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SERVICES AGREEMENT

SMLOUVA O POSKYTOVANI SLUZEB

This Services Agreement (the “Agreement”) is

Tato smlouva o poskytovani sluzeb (dale jen
,Smlouva“) se uzavira

by and between

mezi

Janssen - Cilag International N.V.,

with registered offices at: Turnhoutseweg 30, 2340

Beerse, Belgium
Registration No.: BEO473587751

Janssen - Cilag International N.V.,

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

Registracni ¢.: BE0O473587751

Represented by the Power of Attorney by the

company

zastoupenou na zdkladé plné moci spolecnosti

Janssen-Cilag s.r.o.

with registered offices at Walterovo namésti 329/1,

158 00 Praha 5 —Jinonice, Czech Republic
ID No.: 27146928

Tax ID: CZ27146928

Registered in the Commercial

99837

Bank details: Citibank Europe plc, Organizational Unit

Account number: 2043060205/2600
Databox: 8jvdhia
(“Janssen ”)

Register at the
Municipal Court in Prague, section C, enclosure

Janssen-Cilag s.r.o.

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

IC: 27146928

DIC: CZ27146928

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

Cislo u¢tu: 2043060205/2600

Datovd schranka: 8jvdhia

(,spolecnost Janssen)

and

a

Vseobecna fakultni nemocnice v Praze

with registered offices at U Nemocnice 499/2, 128 08

Praha 2, Czech Republic
Represented by: xxxXxxxxx
ID No 00064165

Tax ID: CZ 00064165

Account Name: Vseobecna fakultni nemocnice v

Praze

Account number: 24035021/0710
IBAN: CZ 33 0710 0000 0000 2403 5021
SWIFT: CNBACZPP

Name of the Bank: Ceska narodni banka

Address of the Bank: Na Prikope 28, 115 03 Praha 1,

Czech Republic
Specific symbol for payments: 5212921852

Vseobecna fakultni nemocnice v Praze

se sidlem: U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika

zastoupena: XXXXXXXXXXXX

IC: 00064165

DIC: CZ 00064165

Nazev uctu: VSeobecna fakultni nemocnice v
Praze

Cislo uétu: 24035021/0710

IBAN: CZ 33 0710 0000 0000 2403 5021

SWIFT: CNBACZPP

Nazev banky: Ceska narodni banka

Adresa banky: Na Pfikopé 28, 115 03 Praha 1,
Ceska republika

Specificky symbol pro platby: 5212921852
(,,Poskytovatel”)
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(,Provider”)

and effective as of the date of publication in

Agreement Registry (“Effective Date”).

anabyvd ucinnosti dnem jejiho uverejnéni
v registru smluv (dale jen , datum ucinnosti).

Clinical Trial/Klinické hodnoceni

: “A Randomized, Controlled, Multicenter, Open-label Study to

Investigate the Efficacy and Safety of Adding Apalutamide to Radiotherapy
and LHRH Agonist in High-Risk Patients with PSMA-PET-Positive Hormone-
Sensitive Prostate Cancer, with an Observational Follow-up of PSMA-PET-
Negative Patients/Randomizovana, kontrolovana, multicentrickd oteviena
studie hodnotici uc¢innost a bezpecnost pridani apalutamidu k radioterapii a
agonistovi LHRH u pacientli s PSMA-PET-pozitivnim hormonalné-senzitivnhim
karcinomem prostaty s vysokym rizikem s naslednym pozorovanim PSMA-
PET-negativnich pacient(”

Regulatory Sponsor/Zadavatel
Study Product/Hodnoceny pfipravek
Protocol/Protokol

EUdraCT number/¢islo EudraCT

Janssen - Cilag International N.V.
apalutamid
56021927PCR3015

2019-002957-46

Whereas, Janssen has requested Provider to
conduct certain radiology services as further
defined in Exhibit B (the “Services”) in connection
with the Clinical Trial, which is sponsored by
Regulatory Sponsor, involving the Study Product
according to the Protocol (including subsequent
Protocol amendments), and Exhibits which forms
an integral part hereof; and

Vzhledem k tomu, Ze spolecnost Janssen pozadala
poskytovatele, aby poskytoval urcité radiologické
sluzby, jak jsou dale definované v pfiloze B (dale jen
»sluzby“), v souvislosti s klinickym hodnocenim
sponzorovanym zadavatelem, které se tyka
hodnoceného pfipravku podle protokolu (véetné
naslednych dodatk(l k protokolu), a pfiloh, které
tvofi nedilnou soucast této smlouvy.

Whereas, Provider is equipped to perform the
Services and Provider has agreed to perform the
Services on the terms and conditions hereinafter
set forth.

Vzhledem ktomu, Ze poskytovatel je vybaven
k provadéni sluzeb a souhlasi s poskytovanim
sluZzeb za podminek stanovenych nize.
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Now, therefore, in consideration of the premises
and the mutual promises and covenants
expressed herein, the parties agree as follows:

Nyni se proto strany, s ohledem na vysSe uvedené
as ohledem na vzdjemné dohody a pfisliby
uvedené v této smlouvé, dohodly nasledovné:

1. Performance of the Services

1. Provadéni sluzeb

1.1 The parties agree that the Protocol, | 1.1 Strany se dohodly, Ze pokud protokol, véetné
including any  subsequent  Protocol jakychkoli pozdéjsich dodatkd k protokolu,
amendments, incorporated by reference as ktery je zde zaclenén prostfednictvim odkazu
Exhibit A if not attached hereto but known jako priloha A, neni pfiloZen k této smlouvé,
to all parties, and the other Exhibits form an ale je znam vSem stranam, tvofi i s ostatnimi
integral part of this Agreement. pfilohami nedilnou soucast této smlouvy.

1.2 Provider agrees to use best efforts and | 1.2 Poskytovatel souhlasi, Ze vynalozi maximalni
professional expertise to perform the usili a odborné znalosti k provedeni sluzeb
Services in accordance with the Protocol, all v souladu s protokolem, vSemi platnymi
applicable legal and regulatory zakony a regulaénimi pozadavky,
requirements, the identified timelines and stanovenymi |h(tami a podminkami této
the terms and conditions of this Agreement. smlouvy. Provadéné sluzby jsou uvedeny
The Services to be performed are provided v pfiloze B této smlouvy.
in Exhibit B to this Agreement.

1.3 Provider may appoint such other individuals | 1.3  Poskytovatel mze urcit dalsi osoby, jak uzna

as it may deem appropriate to assist in the
conduct of the Services. Provider agrees to
provide the staff and the equipment
required for the execution of the Services,
ensuring both the quality of the work and
that of the information supplied. Provider is
responsible for the services performed by its
staff and those individuals it appoints to
assist in the conduct of the Services and
undertakes in particular to have the services
executed by competent persons. In the
event that Provider uses the Services of
others to conduct the Services pursuant to
this Agreement, Provider shall be
responsible for ensuring that all are
appropriately licensed and credentialed and
in compliance with the terms of this

za vhodné, aby spolupracovaly pfi
poskytovani sluzeb. Poskytovatel souhlasi, ze
poskytne persondl avybaveni potfebné
k provadéni sluzeb tak, aby byla zajiSténa
kvalita  prace idodanych informaci.
Poskytovatel zodpovida za sluzby
poskytované jeho persondlem a osobami,
které povéfi spolupraci pfi provadeéni sluzeb,
a zavazuje se, Ze sluzby budou provadéné
kompetentnimi osobami. V pfipadé, Ze
poskytovatel wvyuZiva sluzeb dalSich osob
k poskytovani sluzeb podle této smlouvy,
bude poskytovatel odpovidat za zajisténi
toho, Ze vSechny tyto osoby maji radné
opravnéni a povéfeni a dodrzuji podminky
této smlouvy. Poskytovatel bude odpovidat
za jakékoliv poruseni této smlouvy témito

Agreement. Provider shall be liable for any osobami.

breach of this Agreement by such

individuals.

Where applicable, Provider shall ensure that Kde je to vhodné, poskytovatel zajisti, aby se
designated staff or other individuals uréeny personal nebo dalsi osoby povérené

appointed for the conduct of the Services
attend all trainings conducted by Janssen or

provadénim sluzeb zucastnily vSech sSkoleni
vedenych spolecnosti Janssen nebo jejim
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its designee for the proper performance of
the Services in accordance with the
Protocol, safety and reporting
requirements, and any other applicable
guidelines relevant to the performance of
the Services for the Clinical Trial.

zmocnéncem, kterd se tykaji Fadného
provadéni sluzeb v souladu s protokolem,
pozadavky na bezpecnost a hlaseni a jinymi
platnymi  smérnicemi relevantnimi pro
poskytovani sluzeb pro klinické hodnoceni.

14

Additional Services: Without the prior
written consent of Janssen, Provider shall
not conduct any services or activities or
facilitate third parties to conduct any
services or activities not required by the
Protocol on the data derived from the
Clinical Trial. Hereinafter, the research
described in the previous sentence shall be
referred to as “Additional Services”. In any
case where Janssen gives such approval, the
approved Additional Services shall be
subject to (i) the conclusion of another
written agreement between Provider and
Janssen, or (ii) an amendment to the current
Agreement. Provider shall conduct all
Additional Services in compliance with all
applicable regulations. Without limiting any
other remedy available by law to Janssen, if
Provider conducts Additional Services in
breach of this section, and such Additional
Services result in an Invention (as defined in
Section 8 below), Provider hereby grants to
Janssen or its designee an irrevocable,
worldwide, paid up, royalty-free, exclusive
license, with right of sub-license, to make,
have made, use, have used, sell, have sold,
and import any such Invention that results
from such Additional Services. This Section
shall survive termination or expiration of
this Agreement.

1.4

Dodatecné sluzby: Bez predchoziho
pisemného souhlasu spolecnosti Janssen
poskytovatel nebude provadét sluzby nebo
¢innosti nebo umozZniovat tretim stranam
provadét sluzby nebo ¢innosti nevyzadované
protokolem za pouziti Udajd ziskanych v
ramci klinického hodnoceni. Vyzkum popsany
v predchozi vété bude ddle oznadovan jako
,dodatecné sluzby“. V kazdém pftipadé, kdy
spole¢nost Janssen poskytne takovy souhlas,
schvdlené  dodate¢né  sluzby  budou
vyzadovat (i) uzavieni dalsi pisemné smlouvy
mezi poskytovatelem a spolecnosti Janssen

nebo (ii) dodatek k této smlouvé.
Poskytovatel bude provadét vsechny
dodatecné sluzby vsouladu se vsemi

platnymi pravnimi predpisy. Aniz by tim byly
omezeny jakékoli jiné opravné prostiedky
dostupné podle zdkona spolecnosti Janssen,
pokud  poskytovatel bude  provadét
dodatecné sluzby v rozporu s timto ¢lankem
atakové dodate¢né sluizby povedou
k vynalezu (jak je definovan v ¢lanku 8 nize),
poskytovatel timto udéluje spole€nosti
Janssen nebo jejimu zmocnénci
neodvolatelnou, celosvétovou, splacenou,
bezplatnou, exkluzivni licenci s prdvem
poskytovat sublicence na vyrobu, pouZiti,
prodej a dovoz jakéhokoli takového vynalezu,
ktery vznikl vramci takovych dodatecnych
sluZeb. Tento ¢lanek zlstane v platnosti i po
vypovézeni nebo vyprseni platnosti této
smlouvy.

2. Term and Termination

2. Doba trvani a ukonceni platnosti smlouvy

2.1

The term of this Agreement shall begin on
the Effective Date. The parties estimate that

2.1

Tato smlouva vstoupi vplatnost k datu
ucinnosti. Strany odhaduji, Ze poskytovani
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the Services will end on the expiration of the
effective period or termination of the
Clinical Trial Agreement, unless sooner
terminated in accordance with the terms
hereof. The parties agree that the term may
be amended in writing by mutual agreement
of the parties.

sluzeb bude ukoncéeno k datu uplynuti doby
platnosti nebo vypovézeni smlouvy o
klinickém  hodnoceni, pokud nebude
ukonceno dfive v souladu s podminkami této
smlouvy. Strany souhlasi stim, Ze doba
platnosti mlZe byt zménéna pisemné na
zakladé vzajemné dohody stran.

2.2 The Agreement may be terminated by either | 2.2 Tato smlouva mize byt kdykoli ukonéena
party at any time in the exercise of its sole kteroukoli smluvni stranou dle jejiho
discretion upon fifteen (15) calendar days vlastniho uvazeni na zakladé predem zaslané
prior written notice to the other party. pisemné vypovédi, svypovédni |hitou
Reasons for termination may include but are patnacti (15) kalendarnich dni. Dlvody pro
not limited to: vypovézeni smlouvy mohou mimo jiné

zahrnovat:
(i) breach of contract, including (i) poruseni smlouvy, véetné
failure to comply with the nedodrzeni protokolu a platnych
Protocol and applicable laws and zakonu a predpisU;
regulations;
(ii) receipt of safety information that (i) obdrzeni  informaci  ohledné
makes it prudent to do so; or bezpecénosti, s ohledem na néz
bude vypovézeni zadouci, nebo
(iii) the end of the Clinical Trial. (iii) ukonceni klinického hodnoceni.
Notwithstanding the above, Janssen may Bez ohledu na vyse uvedené muze spole¢nost
immediately terminate the Clinical Trial if, Janssen ihned ukondit klinické hodnoceni na
within its sole judgement, such immediate zakladé vlastniho uvaZeni, bude-li toto
termination is necessary based upon okamzité ukonceni nutné sohledem na
considerations of patient safety or upon bezpecnost pacientl nebo obdrzeni udajl
receipt of data suggesting lack of sufficient naznacujicich nedostate¢nou ucinnost. Po
efficacy. Upon receipt of notice of prijeti vypovédi poskytovatel neprodlené
termination, Provider shall promptly end ukondi  poskytovani sluzeb. V pripadé
the performance of the Services. In the ukonceni podle tohoto ¢lanku zjiného
event of termination hereunder, other than dlvodu, nezZ je podstatné poruseni ze strany
as a result of a material breach by Provider, poskytovatele, budou celkové ¢astky splatné
the total sums payable by Janssen pursuant spole¢nosti Janssen podle této smlouvy
to this Agreement shall be equitably spravedlivé pomérné kraceny dle skutecné
prorated for actual Services performed until poskytnutych sluzeb ke dni ukonceni,
the date of termination, with any pficemZ vesSkeré nespotiebované zalohy,
unexpended funds previously paid by které spole¢nost Janssen jiz zaplatila
Janssen to Provider being refunded to poskytovateli, budou spolecnosti Janssen
Janssen. vraceny.
2.3 Upon the earlier of the termination of the | 2.3 V pfipadé dfivéjSiho ukonceni klinického

Clinical Trial and termination of this

hodnoceni avypovézeni této smlouvy (a)
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Agreement, (a) Provider shall immediately
deliver to Janssen all data generated as a
result of the Clinical Trial, , all documents
and data provided by Janssen and its
respective affiliates, and all Janssen
Confidential Information, as defined in
Section 7.2 below, (b) , Provider shall treat
materials  provided by Janssen or its
respective affiliates in accordance with
instruction provided by Janssen or its
affiliates, and if Janssen requires the return
of any materials, Provider shall return them
upon the instructions of Janssen or its
affiliates. This provision does not apply to
those documents that should be maintained
and retained by Provider at the Study Site,
as defined in the Protocol and as required by
applicable laws and regulations.

poskytovatel okamZité doruci spole€nosti
Janssen vsechny udaje ziskané na zakladé
klinického hodnoceni, vsechny dokumenty a
Udaje poskytnuté spolecnosti Janssen a jejimi
pfislusSnymi pfidruzenymi spole¢nostmi a
veskeré dlvérné informace spolec¢nosti
Janssen, jak jsou definovany v nize uvedeném
¢lanku 7.2, (b)  poskytovatel je povinen
nakladat s materidly  poskytnutymi
spolecnosti Janssen nebo jejimi pfidruzenymi
spole¢nostmi v souladu s pokyny spoleénosti
Janssen nebo jejich pfidruzenych spole¢nosti,
a pokud spole¢nost Janssen vyzaduje vraceni
jakychkoli materialQ , poskytovatel je vrati na
zakladé pokyn( spolecnosti Janssen nebo
jejich  pfidruzenych  spoleénosti. Toto
ustanoveni se nevztahuje na dokumenty,
které musi poskytovatel uchovavat na
studijnim pracovisti, jak je definovano
v protokolu avyzadovano platnymi zdkony
a nafizenimi.

3. Authorizations

3. Opravnéni

Janssen shall be responsible for fulfilling all
authorization formalities related to the
conduct of the Clinical Trial (such as
submitting a clinical trial application) and if
required, for obtaining the written
authorization from the competent health
authorities prior to commencement of the
Clinical Trial.

Spolecnost Janssen bude odpovédna za
splnéni veskerych formalit tykajicich se
povoleni pro provadeéni klinického hodnoceni
(napf. podani Zadosti o povoleni klinického
hodnoceni) av pfipadé potieby za ziskani
pisemného  povoleni od  pfislusnych
zdravotnich Grad(l pred zahajenim klinického
hodnoceni.

Reporting of Data

Hlaseni udaju

Provider agrees to periodically and in a
timely manner provide the Data (as defined
below) to Janssen and/or the Study Site in a
manner and format in accordance with
Exhibit B of this Agreement and any
applicable Data Management Agreement
separately entered into between the parties
(which governs electronic transfer of data
and information).

Poskytovatel se zavazuje periodicky avcas
poskytovat  Udaje  (definované  nize)
spole¢nosti  Janssen a/nebo studijnimu
pracovisti zplsobem a ve formatu, které jsou
vsouladu s pfilohouB této smlouvy a
jakoukoliv platnou smlouvou o spravé udajl
samostatné uzavienou mezi stranami (kterou
se Tidi elektronické prenosy  udajl
a informaci).
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4.2 Timely, accurate and complete Data
submission to Janssen is necessary to ensure
payment in accordance with Exhibit B of this

Agreement.

4.2 Vcasné, presné auplné predloZzeni udajl
spole¢nosti Janssen je nezbytné k zajisténi
platby v souladu s pfilohou B této smlouvy.

5. Monitoring of Services — Audit - Inspections

5. Monitorovani sluZzeb — audit — inspekce

5.1 Monitoring - Audit 5.1 Monitorovani - audit
During and for a period of 15 years after the Poskytovatel souhlasi s tim, ze béhem doby
term of this Agreement, Provider agrees to trvani této smlouvy i po dobu 15 let po jejim
permit representatives of Janssen and/or uplynuti  umozni zastupclim spoleénosti
the competent health authorities (including, Janssen a/nebo pfislusnym zdravotnim
if applicable, the US FDA) to examine at any Graddm (pfichazi-li to v uUvahu, vcetné
reasonable time during normal business amerického Ufadu pro kontrolu potravin
hours: aléciv (FDA)) kdykoli v pfijatelném case
béhem pracovni doby zkontrolovat:
(i) the facilities where the Services (i) prostory, ve kterych se provadi
are being conducted, sluzby,
(i) the raw Clinical Trial data (i) nezpracované udaje zklinického
generated pursuant to the hodnoceni generované v ramci
Services; and sluzeb,
(iii) any other relevant information (iii) veSkeré dalsi relevantni informace
necessary to confirm that the nezbytné k potvrzeni toho, Ze jsou
Services are being conducted in sluzby provadény v souladu
conformance with the Protocol s protokolem apodle platnych
and in compliance with applicable zakonnych a regulacnich
legal and regulatory poZadavkd, véetné pravnich
requirements, including privacy predpist o ochrané osobnich udajl
and security laws and regulations. a bezpecnostnich zakon( a
predpisa.
5.2 Inspections 5.2 Inspekce
Provider shall immediately notify Janssen if Poskytovatel musi  ihned uvédomit
a competent health authority schedules or, spoleCnost  Janssen, jestlize  pfislusny
without scheduling, begins an inspection zdravotni drad napldnuje nebo bez
and shall promptly, upon issuance, provide naplanovani zahdji inspekci, a okamZzité po
Janssen a copy of any health authority’s vydani poskytne spolecnosti Janssen kopii
correspondence resulting from any such veskeré korespondence se zdravotnim
inspection. uradem ohledné takové inspekce.
5.3 Provider agrees to take any reasonable | 5.3 Poskytovatel souhlasi s tim, Ze podnikne

actions requested by Janssen to cure
deficiencies noted during an audit or
inspection. In addition, Janssen or its
designees shall have the right to review and
approve any correspondence to a

veskeré prijatelné kroky poZadované
spolecnosti Janssen k odstranéni nedostatku
zjisténych béhem auditu ¢i inspekce. Navic
bude mit spole¢nost Janssen nebo jeji
zmocnénci prdvo zkontrolovat a schvalit
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competent health authority generated as a
result of such health authority’s inspection
prior to submission by Provider and, to the
extent not prohibited by law or by the
applicable health authority, the right to
have a representative present during any
inspection.

korespondenci s pfislusSnym  zdravotnim
Uradem v souvislosti stakovou inspekci
zdravotniho Uradu, a to pred jejim odeslanim
poskytovatelem, apokud to nezakazuje
zakon nebo pfislusny zdravotni Ufad, bude
mit pravo, aby béhem inspekce byl pfitomen
jeji zastupce.

5.4

The provisions of paragraphs 5.1,5.2 and 5.3
shall survive the termination or expiration of
this Agreement.

5.4

Ustanoveni ¢lankd 5.1, 5.2 a 5.3 zlstanou
v platnosti i po ukonceni nebo uplynuti doby
platnosti této smlouvy.

6. Compliance with Applicable Laws

6. Dodrzovani platnych zakonu

6.1 The parties agree to conduct the Services | 6.1 Strany souhlasi s tim, Ze budou poskytovat
and maintain records and Data during and sluzby avést zdznamy audaje béhem
after the term of this Agreement in platnosti této smlouvy ipo jejim skonceni
compliance with all applicable legal and vsouladu se vSemi platnymi pravnimi
regulatory requirements, as well as with a zakonnymi poZadavky a obecné
generally accepted conventions such as the akceptovanymi Umluvami, jako je Helsinska
Declaration of Helsinki and the ICH-GCP deklarace a smérnice ICH-GCP.
guidelines.

6.2 Healthcare Compliance with Anti- | 6.2 DodrZzovani  protikorupcnich pravnich
Corruption Laws and Foreign Corrupt predpist a zakona o zahranicnich

Practices Act (“FCPA”)

korupcnich praktikach (Foreign Corrupt
Practices Act, ,,FCPA*)

Provider represents and warrants that
neither Provider, nor any of its directors,
officers, employees or agents (all of the
foregoing collectively, “Provider
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 Provider and Janssen (collectively the
“Anti-Corruption Laws”).

Poskytovatel prohlasuje a zarucuje, Ze
poskytovatel, Zadny zjeho  rediteld,
vedoucich pracovniki, zaméstnancl i
zastupcl (vsichni jmenovani ddle spolecné
jako ,zastupci poskytovatele”) neprovedl
zadnou cinnost, kterd by ze strany téchto
0sob znamenala poruseni mistnich nebo
mezinarodnich  protikorupcnich  zakon,
pravidel nebo nafizeni, které plati pro
poskytovatele, pro spole¢nost Janssen nebo
obé strany, (dale spolecné , protikorupcni
zakony").

Provider 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

Poskytovatel pfimo ani nepfimo neprovede
zadnou platbu, neucini Zadnou nabidku,
nepredd cokoliv cenného ani nebude
souhlasit a neslibi, Ze provede platbu nebo
nabidne ¢i preda cokoliv cenného statnimu
urednikovi nebo zaméstnanci statniho uradu,
politické strané, kandidatovi na politickou
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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.

funkci ani Zadné jiné osobé za ucelem
ovlivnéni  rozhodnuti, ktera se tykaji
spole¢nosti Janssen nebo jeji obchodni
¢innosti, zpUsobem, ktery by porusoval
protikorupcni zakony.

Provider and Provider Representatives have
conducted and will conduct their businesses
in compliance with the Anti-Corruption
Laws, and Provider will have or follow the
necessary procedures to prevent bribery
and corrupt conduct by Provider
Representatives.

Poskytovatel a zastupci poskytovatele
vykonavaji a budou vykondvat svoji praci
v souladu s protikorupénimi zakony
a poskytovatel bude mit nebo dodrzovat
nezbytné postupy pro zabranéni korupcnimu
jednani ze strany zastupcl poskytovatele.

Provider 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. Provider shall
maintain and provide Janssen and its
auditors and other representatives with
access to records (financial and otherwise)
and supporting documentation related to
the subject matter of the Agreement as may
be requested by Janssen in order to
document or verify compliance with the
provisions of this Section; and

Poskytovatel bude provadét ucinnou interni
kontrolu ucetnictvi a zajisti, Ze vSechny ¢asti
tohoto  klinického  hodnoceni  budou
zaznamenany v knihach a zdznamech presné,
Uplné a pravdivé a Ze dokumenty, na kterych
se tyto knihy azdznamy zakladaji, jsou ve
vsech dulezZitych ohledech presné, uaplné
a pravdivé. Poskytovatel povede zaznamy
(finanéni ijiné) a podpdrnou dokumentaci
souvisejici s predmétem této smlouvy
a poskytne spolecnosti Janssen ajejim
auditorim ajinym zastupcim, na zakladé
zadosti spole¢nosti Janssen, pristup k témto
zaznamim za Ucelem dokumentace i
ovéreni souladu sustanovenimi tohoto
¢lanku.

Notwithstanding Section 2 [Term and
Termination] and 10 [Indemnification], if
Provider fails to comply with any of the
provisions of this Section, such failure shall
be deemed to be a material breach of the
Agreement and, upon any such failure,
Janssen shall have the right to terminate the
Agreement with immediate effect upon
written notice to Provider without Janssen
having any financial liability or other liability
of any nature whatsoever resulting from any
such termination.

Bez ohledu na ustanoveni ¢lanku 2 (doba
trvani a ukonceni platnosti smlouvy) a ¢lanku
10 (odSkodnéni) plati, Ze pokud poskytovatel
porusi kterékoliv ustanoveni tohoto clanku,
bude se dané poruseni povaZovat za zavazné
poruseni smlouvy a spolecnost Janssen bude
mit po takovém poruseni pravo smlouvu
s okamzitou ucinnosti ukoncit predloZzenim
pisemné vypovédi poskytovateli, pricemz
spole¢nosti Janssen ztakového ukonceni
nevznikne Zadna financéni ani jakakoliv jina
odpovédnost.

6.3

Privacy & Data Security

6.3

Ochrana soukromi a osobnich tdaju
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6.3.1 Each party agrees that its collection,
processing and disclosure of any data
relating to an identified or identifiable
individual (“Personal Information”) in
connection with this Agreement is and will
be in compliance with applicable data
protection laws, including, where
applicable, the EU General Data Protection
Regulation (the “GDPR”), and that it has
obtained all rights and consents necessary
to collect, process and disclose the Personal
Information. When collecting  and
processing Personal Information, the parties
agree to take appropriate measures to
safeguard the Personal Information, to
maintain the confidentiality of Clinical 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.

6.3.1 Obé strany souhlasi s tim, Ze shromazdovani,
zpracovavani a zpfistupnéni veskerych udaj
souvisejicich s identifikovanou nebo
identifikovatelnou osobou (dale jen ,,0sobni
udaje”) v souvislosti stouto smlouvou je
abude vsouladu splatnymi zakony na
ochranu osobnich adajli, véetné obecného
nafizeni EU o ochrané osobnich udaju (dale
jen ,,GDPR“), pokud se vztahuji, a Ze ziskaly
vSechna prdva asouhlasy nezbytné ke
shromazdovani, zpracovavani a zpfistupnéni
téchto osobnich Gdajd. Strany souhlasi s tim,
Ze béhem shromaZdovani a zpracovani
osobnich udajl prijmou pfislusna opatreni za
Ucelem ochrany téchto osobnich udajd,
zachovani dlvérnosti zdravotnich informaci
azdaznaml o  subjektech klinického
hodnoceni, rfadného informovani
zainteresovanych subjektd Gdaju
o shromazdovani  azpracovdvani  jejich
osobnich udajl, udéleni naleZitého pfistupu
témto subjektim udajd kjejich osobnim
Gdajum, zajisténi prav dalsich subjektd udajl
v souladu s platnymi zakony a zabranéni
pfistupu neopravnénym osobam.

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

6.3.2 Poskytovatel pouZije naleZitd technicka
a organizacni opatfeni k zajisténi takové
urovné  zabezpeceni osobnich  Udajl
zpracovavanych v souvislosti s touto
smlouvu, ktera odpovida danym rizik(im.

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

6.3.3 Poskytovatel prohlasuje, zarucuje a zavazuje
se, Zze osobni Udaje tykajici se subjekt
klinického hodnoceni budou pfi poskytnuti
spole¢nosti  Janssen  pseudonymizovany,
takZze veskeré informace, které pfimo
identifikuji subjekt klinického hodnoceni,
budou nahrazeny identifikaénim kédem.
Poskytovatel neposkytne spole¢nosti Janssen
klice ani kody, diky kterym by mohly byt
subjekty  klinického hodnoceni zpétné
identifikovany. Poskytovatel neprodlené
upozorni  spole¢nost  Janssen, pokud
poskytovatel zjisti, Ze jakékoliv udaje
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satisfy this requirement. Provider will
cooperate with all Janssen requests to
mitigate any harm resulting from any such
disclosure of Data. In such an event,
Provider will deliver corrected Data to
Janssen as promptly as possible at no extra
expense to Janssen.

(definované v c¢lanku 7.1) tykajici se subjektl
klinického hodnoceni poskytnuté spolecnosti
Janssen nevyhovuji tomuto poZadavku.
Poskytovatel bude spolupracovat ohledné
vSech Zadosti spolecCnosti Janssen na
minimalizaci Skod zpUsobenych
zpristupnénim udaja. V takovém pfipadé
poskytovatel dorué¢i opravené Udaje
spolecnosti Janssen co nejrychleji bez dalSich
nakladl pro spole¢nost Janssen.

6.3.4 In case of a breach of security leading to the | 6.3.4 V pfipadé naruseni zabezpeceni, které
accidental or unlawful destruction, loss, povede k nedmysinému nebo protipravnimu
alteration, unauthorized disclosure of, or zni¢eni, ztraté, zméné, neoprdvnénému
access to, Personal Information data odtajnéni nebo zpfistupnéni osobnich udaja,
transmitted, stored or otherwise processed které jsou =zasilany, uloZeny nebo jinak
(“Privacy Incident”), Provider will zpracovavany (dale jen ,bezpecnostni
immediately after becoming aware of a incident”), poskytovatel oznami tuto
Privacy Incident notify Janssen. Such skuteénost spolecnosti Janssen
notification shall specify the nature of the bezprostifedné poté, co se o bezpecnostnim
Privacy Incident, the categories and incidentu dozvi. V takovém oznameni upfesni
approximate number of data subjects and povahu bezpecnostniho incidentu, kategorie,
Personal Information records impacted by priblizny pocet subjektd Udaji a zdznami
such Privacy Incident. Provider agrees to osobnich Udaji, kterych se bezpecnostni
fully cooperate with Janssen, investigate incident dotykd. Poskytovatel souhlasi s tim,
and resolve any such Privacy Incident and Ze bude se spolecnosti Janssen plné
provide Janssen any information necessary spolupracovat, vysetfi a wvyfesi veskeré
to provide notifications. bezpecnostni incidenty a poskytne

spole¢nosti Janssen veSkeré informace
potfebné k provedeni ohlaseni.

6.3.5 Provider agree to fully cooperate with | 6.3.5 Poskytovatel souhlasi stim, Ze bude plné
respect to any data protection impact spolupracovat pfi hodnoceni veskerych
assessments and/or prior consultations that dopadd na ochranu osobnich Udaji a/nebo
may be required with respect to the pfi pfedbéznych konzultacich, které mohou
processing of Personal Information under byt potfebné v souvislosti se zpracovdvanim
the Agreement. osobnich udajl v souladu s touto smlouvou.

6.3.6 Provider shall not engage any third-party, | 6.3.6 Poskytovatel nebude vyuZivat Zadnou treti

including any subcontractor, as data
processor (as defined under applicable data
protection law) for the performance of their
respective activities under this Agreement,
without Janssen’s prior written approval. In
the event Janssen consents to such third-
party data processor, Provider (i) shall be
responsible for ensuring that any permitted

stranu, véetné poddodavatell, jako
zpracovatele Udaju (jak je definovan platnymi
zdkony o ochrané osobnich udaji) k plnéni
svych ¢innosti podle této smlouvy bez
predchoziho pisemného souhlasu
spoleCnosti Janssen. V pfipadé souhlasu
spoleCnosti Janssen s vyuzitim treti strany
jako zpracovatele Udaji  poskytovatel
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third-party data processor complies with
this Agreement, the applicable data
protection law and regulations, and (ii) shall

(i) ponese odpovédnost za to, Ze kazdy
opravnény externi zpracovatel Gdaji bude
dodrZovat tuto smlouvu, platné zakony

be fully liable to Janssen for all actions of anafizeni oochrané osobnich Gdajd,
such third-party data processors. a (ii) bude  spolec¢nosti  Janssen  plné
odpovidat za vSechny Cinnosti téchto

externich zpracovatell udaja.
6.3.7 Personal Information related to any | 6.3.7 Osobni Udaje tykajici se veskerého
investigational staff (e.g. name, hospital or vyzkumného personalu (napf. jméno, adresa
clinic address and phone number, a telefonni ¢islo nemocnice nebo kliniky,

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 Provider 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.

Zivotopis) mohou byt prfedany pfidruzenym
spole¢nostem Johnson & Johnson pro ucely
monitorovani léCiv, provadéni, dokumentace
a kontroly klinickych hodnoceni ataké pro
kontakt s nimi ajejich zastupci po celém
svété v pripadé dalsich budoucich studii nebo
hodnoceni, kterych se mohou pripadné
Ucastnit. Strany také souhlasi s tim, Ze budou
pouzivat osobni udaje poskytnuté
poskytovatelem k fizeni internich studii a
zajisti, aby byly kontaktni uUdaje uloZeny
v jinych systémech spolehlivé a kompletné
v souladu s timto ¢lankem.

6.3.8

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

6.3.8

Spolecnost Janssen muZe osobni udaje
pfedat jinym pridruzenym spolec¢nostem
skupiny Johnson & Johnson a jejich
prislusSnym zastupcim. Osobni Udaje tak
mohou byt prendseny do statll mimo
Evropsky hospodarsky prostor (dale jen
,EHP“), napf. do Spojenych statl americkych,
kde podle nazoru EU v soucasnosti neexistuji
dostatecné predpisy o ochrané osobnich
Gdaji, které by zajistovaly dostatecnou
uroven této ochrany. Bez ohledu na shora
uvedené skutecnosti, spole¢nost Janssen a
jeji pfidruzené spole¢nosti propojené se
skupinou Johnson & Johnson a pfislusni
zastupci vSak pouZiji dostatecna
bezpecnostni opatfeni k ochrané téchto
osobnich udajq, jak je to pozadovano v EHP.
Osobni udaje mohou byt také zpfistupnény
na  zadkladé pozZadavki  jednotlivych
regulacnich urfadl nebo platnych zakond,
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jako napf. pfi hlaseni vazinych nezadoucich
pfihod.

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

6.3.9 Spolecnost Janssen poskytla urcité informace
o svych zdsaddach nakladani s osobnimi udaji,
které se tykaji osobnich Gdaji vyzkumného
persondlu vcetné prav subjektd udajl
v pfiloze C. Poskytovatel souhlasi s tim, Ze
bude informovat veskery vyzkumny personal,
jehoZz osobni udaje budou shromazdovany
v pribéhu klinického hodnoceni v ramci této
smlouvy, o zdsaddch nakladani s osobnimi
udaiji, jak je uvedeno v priloze C.

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

to the other party.

6.4 V pripadé, ze dojde ke zjiSténi, Zze néjaka ¢ast
této smlouvy porusuje platné zakony
a predpisy, strany souhlasi stim, Ze se
vdobré vife dohodnou na zméndch
ustanoveni, ktera zdkony a predpisy porusuji.
V pfipadé, Ze se strany na novém nebo
upraveném znéni nezbytném ktomu, aby
byla smlouva jako celek uvedena do souladu
s pfedpisy, nedohodnou, muZe kterakoli
strana tuto smlouvu vypovédét pisemnou
vypovédi zaslanou druhé strané s vypovédni
Ih(tou Sedesati (60) kalendarnich dnu.

7. Ownership of Data - Confidentiality

7. Vlastnictvi idaja — davérnost

7.1 Ownership of Data

7.1 Vlastnictvi udaja

All data, including but without limitation
written, printed and/or graphic material,
test results, studies and other information
generated by Provider in performing the
Services (the “Data”) shall be the property of
Janssen or its designee, which may utilize
the Data in any way it deems appropriate,
subject to compliance with applicable data
protection laws and the terms of this
Agreement. Any copyrightable work created
in connection with the performance of the
Services and contained in the Data shall be
considered a “work made for hire” to the
fullest extent permitted by law and owned
by Janssen or its designee. Provider may not
use the Data for any commercial purposes

Veskeré udaje, mimo jiné véetné pisemnych,
tisSténych a/nebo grafickych materiald,
vysledk( test(, studijnich a jinych informaci
generovanych  poskytovatelem  vramci
poskytovani sluzeb (dale jen ,udaje”) budou
vlastnictvim spolec¢nosti Janssen nebo jejiho
zmocnénce, ktefi mohou pouZivat Udaje
jakymkoliv zplsobem, ktery povazuji za
vhodny, avsak v souladu s platnymi zakony
o ochrané osobnich udajli a podminkami této
smlouvy. Jakékoli dilo chrdnéné autorskymi
pravy vytvorené v souvislosti s poskytovanim
sluZzeb a obsazené v udajich se povaZuje za
,dilo vzniklé na zakladé smlouvy” v plném
rozsahu povoleném pravnimi predpisy aje
vlastnictvim spole¢nosti Janssen nebo jejiho
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including the filing of a patent application or
the filing of the Data in support of any
pending or future patent application either
for its own benefit or for the benefit of any
for-profit entity, including use of Data in
support of research for or in collaboration
with a for-profit entity. The provisions of this
paragraph shall survive the termination or
expiration of this Agreement.

zmocnénce. Poskytovatel nesmi pouzivat
Udaje pro Zadné komercni ucely, vcetné
podani patentové prihlasky nebo poskytnuti
Gdaju na podporu jakékoli nevyfizené nebo
budouci patentové prihlasky, bud pro svij
vlastni prospéch, nebo ve prospéch
jakéhokoli ziskového subjektu, véetné pouziti
udaji na podporu vyzkumu pro ziskovy
subjekt nebo ve spoluprdci s nim. Ustanoveni
vtomto odstavci zlstanou v platnosti ipo
vypovézeni nebo uplynuti platnosti této

smlouvy.
7.2 Confidentiality 7.2 Duvérnost
All information, including, but not limited to, Vsechny informace, mimo jiné vcietné
information relating to the Study Product, informaci  tykajicich se  hodnoceného
the Protocol, the operations of Janssen and pripravku, protokolu nebo  Cinnosti

its affiliates, such as patent applications,
formulas, manufacturing processes, basic
scientific data, prior clinical data and
formulation information supplied by
Janssen to Provider or other personnel
involved with the Services and not
previously published (“Janssen Confidential
Information”), as well as Data, is considered
confidential and shall remain the sole
property of Janssen or its affiliated
companies. Both during and after the term
of this Agreement, Provider will use diligent
efforts to maintain in confidence and use
only for the purposes contemplated in this
Agreement:

spolec¢nosti Janssen ajejich pridruzenych
spole¢nosti, jako jsou patentové prihlasky,
receptury, vyrobni procesy, zadkladni védecké
udaje, predchozi klinicky vyzkum a informace
o formulacich dodané spolecnosti Janssen
poskytovateli nebo jinému personalu
zapojenému do sluzeb, které nebyly dosud
zvefejnény (dale jen ,ddvérné informace
spole¢nosti Janssen”), jakoZz iudaje, se
povazuji za dlvérné a zlstanou vyhradnim
vlastnictvim spolecnosti Janssen nebo jejich
pridruzenych spolecnosti. V pribéhu a po
skonceni platnosti této smlouvy poskytovatel
vynaloZi fadné Usili k zachovani dvérnosti
a pouZije pouze pro ucely uvedené v této
smlouvé:

(i) Janssen Confidential Information,

(i) dbvérné informace spolec¢nosti Janssen,

(i) information which a reasonable person
would conclude is the confidential and
proprietary property of Janssen and its
affiliates and which is disclosed by or on
behalf of Janssen to Provider, and

(i) informace, u kterych by soudna osoba
dospéla k zavéru, Ze jsou dlvérnym
achranénym  majetkem  spolecnosti
Janssen a jejich pfidruZenych spolec¢nosti,
a které jsou spolecnosti Janssen nebo

jejim jménem zpfistupnény
poskytovateli,
(iii) the Data. (iii) udaje.

Provider is bound by professional secrecy in
relation to the said documents, in relation to
the nature of the Study Product, the

Poskytovatel ja vazan profesni mlcenlivosti
ohledné uvedenych dokumentl, povahy
hodnoceného pripravku samotnych sluzeb
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Services itself and the results from the
Services. The preceding obligations shall not
apply to Janssen Confidential Information,
Data or information that falls under Section
7.2(ii), (a) which has been published through
no fault of Provider or (b) which Janssen
agrees in writing, may be used or disclosed.
The provisions in this Section shall survive
the termination or expiration of this
Agreement.

a vysledkl sluzeb. VySe uvedené zavazky se
nevztahuji na divérné informace spoleénosti
Janssen, Udaje nebo informace spadajici pod
ustanoveni clanku 7.2 odstavec (ii), které
(a) byly zverejnény bez pochybeni
poskytovatele nebo (b) u nichz spole¢nost
Janssen pisemné souhlasila, Ze mohou byt
pouzity nebo zpfistupnény. Ustanoveni
vtomto clanku zlstanou v platnosti ipo
vypovézeni nebo uplynuti platnosti této
smlouvy.

7.3 Provider warrants the compliance of all its | 7.3  Poskytovatel zaruduje, Ze vSichni jeho
staff and other personnel involved with the pracovnici adalsi personal zapojeny do
Services with the provisions of this Section poskytovani  sluzeb budou dodrzovat
7. ustanoveni tohoto ¢lanku 7.

8. Patents 8. Patenty

It is recognized and understood that the
inventions and technologies of Janssen and
its affiliates, Provider existing on 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 Services
conducted under this Agreement (an
“Invention”) shall belong to Janssen or its
designee. Provider shall promptly disclose
to Janssen any Invention. Provider agrees to
assigh (and shall cause all personnel
involved with the Services to assign) to
Janssen or its designee, at the request of
Janssen, 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. Provider shall execute and shall
have its employees and all personnel
involved with the Services execute, all
documents necessary to transfer all right,
title and interest in and to any Invention to
Janssen or its designee and shall be

Strany uznavaji achadpou, Ze vynalezy
a technologie spole¢nosti Janssen, jejich
pridruzenych spolecnosti a poskytovatele
existujici k datu ucinnosti této smlouvy jsou
jejich samostatnym majetkem a tato smlouva
se na né nevztahuje. VSechna prava
k jakymkoli objeviim &i vynalezim, at jiZ jsou
patentovatelné, ¢i nikoliv, koncipovanym
nebo koncipovanym auvedenym do praxe
v dUsledku sluzeb provadénych podle této
smlouvy (dale jen ,vyndlez“) budou naleZet
spolecnosti Janssen nebo jejimu zmocnénci.
Poskytovatel bude neprodlené informovat
spole¢nost Janssen o veskerych vynalezech.
Poskytovatel souhlasi, Ze postoupi (a zajisti,
Zze veSkery persondl zapojeny do sluzeb
postoupi) spolecnosti Janssen nebo jejimu
zmocnénci, na Zadost spole¢nosti Janssen,
vyhradni a vyluéné vlastnictvi vSech vynalezQ.
Spole€nost Janssen bude mit pravo, ale
nikoliv povinnost pfihlasit, soudné vymahat
a uplatnit jakékoliv patenty souvisejici
s vynalezy. Poskytovatel je povinen podepsat
anechat podepsat svymi zaméstnanci a
veskerym personalem zapojenym do sluZeb
vSechny dokumenty nezbytné k prevodu
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responsible for performing all those
activities and making all payments and
compensation for all such Inventions made
by its employees and/or agents, as provided
for under applicable law, to permit Janssen
or its designee to own and use all such
Inventions.

veskerych prav, narokl a podild k jakémukoli
vynalezu na spole¢nost Janssen nebo jejiho
zmocnénce, a odpovida za provedeni vsech
téchto dcinnosti audhradu vsech plateb
a kompenzaci v souvislosti se vSsemi takovymi
vynalezy uskutecnénymi jejimi zaméstnanci
a/nebo zastupci, jak je stanoveno v platnych
pravnich predpisech, aby spolecnost Janssen
nebo jeji zmocnénec mohli vlastnit a pouzivat
veskeré takové vynalezy.

Provider warrants that all personnel
involved in performing Services under this
Agreement are employees or agents of
Provider and are obligated to assign to
Provider all inventions and discoveries made
in the course of their employment or
agency, either by written agreement or by
the terms of their employment.

Poskytovatel zarucuje, Ze vesSkery personal
zapojeny do poskytovani sluzeb podle této
smlouvy jsou zaméstnanci nebo smluvni
pracovnici poskytovatele ajsou povinni
postoupit na poskytovatele veskeré vynalezy
a objevy ucinéné v pribéhu jejich
zaméstnaneckého poméru nebo trvani
smlouvy, a to bud na zakladé pisemné
smlouvy, nebo podle podminek
zaméstnaneckého pomeéru.

The provisions in this Section 8 shall survive
the termination or expiration of this
Agreement.

Ustanoveni tohoto ¢lanku 8 zlstanou
v platnosti ipo vypovézeni nebo uplynuti
platnosti této smlouvy.

9. Compensation

9. Odména

9.1 The budget and compensation to be paid for
the Services is contained in Exhibit B.
Payment shall be due and payable in
accordance with the schedule set forth in
Exhibit B.

9.1 Rozpocet a odména, ktera bude uhrazena za
provedeni sluzeb, jsou uvedeny v pfiloze B.
Platba bude splatnd vsouladu srozpisem
uvedenym v pfiloze B.

9.2 The parties acknowledge and agree that the
compensation and support provided by
Janssen to Provider pursuant to this
Agreement represents the fair market value
for the Services performed by Provider, 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 Provider.

9.2 Strany potvrzuji a souhlasi s tim, Ze odména
a podpora poskytnutd spolecnosti Janssen
poskytovateli podle této smlouvy
predstavuje skutecnou trzni hodnotu za
sluzby provadéné poskytovatelem, byla
sjedndna jako objektivni ujednani a nebyla
stanovena zpUsobem, ktery bere v uvahu
objem ahodnotu jakychkoliv doporuceni
nebo jinych obchodnich pfileZitosti, které
jinak vznikaji mezi spole¢nosti Janssen a
jejimi pfidruzenymi spole¢nostmi
a poskytovatelem.

Nothing contained in this Agreement shall
be construed in any manner as an obligation

Nic ztoho, co je uvedeno vtéto smlouve,
nebude vykladano jako zavazek nebo podnét
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or inducement for Provider to recommend
that any person or entity purchase Janssen’s
products or those of any entity affiliated
with Janssen.

pro poskytovatele kdoporuceni, aby si
jakdkoli osoba ¢i subjekt zakoupily vyrobky
spolecnosti Janssen nebo vyrobky jakéhokoli
pfidruzeného subjektu spolec¢nosti Janssen.

9.3 Provider shall not bill any third-party for any
Services, nor for any Study Product or other
items or services furnished by Janssen in
connection with these Services, or any
services provided to patients in connection
with the Clinical Trial for which payment is
made as part of the Services, except as may
be specifically authorized by the
compensation standards set forth in Exhibit
B.

9.3 Poskytovatel nebude uctovat zadné treti
strané sluzby ani Zadny hodnoceny pfipravek
nebo jiné polozky nebo sluzby poskytnuté
spole¢nosti Janssen v souvislosti s témito
sluzbami  nebo  jakymikoliv  sluZzbami
poskytovanymi  pacientim v souvislosti
s klinickym hodnocenim, které jsou hrazeny
v ramci sluzeb, vyjma pripadd, které mohou
byt specificky schvaleny ve standardech pro
odmeény uvedenymi v pfiloze B.

10. Indemnification

10. Omezeni odpovédnosti

10.1 Janssen shall defend, indemnify and hold
harmless Provider, its trustees, officers,
agents and employees from any and all
losses, costs, expenses, liabilities, claims,
actions and damages, based on a personal
injury to a Clinical Trial patient directly
caused by procedure or process in
accordance with the Protocol during the
course of the Services.

10.1 Spole¢nost Janssen bude hdjit, odskodni
a zbavi odpovédnosti poskytovatele, jeho
spravce, vedouci pracovniky, zdstupce a
zaméstnance ve véci vSech ztrat, nakladq,
vydaja, zdvazkd, narok(, Zalob a nahrad skod
v souvislosti s Ujmou na zdravi subjekt(
klinického hodnoceni pfimo zpulsobenou v
disledku procedury ¢i postupu v souladu
s protokolem béhem poskytovani sluzeb.

10.2 The above obligation of Janssen, as stated in
Section 10.1, shall not apply and Janssen
shall not be liable for any indemnification or
expenses, and, in fact, Provider 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 Provider or any of its officers,
agents or employees in providing the
Services, or arising from or caused by any of
their failures to comply with the terms of
this Agreement, with Janssen’s written
recommendations and instructions related
to the performance of the Services, ,
Protocol or with any applicable legal and
regulatory requirements.

10.2 VysSe uvedena povinnost spole¢nosti Janssen,
jak je stanovena v ¢lanku 10.1, se nebude
vztahovat na Zadné odskodnéni ¢i vydaje a
spolec¢nost Janssen za né nebude odpovédna,
naopak poskytovatel bude hdjit, odskodni a
zbavi odpovédnosti spolecnost Janssen ve
véci jakychkoliv Zalob nebo naroki
vyplyvajicich nebo zplsobenych umysinym,
nezodpovédnym ¢i nedbalym jednanim (i
opomenutim nebo profesni nedbalosti
poskytovatele nebo vedoucich pracovniki,
zastupcl ¢i zaméstnancl, nebo vyplyvajicich
¢i zplsobenych jakymkoli jejich porusenim
podminek této  smlouvy, pisemného
doporuceni ¢i pokynl spolecnosti Janssen a
pokyn(l souvisejicich s provadénim sluzeb,
protokolem nebo porusenim jinych pravnich
a regulacnich pozadavkad.
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10.3 The obligation of the indemnifying party
hereunder shall apply only if the other party
provides prompt notification upon receipt
of notice of any claim or suit, permits the
indemnifying party and its attorneys and
personnel to handle and control the defense
of such claims or suits, including pretrial,
trial or settlement, and the indemnified
party fully cooperates and assists in such
defense, provided that the indemnifying
party shall not be relieved of its obligations
hereunder if the indemnified party’s failure
to notify the indemnifying party does not
prejudice the defense of such claim. The
indemnified party further agrees that it will
not settle or compromise any such claim or
suit without the prior written consent of the
indemnifying party.

10.3 Povinnost odskodfujici strany podle této
smlouvy bude platit pouze v pripadé, Ze
druha strana poskytne véasné vyrozumeéni po
obdrzeni ozndameni o jakychkoli narocich
nebo Zalobach, umozZni odskodnujici strané a
jejim pravnim zastupciim a personalu fidit a
vést obhajobu ve véci téchto narokl Cdi
Zaloby, véetné predbéiného fizeni, soudniho
fizeni ¢i urovnani naroku, a odskodrovana
strana bude pIné spolupracovat a asistovat
béhem této obhajoby, s tim, Ze odSkodnujici
strana nebude zprosSténa svych povinnosti
podle této smlouvy, pokud tim, zZe
odskodnéna strana nevyrozuméla
odsSkodnujici stranu, neni dotlena obrana
takového naroku. Odskodriovana strana dale
souhlasi s tim, Ze neuspokoji nebo smirné
neurovna zadny takovy narok ¢i Zalobu bez
predchoziho pisemného souhlasu
odskodnujici strany.

11. Insurance

11. Pojisténi

Institution declares that it has and will
maintain in full force and effect through the
term of providing Services the liability
insurance in accordance with the § 45/ 2n)
Act no.372/2011 Coll., on Health Services as
amended.

Janssen declares it has secured insurance
coverage required for clinical trials in
accordance with § 52-part 3 f) Act no.
378/2007 Coll., on Pharmaceuticals as
amended, and such insurance covers also

providing Services pursuant to this
Agreement.

Upon request, each party required to
maintain insurance pursuant to this

Agreement shall provide the other party
with certificates of insurance evidencing the
required insurance coverage.

Poskytovatel prohlasuje, Ze bude po celou dobu
poskytovani sluzeb udrzovat pojisténi dle § 45 odst.
2 pism. n) zdkona ¢. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjsich predpisu.

Spolecnost Janssen prohlasuje, Ze uzavrela
pojisténi odpovédnosti za $kodu zplUsobenou
klinickym hodnocenim v souladu s ustanovenimi §
52 odst. 3, pism. f) zdkona ¢. 378/2007 Sh., o
léCivech, a Ze toto pojisténi se vztahuje i na
poskytovani sluzeb dle této smlouvy.

Na vyzadani kaZidd strana povinna uzavfit a
udrZovat pojisténi podle této smlouvy preda druhé
strané osvédceni 0 pojisténi dokladajici
pozadované pojistné kryti.
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12. Financial Disclosure - Debarment

12. Financni prohlaseni — zakaz Cinnosti

12.1 Provider agrees to provide all information to
Janssen necessary to comply with any
disclosure requirements mandated by any
competent health authority (including, if
applicable, the US FDA), relevant trade
association or similar body, or other
applicable national or local laws, including
any information required to be disclosed in
connection with any financial relationship
between Janssen, its affiliates and agents of
the Johnson & Johnson group of companies
on one hand, and on the other hand,
Provider involved in the Services/any other
agent or employee of Provider. This
disclosure requirement may require
disclosure  of information involving
immediate family members of those
involved in the Services.

12.1

Poskytovatel souhlasi stim, Ze spolecnosti
Janssen  poskytne veskeré informace
nezbytné k tomu, aby byly splnény veskeré
pozadavky na  zpfistupnéni informaci
stanovené prislusnym zdravotnim uradem
(véetné amerického uaradu FDA, pokud se
vztahuje), pfislusSnym oborovym sdruzenim
nebo obdobnymi subjekty nebo jinymi
platnymi vnitrostdtnimi nebo mistnimi
pravnimi  pfedpisy, vcetné veskerych
informaci, které musi byt oznameny
v souvislosti s jakymkoli finanénim vztahem
mezi spole¢nostiJanssen, jejimi pfidruzenymi
spole¢nostmi a zastupci skupiny
Johnson & Johnson na strané jedné a na
strané druhé poskytovatelem zapojenym do
poskytovani sluzeb / jinymi zastupci nebo
zaméstnanci poskytovatele. Tato ohlasovaci
povinnost mulZe vyZadovat ipredani
informaci o rodinnych pfislusnicich osob,
které se na sluzbach podileji.

12.2 Provider confirms that there is no conflict of
interest between parties that would inhibit
or affect Provider’s performance under this
Agreement and Provider confirms that its
performance under this Agreement does
not violate any other agreement with third
parties. Provider will promptly inform
Janssen if any conflict of interest arises
during the performance of this Agreement.

12.2

Poskytovatel potvrzuje, Ze mezi stranami
neexistuje stret zajmu, ktery by branil plnéni
zavazk( poskytovatele dle této smlouvy nebo
je ovliviioval, a dédle poskytovatel potvrzuje,
Zze jeho plnéni dle této smlouvy neni
porusenim zadné jiné smlouvy uzaviené se
tfeti stranou. Poskytovatel bude neprodlené
informovat spole€nost Janssen v pfipadé, Ze
v pribéhu plnéni této smlouvy vznikne
jakykoli stret zajma.

12.3 Provider shall not employ, contract with or
retain any person directly or indirectly to
perform the Services under this Agreement
if such a person (i) is debarred by a
competent health authority (including, if
applicable, the US FDA) or (ii) has been
sentenced for malpractice related to the
Services or the conduct of clinical trials.
Upon written request from Janssen,
Provider shall, within ten (10) calendar days,
provide written confirmation that it has

12.3

Poskytovatel nebude k poskytovani sluzeb na
zakladé této smlouvy pfimo ani nepfimo
zaméstndvat Zzadné osoby, neuzavie s nimi
smlouvu ani jich k tomuto uc¢elu nebude jinak
vyuzivat, pokud takovd osoba (i) ma zakaz
Cinnosti  uloZeny jakymkoli  pFislusSnym
zdravotnim Ufadem (véetné amerického FDA,
pokud se vztahuje) nebo (ii) byla odsouzena
za profesni  pochybeni v souvislosti
s provadénim  sluzeb nebo  klinickych
hodnoceni. Na zakladé pisemné Zadosti
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complied with the foregoing obligation. This
shall be an ongoing representation and
warranty during the term of this Agreement
and Provider shall immediately notify
Janssen of any change in the status of the
representation and warranty set forth in this
Section.

spolecnosti Janssen je poskytovatel povinen
do deseti (10) kalendafnich dnl predloZit
pisemné osvédceni, Ze vySe uvedenou
povinnost dodrzel. Toto osvédéeni bude
trvalé prohlaseni a zaruka na dobu platnosti
této smlouvy a poskytovatel musi spolec¢nost
Janssen ihned informovat o jakychkoli
zménach v souvislosti s prohlasenim
a zarukou dle ustanoveni tohoto ¢lanku.

13. Independent Contractor

13. Nezavislé smluvni strany

Provider is acting in the capacity of
independent contractor hereunder and not
as employees or agents of Janssen or
Regulatory Sponsor.

Poskytovatel jednd na zakladé této smlouvy
jako nezavisla smluvni strana a nikoli jako
zaméstnanec nebo zdstupce spoleénosti
Janssen nebo zadavatele.

14. Publicity

14. Publicita

None of the parties shall use the name of
any other party or any affiliate of any other
party for promotional purposes without the
prior written consent of the party whose
name is proposed to be used, nor shall

Strany nesmi pouZivat ndzev druhé strany
nebo pridruzenych spolecnosti druhé strany
k propagacnim Gcelim bez predchoziho
pisemného souhlasu strany, jejiz jméno se
ma pouzit, a nesmi ani odhalit existenci nebo

either party disclose the existence or obsah této smlouvy, pokud to neni
substance of this Agreement except as vyzadovano zdkonem.
required by law.
15. Notice 15. Ozndmeni
Any notices given hereunder shall be sent by VeSkerd oznameni v souladu s touto

first class mail, by fax or personally
delivered, with postage prepaid, as follows:

smlouvou musi byt zasilana poStovni zasilkou
prvni tfidy, faxem nebo dorucena osobng,
s placenym posStovnym, a to ndsledovné:

TO: Janssen-Cilag s.r.o., Walterovo Komu: Janssen-Cilag s.r.o., Walterovo
nameésti 329/1, 158 00 Praha 5 — namésti 329/1, 158 00 Praha 5 —
Jinonice, Czech Republic Jinonice, Ceska republika
Attention: XXXxxx K rukam: XXXXXXXXXXX

TO: Vseobecna fakultni nemocnice v Komu: Vseobecna fakultni nemocnice v

Praze, U Nemocnice 499/2, 128
08 Praha 2, Czech Republic

Praze, U Nemocnice 499/2, 128
08 Praha 2 Ceska republika

Attention: xxXxxxx

K rukdm: xxxxxx

16. Assignment

16. Postoupeni
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Janssen shall have the right to assign this
Agreement and shall use reasonable efforts
to provide prior written notice thereof to
Provider. Provider shall not assign its rights
or duties under this Agreement to another
without prior written consent of Janssen.
Any assignment in violation of this Section
17 will be null and void. Subject to the
foregoing, this Agreement shall bind and
inure to the benefit of the respective parties
and their successors and assigns.

Spolecnost Janssen ma pravo postoupit tuto
smlouvu avynaloZi pfimérené usili k tomu,
aby o tom prfedem informovala
poskytovatele. Poskytovatel nepostoupi sva
prava nebo povinnosti podle této smlouvy na
jiné osoby bez predchoziho pisemného
souhlasu spoleénosti Janssen. Jakékoli
postoupeni v rozporu s timto ¢lankem 17
bude neplatné. S vyhradou predchozich
ustanoveni je tato smlouva zavazna a
uzaviena ve prospéch smluvnich stran, jejich
pravnich nastupcl a nabyvateld jejich prav.

17. Miscellaneous

17. Rizna ustanoveni

17.1

This Agreement may not be altered,
amended or modified except by written
document signed by all parties.

17.1

Tato smlouva nesmi byt zménéna, doplnéna
¢i upravena bez pisemného dokumentu
podepsaného smluvnimi stranami.

17.2

This Agreement is executed in two
counterparts, of which Janssen shall receive
one counterpart and the Provider shall
receive one counterpart.

17.2

Tato smlouva je vyhotovena ve dvou
vyhotovenich, z nichz Janssen obdrzi jedno
vyhotoveni a poskytovatel obdrzi jedno
vyhotoveni.

17.3

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

17.3

Tato smlouva predstavuje Uplnou dohodu
stran ve vztahu k pfedmétu této smlouvy.
Tato smlouva vyluéné nahrazuje jakakoli
pfedchozi ¢i soucasna ustni ¢i pisemna
prohlaseni ¢i ujednani.

17.4

If any part of this Agreement is found to be
unenforceable, the rest of this Agreement
will remain in effect. The provisions of
Sections 4, 5, 6, 7, 8, 11, 12, 14, 16, 17 and
18 shall survive termination of this
Agreement.

17.4

Pokud bude jakakoli ¢ast této smlouvy
oznacena za nevymahatelnou, ostatni casti
této  smlouvy  zlstanou v platnosti.
Ustanoveni ¢lanka 4, 5, 6, 7, 8, 11, 12, 14, 16,
17 a 18 zulstanou v platnosti i po ukonceni
této smlouvy.

17.5

If a provision of the Agreement conflicts
with a provision of the Protocol, the
Protocol takes precedence on matters of
medicine, science and conduct of the
Clinical Trial. This Agreement takes
precedence in any other conflicts. If any of
the provisions defined under the Exhibits
conflicts with any of the provisions of this
Agreement, the terms of the Exhibits will
take precedence.

17.5

Pokud je nékteré ustanoveni smlouvy
v rozporu s ustanovenimi protokolu, protokol
bude rozhodujici ve vécech tykajicich se
mediciny, védy aprovadéni klinického
hodnoceni. V pfipadé jakychkoliv jinych
rozpord je rozhodujici tato smlouva. Pokud je
nékteré ustanoveni uvedené v pfilohach
vrozporu s jakymkoli ustanovenim této
smlouvy, budou rozhodujici podminky pfiloh.
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18. Agreement Registry in the Czech Republic

18. Registr smluv Ceské republiky

Institution undertakes to ensure the
publication of the Agreement with the
exception of Trade Secret and other
information that should be excluded from
such publication (e.g. personal data) through
the Agreement Registry as a public
administration information system pursuant
to section 5(1) of Act No. 340/2015 Coll., on
special conditions for the effectiveness of
some contracts, the disclosure of these
contracts and on registers of contracts (the
“Act on Agreement Registry”). Institution is
obliged to publish the Agreement within 10
days following the date of last signature of
the Agreement.

Institution will publish Agreement version
prepared and provided by Janssen on the
date of signature at the latest. This version
will be in machine readable format in
electronical version send to the email:
okh@vfn.cz. Agreement shall enter in force
on the day of the last signature, and it takes
effect upon publication in the Agreement
Registry.

Notification about publication from
administrator of Agreement Registry will be
send to the Janssen to responsible person’s
email: [Fuxova@its.jnj.com.

The estimated Agreement value is CZK
3.874.000.

Poskytovatel se zavazuje zajistit uverejnéni
smlouvy s vyjimkou obchodniho tajemstvi
a ostatnich informaci, které by mély byt
z tohoto zverejnéni vylouceny (napf. osobni
Udaje), prosttednictvim registru smluv jako
verejného sprdvniho informacniho systému
ve smyslu §5(1) zdkona ¢.340/2015 Sb.,
0 zvlastnich podminkach dcinnosti nékterych
smluv, uvefejhovani téchto smluv a o registru
smluv (,,zakon o registru smluv®).
Poskytovatel je povinen uverejnit smlouvu do
10 dnt od data posledniho podpisu smlouvy.

Poskytovatel uverejni verzi této smlouvy,
kterou mu za timto ucelem pfipravi a
poskytne spolecnost Janssen nejpozdéji
v den podpisu této smlouvy, a to v strojové
citelném formatu v elektronické podobé
zaslanim na emailovou adresu okh@vfn.cz.
Smlouva nabyva platnosti dnem podpisu
smluvnimi stranami a Ucinnosti dnem
uvefejnéni v registru smluv. Notifikace
spravce registru smluv o uverejnéni smlouvy
bude zaslana na e-mail povérené osoby
spole¢nosti Janssen _ IFuxova@its.jnj.com.
Pfedpoklddana celkovd vySe odmény za
provedeni  sluzebza maximalni pocet
pacientd Cini 3.874.000,- K¢.

18. Controlling Law and Language version

19. Rozhodné pravo a jazykové verze

In the event of any dispute arising between
the parties in relation to the terms of this
Agreement, the parties shall use their best
endeavors to resolve the matter on an
amicable basis. This Agreement shall be
governed by and shall be construed in
accordance with the laws of Czech Republic
without regard to any conflicts of law
provisions. The parties consent to the

V pripadé jakychkoli sporli vzniklych mezi
stranami v souvislosti s podminkami této
smlouvy vynaloZi strany maximalni Usili na
smirné vyfeSeni dané zalezZitosti. Tato
smlouva se bude fidit a vykladat v souladu se
zakony Ceské republiky bez ohledu na
ustanoveni o koliznich prdvnich normach.
Strany souhlasi stim, Ze se podfidi soudu
prislusné jurisdikce k rozhodnuti vSech spor(
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appropriate court of competent jurisdiction
for the resolution of all disputes or
controversies between the parties hereto
that the parties are unable to settle
amicably.

This Agreement is drafted in Czech and
English version. In case of discrepancy the
Czech version prevails.

¢i neshod mezi stranami této smlouvy, které
nejsou strany schopny urovnat smirnou
cestou.

Tato smlouva je vyhotovena vceské a
anglické jazykové verzi. V pfipadé rozporu
mezi obéma verzemi je rozhodujici ceska
verze.

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

NA DUKAZ CEHOZ strany uzaviely tuto smlouvu
prostfednictvim svych fadné povérenych zastupcl
k datu Ucinnosti.

Signature/ Podpis

XXXXXXXXXX

Date/ Datum

Janssen - Cilag International N. V. represented by/zastoupena spoleénosti Janssen-Cilag s.r.o.

VsSeobecna fakultni nemocnice v Praze
Signature/ Podpis
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XXXXXXXXX

Date/ Datum

XXXXXXXX

Signature/ Podpis

XXXXXXXXXX

Date/Datum

XXXXXXXXX

Date/ Datum

Exhibits: Prilohy:
Exhibit A - Protocol and its subsequent | Pfiloha A — Protokol a jeho nasledné dodatky
amendments

Exhibit B — Scope of Services and Financial
Provisions

Priloha B — Rozsah sluzeb a Financ¢ni ustanoveni

Exhibit C - Personal Information concerning any
Investigational Staff

Priloha C — Osobni udaje tykajici se vyzkumného
personalu
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EXHIBIT A — Protocol and its subsequent
amendments

PRILOHA A — Protokol a jeho nasledné dodatky

By reference only; (page intentionally left blank)

Zaclenéna pouze odkazem:; (strana je umysiné

ponechana prazdna)
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XXXXXXXXXXXXXXXX
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EXHIBIT C - Personal Information concerning any
Investigational Staff

PRILOHA C - Osobni udaje tykajici se
vyzkumného personalu

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

Toto prohlaseni vysvétluje zdsady spolecnosti
Janssen pro naklddani s osobnimi udaji, které se
tykaji informaci o vyzkumném personalu. Popisuje,
jak spole¢nost Janssen shromazduje osobni Udaje a
skym je mulZe sdilet. Popisuje také prava
vyzkumného persondlu ve vztahu k témto osobnim
udajim. Toto prohldseni se vztahuje na vsechny
osobni Udaje bez ohledu na to, zda jsou tyto Udaje
uloZeny v elektronické nebo papirové podobé.

This privacy notice should be provided by Provider
to any investigational staff.

Poskytovatel preda toto prohldSeni o ochrané
osobnich  udaji  vesSkerému  vyzkumnému
personalu.

Privacy Notice — Investigational staff

Prohlaseni o ochrané osobnich udaju — vyzkumny
personal

Personal Information Collection

Shromazd'ovani osobnich tdaja

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

Spolecnost Janssen a zastupci zpracovavajici osobni
Udaje jménem spolecnosti Janssen shromazduji
a zpracovavaji osobni Udaje ovas. Tyto Uldaje
mohou pochazet pfimo od vas, od poskytovatele,
se kterym  spolupracujete pro ucely tohoto
klinického hodnoceni, nebo z verejnych ¢i externich
informacnich zdroju.

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:

Druhy osobnich udajl, které spolecnost Janssen
shromazduje, zavisi na roli, kterou mate ve vztahu
ke spole€nosti Janssen a/nebo jejim pridruzenym
spole¢nostem, a na platnych zdkonech, nicméné
mohou zahrnovat nasledujici kategorie informaci:
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e Name;

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

e Age and/or date of birth;

e Government identification number (if
applicable);
e 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;

e Organizational or institutional affiliations;

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

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

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

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

e jméno;

e kontaktni Udaje (napf. adresa, telefonni
Cislo, e-mailova adresa);

e vék a/nebo datum narozeni;

e Uredni identifikacni Cislo (pokud ptipada v
Gvahu);

e vzdélani a kvalifikace, véetné informaci
o tom, zda vlastnite platné, aktivni |ékaiské
nebo odborné osvédceni (podle vhodnosti)
a zda nemate zakazanou praxi pfislusSnym
zdravotnim uUradem;

e Clenstvi v organizacich nebo institucich;

e profesni programy a aktivity, kterych se
Ucastnite;

e financni informace tykajici se mimo jiné
odmén andhrad za <dinnosti v ramci
klinického hodnoceni;

e spoluprice nebo vzdjemné vazby se
spolec¢nosti Janssen nebo jejimi
pfidruzenymi spole¢nostmi nebo s jejich
produkty a sluzbami;

e informace ziskané zdotaznik(l ajinych
pfimych jednani s vami.

How Janssen Uses and Discloses Personal

Information

Jak spolecnost Janssen pouziva a zpfistupnuje
osobni udaje

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

Osobni Udaje ovas budou zpracovavany pro
nasledujici ucely vramci plnéni povinnosti
spolecnosti Janssen a/nebo jeho pridruzenych
spolecnosti, které vyplyvaji ze zakona Ci natizeni, a
podle potfeby kplnéni smlouvy o provedeni
klinického hodnoceni:

e To assess if you are suitable for acting as
investigational staff in relation to the
clinical trial;

e posouzeni, zda jste vhodnym kandidatem
na roli vyzkumného pracovnika ve vztahu
ke klinickému hodnoceni;

e To provide training and access to tools and
other resources that may be required for

e poskytovani Skoleni a pfistupu k nastrojim
a dalsim zdrojuim, které budete pfipadné

the execution of the clinical trial; potfebovat k provadéni klinického
hodnoceni;
e To manage the clinical trial, including to e fizeni klinického hodnoceni, vcetné

monitor and audit clinical trial activities;

monitorovani a auditu d¢innosti v ramci

Services Agreement between Janssen and Provider — Czech Republic
contract template

Smlouva o poskytovani sluzeb mezi spole¢nosti Janssen
a poskytovatelem — $ablona smlouvy pro Ceskou republiku

Version Date: November 2019

Datum verze: Listopad 2019

Revised for Vseobecna fakultni nemocnice v Praze on: 15Jun2021

Revidovano pro Vseobecnou fakultni nemocnici v Praze dne: 15.
cervna 2021

ICD:

28




xxxxxxx Confidential

klinického hodnoceni;

e To prepare and submit regulatory filings,
correspondence, and communications to
government authorities concerning the

e pfiprava a odeslani dokumentace
regulaénim uraddm, korespondence
a komunikace se statnimi urfady ohledné

clinical trial; klinického hodnoceni;

e To conduct safety reporting and e provadéni bezpecnostnich hlaseni
pharmacovigilance activities relating to the a farmakovigilancnich ¢innosti v souvislosti
clinical trial; s klinickym hodnocenim;

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

klinického
smlouvy

e zvefejnovani vysledk
hodnoceni podle ustanoveni
o provedeni klinického hodnoceni;

e To disclose payments and other transfers
of value to Provider or 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

e pfiznani plateb a jinych penéznich prevodi
poskytovateli adalSimu vyzkumnému
personalu v souladu se zakony
o transparentnosti financnich plnéni, mimo
jiné véetné amerického zakona
o transparentnosti plateb lékafim (tzv.
Sunshine Act) a provadécich nafizeni,
a oborovymi  etickymi kodexy nebo
standardy, které se vztahuji na spolecnost
Janssen a/nebo jeji ptidruzené spolecnosti;

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

e vsouladu sdalsimi poZadavky platnych
zakonl nebo dle potreby k plnéni smlouvy
o provedeni klinického hodnoceni.

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

Osobni uUdaje ovds budou zpracovavany pro
nasledujici ucely na zdakladé legitimniho zajmu
spole¢nosti  Janssen  ajejich  pfidruzenych
spolec€nosti podle zdkona:

and other activities related to medical
research.

e To consider, from time to time, potential e zvaZeni potencialnich pracovist
sites and investigators for future clinical a zkousejicich  pro  budouci  klinicka
trials; and hodnoceni;

e To conduct surveys, manage internal e provadéni prazkum(, fizeni internich
studies, improve processes and practices studii, zlepSovani procesi a postupl
related to the execution of clinical trials tykajicich  se  provadéni  klinickych

hodnoceni a dalSich Cinnosti tykajicich se
lékarského vyzkumu.

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

K dosaZeni vySe uvedenych uceld budou osobni
Udaje dostupné témto subjektim:

e Other affiliates of the Johnson & Johnson
Family of Companies and their respective
agents. A list of the affiliates is available at

e dalSi pridruzené spolecnosti skupiny
Johnson & Johnson a jejich pfislusni
zastupci; seznam pfidruzenych spole¢nosti
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http://www.investor.jnj.com/sec.cfm;

je dostupny na adrese
http://www.investor.jnj.com/sec.cfm;

organizations or other third-party service
providers, processing Personal Information
on behalf of Janssen.

e Government Authorities and ethics e statni urady a etické komise v jurisdikcich
committees in jurisdictions around the po celém svété,;
world;

e Agents, such as contract research e zdastupci, jako jsou smluvni vyzkumné

organizace, nebo jini externi poskytovatelé
sluzeb, ktefi zpracovavaji osobni udaje
jménem spolecnosti Janssen.

Cross Border Transfer

Preshranicni prenos

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.

Vase osobni Udaje mohou uloZzeny
a zpracovavany v kterékoli zemi, kde maji
spole¢nost Janssen ajeji pfidruzené spolecnosti
pobocky nebo zastupce, véetné Spojenych statl
americkych. Podle minéni Evropské komise
poskytuji nékteré zemé mimo Uzemi Evropského
hospodarského prostoru (dale jen ,EHPY)
dostatecnou uroven ochrany osobnich udaji podle
standardd EHP (Uplny vycet téchto zemi najdete
zde: https://ec.europa.eu/info/law/law-
topic/data-protection/data-transfers-outside-
eu/adequacy-protection-personal-data-non-eu-
countries en. U prenosl ze zemi EHP do zemi,
jejichz  droven  ochrany Evropskda komise
nepovaZzuje za dostatecnou, spolecnost Janssen
zajistila adekvatni ochranna opatieni zahrnujici
mimo jiné, aby byl pfijemce vazan standardnimi
smluvnimi doloZzkami EU nebo aby implementoval
kodex chovani nebo certifikaci schvalené EU za
ucelem ochrany osobnich udajd. O kopii téchto
opatfeni mlZete pozadat naseho povérence pro
ochranu osobnich udaja podle ¢lanku ,Kontakty
spolecnosti Janssen” nize.

byt

Data Subject Rights

Prava subjektt udaji

If you would like to review, correct, update, restrict,
or delete personal information that Janssen may
have in its systems, or if you would like to request
to receive an electronic copy of your personal
information for purposes of transmitting it to
another Janssen (to the extent these rights are
provided to you by applicable law), you may
contact Janssen as specified in the “Contacting

Pokud chcete provést kontrolu, opravu, aktualizaci,
omezeni ¢i vymazani vasich osobnich udaju, které
mUiZe mit spole¢nost Janssen v systému, ¢i pokud
chcete pozaddat o elektronicky vypis vasich
osobnich udajlii pro predani jiné spolecnosti
Janssen (vrozsahu, vjakém takové pravo mate
podle platnych zakonl), miZete kontaktovat
spolec¢nost Janssen podle clanku , Kontakty

Services Agreement between Janssen and Provider — Czech Republic
contract template

Smlouva o poskytovani sluzeb mezi spole¢nosti Janssen
a poskytovatelem — $ablona smlouvy pro Ceskou republiku

Version Date: November 2019

Datum verze: Listopad 2019

Revised for Vseobecna fakultni nemocnice v Praze on: 15Jun2021

Revidovano pro Vseobecnou fakultni nemocnici v Praze dne: 15.
cervna 2021

ICD:

30



https://ec.europa.eu/info/law/law-topic/data-protection/data-transfers-outside-eu/adequacy-protection-personal-data-non-eu-countries_en
https://ec.europa.eu/info/law/law-topic/data-protection/data-transfers-outside-eu/adequacy-protection-personal-data-non-eu-countries_en
https://ec.europa.eu/info/law/law-topic/data-protection/data-transfers-outside-eu/adequacy-protection-personal-data-non-eu-countries_en
https://ec.europa.eu/info/law/law-topic/data-protection/data-transfers-outside-eu/adequacy-protection-personal-data-non-eu-countries_en
https://ec.europa.eu/info/law/law-topic/data-protection/data-transfers-outside-eu/adequacy-protection-personal-data-non-eu-countries_en
https://ec.europa.eu/info/law/law-topic/data-protection/data-transfers-outside-eu/adequacy-protection-personal-data-non-eu-countries_en
https://ec.europa.eu/info/law/law-topic/data-protection/data-transfers-outside-eu/adequacy-protection-personal-data-non-eu-countries_en

xxxxxxx Confidential

Janssen” section. Janssen will respond to the
request in accordance with applicable law. Please
note, however, that certain personal information
may be exempt from requests pursuant to
applicable data protection laws, or other laws and
regulations.

spolecnosti Janssen”. Spolecnost Janssen vasi
Zadost vyridi vsouladu s platnymi zdkony.
Upozorfiujeme vsak, Ze nékteré osobni uUdaje
mohou byt vynaty ztéchto pozadavk( podle
platnych zdkonl na ochranu osobnich Gdaji nebo
jinych zakon( a naftizeni.

Retention Period

Doba uchovavani udaja

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 si vaSe osobni Udaje ponecha
tak dlouho, jak je pottebné Ci povolené vzhledem
k ucellm, pro které byly ziskany. K urceni radné
doby uchovani udaji pouZivdme tato kritéria:
(i) doba trvani vztahu mezi spolecnosti Janssen
avami, (ii)zda ma spolecnost Janssen nebo jeji
pfidruzené spole¢nosti néjaké zakonné povinnosti
a (iii) zda je uchovavani udajli vhodné vzhledem
k pravni pozici spolecnosti Janssen (napfiklad
s ohledem na zakonné I|hlty, soudni spory nebo
Setfeni regulacnich urada).

Contacting Janssen

Kontakty spolecnosti Janssen

Janssen can be contacted as specified below:

Spole¢nost Janssen lze kontaktovat ndsledujicim
zpUsobem:

XXXXXX

XXXXXXXXXXX

You may also contact the Data Protection Officer
responsible for the relevant country or region, if
applicable, at xxxxxxxxxxx. 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.

MuzZete také pripadné kontaktovat povérence pro
ochranu osobnich Udaji odpovédného za vasi zemi
¢i region, a to na adrese xxxxxxxxxxxx Pokud budete
kontaktovat povéfence pro ochranu osobnich
udaju, je nutné uvést napriklad zemi a ¢islo/nazev
klinického hodnoceni, aby bylo moZné pozadavek
fadné zpracovat.

Lodging and Complaint with a Regulator

Podani stiznosti regulatorovi

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-

MuZete podat stiznost u pfislusnych dozorovych
Uradi ve své zemi Ci regionu. Kontaktni informace
téchto uradu naleznete zde:
http://ec.europa.eu/justice/data-
protection/article-29/structure/data-protection-

authorities/index en.htm

authorities/index _en.htm
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