SERVICES AGREEMENT
Ref. Nr. 017/0VZ/22/097-P

SMLOUVA O POSKYTOVANI SLUZEB
Ev. €. 017/0VZ/22/097-P

This Services Agreement (the “Agreement”) is

by and between

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

mezi

Janssen - Cilag International N.V.,

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

Registration No.: BEO461607459

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

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

ID No.: 27146928

Tax ID: CZ27146928

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

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

Databox: 8jvdhia

(“Janssen ” or “Sponsor”)

Janssen - Cilag International N.V.,

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

Registracni ¢.: BE0461607459

zastoupenou na zakladé plné moci spole¢nosti
Janssen-Cilag s.r.o.

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

IC: 27146928

DIC: CZ27146928

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

Bankovni spojeni: Citibank Europe plc, organizaéni slozka
Cislo G&tu: 2043060205/2600

Datova schranka: 8jvdhia

(,,spolecnost Janssen” nebo téz ,,zadavatel”)

and

a

Fakultni nemocnice Ostrava

with registered offices at 17. listopadu 1790/ 5, Ostrava
708 52, Czech Republic

in matters of this agreement is authorized to act and
sign: MUDr. Jifi Havrlant, MHA, Director

ID No 00843989

Tax ID: CZ00843989

Account Name: Fakultni nemocnice Ostrava

Account number: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761

Name of the Bank: Ceskd narodni banka

Address of the Bank: Na Prikopé 28, 115 03 Praha 1
SWIFT: CNBACZPP

Payment reference649071480

(“Provider”)

Fakultni nemocnice Ostrava

se sidlem na adrese 17. listopadu 1790/ 5, Ostrava 708 52,
Ceska republika

ve vécech této smlouvy je opravnén jednat a
podepisovat: MUDr. Jiti Havrlant, MHA - feditel
IC 00843989

DIC: CZ00843989

Nazev uctu: Fakultni nemocnice Ostrava

Cislo G¢tu: 66332761/0710

IBAN: CZ59 0710 0000 0000 6633 2761

Nazev banky: Ceska narodni banka

Adresa banky: Na Prikopé 28, 115 03 Praha 1
SWIFT: CNBACZPP

Variabilni symbol: 649071480

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

a U¢inna k datu uverejnéni v Registru smluv Ceské
republiky (,,datum Gcinnosti“)

The subject matter of this Agreement is the obligation of
the Provider to obtain the drug tocilizumab for the study
subjects and the obligation of Janssen to pay for this
drug. The drug tocilizumab will be obtained for study
subjects subjects from the following clinical trials:

a) Monumental - 3, protocol No.:
64407564MMY3002, EUdraCT: 2021-000482-
32, entitled: “A Phase 3 Randomized Study
Comparing Talquetamab SC in Combination
With Daratumumab SC and Pomalidomide (Tal-
DP) or Talquetamab SC in Combination With
Daratumumab SC (Tal-D) Versus Daratumumab
SC, Pomalidomide and Dexamethasone (DPd), in

With Relapsed or Refractory

Multiple Myeloma who Have Received at Least

Participants

1 Prior Line of Therapy”

b) Majestec-7, protocol No.: 64007957MMY3005,
EUdraCT: 2022-000909-28, entitled: ,,A Phase 3
Randomized Study Comparing Teclistamab in
Combination with Daratumumab SC and

Lenalidomide (Tec-DR) versus Daratumumab SC,

Lenalidomide, and Dexamethasone (DRd) in

Participants with Newly Diagnosed Multiple

Myeloma Who are Either Ineligible or not

Intended for Autologous Stem Cell Transplant as

Initial Therapy”

c) Majestec - 9, protocol No.:
64007957MMY3006, 2022-000928-37, entitled:
»A Phase 3 Randomized Study Comparing
Teclistamab

Monotherapy Versus

Pomalidomide, Bortezomib, Dexamethasone
(PVd) or Carfilzomib, Dexamethasone (Kd) in
with Relapsed or

Participants Refractory

Multiple Myeloma who have Received 1 to 3

Pfedmétem této smlouvy je zdvazek poskytovatele
obstardvat pro subjekty hodnoceni lék tocilizumab a
zavazek spolecnosti Janssen za tento lék zaplatit. Lék
tocilizumab bude obstardvan pro subjekty hodnoceni
z nasledujicich klinickych hodnoceni:

a) Monumental - 3, ¢. protokolu:
64407564MMY3002, EUdraCT: 2021-000482-32,
nazev: ,Faze 3, randomizovana, placebem

kontrolovand, dvojité zaslepena studie niraparibu
v kombinaci s abirateron acetatem a prednisonem
ve srovnani s abirateron acetatem a prednisonem
pfi lécbé pacientll s metastazujicim kastracné
senzitivnim karcinomem prostaty s mutaci genu
opravy homologni rekombinaci v zarodecné linii
nebo somatickych bunkach.”

b) Majestec-7, ¢. protokolu: 64007957MMY3005,
EUdraCT: 2022-000909-28,
,Randomizované klinické hodnoceni

nazev:
faze 3
porovnavajici teclistamab v kombinaci s
daratumumabem s.c. a lenalidomidem (Tec-DR)
proti daratumumabu s.c., lenalidomidu a
(DRd) u

diagnostikovanym mnohocetnym myelomem,

dexametazonu Ucastnikl s nové
ktefi nejsou bud zpUsobili, nebo vhodni pro
autologni transplantaci kmenovych bunék jako

pocatecni terapii“

c¢) Majestec — 9 ¢. protokolu: 64007957MMY3006,
EUdraCT: 2022-000928-37,
,Randomizované klinické hodnoceni

nazev:
faze 3
srovnavajici |écbu teclistamabem oproti |1écbé
pomalidomidem, bortezomibem a
dexametazonem (PVd), nebo karfilzomibem a
dexametazonem (Kd) u pacientl s relabujicim
nebo refrakternim mnohocetnym myelomem,
kteti 1-3 linie zahrnujici

podstoupili |éCby
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Prior Lines of Therapy, Including an Anti-CD38
Monoclonal Antibody and Lenalidomide”

(together “Clinical Trial”)

monoklonain{ protilatky anti-CD38 a

lenalidomide”

(spolecné jen ,klinické hodnoceni“)

Regulatory Sponsor Janssen -
N.V., with

Turnhoutseweg 30, 2340 Beerse, Belgium

Cilag

International registered offices at:

Zadavatel Janssen — Cilag International N.V.,
se sidlem na adrese: Turnhoutseweg 30, 2340 Beerse,

Belgie

Whereas, Janssen-Cilag s.r.o. has entered into or will
enter into a Clinical Trial Agreement with the Provider and
Principal Investigators who are employees of Provider (the
“Clinical Trial Agreement” or “Clinical Trial Agreements”)
for the conduct of Clinical Trials in which Tocilizumab is
used.

Vzhledem ktomu, Ze spolecnost Janssen-Cilag s.r.o.
uzaviela anebo uzavie smlouvy o klinickém hodnoceni s
ktefi
zaméstnanci poskytovatele (dale jen ,smlouva o klinickém

poskytovatelem ahlavnimi  zkousejicimi, jsou

hodnoceni” nebo ,smlouvy o klinickém hodnoceni“), na

provadéni klinickych hodnoceniv nichz je wyuZit

Tocilizumab.

Whereas, Janssen has requested that Provider obtain
Tocilizumab for the needs of clinical trials.

Vzhledem ktomu, Ze spole¢nost Janssen pozddala
poskytovatele, aby pro potieby klinickych hodnoceni

zajistoval Tocilizumab.

Whereas, Provider is a provider of health services in
accordance with relevant legislation, may procure
Tocilizumab, and 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 poskytovatelem

zdravotnich sluZzeb vsouladu s pfisluSnymi pravnimi
predpisy, mimo jiné mlZe obstaravat Tocilizumab a je
vybaven k provadéni sluzeb a souhlasi s poskytovanim

sluzeb za podminek stanovenych nize.

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 vySe uvedené as
ohledem na vzdjemné dohody a pfisliby uvedené v této
smlouvé, dohodly nasledovné:

1. Performance of the Services

1. Provadéni sluzeb

1.1
trials (hereinafter “Protocol” or “Protocols”), including

The parties agree that the Protocol to clinical

any subsequent amendments to the Protocol or
Protocols that are incorporated by reference as Exhibit
Aif not attached hereto but known to all parties, and the
other Exhibits form an integral part of this Agreement.

1.1
hodnocenim (dale jen ,protoko

Strany se dohodly, Ze pokud protokol ke klinickym
I“ nebo ,protokoly”),
véetné jakychkoli pozdéjsich dodatkl k protokoldim, které
jsou zde zaclenény prostfednictvim odkazu jako pfiloha A,
nejsou prilozeny ktéto smlouvé, ale jsou zndmi vSsem

stranam, tvofi is ostatnimi pfilohami nedilnou soucast
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Janssen declares that it has provided the protocols to the
responsible person of the Provider.

této smlouvy. Spolecnost Janssen prohlasuje, Ze poskytla
protokoly odpovédné osobé Poskytovatele.

1.2 Provider

professional expertise to perform the Services in

agrees to use best efforts and

accordance with the Protocol, all applicable legal and
regulatory requirements, the identified timelines and
the terms and conditions of this Agreement. The

1.2
a odborné

Poskytovatel souhlasi, Ze vynaloZzi maximalni usili

znalosti  k provedeni sluieb v souladu

s protokolem, vSemi platnymi zakony a regulacnimi

pozadavky, stanovenymi lhGtami a podminkami této

smlouvy. Provadéné sluzby jsou uvedeny v priloze B této

Services to be performed are provided in Exhibit B to this | smlouvy.
Agreement.
1.3 Provider may appoint such other individuals as | 1.3 Poskytovatel muzZe urcit dalsi osoby, jak uzna za

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
Agreement. Provider shall be liable for any breach of this

Agreement by such individuals.

vhodné, aby spolupracovaly pfi poskytovani sluzeb.
Poskytovatel souhlasi, Ze poskytne personal avybaveni
potiebné k provadéni sluzeb tak, aby byla zajiSténa kvalita
prace idodanych informaci. Poskytovatel zodpovida za
sluzby poskytované jeho personalem aosobami, které
povéri spolupraci pfi provadéni sluzeb, a zavazuje se, Ze
sluzby budou provddéné kompetentnimi osobami.
V pripadé, Ze poskytovatel vyuZiva sluzeb dalSich osob
bude

poskytovatel odpovidat za zajisténi toho, Ze vSechny tyto

k poskytovani sluzeb podle této smlouvy,
osoby maji radné opravnéni a povéreni a dodrzu;ji
podminky této smlouvy. Poskytovatel bude odpovidat za

jakékoliv poruseni této smlouvy témito osobami.

Where applicable, Provider shall ensure that designated
staff or other individuals appointed for the conduct of
the Services attend all trainings conducted by Janssen or
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.

Kde je to vhodné, poskytovatel zajisti, aby se urceny
personal nebo dalsi osoby povérené provadénim sluzeb
zUcastnily vSech skoleni vedenych spolecnosti Janssen

nebo jejim zmocnéncem, ktera se tykaji radného

provadéni sluzeb v souladu s protokolem, pozadavky na

bezpecnost ahlaseni ajinymi platnymi smérnicemi

relevantnimi pro poskytovani sluzeb pro klinické

hodnoceni.

2. Term and Termination

2. Doba trvani a ukonceni platnosti smlouvy

2.1
Effective Date. The parties confirm that the Services will

The term of this Agreement shall begin on the

end at the expiration or termination of the Clinical Trial

Agreement for which the Provider is procuring

2.1
Strany potvrzuji, Ze poskytovani sluzeb bude ukoncéeno

Tato smlouva vstoupi v platnost k datu ucinnosti.

k datu vyprseni nebo vypovézeni platnosti posledni
smlouvy o klinickém hodnoceni pro néjZz poskytovatel
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Tocilizumab. Janssen will inform the Provider with
sufficient advance notice of the fact that the clinical trial
in question is the last for which the Provider will procure
Tocilizumab. This Agreement may also be 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.

zajistuje Tocilizumab. O skutecnosti, Zze jde o posledni
klinické hodnoceni pro néjz poskytovatel zajistuje
Tocilizumab bude spolecnost Janssen poskytovatele
s dostatecnym predstihem informovat. Tato smlouva
muze byt ukoncena také dfive v souladu s podminkami
této smlouvy. Strany souhlasi stim, Ze doba platnosti
mUze byt zménéna pisemné na zakladé vzajemné dohody

stran.

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

(i) breach of contract, including failure to comply
with the Protocol and applicable laws and regulations;
(ii) receipt of safety information that makes it
prudent to do so;

2.2 Smlouva muZe byt kdykoli ukonéena kteroukoli
smluvni stranou dle jejiho vyluéného uvazeni, po predani
pisemné vypovédi, svypovédni |hltou patnacti
(15) kalendarnich dni. Davody pro vypovézeni smlouvy
dle tohoto ¢lanku jsou:

(i) poruseni smlouvy, véetné nedodrZeni protokolu a
platnych zdkoni a predpisU;
informaci

(ii) obdrzZeni ohledné bezpecnosti, s

ohledem na néz bude vypovézeni Zzadouci

2.3 Notwithstanding the above, Janssen may
immediately terminate the Clinical Trial if, within its sole
judgement, 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, Provider shall
promptly end the performance of the Services. In the
event of termination hereunder, other than as a result
of a material breach by Provider in paragraph 2.2 (i), all
actual Services performed until the date of termination

will be paid by Janssen.

2.3. Bez ohledu na vyse uvedené mZe spolecnost Janssen
ihned ukoncit klinické hodnoceni na zakladé vlastniho
uvazeni, bude-li toto okamzité ukonceni nutné s ohledem
na bezpecnost pacientd nebo obdrieni udajl
naznacujicich nedostatecnou ucinnost. Po pfrijeti vypovédi
poskytovatel neprodlené ukonéi poskytovani sluzeb.
V pfipadé ukonceni podle tohoto ¢lanku z jiného divodu,
neZ je podstatné poruseni ze strany poskytovatele dle ¢l.
2.2 (i), budou spole€nosti Janssen uhrazeny veskeré

skutecné provedené sluzby ke dni ukonceni.

2.4 Upon the earlier of the termination of the
Clinical Trial and termination of this Agreement, (a)
Provider shall immediately deliver to Janssen all data
generated as a result of providing services on the base
of this agreement, all clinical specimens collected, all
documents and data provided by Janssen and its
respective affiliates, and all Janssen Confidential
Information, as defined in Section 7.2 below, (b)
Provider shall return to Janssen or its respective
affiliates or destroy upon instructions of Janssen or its
affiliates, all unused Study Product, and (c) Provider

shall treat materials and equipment provided by

2.4 V  pripadé ukonceni  klinického

hodnoceni avypovézeni této smlouvy (a) poskytovatel

drivéjsiho

okamzité doruci spolecnosti Janssen vSechny udaje
ziskané na zakladé poskytovani sluzeb dle této Smlouvy,

vSechny shromazdéné klinické vzorky, vSechny

dokumenty a uUdaje poskytnuté spolecnosti Janssen a
jejimi prislusSnymi pfidruzenymi spolecnostmi a veskeré

divérné informace spolecnosti Janssen, jak jsou

definovany v nize uvedeném ¢lanku 7.2, (b) poskytovatel

vrati spolecnosti Janssen nebo jejim pfislusnym

pfidruzenym spole¢nostem vSechny nepouzité

hodnocené prostfedky nebo je znic¢i na zadkladé pokyni
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Janssen or its respective affiliates in accordance with
instruction provided by Janssen or its affiliates, and if
Janssen requires the return of any materials and/or
equipment, 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.

spolecnosti Janssen nebo jejich pridruzenych spolecnosti,
a (c) poskytovatel je povinen nakladat s materidly a
vybavenim poskytnutym spolecnosti Janssen nebo jejimi
pridruzenymi pokyny
spolecnosti Janssen nebo jejich pfidruzenych spoleénosti,

spoleC¢nostmi v souladu s
a pokud spolec¢nost Janssen vyZaduje vraceni jakychkoli
materiadli a/nebo vybaveni, poskytovatel je vrati na
zdkladé pokynl spolecnosti Janssen nebo jejich
pridruzenych spolec¢nosti. Toto ustanoveni se nevztahuje
na dokumenty, které musi poskytovatel uchovavat na
studijnim pracovisti, jak je definovdno v protokolu

a vyzadovano platnymi zakony a nafizenimi.

3. Authorizations

3. Oprévnéni

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 related to the manufacturing, supply,
or importation of the Study Product, and if required, for
obtaining the written authorization from the competent
health authorities prior to commencement of the
Clinical Trial.

Spolecnost Janssen bude odpovédna za splnéni veskerych
formalit tykajicich se povoleni pro provadéni klinického
hodnoceni (napf. podani Zadosti o povoleni klinického
hodnoceni) a vyroby, dodani nebo dovozu hodnoceného
pfipravku av ptipadé potieby za ziskani pisemného
povoleni zdravotnich  dradi

od pfislusnych pred

zahajenim klinického hodnoceni.

4., Reporting of Data

4, Hlaseni udajd

4.1
in Exhibit B) to Janssen and/or the Study Site according

Provider agrees to provide the Data (as defined

to the protocol and manual for pharmacist, if one has
been created for the needs of the clinical trial.

4.1
poskytovat Udaje (definované v priloze B) spolecCnosti

Poskytovatel se zavazuje provadét sluzby a

Janssen a/nebo studijnimu pracovisti v souladu

s protokolem a Iékarenskym manudlem, byl-li pro potfeby
klinického hodnoceni vytvoren.

4.2
to Janssen

Timely, accurate and complete Data submission
is necessary to ensure payment in
accordance with Exhibit B of this Agreement.

4.2
spolecnosti

Vcasné, presné auplné predloZzeni udajl

Janssen je nezbytné kzajisténi platby

v souladu s ptilohou B této smlouvy.

5. Monitoring of Services — Audit - Inspections

5. Monitorovani sluzeb — audit — inspekce
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51 Monitoring - Audit

5.1 Monitorovani — audit

During and after the term of this Agreement, Provider
agrees to permit representatives of Janssen and/or the
competent health authorities (including, if applicable,
the US FDA) to examine at any reasonable time during
normal business hours:

Poskytovatel souhlasi s tim, Ze béhem doby trvani této
smlouvy i po jejim uplynuti umozni zastupclim spolec¢nosti
Janssen a/nebo prislusnym zdravotnim Gfadim (ptichazi-
li to vuvahu, véetné amerického Ufadu pro kontrolu
potravin a léciv (FDA)) kdykoli v pfijatelném ¢ase béhem
pracovni doby zkontrolovat:

(i) the facilities where the Services are being | (i) prostory, ve kterych se provadi sluzby,
conducted,
(ii) the raw Clinical Trial data generated pursuantto | (ii) nezpracované Uudaje zklinického hodnoceni

the Services; and

generované v ramci sluzeb,

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

(iii) veskeré dalsi relevantni informace nezbytné
k potvrzeni toho, Ze jsou sluzby provadény v souladu
s protokolem a podle platnych zdkonnych a regulacnich
pozZadavk, véetné pravnich predpist o ochrané osobnich

Udajl a bezpecénostnich zakonu a predpist.

5.2 Inspections

5.2 Inspekce

shall if a
competent health authority schedules or, without

Provider immediately notify Janssen
scheduling, begins an inspection and shall promptly,
upon issuance, provide Janssen a copy of any health
authority’s correspondence resulting from any such

inspection.

Poskytovatel musi ihned uvédomit spole¢nost Janssen,
jestlize pfislusny zdravotni ufad naplanuje nebo bez

naplanovani zahaji inspekci, aokamzité po vydani

poskytne spolecnosti  Janssen kopii veskeré

korespondence se zdravotnim Ufadem ohledné takové
inspekce.

5.3 Provider agrees to take any reasonable actions
requested by Janssen to cure deficiencies noted during
an audit or inspection. In addition, Janssen or its
designees shall have the right to review and approve
any correspondence to a competent health authority
generated as a result of such health authority’s
inspection prior to submission by 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.

53 Poskytovatel souhlasi s tim, Ze podnikne veskeré

prijatelné kroky poZadované spolecnosti Janssen
k odstranéni nedostatk(l zjisténych béhem auditu di
inspekce. Navic bude mit spolecnost Janssen nebo jeji
zmocnénci pravo zkontrolovat a schvalit korespondenci
s pfisluSnym zdravotnim ufadem v souvislosti s takovou
inspekci zdravotniho ufadu, ato pfed jejim odeslanim
poskytovatelem, apokud to nezakazuje zdkon nebo
pfislusny zdravotni urfad, 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.

¢lankd 5.1, 5.2 a5.3 zlstanou

v platnosti i po ukoncéeni nebo vyprseni platnosti této

5.4 Ustanoveni

smlouvy.
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6. Compliance with Applicable Laws

6. Dodrzovani platnych zakona

6.1
maintain records and Data during and after the term of

The parties agree to conduct the Services and

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 the ICH-GCP guidelines.

6.1
a vést zdznamy a Udaje béhem platnosti této smlouvy i po

Strany souhlasi s tim, Ze budou poskytovat sluzby

jejim skonceni vsouladu se vSemi platnymi pravnimi

a zdkonnymi  pozadavky aobecné akceptovanymi

Umluvami, jako je Helsinska deklarace a smérnice ICH-
GCP.

6.2
Laws and Foreign Corrupt Practices Act (“FCPA”)

Healthcare Compliance with Anti-Corruption

6.2
a zakona o zahranicnich korupcnich praktikach (Foreign
Corrupt Practices Act, ,,FCPA“)

Dodriovani protikorupénich pravnich predpisa

Provider represents and warrants that neither Provider,
nor any of its directors, officers, employees or agents
(all  of the
Representatives”) has taken any action that would

foregoing  collectively, “Provider
result in a violation by such persons of local or
international anti-bribery laws, including but not limited
to Act. No 40/2009 Coll., Act. No. 418 / 2011 Coll., Civil
Service Act 234/2014 Coll. and Labour Code 262/2006
Coll. incl. Code of Ethics applicable to either or both
Provider and Janssen (collectively the “Anti-Corruption

Laws”).

Poskytovatel prohlasuje a zarucuje, Ze poskytovatel,

zadny zjeho feditell, vedoucich  pracovnikd,

zaméstnancl ¢i  zastupch (vSichni jmenovani dale

spole¢né jako ,zastupci poskytovatele”) neproved|
Zadnou c¢innost, kterd by ze strany téchto osob znamenala
poruseni mistnich nebo mezinarodnich protikorupénich
zdkond, mimo jiné vletné zakona c¢islo 40/2009 Sb.,
zdkona €. 418/2011 Sb. a zdkona o statni sluzbé 234/2014
Sb. a zakoniku prace 262/2006 Sb. vcetné etického
kodexu, které plati pro poskytovatele, pro spolecnost
Janssen nebo obé strany, (dale spole¢né ,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 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.

Poskytovatel pfimo ani nepfimo neprovede Zadnou
platbu, neucini Zadnou nabidku, nepreda cokoliv cenného
ani nebude souhlasit a neslibi, Ze provede platbu nebo
nabidne i predd cokoliv cenného statnimu arednikovi
nebo zaméstnanci statniho uradu, politické strané,
kandidatovi na politickou funkci ani zZadné jiné osobé za
ucelem ovlivnéni rozhodnuti, ktera se tykaji spole¢nosti
Janssen nebo jeji obchodni ¢innosti, zplsobem, 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

Poskytovatel a zastupci poskytovatele vykonavaji a budou
vykonavat svoji praci v souladu s protikorupénimi zakony
a poskytovatel bude mit nebo dodriovat nezbytné

postupy, véetné protikorupéniho skoleni, pro zabranéni
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corrupt conduct by Provider Representatives, which
includes anti-corruption training.

korupénimu jednani ze strany zastupcl poskytovatele.

Provider shall maintain effective internal accounting
control and shall make sure that all services providing
services on the base of this agreement 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 poskytovani sluzeb dle této Smlouvy
bude zaznamendno v knihach a zaznamech presné, Uplné
a pravdivé aze dokumenty, na kterych se tyto knihy
a zdznamy zakladaji, jsou ve vSech dulezitych ohledech
presné, uplné a pravdivé. Poskytovatel povede zaznamy
(finan¢ni ijiné) a podplrnou dokumentaci souvisejici
s predmétem této smlouvy a poskytne spolecnosti
Janssen a jejim auditoriim a jinym zastupctim, na zakladé
Zadosti spolec¢nosti Janssen, pristup k témto zaznamlim za
ucelem dokumentace ¢i ovéreni souladu s ustanovenimi

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 ¢lanku, bude se dané porusSeni povaZzovat za
zavazné poruseni smlouvy a spole¢nost Janssen bude mit
smlouvu s okamZitou

po takovém poruseni pravo

ucinnosti  ukondit predlozenim pisemné vypovédi
poskytovateli, pficemzZ spolecnosti Janssen ztakového
ukonceni nevznikne Zadna finan¢ni ani jakakoliv jina

odpovédnost.

6.3 Privacy & Data Security

6.3 Ochrana soukromi a osobnich tdaju

6.3.1 Each party agrees that its collection, processing
and disclosure of any data relating to an identified or
identifiable
connection with this Agreement is and will be in

individual (“Personal Information”) 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

6.3.1 Obé strany souhlasi stim, Ze shromazdovani,
zpracovavani a zpfistupnéni veskerych udaja souvisejicich
s identifikovanou nebo identifikovatelnou osobou (dale
jen ,osobni Udaje“) v souvislosti stouto smlouvou je
a bude v souladu s platnymi zakony na ochranu osobnich
udaju, véetné obecného nafizeni EU o ochrané osobnich
udaja (dale jen ,,GDPR“), pokud se vztahuji, a Ze ziskaly
vSechna préva asouhlasy nezbytné ke shromazdovani,
zpracovavani a zpristupnéni téchto osobnich udaja.
s tim, Ze béhem shromazdovani

Strany souhlasi

a zpracovani osobnich udajl prijmou pfislusna opatreni za
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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. In relation to personal data, Janssen is the data
controller and the Provider is the data processor.

Uucelem ochrany téchto osobnich dajl, zachovani
dlvérnosti zdravotnich informaci a zaznamui o subjektech
klinického hodnoceni, fadného informovani
zainteresovanych subjektd Gdaji o shromazdovani
a zpracovavani jejich osobnich udajl, udéleni nalezitého
pfistupu témto subjektlm udajt k jejich osobnim adajim,
zajisténi prav dalsich subjekt udajd v souladu s platnymi
zakony a zabranéni pfistupu neopravnénym osobam. Ve
vztahu kosobnim ddajim je spoleCnost Janssen
v postaveni spravce a poskytovatel v postaveni
zpracovatele.

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 nalezita technicka
aorganizacni opatfeni k zajisténi takové Urovné
zabezpeceni osobnich udajli zpracovavanych v souvislosti
s touto smlouvu, kterd odpovida danym rizikGm.

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 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.

6.3.3 Poskytovatel prohlasuje, zaru€uje a zavazuje se, Ze
osobni udaje tykajici se subjektl klinického hodnoceni
budou pfi poskytnuti spolecnosti Janssen
pseudonymizovany, takZze veSkeré informace, které pfimo
identifikuji  subjekt klinického hodnoceni, budou
nahrazeny identifika¢nim kédem. Poskytovatel
neposkytne spolecnosti Janssen klice ani kédy, diky
kterym by mohly byt subjekty klinického hodnoceni
zpétné identifikovdny. Poskytovatel neprodlené upozorni
spolecnost Janssen, pokud poskytovatel zjisti, Ze jakékoliv
Udaje (definované v clanku 7.1) tykajici se subjektl
klinického hodnoceni poskytnuté spolecnosti Janssen
nevyhovuji tomuto poZadavku. Poskytovatel bude
spolupracovat ohledné vsech Zadosti spolecnosti Janssen
na minimalizaci Skod zpUsobenych zpfistupnénim adaju.
V takovém pripadé poskytovatel doruci opravené udaje
spolecnosti Janssen co nejrychleji bez dalsich nakladd pro
spolec¢nost Janssen.

6.3.4 In case of a breach of security leading to the
accidental or unlawful destruction, loss, alteration,
unauthorized disclosure of, or access to, Personal
Information data transmitted, stored or otherwise
processed (“Privacy Incident”), Provider  will

6.3.4 V pfipadé naruSeni zabezpeceni, které povede
k nedmysinému nebo protipravnimu zniceni, ztraté,
zméné, neopravnénému odtajnéni nebo zpfistupnéni
osobnich udajud, které jsou zasilany, uloZeny nebo jinak
zpracovavany (dale jen ,bezpecnostni incident”),
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immediately after becoming aware of a Privacy Incident
notify Janssen. Such notification shall specify the nature
of the Privacy Incident, the categories and approximate
number of data subjects and Personal Information
records impacted by such Privacy Incident. Provider
agree to fully cooperate with Janssen, investigate and
resolve any such Privacy Incident and provide Janssen
any information necessary to provide notifications.

poskytovatel oznami tuto skutecnost spolecnosti Janssen
bezprostfedné poté, co se o bezpecnostnim incidentu
dozvi. V

bezpecnostniho incidentu, kategorie, pfiblizny pocet

takovém oznameni upresni povahu
subjektd Udaji a zaznaml osobnich udajl, kterych se
bezpecnostniincident dotyka. Poskytovatel souhlasi's tim,
Ze bude se spolec¢nostiJanssen plné spolupracovat, vysetri

a vyresi veskeré bezpecnostni incidenty a poskytne

spolecnosti Janssen veskeré informace potrebné
k provedeni ohlaseni.
6.3.5 Provider agree to fully cooperate with respectto | 6.3.5 Poskytovatel souhlasi stim, Ze bude plné

any data protection impact assessments and/or prior
consultations that may be required with respect to the
under the

processing of Personal Information

Agreement.

spolupracovat pfi hodnoceni veskerych dopadd na

ochranu osobnich 0dajd a/nebo pfi predbéinych

konzultacich, které mohou byt potiebné v souvislosti se

zpracovavanim osobnich udaji  vsouladu stouto

smlouvou.

6.3.6 Provider shall
including any affiliate or subcontractor,

not engage any third-party,
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 third-party data
processor complies with this Agreement, the applicable
data protection law and regulations, and (ii) shall be
fully liable to Janssen for all actions of such third-party
data processors.

6.3.6 Poskytovatel nebude vyuzivat Zadnou treti stranu,
vCetné pridruzenych spolecnosti a subdodavatell, jako
zpracovatele udajl (jak je definovan platnymi zakony
o ochrané osobnich udajd) k plnéni svych ¢innosti podle
této smlouvy bez predchoziho pisemného souhlasu
spole¢nosti Janssen. V pfipadé souhlasu spole€nosti
Janssen s vyuZitim treti strany jako zpracovatele udajli
poskytovatel (i) ponese odpovédnost za to, Ze kazidy
opravnény externi zpracovatel Udajl bude dodrZovat tuto
smlouvu, platné zakony a nafizeni o ochrané osobnich
udajd, a (ii) bude spolecnosti Janssen plné odpovidat za
vsechny ¢innosti téchto externich zpracovatell Gdaju.

6.3.7 Personal Information related to any Provider
staff (e.g. name, Provider 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 Provider for managing internal
studies and ensuring that contact information is

6.3.7 Osobni udaje tykajici se veskerého personalu
poskytovatele (napf. jméno, adresa a telefonni Cislo
nemocnice nebo kliniky, Zivotopis) mohou byt predany
pfidruzenym spole¢nostem Johnson & Johnson pro ucely
monitorovani |éCiv, provadéni, dokumentace a kontroly
klinickych hodnoceni ataké pro kontakt s nimi a jejich
zastupci po celém svété v pripadé dalSich budoucich studii
nebo hodnoceni, kterych se mohou pfipadné ucastnit.
Strany také souhlasi s tim, Ze budou pouzivat osobni tdaje
poskytnuté poskytovatelem k fizeni internich studii a
zajisti,

aby byly kontaktni Udaje uloZeny v jinych
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contained in a faithful and complete way in other
systems, in compliance with this Section.

systémech spolehlivé a kompletné v souladu s timto
¢lankem.

6.3.8
other affiliates of the Johnson & Johnson group of

Janssen may transmit Personal Information to

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
the EEA.
Information may also be disclosed as required by

Information as required in Personal
individual regulatory agencies or applicable law, such as

to report serious adverse events.

6.3.8 Spolecnost Janssen muZe osobni Udaje predat
jinym pfidruzenym spolecnostem skupiny Johnson &
Johnson a jejich pfislusSnym zastupclim. Osobni Udaje tak
byt
hospodafrsky prostor (dale jen ,EHP“), napt. do Spojenych

mohou prfendseny do statd mimo Evropsky
stat americkych, kde podle nazoru EU v soucasnosti
neexistuji dostate¢né predpisy o ochrané osobnich udaju,
které by zajistovaly dostatecnou Uroven této ochrany. Bez
ohledu na shora uvedené skutecnosti, spole¢nost Janssen
a jeji pridruzené spolecnosti propojené se skupinou
Johnson & Johnson a pfislusni zastupci vsak pouziji
dostatecna bezpecnostni opatfeni k ochrané téchto
osobnich udaju, jak je to poZzadovano v EHP. Osobni udaje
mohou byt také zpfistupnény na zakladé poZadavki
jednotlivych regulacnich Uradd nebo platnych zakon,

jako napft. pfi hlaseni vaznych nezadoucich prihod.

6.3.9
its Personal Information handling practices, concerning

Janssen has provided certain details regarding

Personal Information related to any Provider staff,
including data subject rights, in Exhibit C. In case
Provider may provide Personal Information concerning
its staff Provider agrees to inform such staff members
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 Exhibit C.

6.3.9 Spolecnost Janssen poskytla urcité informace
o svych zasaddch nakladdni s osobnimi udaji, které se
tykaji osobnich udajli persondlu poskytovatele vcetné
prav subjektd udajl v ptiloze C. V pfipadé, Ze poskytovatel
mlzZe poskytnout osobni Udaje tykajici se jeho
zaméstnanc(, poskytovatel souhlasi s tim, Ze bude
informovat kazdého svého zaméstnance, jehoZz osobni
Udaje budou shromazdovany v prabéhu klinického
hodnoceni v ramci této smlouvy, o zdsadach nakladani

s osobnimi Udaji, jak je uvedeno v pfiloze C.

6.4
determined to violate applicable laws and regulations,

In the event that any part of this Agreement is

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
smlouvy porusSuje platné zakony a predpisy,

V ptipadé, Ze dojde ke zjisténi, Ze néjaka ¢ast této
strany
souhlasi s tim, Ze se v dobré vife dohodnou na zménach
ustanoveni, ktera zdkony a predpisy porusuji. V pfipadé,
Ze se strany na novém nebo upraveném znéni nezbytném
k tomu, aby byla smlouva jako celek uvedena do souladu
s predpisy, nedohodnou, mulzZe kterdkoli strana tuto
smlouvu vypovédét pisemnou vypovédi zaslanou druhé
strané s vypovédni lh(tou Sedesati (60) kalendarnich dng.
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7. Ownership of Data - Confidentiality

7. Vlastnictvi idaju — davérnost

7.1 Ownership of Data

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 including the filing
of a patent application or the filing of the Data in support
of any pending or future patent application either for its
own benefit or for the benefit of any for-profit entity,
including use of Data in support of research for or in
collaboration with a for-profit entity. The provisions of
this paragraph shall survive the termination or expiration

of this Agreement.

7.1 Vlastnictvi udajt

Veskeré udaje, mimo jiné vcetné pisemnych, tisténych
a/nebo grafickych materiald, vysledk( testl, studijnich
a jinych informaci generovanych poskytovatelem v ramci
poskytovani sluzeb (dale jen ,udaje“) budou vlastnictvim
spolecnosti Janssen nebo jejiho zmocnénce, ktefi mohou
pouzivat Udaje jakymkoliv zplsobem, ktery povaZzuji za
vhodny, avSak vsouladu s platnymi zdkony o ochrané
osobnich Udaji a podminkami této smlouvy. Jakékoli dilo
chranéné autorskymi prdvy vytvofené v souvislosti
s poskytovanim sluzeb a obsazené v Udajich se povazuje za
»dilo vzniklé na zdkladé smlouvy” v plném rozsahu
povoleném pravnimi predpisy a je vlastnictvim spolecnosti
Janssen nebo jejiho zmocnénce. Poskytovatel nesmi
pouzivat Udaje pro Zzadné komercni ucely, véetné podani
patentové prihlasky nebo poskytnuti Udajl na podporu
jakékoli nevyrizené nebo budouci patentové prihlasky, bud’
pro svlj vlastni prospéch, nebo ve prospéch jakéhokoli
ziskového subjektu, vcetné pouZiti Udaji na podporu
vyzkumu pro ziskovy subjekt nebo ve spolupraci s nim.
Ustanoveni vtomto odstavci zlstanou v platnosti ipo

vypovézeni nebo uplynuti platnosti této smlouvy.

7.2
All but
information relating to the Study Product, the Protocol,

Confidentiality

information, including, not limited to,
the operations of Janssen and 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:

7.2 Davérnost

Vsechny informace, mimo jiné vcéetné informaci tykajicich
se hodnoceného pfipravku, protokolu nebo cinnosti
spolecnosti Janssen a jejich pfidruzenych spolecnosti, jako
jsou patentové pfrihlasky, receptury, vyrobni procesy,
zakladni védecké udaje, predchozi klinicky vyzkum a
informace o formulacich dodané spole¢nosti Janssen
poskytovateli nebo jinému personalu zapojenému do
sluzeb, které nebyly dosud zvefejnény (déle jen ,d0vérné
informace spolecnosti Janssen®), jakozZ i udaje, se povazuji
za dlivérné a zlistanou vyhradnim vlastnictvim spolec¢nosti
Janssen nebo jejich pfidruzenych spoleénosti. V prabéhu
a po skonceni platnosti této smlouvy poskytovatel vynalozi
radné usili k zachovani ddvérnosti a pouZije pouze pro
ucely uvedené v této smlouvé:
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(i) Janssen
Confidential Information,

(i) divérné informace
spolecnosti Janssen,

(ii) 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

(ii) informace, u kterych
by soudna osoba dospéla k zavéru, Ze jsou dlvérnym
a chranénym majetkem spolecnosti Janssen a jejich
pridruzenych spolecnosti, a které jsou spole¢nosti Janssen
nebo jejim jménem zptistupnény 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 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.

Poskytovatel je vdzdn profesni mlcenlivosti ohledné
uvedenych dokumentll, povahy hodnoceného pfipravku,
samotnych sluzeb a vysledkd sluZzeb. Vyse uvedené zavazky
se nevztahuji na dlvérné informace spolecnosti Janssen,
udaje nebo informace spadajici pod ustanoveni ¢lanku 7.2
odstavec (ii), které (a) byly zvefejnény bez pochybeni
poskytovatele nebo (b) unichi spole¢nost Janssen
pisemné souhlasila, Ze mohou byt pouZity nebo
zpfistupnény. Ustanoveni vtomto ¢lanku zlstanou
v platnosti i po vypovézeni nebo uplynuti platnosti této
smlouvy.

7.3 Provider warrants the compliance of all its staff
and other personnel involved with the Services with the
provisions of this Section 7.

7.3 Poskytovatel zarucuje, Ze vsichni jeho pracovnici
a dalsi personadl zapojeny do poskytovani sluzeb budou
dodrZovat ustanoveni tohoto ¢lanku 7.

7.4 Register of Contracts in the Czech Republic
Provider undertakes to ensure the publication of the
Agreement with the exception of Trade Secret and other
information that should be excluded from such
publication (e.g. personal data) through the Register of
Contracts as a public administration information system
pursuant to section 5(1) of Act No. 340/2015, on special
conditions for the effectiveness of some contracts, the
disclosure of these contracts and on registers of
contracts (the “Act on Register of Contracts”). Provider
is obliged to publish the Agreement within 15 days
following the date of last signature of the Agreement.
Janssen undertakes to deliver before sign to the Provider
an edited version for the publication in Czech Agreement
registry. Janssen shall be responsible for blinding out of
the trade secret in the edited version.

7.4.  Registr smluv Ceské republiky

Poskytovatel se zavazuje zajistit zverejnéni smlouvy
s vyjimkou obchodniho tajemstvi a ostatnich informaci,
které by mély byt ztohoto zverejnéni vylouceny (napr.
osobni Udaje), prostfednictvim registru smluv jako
verejného spravniho informacniho systému ve smyslu
§ 5(1) zakona ¢.340/2015, o zvlastnich podminkach
ucinnosti nékterych smluv, uverejiiovani téchto smluv
a o registru smluv (,,zakon o registru smluv“). Poskytovatel
je povinny zverejnit smlouvu do 15 dnli od data posledniho
podpisu smlouvy. Spolecnost Janssen se zavazuje dodat
poskytovateli redigovanou verzi smlouvy pro Ucely
zvefejnéni jesté pred jejim podpisem. Spole¢nost Janssen
odpovidd za zneditelnéni obchodnich  tajemstvi
v redigované verzi.
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If Provider fails to fulfill the obligation referred to above,
Janssen shall proceed to publish the Agreement in the
Register of Contracts with the exception of Trade Secret
of Janssen and other information (e.g. personal data),
which should be excluded from the publication, so as to
maintain the deadline according to section 5(2) of the
Act on Register of Contracts. Janssen shall then pass to
Provider a confirmation from the administrator of the
Register of Contracts, unless Provider is notified directly
by the administrator of the Register of Contracts.

Pokud poskytovatel vyse uvedenou povinnost nesplni,
spolecnost Janssen ke zverfejnéni smlouvy
obchodnich

spolecnosti Janssen a ostatnich informaci (napf. osobnich

prikroci

vregistru smluv s vyjimkou tajemstvi
Udaju), které je nutno ze zverejnéni vyloudit, a to tak, aby
byla dodrZzena |h(ita podle § 5 odst. 2 zdkona o registru
smluv. Spole¢nost Janssen poté predd poskytovateli
potvrzeni od sprdvce registru smluv, pokud nebude
poskytovatel vyrozumén pfimo timto spravcem registru

smluv.

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

(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;

(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.

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

(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 vyloudit, jak je uvedeno
vysSe, a zvefejnénych metadat predtim, neZ bude spravci
registru smluv zasldna datova zprava s elektronickym

obrazem zbytku obsahu smlouvy;

(i) pred jakymkoli dalsim podanim do registru smluv
z vlastni iniciativy nebo v reakci na vyzvu spravce registru
smluv vyrozumi o tomto Ukonu druhou smluvni stranu.

After complying with the obligations set forth
above, the Party which sends the Agreement to the
administrator of the Register of Contracts is also obliged
to let the administrator of the Register of Contracts know
the databox details of the other Party.

Po splnéni vySe uvedenych povinnosti je strana,
ktera zasle smlouvu sprdvci registru smluv, povinna také
sdélit spravci registru smluv Udaje o datové schrance druhé
smluvni strany.

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

Strany uzndvaji achapou, Ze vynalezy atechnologie

spole¢nosti Janssen, jejich ptidruZzenych spolecnosti

a poskytovatele existujici k datu Ucinnosti této smlouvy
jsou jejich samostatnym majetkem a tato smlouva se na né
objeviim i

nevztahuje. VSechna prava kjakymkoli
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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 assign (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 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.

vynalezim, at jiZ jsou patentovatelné, ¢i nikoliv,
koncipovanym nebo koncipovanym a uvedenym do praxe
v dUsledku sluzeb provadénych podle této smlouvy (dale
jen ,vynalez“) budou nalezet spolecnosti Janssen nebo
bude

informovat spolec¢nost Janssen o veskerych vynalezech.

jejimu  zmocnénci. Poskytovatel neprodlené
Poskytovatel souhlasi, Ze postoupi (a zajisti, ze veskery
personal zapojeny do sluzeb postoupi) spole¢nosti Janssen
nebo jejimu zmocnénci, na zZadost spolecnosti Janssen,
vyhradni a vyluéné vlastnictvi vSech vynalez(. Spolecnost
Janssen bude mit pravo, ale nikoliv povinnost pfihl3sit,
soudné vymahat a uplatnit jakékoliv patenty souvisejici
s vynalezy. Poskytovatel je povinen podepsat a nechat
podepsat svymi zaméstnanci a veSkerym personalem
zapojenym do sluzeb vSechny dokumenty nezbytné
k pfevodu veskerych prdv, narokl a podild k jakémukoli
vynalezu na spolecnost Janssen nebo jejiho zmocnénce,
a odpovida za provedeni vsech téchto Cinnosti a Uhradu
vSech plateb a kompenzaci v souvislosti se vSemi takovymi
a/nebo

zastupci, jak je stanoveno v platnych pravnich predpisech,

vynalezy uskute¢nénymi jejimi zaméstnanci
aby spole¢nost Janssen nebo jeji zmocnénec mohli vlastnit

a pouzivat veskeré takové vynalezy.

Provider warrants that all personnel involved in
this

employees or agents of Provider and are obligated to

performing Services under Agreement are
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 veskery 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 prabéhu jejich zaméstnaneckého poméru nebo
trvani smlouvy, a to bud na zakladé pisemné smlouvy,
nebo podle podminek zaméstnaneckého poméru.

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

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

9. Compensation 9. Odména
9.1 The budget and compensation to be paid for the | 9.1 Rozpocet aodména, kterd bude uhrazena za

Services is contained in Exhibit B. Payment shall be due
and payable in accordance with the schedule set forth in
Exhibit B.

provedeni sluzeb, jsou uvedeny v ptiloze B. Platba bude
splatna v souladu s rozpisem uvedenym v pfiloze B.
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The payments listed in Annex B represent the only and
exclusive method of proper financial settlement
between the contracting parties. Janssen hereby
declares that it has not entered into a separate contract
with an employee of the Provider for remuneration for
the activities according to this Agreement.

Platby uvedené v priloze B predstavuji jediny a vylucny
zpUsob fadného finanéniho vyporadani mezi smluvnimi
stranami. Spolecnost Janssen timto prohlasuje, Ze
neuzaviel se zaméstnancem poskytovatele separatni
smlouvu na odménu za cinnost dle této smlouvy.

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 asouhlasi stim, Ze odména
a podpora poskytnuta spolecnosti Janssen poskytovateli
podle této smlouvy predstavuje skutecnou trzni hodnotu
za sluzby provadéné poskytovatelem, byla sjednana jako
objektivni ujednani a nebyla stanovena zplisobem, ktery
bere v Uvahu objem ahodnotu jakychkoliv doporuceni
nebo jinych obchodnich pfileZitosti, které jinak vznikaji
mezi spolecnosti Janssen a jejimi pfidruzenymi
spole¢nostmi a poskytovatelem.

Nothing contained in this Agreement shall be construed
in any manner as an obligation or inducement for
Provider to recommend that any person or entity
purchase Janssen’s products or those of any entity
affiliated with Janssen.

Nic ztoho, co je uvedeno vtéto smlouvé, nebude
vykladdno jako zdvazek nebo podnét pro poskytovatele
k doporuceni, aby si jakadkoli osoba ¢i subjekt zakoupily
vyrobky spolecnosti Janssen nebo vyrobky jakéhokoli
pfidruzeného subjektu spole¢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 pripravek nebo jiné polozky
nebo sluzby poskytnuté spolecnosti Janssen v souvislosti
stémito  sluzbami  nebo  jakymikoliv  sluzbami
poskytovanymi pacientlim v souvislosti s klinickym
hodnocenim, které jsou hrazeny vramci sluzeb, vyjma
pripadl, které mohou byt specificky schvaleny ve
standardech pro odmény 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 use of the Study Product in accordance with the

10.1  Spolecnost Janssen bude hajit, odskodni a zbavi
odpovédnosti poskytovatele, jeho spravce, vedouci
pracovniky, zastupce a zaméstnance ve véci vSech ztrat,
nakladd, vydajli, zavazkd, narok(, Zalob a nahrad skod v
souvislosti s Ujmou na zdravi subjektl klinického
hodnoceni pfimo zplsobenou pouzZitim hodnoceného
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Protocol or during the course of the Services required by
the Protocol.

pfipravku  vsouladu s protokolem nebo béhem

poskytovani sluzeb vyZzadovanych protokolem.

10.2
Section 10.1, shall not apply and Janssen shall not be

The above obligation of Janssen, as stated in

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 trustees, 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
instructions related to the performance of the Services,

Janssen’s  written recommendations and

the, Protocol or with any applicable legal and regulatory
requirements.

10.2
je stanovena v ¢lanku 10.1, se nebude vztahovat na Zadné

Vyse uvedena povinnost spolecnosti Janssen, jak

odskodnéni ¢i vydaje a spolecnost Janssen za né nebude
odpovédnd, naopak poskytovatel bude hadjit, odskodni a
zbavi odpovédnosti spolecnost Janssen ve véci jakychkoliv
Zalob nebo narok( vyplyvajicich nebo zplsobenych
umysinym, nezodpovédnym ¢i nedbalym jednanim (i
opomenutim nebo profesni nedbalosti poskytovatele
nebo jeho spravci, vedoucich pracovnikl, zastupct Ci
zaméstnanc(, nebo vyplyvajicich ¢i zplsobenych jakymkoli
jejich porusenim podminek této smlouvy, pisemného
doporuceni ¢i pokynl spolecnosti Janssen a pokynl
souvisejicich s provadénim sluzeb, , protokolem nebo
porusenim jinych pravnich a regulacnich pozadavka.

10.3 The obligation of the
hereunder shall apply only if the other party provides

indemnifying party

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
bude platit pouze v pripadé, Ze druhd strana poskytne

Povinnost odskodnujici strany podle této smlouvy

v€asné vyrozuméni po obdrZeni oznameni o jakychkoli
narocich nebo Zalobach, umozni odSkodnujici strané a
jejim pravnim zastupclim a personalu fidit a vést obhajobu
ve véci téchto narokd ¢i Zaloby, véetné predbézného fizeni,
soudniho fizeni ¢i urovnani naroku, a odskodnovana strana
bude pIné spolupracovat a asistovat béhem této obhajoby,
s tim, Ze odSkodfujici strana nebude zprosténa svych
povinnosti podle této smlouvy, pokud tim, Ze odSkodnéna
strana nevyrozuméla odskodnujici stranu, neni dotéena
obrana takového ndroku. 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

The parties are responsible for maintaining, at their own
expense and throughout the term of this Agreement
(and following termination of the Services to cover any
claims arising from the Services), insurance of the type
and in amounts appropriate to conduct their respective

Strany odpovidaji za to, ze budou mit uzaviené na své
vlastni naklady a po celou dobu platnosti této smlouvy
(a po ukonceni poskytovani sluzeb za Ucelem kryti naroki
plynoucich ze sluzeb) pojisténi vhodného typu avyse
k provadéni svych prislusnych aktivit. Na vyzadani kazda
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activities. 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.

strana povinnd uzavfit a udrZovat pojisténi podle této
smlouvy predd druhé strané osvédceni o pojiSténi

dokladajici pozadované pojistné kryti.

12. Financial Disclosure - Debarment

12. Financ¢ni prohlaseni — zakaz ¢innosti

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
This
requirement may require disclosure of information

agent or employee of Provider. disclosure
involving immediate family members of those involved

in the Services.

Poskytovatel souhlasi stim, Ze spoleCnosti Janssen
poskytne veskeré informace nezbytné k tomu, aby byly
splnény veskeré poZadavky na zptistupnéni informaci
stanovené pfisluSnym zdravotnim drfadem (véetné
amerického Uradu FDA, pokud se vztahuje), pfislusnym
oborovym sdruzenim nebo obdobnymi subjekty nebo
jinymi platnymi vnitrostatnimi nebo mistnimi pravnimi
predpisy, vcetné veskerych informaci, které musi byt
oznameny v souvislosti s jakymkoli finanénim vztahem
mezi  spoleCnosti  Janssen, jejimi  pfidruzenymi
spolecnostmi 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 mlze vyZadovat
i pfedaniinformaci o rodinnych pfislusnicich osob, které se

na sluzbach podileji.

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
arises

interest during the performance of this

Agreement.

Poskytovatel potvrzuje, Ze mezi stranami neexistuje stfet
zajmQ, ktery by branil plnéni zdvazk( poskytovatele dle
této smlouvy nebo je ovliviioval, adale poskytovatel
potvrzuje, Ze jeho plnéni dle této smlouvy neni porusenim
Zadné jiné smlouvy uzaviené se treti stranou. Poskytovatel
bude
v pfipadé, Ze vprabéhu plnéni této smlouvy vznikne

neprodlené informovat spolecnost Janssen

jakykoli stret zajmU.

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

Poskytovatel nebude k poskytovani sluzeb na zakladé této
smlouvy pfimo ani nepfimo zaméstnavat Zadné osoby,
neuzavie s nimi smlouvu ani jich k tomuto Ucelu nebude
jinak vyuzivat, pokud takova osoba (i) ma zdkaz Cinnosti
ulozeny jakymkoli pfislusSnym zdravotnim uradem (véetné
amerického FDA, pokud se vztahuje) nebo (ii) byla
v souvislosti
Na

odsouzena za  profesni  pochybeni

s provadénim sluzeb nebo klinickych hodnoceni.
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confirmation that it has 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.

zakladé pisemné Zadosti spoleCnosti Janssen je

poskytovatel povinen do deseti (10) kalendarnich dnf
predloZit pisemné osvédceni, Ze vySe uvedenou povinnost
dodrzZel. Toto osvédceni bude trvalé prohlaseni a zaruka na

dobu platnosti této smlouvy a poskytovatel musi
spolecnost Janssen ihned informovat o jakychkoli
zménach v souvislosti s prohlasenim azarukou 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 jednda na zakladé této smlouvy jako nezavisla
smluvni strana a nikoli jako zaméstnanec nebo zastupce
spolecnosti 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 either
party disclose the existence or substance of this
Agreement except as required by law.

Strany nesmi pouzivat ndzev druhé strany nebo
pridruzenych spolecnosti druhé strany k propagacnim
Ucelim bez prfedchoziho pisemného souhlasu strany, jejiz
jméno se ma poutzit, a nesmi ani odhalit existenci nebo

obsah této smlouvy, pokud to neni vyzadovano zakonem.

15. Notice

15. Oznameni

Any notices given hereunder shall be sent by first class
mail, by fax or personally delivered, with postage
prepaid, as follows:

Veskerd ozndmeni v souladu s touto smlouvou musi byt

zasilana postovni zasilkou prvni tfidy, faxem nebo

doruena osobné, splacenym postovnym, a to

nasledovné:

TO:
Janssen — Cilag, s.r.o, Walterovo namésti 329/1, 158 00
Praha 5, Czech Republic

Attention: LTM for the respective clinical trial

Komu:
Janssen — Cilag, s.r.o, Walterovo namésti 329/1, 158 00
Praha 5, Ceska republika

K rukdm: LTM pfislusného klinického hodnoceni
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TO:
Fakultni nemocnice Ostrava, Clinical trial department,
17. listopadu 1790/ 5, Ostrava 708 52, Czech Republic

Komu:
Fakultni nemocnice Ostrava , Centrum klinickych studif,
17. listopadu 1790/ 5, Ostrava 708 52, Ceska republika

16. Assignment

16. Postoupeni

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.

Spolec¢nost Janssen ma pravo postoupit tuto smlouvu
a vynalozi primérené Usili ktomu, aby otom predem
informovala poskytovatele. Poskytovatel nepostoupi sva
prava nebo povinnosti podle této smlouvy na jiné osoby
bez predchoziho pisemného souhlasu spole¢nosti Janssen.
Jakékoli postoupeni v rozporu s timto ¢lankem 17 bude
neplatné. S vyhradou predchozich ustanoveni je tato
smlouva zdvazna a uzaviena ve prospéch smluvnich stran,
jejich pravnich nastupcl a nabyvateld jejich prav.

17. Miscellaneous

17. Riiznd ustanoveni

This Agreement may not be altered, amended or
modified except by written document signed by all
parties in form of amendment to this Agreement.

Tato smlouva nesmi byt zménéna, doplnéna ¢i upravena
bez pisemného dokumentu podepsaného smluvnimi
stranami ve formé dodatku k této Smlouvé.

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

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

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.

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

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

Agreement.

survive termination of this

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

Pokud je nékteré ustanoveni

s ustanovenimi protokolu, protokol bude rozhodujici ve

smlouvy v rozporu

vécech tykajicich se mediciny, védy a provadéni klinického

hodnoceni. V pfipadé jakychkoliv jinych rozpord je
rozhodujici tato smlouva. Pokud je nékteré ustanoveni
uvedené v prilohach v rozporu s jakymkoli ustanovenim

této smlouvy, budou rozhodujici podminky ptiloh.

18. Controlling Law

18. Rozhodné pravo

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 appropriate court
of Czech Republic for the resolution of all disputes or
controversies between the parties hereto that the
parties are unable to settle amicably.

V pripadé jakychkoli spord vzniklych mezi stranami
v souvislosti s podminkami této smlouvy vynaloZi strany
maximalni Usili na smirné vyreSeni dané zalezitosti. Tato
smlouva se bude Fidit a vykladat v souladu se zakony Ceské
republiky bez ohledu na ustanoveni o koliznich pravnich
normach. Strany souhlasi s tim, e se podfiidi soudu Ceské
republiky k rozhodnuti vSech spori ¢i neshod mezi
stranami této smlouvy, které nejsou strany schopny
urovnat smirnou cestou.

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
prostfednictvim svych radné povérenych zastupcl k datu

strany uzavrely tuto smlouvu

ucinnosti.

On behalf of/ Za spoleénost Janssen-Cilag International N. V.

Signature/ Podpis

Janssen-Cilag s.r.o.,

Represented by Vladimira Filipova, M.D., Procurist, GCO Country Head/

zastoupend MUDr. Vladimirou Filipovou prokuristkou, GCO Country Head

Done at Prague date / Podepsano v Praze dne

Services Agreement between Janssen and Provider — Czech Republic
contract template

Version Date: November 2019

ICD #: 1849091

Smlouva o poskytovani sluzeb mezi spolecnosti Janssen

a poskytovatelem — $ablona smlouvy pro Ceskou republiku
Datum verze: Listopad 2019

ICD ¢: 1849091

Page 22 of 30




On behalf of/ Za Fakultni nemocnici v Ostravé

Signature/ Podpis

ve vécech této smlouvy je opravnén jednat a podepisovat: MUDr. MUDr. Jifi Havrlant, MHA - feditel

in matters of this amendment is authorized to act and sign: MUDr. Jifi Havrlant, MHA - Director

Done at Ostrava date/ Podepsano v Ostravé dne

Appendices:

Annex A — Protocol of Clinical Trial (based on the
documentation of the responsible person of the
provider)

Annex B — Scope of Services and Financial Provisions
Annex C — Personal Information concerning

Prilohy:

Priloha A — Protokol klinického hodnoceni (zalozen
v dokumentaci u odpovédné osoby poskytovatele)
Pfiloha B — Rozsah sluzeb a Financni ustanoveni
Priloha C — Souhlas se zpracovanim osobnich udaju
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Annex A Priloha A
Protocol of Clinical Trial (based on the documentation of | Protokol klinického hodnoceni (zaloZen v dokumentaci u
the responsible person of the provider) odpovédné osoby poskytovatele)
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EXHIBIT B PRILOHA B
Scope of Services and Financial Provisions Rozsah sluZeb a Finan¢ni Ustanoveni
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EXHIBIT C - Personal Information concerning any
Investigational Staff

PRILOHA C - Osobni tdaje 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 zasady spolecnosti Janssen pro
nakladani s osobnimi Udaji, které se tykaji informaci
o vyzkumném personalu. Popisuje, jak spole¢nost Janssen
shromazduje osobni Udaje a s kym je mlze sdilet. Popisuje
také prava vyzkumného persondlu ve vztahu ktémto
osobnim Udajim. Toto prohlaseni 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 predd toto prohlaseni o ochrané osobnich
udajl veskerému vyzkumnému personalu.

Privacy Notice — Investigational staff

Prohlaseni o ochrané osobnich udaju - vyzkumny

ersonal

Personal Information Collection

Shromazd'ovani osobnich udaja

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 o vds. Tyto udaje 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 udajd, které spolecnost Janssen
shromazduje, zavisi na roli, kterou mate ve vztahu ke
spole¢nosti  Janssen  a/nebo  jejim  prFidruzenym
spole¢nostem, a na platnych zakonech, 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
applicable);

identification number (if

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 Ufedni identifikacni Cislo (pokud pfipada v Uvahu);

e vzdélani a kvalifikace, véetné informaci o tom, zda
vlastnite platné, aktivni lékafské nebo odborné
osvédceni (podle vhodnosti) a zda nemate
zakdazanou praxi pfisluSnym zdravotnim Uradem;

e (Clenstvi v organizacich nebo institucich;

e profesni programy a aktivity, kterych se Ucastnite;

e financni informace tykajici se mimo jiné odmén
a nahrad za Cinnosti v rdmci klinického hodnoceni;

e spoluprace nebo vzajemné vazby se spolecnosti
Janssen nebo jejimi pridruzenymi spolec¢nostmi
nebo s jejich produkty a sluzbami;

e informace ziskané z dotaznikd a jinych primych
jedndni s vami.

How Janssen Uses and Discloses Personal Information

Jak spole€nost Janssen pouziva a zpristupiuje 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 pfidruzenych spolec¢nosti, které vyplyvaji ze
zakonl ¢i nafizeni, a podle potfeby k plnéni 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 the execution
of the clinical trial;

e poskytovani Skoleni a pfistupu k nastrojim a
budete
potiebovat k provadéni klinického hodnoceni;

dals$im  zdrojim, které pfipadné

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

e fizeni klinického hodnoceni, véetné monitorovani
a auditu ¢innosti v ramci klinického hodnocent;

e To prepare and submit regulatory filings,

correspondence, and communications to
government authorities concerning the clinical

trial;

e pfiprava aodeslani dokumentace regula¢nim
uradtm, korespondence a komunikace se statnimi

urady ohledné klinického hodnoceni;
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To conduct safety reporting and

pharmacovigilance activities relating to the

clinical trial;

provadéni bezpecnostnich hlaseni

a farmakovigilancnich ¢innosti v souvislosti

s klinickym hodnocenim;

To publish results of the clinical trial as defined in

zverejnovani vysledku klinického hodnoceni podle

the Clinical Trial Agreement; ustanoveni smlouvy o provedeni klinického
hodnoceni;
e Todisclose payments and other transfers of value e pfiznani plateb ajinych penéinich prevodl

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

poskytovateli a dalSimu vyzkumnému personalu
v souladu se zdkony o transparentnosti financnich
plnéni, mimo jiné vietné amerického zakona
o transparentnosti plateb lékardm (tzv. Sunshine
Act) a provadécich naftizeni, a oborovymi etickymi
kodexy nebo standardy, které se vztahuji na
a/nebo jeji pfidruzené

spole¢nost Janssen

spolecnosti;

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

v souladu s dalSimi poZadavky platnych zakonu
nebo dle potifeby 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 Udaje ovas budou zpracovavany pro nasledujici

Ucely na zakladé legitimniho zajmu spolec¢nosti Janssen

a jejich pridruzenych spolecnosti podle zakona:

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

zvazeni potencialnich pracovist a zkousejicich pro
budouci klinicka hodnoceni;

To conduct surveys, manage internal studies,
improve processes and practices related to the
execution of clinical trials and other activities
related to medical research.

studii,
tykajicich se

provadéni prazkum(, Fizeni internich

zlepSovani procesi a postupl
provadéni klinickych hodnoceni a dalSich ¢innosti

tykajicich se lékarského vyzkumu.

To accomplish the abovementioned purposes, personal

information is made available to:

K dosaZeni vySe uvedenych Gcelll budou osobni uUdaje

dostupné témto subjektim:

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

affiliates is available at

dalsi pridruzené spolecnosti skupiny Johnson &

Johnson a jejich pfrislusni zastupci; seznam
pfidruzenych spolecnosti je dostupny na adrese

http://www.investor.jnj.com/sec.cfm;

Government Authorities and ethics committees
in jurisdictions around the world;

statni urady aetické komise v jurisdikcich po
celém svété;

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

zastupci, jako jsou smluvni vyzkumné organizace,
nebo jini externi poskytovatelé sluzeb, ktefi
zpracovavaji osobni Udaje jménem spolec¢nosti
Janssen.
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Cross Border Transfer

Preshranicni pfenos

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 byt uloZeny a zpracovavany
v kterékoli zemi, kde maji spole¢nost Janssen a jeji
pfidruzené spolecnosti pobocky nebo zastupce, vcetné
Spojenych statll americkych. Podle minéni Evropské
komise poskytuji nékteré zemé mimo Uzemi Evropského
hospodarského prostoru (dale jen ,EHP“) dostatecnou
uroven ochrany osobnich udaji podle standardd EHP

(aplny 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

prenosll ze zemi EHP do zemi, jejichz uroven ochrany
Evropska komise nepovaZuje za dostatecnou, spolecnost
Janssen zajistila adekvatni ochrannd opatfeni zahrnujici
mimo jiné, aby byl pfijemce vazan standardnimi smluvnimi
dolozkami EU nebo aby implementoval kodex chovani
nebo certifikaci schvalené EU za icelem ochrany osobnich
udajl. O kopii téchto opatfeni mlZete pozadat naseho
povéfence pro ochranu osobnich udajid podle ¢lanku
»Kontakty spole¢nosti Janssen” nize.

Data Subject Rights

Prava subjektt udaju

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 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.

Pokud chcete provést kontrolu, opravu, aktualizaci,
omezeni ¢i vymazani vasich osobnich Udajl, které mze
mit spolecnost Janssen v systému, ¢i pokud chcete pozadat
o elektronicky vypis vasich osobnich udajl pro predanijiné
spolecnostiJanssen (v rozsahu, v jakém takové pravo mate
podle platnych zdkonu), mlzZete kontaktovat spole¢nost
Janssen podle clanku ,Kontakty spolecnosti Janssen®.
Spolecnost Janssen vasi Zzadost vyfidi v souladu s platnymi
zakony. Upozoriujeme vsak, Ze nékteré osobni Udaje
mohou byt vynaty ztéchto poZadavk( podle platnych
zakonU na ochranu osobnich adajli nebo jinych zdkon( a

nafizeni.

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)

Spole¢nost Janssen si vase osobni Udaje ponechd tak
dlouho, jak je potfebné ¢i povolené vzhledem k ucelim,
pro které byly ziskany. K uréeni fadné doby uchovani tdajl
pouzivdme tato kritéria: (i) doba trvani vztahu mezi
spolecnosti Janssen a vami, (ii) zda md spolecnost Janssen
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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).

nebo jeji pfidruzené spolecnosti néjaké zakonné

povinnosti a (iii) zda je uchovavani tdaji vhodné vzhledem
k pravni pozici spolecnosti Janssen (napfiklad s ohledem
na zakonné |Ihaty, soudni spory nebo Setfeni regulacnich
Uradu).

Contacting Janssen

Kontakty spolecnosti Janssen

Janssen can be contacted as specified below:

Spole¢nost  Janssen Ize kontaktovat nasledujicim

zplUsobem:

Walterovo ndmésti 329/1, Praha 5 - Jinonice, Post code
158 00 or
infocz@its.jnj.com

electronicaly on the email address

Walterovo namésti 329/1, Praha 5 - Jinonice, PSC 158 00

nebo elektronicky na e-mailovou adresu

infocz@its.jnj.com

You may also contact the Data Protection Officer
responsible for the relevant country or region, if
In case of

applicable, at emeaprivacy@its.jnj.com.

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.

MuZete také pripadné kontaktovat povérence pro ochranu
osobnich Gdaji odpovédného za vasi zemi Ci region, a to

na adrese emeaprivacy@its.jnj.com Pokud budete

kontaktovat povérence pro ochranu osobnich udajd, je
nutné uvést naptiklad zemi a ¢&islo/nazev klinického
hodnoceni, aby bylo mozné pozadavek radné 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-

MuUZete podat stiznost u pfislusnych dozorovych urada ve
své zemi Ci regionu. Kontaktni informace téchto uUradul
http://ec.europa.eu/justice/data-

naleznete zde:

protection/article-29/structure/data-protection-

29/structure/data-protection-authorities/index _en.htm

authorities/index _en.htm
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