaly, aby byly Osobni Udaje

chranény pred ndhodnym zni¢enim nebo ztratou
(kontrola dostupnosti); a

. Zajistovaly, aby Osobni udaje
shromazdované pro rGzné Uucely mohly byt
zpracovavany oddélené (kontrola oddélovani).

Tato pravidla jsou aktualizovdna a reviduji se
vidy, kdyZ jsou provedeny relevantni zmény
informaéniho systému, ktery Osobni Udaje
pouzivd nebo uchovavda, nebo zmény organizace
tohoto systému.

2. Fyzické zabezpeceni

Dovozce Udaji bude na vsech svych pracovistich,
na nichz je umistén informacni systém, ktery
pouzivd nebo uchovavd Osobni udaje, udrzovat
nakladové primérené systémy zabezpeceni.
Dovozce pristup k takovym Osobnim uddajlim
primérenym zplsobem naleZité omezi.

Ve vSech datovych centrech je zavedena fyzickd
kontrola pfistupu. Neoprdvnény pfistup je
znemozZnén persondlem, ktery je nepfetrzité
pritomen, biometrickym skenovanim a
monitorovanim pomoci bezpecnostnich kamer.
Audit fyzického zabezpeceni datového centra
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Importer reasonably restricts access to such
Personal Data appropriately.

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.

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

3. Organizational Security

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.

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

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

All sensitive data transmitted by Service Provider
are encrypted while in transit and when on

portable devices or media.

4. Network Security

The Data Importer maintains network security

provadi nezavisla firma.

Na vstupnich dvefich je nainstalovana sledovaci
kamera asprava budov zavedla bezpecnostni
monitorovani.

3. Organizacni zabezpeceni

V ptipadé likvidace nebo opétovného poufziti
nosi¢ll byly provedeny postupy kzabranéni
jakémukoli naslednému opétovnému ziskani
jakychkoli Osobnich udajl, které na nich byly
uloZeny, dfive, nez budou odepsany. Maji-li
nosi¢e z divodu udrzby opustit prostory, v nichz
jsou soubory umistény, byly zavedeny postupy k
zabranéni nepfipustnému ziskani Osobnich udaju,

které jsou na nich uloZeny.

Dovozce udaji zavedl zasady a postupy
zabezpeceni za ucelem klasifikace citlivych
informacnich aktiv, objasnéni povinnosti pfi

zabezpeceni a podpory povédomi zaméstnancu.

Veskeré incidenty pfi zabezpeceni Osobnich
udajl jsou reseny v souladu s prislusnymi postupy
reakce na incidenty.

Vsechny citlivé Udaje prenasené Poskytovatelem
sluZzeb jsou béhem prenosu a uloZeni pfenosnych

zarizenich nebo nosicich zasifrovana.

4. Zabezpeceni sité

Dovozce udajli udriuje zabezpeceni sité pomoci
komercné dostupného vybaveni a technologii,
které jsou v tomto odvétvi bézné, naptiklad brany
firewall, systém0 detekce naruseni, seznami
fizeni pFistupu a smérovacich protokold.

5. Rizeni pFistupu

Pfistup k informaénimu systému, ktery pouziva
nebo uchovavd Osobni Udaje, mohou udélovat,
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using commercially available equipment and
industry standard techniques, including firewalls,
intrusion detection systems, access control lists
and routing protocols.

5. Access Control

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

User administration procedures define user roles
and their privileges, how access is granted,
changed and terminated; addresses appropriate
segregation of duties; and defines the
logging/monitoring requirements and
mechanisms.

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

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

The Data Importer implements commercially
reasonable physical and electronic security to

create and protect passwords.

6. Virus and Malware Controls

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

7. Personnel

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

upravovat nebo  rusit
zaméstnanci.

UZivatelské role a jejich opravnéni a zplsob
udéleni, zmény aukonceni pfistupu definuji
postupy spravy uzivatel(i, které také resi
odpovidajici rozdéleni povinnosti a definuji
pozadavky na protokolovani/monitorovani a

mechanismy.

pouze opravnéni

Véem zaméstnancim Dovozce Udajli bylo
pridéleno jedinecné identifikacni Cislo uZivatele.
Pfistupova prdva jsou zavadéna pfi dodrZovani
pfistupu ,,nejmensiho mozného oprdvnéni“.
Dovozce Udaji zavede nakladové primérené

fyzické a elektronické zabezpecdeni k vytvoreni
a ochrané hesel.

6. Ochrana pred viry a malwarem

Dovozce udajli nainstaluje abude udrZovat

software na ochranu systému proti virlm
a malwaru.

7. Personal
Dovozce Udajii zavede program povédomi

0 bezpecnosti za ucelem Skoleni persondlu o
povinnostech pfi zajiSténi bezpecnosti. Soucasti
tohoto programu je Skoleni o povinnostech pfi
klasifikaci udajl, zdsadach fyzického zabezpeceni,
bezpecnostnich postupech a o hlaseni
bezpecnostnich incidentd.

Poskytovatel sluZeb jasné definoval role a oblasti
odpovédnosti zaméstnancl. Je zaveden systém
provéreni zaméstnancu pred prijetim a podminky
prijeti do zaméstnani jsou fadné dodrZovany.

Zaméstnanci  Poskytovatele sluzeb  striktné
dodrZuji zavedené zasady a postupy zabezpeceni.
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security incident reporting.

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

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

8. Business Continuity

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.

For transfers to (sub-) processors, also describe
the specific technical and organizational
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.

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.

"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

V pripadé poruseni zabezpecleni ze strany
zaméstnancl bude zahdjeno disciplinarni fizeni.

8. Zajisténi nepretrzitého provozu

Dovozce Udaju zavede pfislusné plany obnovy po
havaérii a opétovném zahdjeni provozu. Dovozce
Udaja bude plan zajisténi nepretrzitého provozu
i posouzeni rizik pravidelné prezkoumavat. Plany
zajisténi nepretrzitého provozu se pravidelné
testuji a aktualizuji, aby byla zajisténa jejich
aktudlnost a Ucinnost.

Pokud jde o predavani udajid  (dil¢im)
zpracovatelim, popiste také konkrétni technicka
a organizacni opatfeni, ktera ma (dil¢i)
zpracovatel pfijmout, aby mohl poskytnout
pomoc spravci a—-v pripadé predavani od
zpracovatele dil¢imu zpracovateli — vyvozci tdaja.
V pfipadé, Ze jsou do zpracovavani osobnich
udaji  zapojeni dil¢i zpracovatelé, budou
uplatnéna vysSe uvedend technickd a organizacni
opatreni.

! Pokud je vyvozcem udajti zpracovatel, na néji se vztahuje nafizeni
(EU) 2016/679 a ktery jedna jménem organu nebo subjektu Unie
jako spravce, spoléhdni se na tyto dolozky pfi zapojeni jiného
zpracovatele (diléi zpracovani), na kterého se natizeni (EU) 2016/679
nevztahuje, rovnéZ zajistuje soulad s ¢l. 29, odst. 4 nafizeni
Evropského parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna
2018 o ochrané fyzickych osob v souvislosti se zpracovanim
osobnich Udaji orgdny, institucemi a jinymi subjekty Unie, a o
volném pohybu téchto Gdaji a o zru$eni nafizeni (ES) €. 45/2001 a
rozhodnuti 1247/2002/ES (UF. vést. L 295 ze dne 21. 11. 2018, s. 39),
v rozsahu, v némz jsou tyto dolozky a povinnosti tykajici se ochrany
Udaju 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.

* To vyzaduje anonymizaci Gdajii takovym zpiisobem, aby jiz nikdo
nemohl byt nikym identifikovatelny, v souladu s 26. bodem
odlvodnéni nafizeni (EU) 2016/679, a aby byl tento proces
nevratny.

® Dohoda o Evropském hospodaiském prostoru (Dohoda o EHP)
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repealing Regulation (EC) No 45/2001  and Decision
No 1247/2002/EC (0J 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 on the standard contractual clauses included in Decision
2021/915.

% 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.

® 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 Xl 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.

* 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.

*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 timeframe. 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 carefully whether these elements
together carry 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.

stanovi rozsifeni vnitiniho trhu Evropské unie o tfi staty EHP, a to
Island, Lichtenstejnsko a Norsko. Dohoda o EHP zahrnuje pravni
pfedpisy Unie o ochrané Gdaju, véetné nafizeni (EU) 2016/679, které
jsou zaclenény do pfilohy XI uvedené dohody. Jakékoli zpfistupnéni
dovozcem (dajh treti strané se sidlem v EHP se proto pro ucely
téchto doloZek nepovazuje za dalsi predavani.

* Tuto Ihitu Ize v nezbytném rozsahu s piihlédnutim ke sloZitosti a
poctu Zadosti prodlouZit nejvySe o dalsi dva mésice. Dovozce Udaju
o takovém prodlouzeni fadné a neprodlené informuje subjekt tdaj.
® Pokud jde o dopad takovych pravnich piedpisti a postupl na
dodrzovani téchto doloZek, za soucast celkového posouzeni lze
povaZovat rdzné prvky. Mezi tyto prvky mohou patfit relevantni a
zdokumentované praktické zkusenosti s predchozimi pfipady Zadosti
o zpfistupnéni od organu verejné moci nebo neexistence takovych
Zadosti, které pokryvaji dostate¢né reprezentativni ¢asovy ramec.
Tykd se to zejména internich zaznam{ nebo jiné dokumentace
vypracovavané pribézné v souladu s naleZitou péci a certifikované
na urovni vrcholového vedeni za pfedpokladu, Ze tyto informace Ize
v souladu s pravnimi predpisy sdilet se tfetimi stranami. Pokud se na
zékladé této praktické zkusenosti dospéje k zavéru, Zze dovozci udaja
nebude branéno v dodrZovani téchto dolozek, je tfeba to podpofit
dal$imi relevantnimi, objektivnimi prvky a je na smluvnich stranéch,
aby peclivé zvazily, zda tyto prvky maji spolecné 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
pristupnymi spolehlivymi informacemi o existenci ¢i neexistenci
zadosti ve stejném odvétvi a/nebo o uplatriovani prava v praxi, jako
je napriklad judikatura a zpravy nezavislych orgdnl dohledu, a
nejsou s nimi v rozporu.
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