AGREEMENT FOR PROVIDING SERVICES FOR THE PURPOSE

ZMLUVA O POSKYTOVANI SLUZIEB PRE UCELY KLINICKEHO

OF CLINICAL STUDY

This Services Agreement (the “Agreement”) is
by and between

JANSSEN PHARMACEUTICA NV with registered offices at
Turnhoutseweg 30, 2340 Beerse, Belgium (“lanssen”),

and
Institute of Nuclear and Molecular Medicine (“Provider”)

located at Rastislavova 785/43, 042 53 Kosice, Slovakia

and effective as of the date of execution by the last party to
sign below (“Effective Date”).

SKUSANIA

Tato zmluva o sluzbach (dalej ,zmluva”) sa uzatvira
medzi zmluvnymi stranami

JANSSEN PHARMACEUTICA NV so sidlom na adrese
Turnhoutseweg 30, 2340 Beerse, Belgicko (dalej ,spoloénost
Janssen”),

Indtitit nuklearnej a molekularnej mediciny (dalej
»poskytovatel sluzieb”) so sidlom na adrese Rastislavova
785/43, 042 53 Kosice, Slovenska republika

a nadobuda uinnost dfiom podpisania poslednou zmluvnou
stranou nizsie (dalej ,,datum ufinnosti”).

Clinical Trial: PRIMORDIUM

Regulatory Sponsor: Janssen-Cilag International NV
Study Product: Apalutamide

Protocol:

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

EUdraCT number: -
Principal Investigator: | Ilvan Mincik, MD
Study Site: MILAB, s.r.o.,

Urologicka ambulancia,
Holleho 14D, 08001 Presov,
Slavak Republic.
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Klinické skiganie: PRIMORDIUM

Zastupca zadavatela | Janssen-Cilag International NV
pre kontrolné urady:

Skusany liek: Apalutamid

Protokol:
Randomizované, kontrolovang,
multicentrické, odslepené
skusanie na preskiimanie
ucinnosti a bezpecnosti pridania
apalutamidu k radioterapii a
agonistovi LHRH u
vysokorizikovych pacientov s
PSMA-PET pozitivnym
hormonalne senzitivhym
karcinomom prostaty, s
observaénym daldim sledovanim
PSMA-PET negativnych
pacientov

Cislo EUdraCT: 5

Zodpovedny skusajuci: | MUDr. lvan Mincik

Pracovisko skisania: MILAB, s.r.o.,
Urologicka ambulancia, Hollého
14D, 080 01 Presov, Slovenska

republika.




Whereas, Janssen has entered into a Clinical Trial Agreement
with the Study Site and Principal Investigator as of 17.1.2022
(the “Clinical Trial Agreement”) for the conduct of the
Clinical Trial involving the Study Product in accordance with
the Protocol; and

Uvodné vyhlasenia: SpoloZnost Janssen uzatvorila s
pracoviskom skid3ania a zodpovednym skdSajicim ku driu
17.1.2022 zmluvu o klinickom sku3ani (dalej ,zmluva o
klinickom skusani“) na vykonavanie klinického skugania so
skusanym liekom v sulade s protokolom.

Whereas, Janssen has been requested by Study Site and
Principal Investigator to support Study Site with engaging
Provider to conduct certain PSMA PET services as further
defined in Exhibits B and C (the “Services”) in connection
with the Clinical Trial, which is sponsored by Regulatory
Sponsor, involving the Study Product according to the
Protacol (including subsequent Protocol amendments), and
Exhibits which forms an integral part hereof; and

Pracovisko skuSania a zodpovedny sku3ajlci poZiadali
spolocnost Janssen o podporu pracoviska skiZania pri
zapojeni Poskytovatela sluZieb, aby vykonal urcité PSMA PET
sluzby, podrobnejsie definované v Prilohe B a Prilohe C (dalej
»sluzby”), v stvislosti s klinickym sku3anim, ktoré financuje
zastupca zaddvatela pre kontrolné urady a ktoré zahffia
skusany liek podla protokolu (vritane neskordich dodatkov
protokolu) a dalSich priloh, ktoré su neoddelitelnou sic¢astou
tejto zmluvy.

Whereas, Study Site and Principal Investigator have
confirmed that Provider is equipped to perform the Services
and Provider has agreed to perform the Services on the
terms and conditions hereinafter set forth.

Pracovisko sku$ania a zodpovedny skisajuci potvrdili, ze
Poskytovatel sluZieb je dostatocne vybaveny na vykonanie
sluZieb a sdhlasil s vykonanim sluZfieb za podmienok
uvedenych v tejto zmluve.

Whereas, Services will be performed by Provider under the
supervision and overall responsibility of Study Site and
Principal Investigator in accordance with Good Clinical
Practice and in strict compliance with the Protocol and the
Clinical trial Agreement; and

Sluzby bude poskytovatel sluzieb vykonévat pod dohfadom
a celkovou zodpovednostou pracoviska skusania a
zodpovedného skusajiceho v sdlade so spravnou klinickou
praxou a v prisnom sulade s protokolom a zmluvou o
klinickom skusani.

Whereas, Janssen represents and warrants that its
involvement in this Agreement is solely for the purposes of
performing payments upon proper performance of services
under this Agreement, as those will be confirmed by Study
Site and/or Principal Investigator and Janssen will not have
any actual involvement in or oversight of the services.

Spoloénost Janssen vyhlasuje a zaruiuje, Ze jej Ugast na
tejto zmluve je vyluéne na ucely poukazovania platieb za
riadne vykondvanie sluzieb podla tejto zmluvy, ktoré
potvrdi pracovisko skd3ania alebo zodpovedny skusajuci, a
spolo€nost Janssen nebude mat Ziadnu skutoénu Géast na
sluzbach ani dohlad nad nimi.

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

preto, po zvédieni predpokladov a vzdgjomnych prisfubov a
zavazkov uvedenych v tejto zmluve sa zmluvné strany
dohodli takto:

1. Performance of the Services

1. Vykondvanie sluZieb

1.1 The parties agree that the Protocol, including any
subsequent Protocol amendments, incorporated by
reference as Exhibit A if not attached hereto but known to
all parties, and the other Exhibits form an integral part of this

1.1 Zmluvné strany sa dohodli, e protokol vratane
vietkych jeho neskorsich dodatkov (zahrnuty do tejto zmluvy
odkazom na Prilohu A) a prilohy tvoria neoddelitelnu suéast
tejto zmluvy aj v pripade, Ze nie su priloZené k tejto zmluve,
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Agreement.

ale su vietkym zmluvnym stranam zname.

1.2 Provider agrees to use best efforts and professional
expertise to perform the Services under the
supervision and guidance of Principal Investigator in
accordance with the Protocol, all applicable legal, the
Good Clinical Practice and regulatory requirements
(“Applicable requirements”), the identified timelines
and the terms and conditions of this Agreement. The
Services to be performed are provided in Exhibit B to
this Agreement. and subject to the oversight of Study
Site/ Pl in accordance to the Clinical Trial Agreement.

For the purpose of this Agreement, Good Clinical
Practice shall be defined as a set of detailed ethical
and scientific quality requirements for any activity on
research involving human subjects to be performed
under the same standards, ensuring that the rights,
safety and wellbeing of subjects are protected, and
that the data generated in these studies and other
research are reliable and robust, including as set forth
in and/or under (i) the International Council for
Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (ICH) Guideline for
Good Clinical Practice; (ii) Directive 2001/20/EC and
Regulation (EU) No 536/2014, and Eudralex Vol. 10;
(iii) the relevant parts of 21 CFR; and (iv) any other
equivalent Applicable Law, as well as additional
guidance adopted by any Regulatory Authority, in any
jurisdiction (as applicable), in effect from time to time.

Provider agrees to provide the staff, as part of
investigational staff of the Clinical Trial,

1.2 Poskytovatel' sluZieb sa zavdzuje vynalogif
maximalne usilie a vyuZif odborné znalosti na vykonanie
sluZieb pod dohladom a vedenim zodpovedného
sku3ajuceho v silade s protokolom, vietkymi platnymi
poziadavkami pravnych predpisov, spravnej klinickej praxe a
kontrolnych dradov (dalej ,prisluiné poZiadavky”),
definovanymi terminmi a podmienkami tejto zmluvy. Sluzby,
ktoré sa maju vykonat, st uvedené v Prilohe B tejto zmluvy a
podliehaji  dohladu  pracoviska  skdSania  alebo
zodpovedného skusajlceho v silade so zmluvou o klinickom
skusani.

Na ucely tejto zmluvy sa spravna klinickd prax definuje ako
subor podrobnych etickych a vedeckych poZiadaviek na
kvalitu vSetkych €innosti v oblasti vyskumu zahfiajiceho
[udské subjekty, ktoré sa maju vykondvat podla rovnakych
noriem, &m sa zabezpeli ochrana prav, bezpeénosti a
celkovej pohody subjektov a spolahlivost a robustnost
Udajov vytvorenych v ramci tychto skdsani ainych vyskumov,
vratane poziadaviek, ktoré su stanovené (i) smernicami
spravnej klinickej praxe Medzindrodnej rady pre
harmonizaciu technickych poziadaviek pre lieky na humanne
pouzitie (ICH), (ii) smernicou 2001/20/ES, nariadenim (EU) &.
536/2014 a zvizkom &. 10 zbierky Eudralex, (iii) prislusnymi
¢astami hlavy 21 zbierky CFR a (iv) vietkymi inymi
rovnocennymi platnymi pravnymi predpismi, ako aj dal3imi
usmerneniami prijatymi akymkolvek kontrolnym dradom v
akejkolvek jurisdikcii (podla toho, o ktory pripad péjde),
ktoré su v danom ¢ase platné.

Poskytovatel sluZieb sa zavizuje poskytovat personal ako
sucast personalu klinického sku3ania.

1.3 . 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 them 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.

1.3 Poskytovatel sluZieb sa zavizuje poskytnit personal
a vybavenie potrebné na vykonanie sluZieb a zabezpeit tak
kvalitu dodanych préc aj informacii. Poskytovatel sluzieb
zodpovedd za sluzby vykonané svajim persondlom a tymi
osobami, ktoré poveri, aby mu pomohli pri vykonavani
sluZieb, a zavdzuje sa najmi zabezpelit, aby tieto sluiby
vykonavali kvalifikované osoby. V pripade, Ze Poskytovatel
sluZieb vyuZiva sluzby inych oséb na vykonanie sluzieb podla
tejto zmluvy, je Poskytovatel'sluZieb povinny zabezpecit, aby
vietky takéto osoby mali nalefité opravnenia, osveddili sa a
dodrZiavali podmienky tejto zmluvy. Poskytovatel sluZieb
zodpoveda za akékolvek poruienie tejto zmluvy takymito
osobami.
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Where applicable, Provider shall ensure that
designated staff or other individuals appointed far the
conduct of the Services attend all trainings conducted by
Janssen, study site or its designee for the proper
performance of the Services in accardance with the Protocol,
safety and reporting requirements, and any other applicable
guidelines relevant to the performance of the Services for
the Clinical Trial.

Provider shall ensure that the premises and equipment used
for the performance of the Services are (i) suitable for
the safe and proper performance thereof, and (ii)
subjected to appropriate qualification, validation and
calibration (as applicable), in compliance with the
Applicable  Requirements. Provider shall be
responsible for the effective maintenance and
cleaning of the premises and equipment used for the
performance of the Services, in compliance with the
Applicable Requirements.
1.4 Provider shall be responsible for providing all material,
software, data, databases, equipment, tools and other
Assets necessary for the performance of the Services
(“Provider Materials”). Provider shall ensure that (i)
the Provider Materials meet the requirements
appropriate to their use in the performance of the
Services, (ii) the Provider Materials are identified,
characterized, labelled, stored, handled and used in
compliance with the Applicable Requirements.

V relevantnych pripadoch Poskytovatel sluzieb

zabezpedi na naklady spolocnosti Janssen, aby sa povereny
personal alebo dalSie osoby poverené vykonavanim sluZieb
zG€astnili  na  vietkych  3koleniach  vykondvanych
spoloénostou Janssen, pracoviskom sku3ania alebo ich
zdstupcom a tykajlcich sa riadneho vykonavania slufieb
podla protokolu, bezpecnosti a nahlasovacich povinnosti a
vietkych dalSich platnych usmerneni délezitych na
vykondvanie sluZieb pre klinické skusanie.
Poskytovatel sluZieb zabezpeci, aby priestory a vybavenie
pouZivané na vykondvanie slufieb boli (i) vhodné na
bezpetné a riadne vykonavanie sluiieb a (ii) podliehali
naleZitej kvalifikacii, validacii a kalibracii (podla toho, o ktory
pripad pdjde) v sulade s prislusnymi poZiadavkami.
Poskytovatel' sluZieb zodpovedd za efektivnhu udribu a
tistenie priestorov a vybavenia, pouZivanych na vykonavanie
sluZieb, v sulade s prisluinymi poZiadavkami.

1.4 Poskytovatel sluZieb zodpoveda za poskytnutie vietkého
materidlu, softvéru, (dajov, databaz, vybavenia, nastrojov a
inych aktiv potrebnych na wvykonavanie sluiieb (dalej
»materidly poskytovatela sluzieb”). Poskytovatel sluiieb
zabezpeti, aby (i) materidly poskytovatela sluzieb spifiali
poiZiadavky primerané ich poufitiu pri vykonavani sluzieb a
(i) identifikacia, charakteristika, oznatenie, uchovavanie a
pouZivanie materidlov  poskytovatela sluZieb a
zaobchddzanie s nimi boli v sdlade s prisluinymi
poziadavkami.

1.4 Additional Services: Without the prior written consent
of lanssen, Provider shall not conduct any services or
activities or facilitate third parties to conduct any services or
activities not required by the Protocol or this Agreement 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,

Dodatotné sluiby: Bez predchadzajiceho pisomného
suhlasu spolocnosti Janssen nebude Poskytovatel sluZieb
vykonavat ziadne sluiby alebo €innosti ani neumoZni tretim
strandm vykonavat Ziadne sluiby alebo &innosti tykajuce sa
udajov odvodenych z klinického ski3ania, ktoré nevyzaduje
Protokol ani tato zmluva. Dalej bude vyskum popisany v
predchadzajlcej vete oznacovany ako ,,Dodatoéné sluzby”, V
kaidom pripade, ked spolocnost Janssen udeli taky suhlas,
schvdlené Dodatotné sluiby podliehaju (i) uzavretiu inej
pisomnej dohody medzi Poskytovatelom sluZfieb a
spolotnostou Janssen alebo (ii) dodatku k sugasnej zmluve.
Poskytovatel' sluzieb bude vykondvat vietky Dodatotné
sluzby v silade so vietkymi prislusnymi predpismi. Bez
obmedzenia akéhokolvek iného opravného prostriedku,
ktory je podla zakona dostupny pre spolognost Janssen, ak
Poskytovatel sluZieb vykondva Dodatoéné sluby v rozpore s
tymto oddielom a tieto Dodatocné sluzby vedu k Vynalezu
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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.

(ako je definované v &asti 8 niZsie), Poskytovatel tymto
udefuje spoloénosti Janssen alebo jej zastupcovi
neodvolatelnu, celosvetovo zaplatenu, bezplatnd, vyhradnu
licenciu bez licenc¢nych poplatkov s prdvom sublicencie na
vyrobu, vyrobu, pouZivanie, pouZivanie, pouZivanie, predaj,
predaj a dovoz takého Vyndlezu, ktory vyplyva z takychto
Dodatocnych sluZieb. Tento oddiel zostane v platnosti aj po
ukonceni alebo skonceni platnosti tejto zmluvy.,

1.5 Parties agree to adhere to their obligations under this
Agreement as those are listed under Exhibit B.

1.5 Zmluvné strany sa zavizuju dodriiavat svoje povinnosti
vyplyvajuce z tejto zmluvy, ktoré su uvedené v Prilohe B,

2. Term and Termination

2. Doba platnosti a vypovedanie

21 The term of this Agreement shall begin on the
Effective Date. The parties estimate that the Services will
end on the expiration or cancellation 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.

2.1 Doba platnosti tejto zmluvy zaéina plynut od dadtumu
ucinnosti. Zmluvné strany odhaduju, Ze poskytovanie sluiieb
sa skondi ku diiu ukonenia platnosti alebo zrudenia Zmluvy
o klinickom skd8ani, pokial nedéjde k ukongeniu zmluvy skér
v silade s podmienkami tejto zmluvy. Zmluvné strany sa
dohodli, e doba platnosti tejto zmluvy sa méze upravit
vzdjomnou pisomnou dohodou zmluvnych stran.

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

(i) breach of contract, including failure to comply with
the Protocol or Principal Investigator’s instructions for the
performance of the Services and applicable laws and
regulations;

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

(iii) the end of the Clinical Trial.

The Agreement may be terminated by Provider at any time
in the exercise of its own discretion upon fifteen (15)
calendar days prior written notice to Janssen.

2.2 Spolotnost Janssen méze tito zmluvu kedykolvek
vypovedat vyluéne na zdklade vlastného uvaienia zaslanim
pisomnej vypovede Poskytovatelovi slufieb s vypovednou
lehotou péatnast (15) kalendarnych dni. Medzi dévody
takéhoto vypovedania méZu patrit najma:

(i) poruienie zmluvy vratane nedodriania protokolu
alebo pokynov zodpovedného skiajuceho k vykonavaniu
sluzieb a platnych prévnych predpisov,

(ii) ziskanie bezpecnostnych informdcii, ktoré takyto
postup odévodfiuju,

(iii) ukoncenie klinického sku3ania.

Poskytovatel sluzieb méie tito zmluvu kedykolvek
vypovedat na zéklade vlastného uvdazenia zaslanim pisomnej
vypovede spoloénosti Janssen s vypovednou lehotou patnast
(15) kalendarnych dni.

Notwithstanding the above, Janssen may
immediately terminate the Clinical Trial and consequently
this Agreement if such immediate termination is necessary
based upon considerations of patient safety or upon receipt
of data suggesting lack of sufficient efficacy. Upon receipt of
notice of termination, Provider shall promptly end the
performance of the Services. In the event of termination

Bez ohladu na vySiie uvedené mdie spoloénost
Janssen klinické skuSanie okamiite ukondit anasledne
vypovedat tuto zmluvu, ak je takéto okamiité ukoncenie
potrebné vzhladom na obavy o bezpe&nost pacientov alebo
po ziskani udajov naznacujucich nedostatoénu Uéinnost. Po
prevzati vypovede Poskytovatel sluZzieb urychlene ukonéi
vykondvanie sluZieb. V pripade vypovedania zmluvy podla
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hereunder, other than as a result of a material breach by
Provider, the total sums payable by Janssen pursuant to this
Agreement shall be equitably prorated for actual Services
performed until the date of termination, with any
unexpended funds previously paid by Janssen to Provider
being refunded to Janssen.

tohto ¢lanku z inych dévodov nei nasledkom podstatného
porudenia tejto zmluvy Poskytovatelom slufieb, celkové
sumy splatné spolocnosti Janssen podla tejto zmluvy sa
uhradia pomernym spdsobom za sluzby skutoéne vykonané
do datumu vypovedania, pricom vietky nevynaloiené
financné prostriedky predtym vyplatené spolotnostou
Janssen Poskytovatelovi sluiieb sa vratia spolocnosti
Janssen,

2.3 Uponthe earlier of the termination of the Clinical Trial
and termination of this Agreement, (a) Provider shall
immediately deliver to Janssen all Data (as defined
below) and shall return to Janssen or destroy upon
instructions of Janssen, provided by Janssen 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 unused materials, provided
by Janssen , if applicable and (c) Provider shall treat
materials and equipment 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 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 the Provider at their
Facilities or the Study Site, as defined in the Protocol
and as requested by applicable laws and regulations.
(up to 25 years according to Clinical Trial Regulation).

23 Bud' pri ukonfeni poskytovania slufieb, alebo
vypovedani tejto zmluvy (podla toho, ¢o nastane skér), (a) je
Poskytovatel' sluiieb povinny ihned doruiit spolognosti
Janssen vietky tdaje (definované niZsie) a vratit spoloénosti
Janssen alebo podla pokynov spoloénosti Janssen zlikvidovat
vietky doéverné informacie poskytnuté spolotnostou
Janssen, definované v clanku 7.2 niZsie, (b) Poskytovatel
sluZieb vrdti spolofnosti Janssen alebo jej prisluinym
dcérskym spolocnostiam nepouZité materialy poskytnuté
spolocnostou Janssen (v relevantnych pripadoch) alebo ich
zlikviduje podlfa pokynov spolocnosti Janssen alebo jej
dcérskych spolo€nosti a (c) Poskytovatel sluiieb bude
zaobchadzat s materidlmi a vybavenim poskytnutym
spolofnostou lanssen alebo jej prislusnymi dcérskymi
spoloénostami v sulade s pokynmi poskytnutymi
spoloénostou Janssen alebo jej dcérskymi spoloénostami, a
ak bude spolocnost Janssen poZadovat vratenie akychkolvek
materidlov alebo vybavenia, Poskytovatel slufieb ich vrati
podlfa pokynov spolo¢nosti Janssen alebo jej dcérskych
spolofnosti. Toto ustanovenie sa nevztahuje na dokumenty,
ktoré si md ponechat a uchovdvat Poskytovatel slufieb vo
svojich zariadeniach alebo na pracovisku skisania, podla ich
definicie v protokole a podla poZiadaviek platnych pravnych
predpisov (najviac 25 rokov podla nariadenia tykajuceho sa
klinického skusania). |

3. Authorizations

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 and the Services under
this Agreement.

3. Povolenia

Spolocnost Janssen zodpoveda za splnenie vietkych
formalit tykajicich sa povoleni na vykonavanie klinického
skusania (napr. za podanie Ziadosti o povolenie klinického
skusania), ako aj na vyrobu, doddvku alebo dovoz skuzaného
lieku, a v pripade potreby za ziskanie pisomného povolenia
od kompetentnych zdravotnickych dradov pred zatatim
klinického skdSania avykonavania sluZfieb podfa tejto
zmluvy.

4, Reporting of Data

4, Hldsenie udajov
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4.1  Provider agrees to provide all the results/ and other
data called for in the Protocol on properly completed
(written or electronic) format, the Data (as defined
below) to Janssen directly and r through the Principal
Investigator at 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). For this
purpose, Provider and Principal Investigator and Study
Site should agree on the process in the timelines and
format that allow Pl comply with his obligations in
accordance to Investigator’'s Brochure instructions,
Protocol and Clinical Trial Agreement with
Participating Site as well as Applicable Requirements.
Principal Investigator shall oversight the conduct of
the Services in such terms to comply with the terms of
the Clinical Trial Agreement related to “Data
Reporting”.

4.2 Timely, accurate and complete Data submission to
Janssen, Study Site and Principal Investigator is
necessary to ensure payment in accordance with
Exhibit C of this Agreement.

4.1 Poskytovatel sluZieb sa zavdzuje poskytovat
spolognosti Janssen vietky vysledky a daldie Gdaje,
pozadované v protokole, v nalefite vyplnenom (pisomnom
alebo elektronickom) forméte a Gdaje (definované nizsie)
priamo a prostrednictvom zodpovedného skdsajiceho na
pracovisku skusania spdsobom a vo formate definovanom v
Prilohe B tejto zmluvy a v pripadnej zmluve o spréve Udajov,
samostatne uzatvorenej medzi zmluvnymi stranami (ktorou
sa riadi elektronicky prenos Gdajov a informacii). Na tento
ucel sa maju poskytovatel sluZieb, zodpovedny skusajici a
pracovisko ski3ania dohodnit na postupe v lehotach a
formate, ktoré umozZnia zodpovednému skigajucemu splnit
svoje povinnosti v stlade s pokynmi v prirugke sku3ajticeho,
protokolom a zmluvou o klinickom skd$ani so zicastnenym
pracoviskom, ako aj prislusnymi poziadavkami. Zodpovedny
skdsajuci bude dohliadat na vykonavanie sluZieb tak, aby sa
dodrZali podmienky zmluvy o klinickom sku3ani tykajtce sa
hlasenia udajov.

4.2 Vtasné, presné a kompletné zasielanie udajov
spoloénosti Janssen, pracovisku sku3ania a zodpovednému
skusajicemu je nevyhnutnou podmienkou na Ghradu platieb
podla Prilohy C tejto zmluvy.

5. Monitoring of Services — Audit - Inspections

5. Monitorovanie sluZieb, audit, inipekcie

5.1 Monitoring - Audit

5.1 Monitorovanie, 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:

V priebehu doby platnosti tejto zmluvy a po jej
uplynuti sa Poskytovatel sluZieb zavidzuje po vzdjomnej
dohode umoinit zastupcom spoloénosti Janssen a/alebo
kompetentnym zdravotnickym dradom (vratane Uradu pre
potraviny a lieky Spojenych $tatov americkych [FDA), ak sa to
na skudanie vztahuje), aby mohli kedykolvek v primeranom
¢ase pocas beznej pracovnej doby skontrolovat:

(i) the facilities where the Services are being
conducted;
(ii) the raw Clinical Trial data generated pursuant to the

Services; and

(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.

(n priestory, v ktorych sa sluZby vykonavaju,

(ii) nespracované udaje klinického skdgania vytvorené v
suvislosti so sluzbami

(iii) vietky daldie doleZité informacie potrebné na
potvrdenie, Ze sa sluzby vykonavaji v zhode s protokolom a
v sulade s platnymi poZiadavkami pravnych predpisov a
kontrolnych tdradov, vratane pravnych predpisov o ochrane
osobnych udajov a sikromia.

Services Agreement between Janssen and Provider — EU contract template
Version Date: September 2016
P1 Mincik / Protocol




5.2 Inspections 5.2 InSpekcie
Provider shall immediately notify Janssen if a Poskytovatel' sluzieb bude spoloénost Janssen
competent health authority schedules or, without | okamZite informovat, ak nejaky kompetentny zdravotnicky

scheduling, begins an inspection and shall promptly provide
Janssen a copy of any health authority’s correspondence
resulting from any such inspection.

urad oznami planovanu inspekciu alebo bez ozndamenia
zatne neplanovand inSpekciu a bezodkladne poskytne
spoloénasti Janssen kopiu akejkolvek koreipondencie so
zdravotnickym dradom vyplyvajlicej 2 takejto inipekcie.

5.3 Provider agrees to take any reasonable actions
requested by Janssen to cure deficiencies noted during an
audit orinspection. 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 such inspection.

5.3 Poskytovatel sluZieb sa zavizuje podniknut vietky
primerané opatrenia poZadované spolofnostou Janssen na
ndpravu nedostatkov zistenych poéas auditu alebo
inSpekcie. Spoloénost Janssen alebo jej zastupcovia maju tie
pravo posudit a schvélit vietku kore$pondenciu s
kompetentnym zdravotnickym dradom wvytvoreni v
dosledku takejto inSpekcie kompetentného zdravotnickeho
Uradu predtym, ako ju Poskytovatel sluzieb odoile, a v
rozsahu, v ktorom to nezakazuju platné pravne predpisy
alebo prislusny kontrolny trad, a maju pravo na pritomnost
svojho zastupcu pocas takejto indpekcie,

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

5.4 Platnost ustanoveni ¢lankov 5.1, 5.2 a 5.3 pretrva aj
po vypovedani alebo vypriani platnosti tejto zmluvy.

6. Compliance with Applicable Laws

6. Sulad s platnymi pravnymi predpismi

6.1 The parties agree to conduct the Services and | 6.1 Zmluvné strany sa zavdzuju vykonavat sluiby a
maintain records and Data during and after the term | uchovavat zdznamy a Udaje podas doby platnosti tejto
of this Agreement in compliance with all applicable | zmluvy a po jej uplynuti v silade so vietkymi platnymi
legal and regulatory requirements, as well as with | poZiadavkami pravnych predpisov a kontrolnych tradov, ako
generally accepted conventions such as the | aj so vieobecne uzndvanymi konvenciami, ako je napriklad
Declaration of Helsinki and the ICH-GCP guidelines | Helsinska deklarécia a smernice Medzinarodného vyboru pre
and any Applicable Requirements as defined in | harmonizdciu o spravnej klinickej praxi (ICH-GCP) a vietky
Section 1.1 of this Agreement. prisluiné poZiadavky definované v élanku 1.1 tejto zmluvy.

6.2 Healthcare Compliance with Anti-Corruption Laws | 6.2 Dodrziavanie protikorupénych pravnych predpisov a

and 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").

zakona o zahraniénych korupénych praktikach (dalej ,,FCPA")
pri poskytovani zdravotnej starostlivosti

Poskytovatel sluZieb wvyhlasuje a zarutuje, ie samotny
Poskytovatel sluiieb ani Ziadni z jeho riaditelov,
predstavitelov, zamestnancov alebo zastupcov (vietci
predchadzajuci dalej spolotne ,zastupcovia poskytovatela
sluZieb”) nepodnikli Ziadne kroky, ktorych désledkom by
bolo porusenie miestnych alebo medzindrodnych
protikorupénych pravnych predpisov tymito osobami,
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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.

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, which includes anti-
corruption training,

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

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.

vztahujucich sa na Poskytovatela sluZieb, spoloénast Janssen
alebo na oboch z nich (dalej spoloéne ,protikorup&né pravne
predpisy”“).

Poskytovatel sluizieb priamo ani nepriamo neposkytne
Ziadnu platbu, neponukne ani neprevedie Ziadnu hodnotnu
vec a nebude sthlasit s poskytnutim ani neprislibi poskytnut
akukolvek platbu alebo ponuku ¢ prevod akejkolvek
hodnotnej veci na 3tatneho predstavitela alebo 3tatneho
zamestnanca, politickd stranu alebo kandidata na politicku
funkciu ani na Ziadnu tretiu stranu s ciefom ovplyvnit
rozhodnutia sdvisiace so spolonostou lanssen alebo jej
podnikanim spésobom, ktory by poru3oval protikorupéné
pravne predpisy.

Poskytovatel sluZieb a zastupcovia Poskytovatela sluzieb
vykondvali a vykonavaju svoje podnikanie v silade s
protikorupénymi pravnymi predpismi a Poskytovatel sluzieb
bude mat zavedené alebo bude dodriiavat potrebné
postupy zabrafujice korupénému konaniu zo strany
zéstupcov poskytovatela slufieb, ktorych suéastou je
protikorupéné skolenie.

Poskytovatel sluZieb bude vykondvat uG&innd vndtornd
uttovni kontrolu a zabezpeti, aby sa vietky aspekty tohto
klinického skusania zaznamenavali v jeho Gétovnych knihach
a zaznamoch presne, tplne a pravdivo a aby dokumenty, z
ktorych tieto knihy a zaznamy vychdadzaju, boli vo vietkych
déleZitych aspektoch presné, Gplné a pravdivé. Poskytovatel
sluzieb bude uchovdvat zaznamy (finanéné a iné) a
sprievodnt dokumentaciu, tykajlucu sa predmetu zmluvy,
ktord mbie spolonost Janssen poZadovat, aby
zdokumentovala alebo overila dodriiavanie ustanoveni
tohto &lanku, a poskytne spolocnosti Janssen a jej auditorom
a dalsim zastupcom pristup k tymto zdznamom a
dokumentacii.

Bez ohladu na ¢lanok 2 (Obdobie platnosti a vypovedanie) a
10 (OdSkodnenie), ak Poskytovatel slufieb nedodrii
ktorékolvek z ustanoveni tohto ¢lanku, povaZuje sa takéto
nedodrianie za podstatné poruenie tejto zmluvy a po
takomto poruSeni ma spolofnost Janssen pravo vypovedat
tdto zmluvu pisomnou vypovedou s okamiZitou Uéinnostou
dorucenou Poskytovatelovi slufieb bez toho, aby mala
spolotnost  Janssen finanénd  zodpovednost alebo
zodpovednost akejkolvek inej povahy wvyplyvajicu z
takéhoto vypovedania.
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Scope. 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 shall be governed by
this Section 6.3 which sets out general requirements
for Personal Information processing, and relevant
Exhibits as set out below. The parties recognize in
particular the existence of the following key
processing activities which are regulated between as
follows:

a)} Provision of services: For the performance of
services under the Agreement, such Processing
is governed by Exhibit C, which sets out the
respective rights and obligations of the parties in
addition to what is specified in this section 6.3.

b) Staff members of Service Provider: Where the
Personal Information, including names and
contact details of staff members of Service
Provider is processed by Janssen as may be
required under the Agreement. In addition to
this Section 6.3, such processing is governed by
Exhibit E. Service Provider and Janssen are
independent Controllers. That Exhibit contains a
privacy notice which Janssen requests the
Service Provider provide to staff members,
whose Personal Information may be disclosed to
Janssen.

6.3.2 Compliance with Laws. The parties agree to comply
with applicable laws and regulations throughout the
term of the Agreement, in particular the EU General
Data Protection Regulation 2016/679 and related
national laws. The parties understand that they have
a duty to stay informed of possible changes to such
Laws throughout the course of this Agreement. The
parties mutually covenant not to knowingly place the
other in violation of applicable laws.

6.3.3 Security. The parties will implement all necessary
administrative, physical and technical safeguards
designed to protect Personal Information from loss
and unauthorized or accidental use, access,
acquisition, alteration, destruction, damage or
disclosure or breach of applicable privacy or data

protection law (“Privacy Incident”). Service Provider

Rozsah. Kazdd zo zmluvnych stran potvrdzuje, e zbieranie,
spracovavanie a odovzdavanie akychkolvek Gdajov
vztahujucich sa k identifikovanej alebo identifikovatelnej
fyzickej osobe (dalej ,,osobné udaje”) v stivislosti s touto
zmluvou sa bude riadit tymto &lankom 6.3, ktory stanovuje
vieobecné poZiadavky na spracovavanie osobnych udajov,
a prislusnymi prilohami uvedenymi niZsie. Zmluvné strany
uznavaju najma existenciu nasledujucich kldéovych
spracovatelskych ¢innosti, ktoré si upravené takto:

a) Poskytovanie sluZieb: Na uéely poskytovania
sluZieb podla tejto zmluvy sa takéto
spracovavanie riadi Prilohou C, v ktorej su
stanovené prislusné prava a povinnosti
zmluvnych stran navySe k tomu, €o je uvedené v
tomto €lanku 6.3.

b) Clenovia personalu poskytovatela slujieb: V
pripade, Ze osobné Udaje, vritane mien a
kontaktnych  udajov  é&lenov  persondlu
poskytovatela sluZieb, spracovava spoloénost
Janssen, ako sa mdie vyiadovat podla tejto
zmluvy. Okrem tohto élanku 6.3 sa takéto
spracovavanie riadi Prilohou E. Poskytovatel
sluzieb a spoloc¢nost Janssen su nezavisli
prevadzkovatelia udajov. Tato priloha obsahuje
vyhldsenie o ochrane osobnych udajov, pri
ktorom spolo¢nost lanssen od poskytovatela
sluZieb poZaduje, aby ho poskytol tym ¢lenom
personalu, ktorych osobné uddaje sa mdiu
odovzdavat spoloénosti Janssen.

6.3.2 DodrZiavanie pravnych predpisov Zmluvné strany sa
zavizuju, Ze pocas celého obdobia platnosti zmluvy budu
dodrZiavat platné pravne predpisy, najmi vieobecné
nariadenie o ochrane osobnych udajov 2016/679 platné v
EU a suvisiace vnutro3tatne pravne predpisy. Zmluvné
strany akceptujd, Ze pocas celého obdobia platnosti tejto
zmluvy su povinné informovat sa 0 moinych zmendch
takychto préavnych predpisov. Zmluvné strany sa zavizuju
vedome neuviest druhu zmluvnu stranu do situacie, ktora
by predstavovala porusenie platnych pravnych predpisov.

6.3.3 Bezpecnost. Zmluvné strany zavedu vietky potrebné
administrativne, fyzické a technické bezpeénostné
opatrenia urcené na ochranu osobnych udajov pred stratou
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will report without undue delay to Janssen a Privacy
Incident affecting Personal Information under their
control if such a Privacy Incident relate to activities
performed under the Agreement.

6.3.4 Transfers. Each party will ensure that it complies with
limitation on transferring Personal Information across
borders pursuant to applicable Laws. Janssen may
transmit Personal Information to other affiliates of the
Johnson & Johnson group of companies and their
respective agents worldwide. Accordingly, Personal
Information may be transmitted to countries outside
the European Economic Area (EEA), such as the United
States, which the EU has determined currently do not
provide an adequate level of Personal Information
protection. 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.

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

a neopravnenym alebo nelimyselnym pouzitim, pristupom,
nadobudnutim, pozmenenim, likvidaciou, poskodenim
alebo odovzdanim, alebo poru§enim platnych pravnych
predpisov o ochrane sukromia alebo osobnych Gdajov
(dalej ,narusenie stkromia”). Poskytovatel sluZieb bez
zbytocného odkladu ozndami spolo€nosti Janssen narugenie
sukromia, ktoré sa tyka osobnych tdajov pod jeho
kontrolou, ak takéto naru3enie sikromia stvisi s ¢innostami
vykonavanymi podla tejto zmluvy.

6.3.4 Prenos. KaZzda zmluvna strana zabezpedi, aby sa
dodrziavalo obmedzenie prenosu osobnych tdajov do
zahranicia v sulade s platnymi pravnymi predpismi.
Spoloénost Janssen méZe osobné udaje prenasat do daliich
dcérskych spoloénosti skupiny Johnson & Johnson aich
prisludnym zastupcom na celom svete. V stilade s tym sa
osobné udaje mdZu prenasat do krajin mimo Eurdpskeho
hospoddrskeho priestoru (EHP), napriklad do Spojenych
$tatov americkych, povaZovanych zo strany EU za krajiny,
ktoré v siicasnosti neposkytuju dostatoénd drover ochrany
osobnych tGdajov. Spolocnost Janssen, jej dcérske
spolocnosti skupiny Johnson & Johnson a ich prislugni
zéstupcovia budu uplatfiovat primerané bezpeénostné
opatrenia na ochranu sukromia, aby zabezpeéili taku
ochranu osobnych tdajov, aka sa poZaduje v EHP. Osobné
Udaje sa tieZ mdzu odovzdavat na zdklade poZiadaviek
jednotlivych kontrolnych dradov alebo platnych pravnych
predpisov, napriklad pri hldseni zavaznych neZiaducich
udalosti.

6.4 Ak sa zisti, Ze ktordkolvek gast tejto zmluvy je v rozpore s
platnymi pravnymi predpismi, zmluvné strany sa zavazuju v
dobrej viere prerokovat (pravy ustanovenia alebo
ustanoveni, ktoré si v rozpore s platnymi pravnymi
predpismi. Ak sa zmluvné strany nedokaiu dohodnuf na
novych alebo upravenych podmienkach potrebnych na
uvedenie celej zmluvy do sdladu s pravnymi predpismi,
ktorakolvek zmluvna strana méZe tato zmluvu vypovedat
pisomnou vypovedou s vypovednou lehotou Zestdesiatich
(60) kalendédrnych dni od doruéenia vypovede druhej
zmluvnej strane.

7. Ownership of Data - Confidentiality

7. Vlastnictvo dudajov, dévernost

7.1 Ownership of Data

7.1 Vlastnictvo Gdajov

All data, including but without limitation written, printed
and/or graphic material, test results, studies and other

Vietky udaje, najmd pisomné, tlaéené alebo grafické
materialy, vysledky vySetreni, vyskumy a daldie informacie
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information generated by the Provider in perfarming the
Services under this Agreement (the “Data”) shall be the
property of Janssen, 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.
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 term
of this Agreement,

vytvorené Poskytovatelom sluZieb pri vykonavani slufieb
vzmysle tejto zmluvy (dalej ,udaje”) su vlastnictvom
spolognosti Janssen, ktord méze udaje poufit akymkolvek
spdsobom, aky uzna za vhodny, za podmienok a v sulade s
platnymi pravnymi predpismi o ochrane osobnych tidajov a
stikromia a vy$ie uvedenym ¢lankom 6.2. Poskytovatel
sluZieb nesmie pouiit udaje na Ziadne komeréné ucely
zahffiajuce podanie patentovej prihlasky alebo pouiitie
tdajov na podporu akejkolvek nevybavenej alebo budiicej
patentovej prihlasky bud’ vo svoj vlastny prospech, alebo v
prospech akejkolvek inej ziskovej organizacie, vratane
poutitia idajov na podporu vyskumu pre ziskovi organizaciu
alebo v spolupraci s fou. Platnost ustanoveni tohto odseku
pretrva aj po vypovedani alebo vypriani platnosti tejto
zmluvy.

7.2 Confidentiality

7.2 Dévernost

All information, including, but not limited to, the Study
Product, the Protocol, 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 or
CRO (Contract Research Organization) to Provider or other
personnel involved with the Services and not previously
published (the “Janssen Confidential Information”), as well
as Data, is considered confidential and shall remain the sole
property of Janssen. 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:

Vsetky informacie, najma informdcie tykajlce sa skisaného
lieku, protokolu alebo ¢innosti spolognosti Janssen a jej
dcérskych spoloénosti, ako st napriklad patentové prihlagky,
receptury, vyrobné postupy, udaje zékladného vedeckého
vyskumu, Udaje z predchadzajiuceho klinického vyskumu a
informacie o liekovej forme poskytnuté spoloénosfou
Janssen alebo CRO (zmluvnd vyskumna organizacia)
Poskytovatelovi sluZieb alebo inému personalu zapojenému
do vykonavania sluZieb, ktoré doteraz neboli publikované
(dalej ,doverné informdcie spoloénosti Janssen”), ako aj
udaje (definované wvysSsie), sa povaiuji za doverné a
zostdvaju vyluénym vlastnictvom spolo&nosti Janssen. Potas
doby platnosti tejto zmluvy aj po jej uplynuti vynalo#i
Poskytovatel sluZieb maximalne usilie, aby zachoval
dévernost a pouZival len na ucely predpokladané v tejto
zmluve:

(i) the Janssen Confidential Information,

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

(iii) the Data.

(. ddverné informécie spolo€nosti Janssen,

(ii) informacie, o ktorych moino oddovodnene
predpokladat, Ze su doverné a chrinené vlastnickymi
pravami spolo¢nosti Janssen, odovzdavané spoloénostou
Janssen alebo v jej mene Poskytovatelovi sluZieb,

(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,

Poskytovatel' sluZieb je povinny zachovavat sluZobné
tajomstvo v slvislosti s uvedenymi dokumentmi, povahou
skuiSaného lieku, samotnymi sluzbami a vysledkami sluzieb.
Predchadzajuce povinnosti sa nevztahuji na ddoverné
informacie spolocnosti lanssen, Udaje alebo informacie
spadajuce pod €ldnok 7.2(ii), (a) ktoré boli zverejnené bez
zavinenia zo strany Poskytovatela sluZieb alebo (b) na
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may be used or disclosed. The provisions in this Section shall
survive the termination or expiration of term of this
Agreement.

ktorych pouiitie alebo odovzdanie dala spoloénost Janssen
pisomny suhlas. Platnost ustanoveni tohto élanku pretrva aj
po vypovedani alebo vypriani platnosti tejto zmluvy.

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

7.3 Poskytovatel sluZieb zarucuje, ze vSetok jeho personal a
daldi personal zapojeny do vykondvania sluZieb bude
dodrZiavat ustanovenia tohto ¢léanku 7.

8. Patents

It is recognized and understood that the inventions and
technologies of Janssen and its affiliates, and 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 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, tofile, prosecute and enforce any patents related
to 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 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 to own
and use all such Inventions.

8. Patenty

Povaiuje sa za uznané a dohodnuté, Ze vietky vyndlezy a
technoldgie spolocnosti Janssen, jej dcérskych spolognosti a
Poskytovatela sluiieb existujuce k datumu G&innosti su
samostatnym vlastnictvom kaidého z nich a nie su
ovplyvnené touto zmluvou. Vietky prava na akykolvek objav
alebo vyndlez, ¢i uz patentovatelny alebo nie, sformulovany
alebo sformulovany a uvedeny do praxe v dasledku sluzieb
vykonanych podfa tejto zmluvy (dalej ,vyndalez“) patria
spolocnosti Janssen alebo jej zédstupcovi. Poskytovatel
sluZieb okamzite odovzda kazdy vyndlez spoloénosti Janssen.
Na poZiadanie spolocnosti Janssen sa Poskytovatel sluZieb
zavdzuje postupit spolocnosti Janssen alebo jej zastupcovi (a
zabezpedit, aby tak urobil aj vietok persondl zapojeny do
vykondvania sluzieb) wyluéné a wyhradné vlastnictvo
vietkych vynadlezov. Spolofnost Janssen alebo jej zastupca
ma pravo, nie viak povinnost, podat, stihat a vymahat
patenty suvisiace s kazdym vynalezom. Poskytovatel sluZieb
podpiSe a zabezpedi, aby aj jeho zamestnanci a vietok
personal zapojeny do vykonavania sluZieb podpisal vietky
dokumenty potrebné na prevod vietkych prav, nirokov a
podielov na vyndleze na spolocnost Janssen alebo jej
zastupcu a je povinny vykonat vietky také innosti a uhradit
vietky platby a odmeny za vietky takéto vynalezy vytvorené
svojimi zamestnancami alebo zastupcami a poZadované
platnymi pravnymi predpismi, aby spolotnosti Janssen
umoZnil vlastnit a pouZivat vietky takéto 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 made in the course of their employment or
agency, either by written agreement or by the terms of their
employment.

Poskytovatel sluzieb zarutuje, Ze vietci ¢lenovia personalu
zapojeného do vykonavania sluzieb podla tejto zmluvy su
zamestnancami alebo zastupcami poskytovatela sluZieb a su
povinni postlipit na Poskytovatela sluiieb vynalezy
vytvorené v priebehu ich pracovného pomeru alebo
zastupovania bud’ na zaklade pisomnej zmluvy alebo
podmienok ich pracovného pomeru avpriamej stvislosti
s touto zmluvou.

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

Platnost ustanoveni tohto €lanku 8 pretrvd aj po vypovedani
alebo vypriani platnosti tejto zmluvy.
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9. Compensation
9.1 The budget and compensation to be paid for the

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

9. Odmena

9.1 Rozpocet a odmena splatna za sluzby su uvedené v
Prilohe C. Platby budi splatné v sdlade s platobnou schémou
uvedenou v Prilohe C.

9.2 The parties acknowledge and agree that the
compensation and support provided by CRO 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 Zmluvné strany potvrdzuji a sihlasia, e odmena a
podpora poskytovanad CRO Poskytovatelovi slufieb podla
tejto zmluvy predstavuje spravodlivi trhovd hodnotu sluzieb
vykonanych poskytovatelom sluZieb, bola dohodnutd medzi
nezdvislymi zmluvnymi partnermi za podmienok obvyklych
na trhu a nebola uréend spésobom, ktory berie do tvahy
objem alebo hodnotu akychkolvek odportéani alebo inych
obchodnych transakcii inak vytvorenych medzi spolo¢nostou
Janssen, jej dcérskymi spolotnostami a Poskytovatelom
sluzieb.

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

Ni¢ z toho, Co je obsiahnuté v tejto zmluve, sa v
Ziadnom pripade nema vykladat ako povinnost alebo
nabadanie Poskytovatela sluZieb, aby akejkolvek fyzickej
alebo pravnickej osobe odporigal nakup produktov
spolo&nosti Janssen alebo produktov akejkolvek pravnickej
osoby, ktora je jej deérskou spoloénostou.

93 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 C.

9.3 Poskytovatel sluZieb nebude Ziadnej tretej osobe
Uctovat Ziadne sluzby ani Zziadny skisany liek & iné predmety
alebo sluzby poskytnuté spoloénostou Janssen v suvislosti s
tymito sluzbami ani Ziadne sluzby poskytnuté pacientom v
suvislosti s klinickym skdSanim, za ktoré sa uhradzaji platby
v ramci poskytovanych sluZieb, s wynimkou pripadov
vyslovne povolenych zdsadami odmefiovania uvedenymi v
Prilohe C. ‘

10. Indemnification

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 Protocol during the course of the
Services.

10. Odskodnenie

10.1  Spolo¢nostJanssen bude Poskytovatela sluzieb, jeho
spravcov, funkciondrov, zdastupcov a zamestnancov
obhajovat, odskodni ich a zbavi zodpovednosti za vietky
straty, naklady, vydavky, ruéenie, vznesené naroky, pravne
kroky a Skody vzniknuté na zéklade po3kodenia zdravia
pacienta v klinickom skisani priamo spdsobeného pouzitim
skisaného lieku v silade s protokolom v priebehu
vykonavania sluZieb.

10.2  The above obligation of Janssen, as stated in Section
10.1, shall not apply and Janssen shall not be liable for any

10.2  Povinnost spolocnosti Janssen uvedend v ¢lanku
10.1 nie je platna a spolofnost Janssen nezodpovedda za
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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 the 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 lanssen’s or PI's written
recommendations and instructions related to the
performance of the Services, , Protocol or with any
applicable legal and regulatory requirements.

Ziadne odikodnenie ani vydavky (a v skutocnosti bude
povinnostou Poskytovatela sluZieb obhajovat, odikodnit a
zbavit zodpovednosti spolo¢nost Janssen) za pravne kroky
alebo vznesené naroky, ktoré akymkolvek spbsobom
vzniknu alebo budu spdsobené umyselnym,
nezodpovednym alebo nedbalym konanim & nekonanim
alebo zanedbanim povinnosti pri vykonavani sluzieb zo
strany Poskytovatela sluiieb a vsetkych jeho spravcov,
funkcionarov, zastupcov a zamestnancov pri poskytovani
sluZieb alebo vzniknu alebo budi spésobené akymkolvek ich
nedodrianim podmienok tejto zmluvy, pisomnych
odporiéani a pokynov spoloénosti Janssen alebo
zodpovedného skufajuceho tykajucich sa vykondavania
sluZieb, protokolu alebo platnych poziadaviek pravnych
predpisov a kontrolnych dradov.

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 odskodriujicej zmluvnej strany podla
tejto zmluvy plati len vtedy, ak jej druhd zmluvna strana
urychlene doruéi pisomné vyrozumenie po prevzati
oznamenia o akomkolvek vznesenom naroku alebo sidnom
spore, povoli odSkodfiujlicej zmluvnej strane, jej pravnym
zdstupcom a personalu, aby takéto vznesené naroky alebo
stidne spory riedili a riadili obhajobu proti nim vratane
predsudnych  navrhov, sudneho  procesu  alebo
mimosudneho urovnania, a odikodnend zmluvna strana
poskytne pri takejto obhajobe plnd suginnost, odikodriujuca
zmluvna strana viak nie je oslobodena od svojich povinnosti
podla tohto ¢&lanku, ak nedoruéenie vyrozumenia
od3kodnenou zmluvnou stranou nema nepriaznivy vplyv na
obhajobu takéhoto vzneseného naroku. Odikodnena
zmluvna strana dalej suhlasi, ze bez predchadzajiceho
pisomného suhlasu odSkodfiujicej zmluvnej strany
mimosudne neurovnd ani neuzatvori dohodu o Ziadnom
takomto naroku alebo v takomto siidnom spore.

11. Insurance

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 activities.
Upon request, each party shall provide the other party with
certificates of insurance evidencing the required insurance
coverage.

11. Poistenie

Polas celej doby platnosti tejto zmluvy (a po ukonteni
poskytovania sluzieb na pokrytie akychkolvek narokov
vyplyvajlcich z ich poskytovania) si zmluvné strany povinné
na vlastné naklady udriiavat poistenie takého druhu a v takej
vyske, aké su primerané na vykondvanie ich prisluinych
¢innosti. Na poZiadanie poskytne kaidd zmluvna strana
druhej zmluvnej strane osvedéenia o poistnej zmluve
preukazujuce pozadované poistné krytie.
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12. Financial Disclosure - Debarment

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 their
agents 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. Finanéné priznania, zakaz €innosti

121 Poskytovatel' sluiieb sa zavdzuje poskytnat
spolo€nosti Janssen vietky informdcie stvisiace stouto
zmluvou potrebné na splnenie vietkych poZiadaviek na
zverejnenie  nariadenych  niektorym  kompetentnym
zdravotnickym uradom (vratane FDA, ak sa to na skuanie
vztahuje) prisluinym  profesijnym  zdrufenim  alebo
podobnou organizaciou alebo inymi platnymi narodnymi
alebo miestnymi pravnymi predpismi vratane vietkych
informacifi, ktoré sa musia zverejnit v stvislosti s akymkolvek
finanénym vztahom medzi spoloénostou Janssen, jej
dcérskymi spolocnostami a ich zastupcami na jednej strane
a Poskytovatelom zapojenym do vykondvania sluzieb alebo
akymkolvek zastupcom alebo zamestnancom Poskytovatela
sluZieb na druhej strane.

Této poZiadavka na zverejnenie modZe vyzadovat zverejnenie
informacii zahfnajicich najblizSich rodinnych prisluénikov
os6b zapojenych do SluZieb.

12.2  Provider confirms that there is no conflict of interest
between parties that would inhibit or affect the 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 lanssen if any conflict of interest arises
during the performance of this Agreement.

12.2  Poskytovatel sluZieb potvrdzuje, Ze medzi
zmluvnymi stranami nie je Ziadny konflikt zaujmov, ktory by
branil v plneni alebo ovplyviioval plnenie tejto zmluvy
Poskytovatefom sluZieb, a potvrdzuje, Ze plnenie tejto
zmluvy z jeho strany neporusuje Ziadnu int zmluvu s tretimi
stranami. Poskytovatel sluZzieb bude spoloZnost Janssen
ihned’ informovat, ak pocas plnenia tejto zmluvy vznikne
akykolvek konflikt zdujmov.

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 (i) 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) days,
provide written confirmation that it has complied with the
foregoing obligation. This shall be an ongoing representation
and warranty during the term of this Agreement and
Provider shall immediately notify Janssen of any change in
the status of the representation and warranty set forth in
this Section.

12.3  Poskytovatel sluiieb priamo ani nepriamo
nezamestnad, neuzatvori zmluvu ani si na vywkonavanie sluzieb
podla tejto zmluvy nenajme Ziadnu osobu, ak takato osoba
(i) dostala zakaz €innosti od niektorého kompetentného
zdravotnickeho uradu (vratane FDA, ak sa to na skuSanie
vztahuje) alebo (ii) bola odstidend za zanedbanie povinnosti
pri vykone povolania v suvislosti s vykondvanim sluZieb alebo
klinickych skusani. Do desiatich (10) dni od pisomnej
poziadavky spolonosti Janssen poskytne Poskytovatel
sluZieb pisomné potvrdenie o tom, Ze si splnil vy$gie uvedend
povinnost, Takymto potvrdenim bude vyhldsenie a zaruka
platna priebeine pocas celej doby platnosti tejto zmluvy a
Poskytovatel' sluzieb bude spolognost Janssen ihned
informovat o akejkolvek zmene stavu vyhlasenia a zaruky
uvedenej v tomto ¢lanku.

13. Independent Contractor

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

Poskytovatel sluZieb kona ako nezévisly utastnik zmluvného
vztahu podla tejto zmluvy a nie ako zamestnanec alebo
zdéstupca spolocnosti Janssen alebo zastupca zadavatela pre
kontrolné urady.

14. Publicity
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.

14. Publicita

Ziadna zo zmluvnych strdn nepouZije nazov inej zmluvnej
strany ani dcérskej spolocnosti Ziadnej zmluvnej strany na
propagacné ucely bez predchadzajiceho pisomného sihlasu
tej zmluvnej strany, ktorej nazov sa ma pouiit, a Ziadna zo
zmluvnych stran tieZ nezverejni existenciu ani podstatu tejto
zmluvy s vynimkou pripadov, v ktorych to poZaduji pravne
predpisy.

15. Notice

15. Oznamenia

Any notices given hereunder shall be sent by first
class mail, by e-mail, by fax or personally delivered, as
follows:

Akékolvek oznamenia posielané na ziklade tejto
zmluvy sa musia odoslat ako listova zasielka 1. triedy, e-
mailom alebo faxom alebo dorudit osobne na nasledujuce
adresy:

TO: Janssen Pharmaceutica NV, Turnhoutseweg
30, 2340 Beerse, Belgium
Attention: Mohamed Samir, EMEA Medical
Affairs Director Oncology

TO: Institute of Nuclear and Molecular Medicine
Rastislavova 43, P.O.Box E-23, 042 53 Kosice,
Slovakia
Attention: Viliam Cislak, MD, MPH, MBA,
Director

PRE:  Janssen Pharmaceutica NV,
Turnhoutseweg

30, 2340 Beerse, Belgicko

Do pozornosti: Mohamed Samir,

Medical Affairs Director Oncology

EMEA

PRE:  In3titut nuklearnej a molekuldrnej mediciny
Rastislavova 43, P.O. BOX E-23,

042 53 Kosice, Slovenska republika

Do pozornosti: MUDr. Viliam Cisldk, MPH,
MBA

riaditel

16. Third Party Beneficiary
Regulatory Sponsor shall be deemed a third party

beneficiary to this Agreement.

16. Opréavnena tretia strana
Zastupca zaddvatela pre kontrolné urady sa ma

povaZovat za opravnenu tretiu stranu tejto zmluvy.

17. Assignment

17. Postupenie

Janssen shall have the right to assign this Agreement to any
of its respective affiliates, and in addition, Janssen may
assign this Agreement to any third party. In the event of
such an assignment, Janssen, as the case may be, shall use
reasonable efforts to provide prior written notice to
Provider. However, If applicable because Janssen would
have any receivable arising out of this Agreement, Janssen
is not entitled to assign receivables pursuant to § 524 et
seq. Act no. 40/1964 Coll. The Civil Code, as amended
(hereinafter the “Civil Code”), which has in relation to the
Service Provider under this Agreement without the prior
consent of the Service Provider. Violation of this obligation

Spolotnost Janssen ma prévo postdpit tito zmluvu na
ktorikolvek zo svojich prisluinych dcérskych spoloénosti a
spoloénost Janssen mbZe okrem toho postupit tuto zmluvu
na akukolvek tretiu stranu. V pripade takéhoto postiipenia
vynaloii spolofnost Janssen (podla toho, o ktory pripad
péjde) primerané usilie na to, aby Poskytovatefovi sluiieb
vopred dorudila pisomné ozndamenie. Aviak, ak je to
aplikovatelné, z dévodu, Ze spoloénost Janssen by mala z
tejto zmluvy akukolvek pohladédvku, spoloénost Janssen nie
je oprdvnena postupit pohladavky podla § 524 a nasl. zdkona
€. 40/1964 Zb. Obciansky zdkonnik v zneni neskorgich
predpisov (dalej len ,Obciansky zakonnik”), ktoré ma vo
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results in the invalidity of such assignment in accordance
with § 39 of the Civil Code. At the same time, the consent
of the Service Provider is valid only on condition that the
prior written consent of the Ministry of Health of the Slovak
Republic has been granted for such an act. Neither Provider
shall 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.

In the event of assignment of this contract to the relevant
subsidiary or to a third party, Janssen agrees to do best
efforts to do the payments for the works done under this
Service Agreement prior to assignment. In any case it would
not be possible, Janssen shall ensure the new assignee will
assume the rest of such amounts.,

vztahu k Poskytovatelovi sluZieb podla tejto Zmluvy bez
predchadzajuceho suhlasu Poskytovatela slufieb. Porugenie
tejto povinnosti ma za nasledok neplatnost takéhoto
postlpenia v sulade s § 39 Obcianskeho zakonnika. Suhlas
Poskytovatela sluZieb je zaroven platny len za podmienky, Ze
na takyto ukon bol udeleny predchadzajici pisomny sihlas

Ministerstva zdravotnictva Slovenskej republiky.
Poskytovatel sluZieb nesmie postipit svoje prava ani
povinnosti podla tejto zmluvy na ind stranu bez

predchadzajiceho pisomného sihlasu spoloénosti Janssen.
Akékolvek postipenie v rozpore s tymto &lankom 17 je
neplatné a nedéinné. Pri splneni vy3iie uvedenych
podmienok je tdto zmluva zavazna a uéinnd v prospech
prisludnych zmluvnych stran a ich pravnych nastupcov a
postupnikov.

V pripade postipenia tejto zmluvy prisluinej dcérskej
spolonosti alebo tretej strane sa spolotnost Janssen
zavazuje, ze pred postipenim vynaloZi maximalne Usilie na
uhradenie platieb za prace vykonané podla tejto zmluvy o
poskytovani sluZieb. Ak by to v akomkolvek pripade nebolo
moiné, spolonost Janssen zabezpeti, aby novy
nadobudatel prevzal zodpovednost za zvy$ok takychto sim.

18. Miscellaneous

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

18. Ostatné ustanovenia

18.1  Tétozmluva sa méie menit, doplfat a upravovat len
formou pisomného dodatku podpisaného vietkymi
zmluvnymi stranami.

18.2 This Agreement constitutes the complete
agreement of the parties with respect to the subject matter

18.2  Tato zmluva predstavuje Uplnd dohodu zmluvnych
strdn v predmetnej veci. Tato zmluva vyslovne nahradza

hereof. It expressly supersedes any prior or | akékolvek predchadzajice alebo subeiné dstne alebo
contemporaneous oral or written representations or | pisomné vyhldsenia alebo dohody. )
agreements.

18.3 If any part of this Agreement is found to be | 18.3 Ak sa ktorakolvek tast tejto zmluvy ukaie ako

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.

nevymozitelnd, zostdva zvySok tejto zmluvy platny a Gtinny.
Platnost ustanoveni ¢lankov 4, 5, 6, 7, 8, 11, 12, 14, 16, 17 a
18 pretrva aj po vypovedani tejto zmluvy.

18.4 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

18.4 Ak je ktorékolvek z ustanoveni tejto zmluvy v
rozpore s akymkolvek ustanovenim protokolu, ma protokol
prednost v zaleZitostiach tykajucich sa mediciny, vedy a
vykonavania klinického skusania. V pripade akychkolvek
inych rozporov mé prednost tato zmluva. Ak je ktorékolvek
ustanovenie definované v prilohdch v rozpore s akymkolvek
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terms of the Agreement will take precedence.

ustanovenim tejto zmluvy, maji prednost podmienky
uvedené v zmluve,

19. Controlling Law

19. 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 Slovak
Republic without regard to any conflicts of laws provisions,
The parties consent to the exclusive jurisdiction of the courts
located in Slovak Republic for the resolution of all disputes
or controversies between the parties hereto that the parties
are unable to settle amicably.

V pripade akéhokolvek sporu, ktory vznikne medzi
zmluvnymi stranami v suvislosti s podmienkami tejto zmluvy,
zmluvné strany vynaloZia maximalne usilie na to, aby takyto
spor vyriedili zmierom. Tato zmluva a jej vyklad sa riadia
pravnymi predpismi Slovenskej republiky bez ohladu na
kolizne ustanovenia. Zmluvné strany suhlasia s tym, aby
vietky spory alebo nezhody medzi zmluvnymi stranami tejto
zmluvy, ktoré nie si zmluvné strany schopné urovnat
zmierom, riesili sudy s miestnou prisluinostou v Slovenskej
republike.

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

NA DOKAZ SUHLASU S VYSSIE UVEDENYM zmluvné
strany zabezpedili, aby ich riadne opravneni zastupcovia
podpisali tuto zmluvu k datumu Géinnosti.

On behalf of Janssen Pharmaceutica NV/
V mene spolocnosti Janssen Pharmaceutica NV

Signature / Podpis

Date /Datum

Jarmila Wagnerova/Jarmila Wagnerova

Assoc Dir, Reg & Start-Up

Institute of Nuclear and Molecular Medicine/Institat nukledrnej a molekularnej mediciny

Signature / Podpis

Date /Datum

Vilam Cislak, MD, MPH, MBA/MUDr. Viliam Cislak, MPH, MBA

director/riaditel

Read and acknowledged/Precital a potvrdil

Principal Investigator/Zodpovedny skudsajuci
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Signature/Podpis Date/Datum
lvan Mincik, MD/MUDr. lvan Minéik
Exhibits: Prilohy:

Exhibit A — Protocol and its subsequent amendments
Exhibit B — Scope of Services

Exhibit C —Financial Provisions

Exhibit D — Data Protection and Security

Exhibit E- Personal Information concerning Provider and
any Investigational Staff

PRILOHA A - Protokol a jeho neskorsie dodatky
Priloha B — Rozsah sluzieb

Priloha C - Finanéné ustanovenia

Priloha D — Ochrana a bezpeénost tdajov

Priloha E — Osobné udaje tykajlice sa poskytovatela
sluZieb a akéhokolvek personilu skasania

EXHIBIT A — Protocol and its subsequent amendments

PRILOHA A - Protokol a jeho neskorsie dodat

By reference only; (page intentionally left blank)

Uvedena len odkazom (strana je iumyselne ponechana

prazdna)
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Exhibit B — Scope of Services

Priloha B — Rozsah sluZieb

Scope of work

Rozsah préc

Provider shall perform services in accordance with Imaging
manual and the Protocol.

- Perform PSMA PET and report PET-CT results directly
to the Sponsor or its designee as defined in the
Protocol and imaging manuals;

- Principal Investigator and Institution also receive the
results (images and PET-CT report) through the
standard way of sharing this type of patient
information.

Principal Investigator will supervise the performance of the
Services and will ensure the strict compliance of the Services
performance with Good Clinical Practice, the Protocol and
Clinical Trial Agreement.

Poskytovatel sluZieb vykona sluzby v sdlade s priruékou k
zobrazovacim vySetreniam a protokolom,

- Vykondvanie wvySetreni PSMA PET a hldsenie
vysledkov PET-CT priamo zadavatelovi alebo jeho
zastupcovi, ako je definované v protokole a
priruckach k zobrazovacim vy3etreniam,

- Vysledky (snimky a sprava z PET-CT) sa Standardnym
sposobom odovzdavania tohto druhu informacii o
pacientovi poskytnu aj zodpovednému skuajlicemu
a zdravotnickemu zariadeniu.

Zodpovedny skusajlci bude dohliadat na vykondavanie sluzieb
a zabezpeti prisny silad vykondvania sluZieb so spravnou
klinickou praxou, protokolom a zmluvou o klinickom skuZani.

Compensation
Payments shall be made in accordance with Attachment C,

budget.

The Provider will invoice Janssen quarterly. Janssen shall
make payments to Provider for Services performed in
accordance with this Agreement, within 30 (thirty) days of
receipt of the invoice.

In the event of termination of the study, by Sponsar,
Provider will send a final invoice for actual Services incurred
up to the date of termination, within 3 months after
receiving Janssen's notice of termination of the study.

Odmena
Platby sa budd uhradzat vsulade s Prilohou C,Finanéné
ustanovenia.

Poskytovatel sluZieb bude spoloénosti Janssen vystavovaf
faktdry Stvrtrocne. Spoloénost Janssen poskytne plathy
Poskytovatelovi sluzieb za poskytnuté sluzby v stlade s touto
Zmluvou do 3 mesiacov od dorucenia faktiry,

V pripade ukontenia Studie Zadavatelom, Poskytovatel
sluZieb zasle do 30 (tridsiatich) dni od obdrZania oznamenia
spolognosti Janssen o ukonceni $tudie koneénu faktiuru za
skutoéné sluiby, ktoré vznikli do détumu jej ukanéenia.

Payee details:

Udaje prijemcu platieb:
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PAYEE NAME: | Institute of Nuclear and
Molecular Medicine

PAYEE Rastislavova 43

ADDRESS: P.O.Box E-23
042 53 Kosice
Slovak Republic
IBAN: SK14 8180 0000 0070
0028 5159

PAYEE

DETAILS: SWIFT: SPSRSKBA

MENO ALEBO NAZOV

PRIJEMCU PLATIEB: In&titat nuklearnej a

molekularnej mediciny

ADRESA PRIJEMCU
PLATIEB:

Rastislavova 43
P.O. BOX E-23

042 53 Kosice
Slovenska republika

IBAN: SK14 8180 0000
0070 0028 5159

BANKOVE UDAJE: SWIFT: SPSRSKBA

Original invoices pertaining to this study should be submitted
for reimbursement to the following address:

Janssen Pharmaceutica
PO Box 1369

111 21 Praha 1

Czech Republic

together with a copy submitted to the LTM.

Ludmila Lukacovicova, MSE, PhD

Senior Clinical Research Associate Il /LTM
IQVIA RDS Slovakia, s.r.o.,

Polus Tower Il, Vajnorska 100/B,

831 04 Bratislava

Slovak Republic

Please note that invoices must contain the following
information or they will be returned, delaying payment:

e Institution name
Principal Investigator name
Protocol number
Invoice number and date
Date & description of services provided
Supporting documentation (i.e. third party
invoices, receipts)

Janssen reserves the right to terminate the Agreement
immediately if no subjects have been recruited at the Study
Site.

Origindly faktdr sdvisiacich s tymto skud3anim je potrebné
zaslat na Ghradu na nasledujucu adresu:

Janssen Pharmaceutica
PO Box 1369

111 21 Praha 1

Ceska republika

spolo€ne s képiou zaslanou LTM.

Ing. Ludmila Lukacovicova, PhD

Senior Clinical Research Associate Ill /LTM
IQVIA RDS Slovakia, s.r.o.,

Polus Tower |, Vajnorska 100/B,

831 04 Bratislava

Slovenska Republika

Upozorfiujeme, Ze faktiry musia obsahovat’ nasledujiice
nalezitosti, v opacnom pripade budu vratené a platba sa
tym oneskori:

) Nazov zdravotnickeho zariadenia

. Meno zodpovedného skugajiceho

. Cislo protokolu

. Cislo a datum faktary

. Datum  poskytnutia sluzieb a opis
poskytnutych sluZieb

. Sprievodnu dokumentaciu (napr. faktury od

externych dodavatelov, potvrdenky, blogky)

Spoloénost Janssen si vyhradzuje pravo vypovedat tito
zmluvu s okamzZitou Gc&innostou, ak pracovisko skugania
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nezaradi do skiSania Ziadne subjekty.

Exclusive of VAT:

Vylucenie dane 2 pridanej hodnoty (DPH):

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

Akakolvek odplata splatna podla tejto zmluvy bude bez dane
z pridanej hodnoty (DPH). V pripade, e niektoré sluzby alebo
tovary podliehaji DPH, musi Poskytovatel sluZieb vystavif
CRO platnu faktiru na ucely DPH v sivislosti s transakciou,
ktord odplata pokryva. Ak sa DPH naliétuje omylom, vystavi
Poskytovatel'sluZieb dobropis. Ak sa DPH nenatiétuje a neskor
sa zisti, Ze sa nauctovat mala, alebo ak prislusny dafiovy trad
stanovi, Ze na protiplnenie sa DPH vztahuje, DPH splatna na
dané protiplnenie sa uhradi po predloZeni platnej fakttry na
ucely DPH.

For the avoidance of doubt the Provider is responsible for
providing any and all compensation, benefits and or
insurance to its staff and employees. It is also understood and
expressly acknowledged that the Provider's staff and
employees are not eligible to participate in, nor are they
eligible for coverage under, any of CRO’s or Janssen’s benefit
plans, programs, employment policies, procedures or
workers compensation insurance.

Aby sa predislo pochybnostiam, za poskytovanie akychkolvek
a vietkych odmien, odvodov, prispevkov alebo poistenia pre
svoj persondl a zamestnancov zodpoveda Poskytovatel
sluZieb. Povaiuje sa tiez za dohodnuté a vyslovne sa
akceptuje, Ze personal a zamestnanci Poskytovatela sluZieb
nemaju ndrok na ucast na akychkolvek planoch alebo
programoch CRO alebo spoloénosti Janssen tykajucich sa
zamestnaneckych vyhod, internych postupoch v ramci
pracovnopravnych  vztahov alebo  zamestnaneckom
urazovom poisteni ani na akékolvek financné krytie z nich.

EXHIBIT C —Financial Provisions

Priloha C — Finanéné ustanovenia

Parameter [ Procedure

Cena (EUR/1 vySetrenie)
Amount per procedure in EUR

PSMA PET

vySetrenie, pripravu a podanie radiofarmaka

Including scan, preparation and administration of tracer./Zahffia

€2,214/2 214 EUR

EXHIBIT D - Data Protection and Security

The Parties agree that the terms of this Exhibit shall apply to
the Processing of Personal Information for performance of
services under the Agreement in compliance with in
compliance with applicable laws and regulations pertaining
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PRILOHA D - Ochrana a bezpeénost tdajov

Zmluvné strany sa dohodli, Ze podmienky tejto prilohy sa
vztahuju na spracovdvanie osobnych udajov na ucely
vykonavania sluZieb podfa zmluvy v silade s platnymi
pravnymi predpismi, tykajicimi sa ochrany osobnych
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to the protection of Personal Information and data security,
including the General Data Protection Regulation
2016/679/EU (“GDPR”). In the event that any provisions of
this Data Protection and Security Requirements exhibit
conflict with the terms of the Agreement (including any
other exhibits or appendices), the terms of this Data
Protection and Security exhibit shall prevail.

The Agreement is defining the subject matter, duration,
nature, and obligations and rights of the Parties.

a. Purpose of Processing: The purpose of the
processing is performance of clinical research in which
Service Provider is providing certain services as
defined in the Agreement. The research is defined
in the Clinical Study Protacol.

b. Types of Personal Information may include:
i. For scientific and medical research subjects,

personal details may include: identifiable

(including name, contact details, audio
recordings, photographs) and key-coded

information, other relevant identifiers (e.g.,
patient number); gender; age or age category

(e.g., adolescent, adult, elderly) or date of
birth, associated health condition(s), medical

history, and relevant family history.

ii. For health care providers or

caregivers, emergency contacts, or other points of

contact, scientific and medical investigators
and their staff, individuals who serve on

Institutional Review Boards and Scientific
and Ethics Committees, and other individuals

involved in scientific and medical research,
personal details may include: contact

information and other related information,
such as name, address, e-mail and telephone

details, gender, and professional licenses
and affiliations provided as part of their

credentials and/or Curriculum Vitae.

other

c. Categories of data subjects may involve:
i. Scientific and medical research subjects,
including, but not limited to, participants in
clinical trials or other clinical research.
ii. Individuals identified by scientific and
medical research subjects as health care providers
or other caregivers, emergency contacts, or
other points of contact.
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ldajov a bezpefnosti udajov, vratane vieobecného
nariadenia o ochrane osobnych Gdajov 2016/679/EU (dalej
»GDPR"). V pripade, Ze niektoré ustanovenia tejto prilohy
Ochrana a bezpefnost udajov budi v rozpore s
podmienkami zmluvy (vrdtane akychkolvek inych priloh
alebo doplnkov), nadradené budu podmienky tejto prilohy
Ochrana a bezpectnost Gdajov.

Zmluva definuje predmet, dizku, charakter a povinnosti a
prava zmluvnych stran,

a. Ucel spracovavania: Utelom spracovavania je
vykonavanie klinického wyskumu, v ramci ktorého
poskytovatel sluZieb poskytuje uréité sluzby definované v
zmluve. Tento vyskum je definovany v protokole klinického
skdsania.

b, Medzi druhy osobnych Gdajov mé3u patrit:

i V pripade subjektov vedeckého a
medicinskeho vyskumu mdZu medzi osobné Gdaje patrit:
identifikovatelné (vratane mena, kontaktnych udajov,
zvukovych zaznamov a fotografii) a kédované udaje, daliie
déleZité identifikatory (napr. &islo pacienta), pohlavie, vek
alebo vekova kategdria (napr. dospievajlci, dospeli, stargi)
alebo datum narodenia, sdvisiace zdravotné problémy,
osobna anamnéza a vyznamna rodinna anamnéza.

ii. V pripade poskytovatelov zdravotnej
starostlivosti alebo inych opatrovatelov, kontaktnych oséb
v nldzovych situacidch alebo daldich kontaktnych oséb,
skdsajlcich zapojenych do vedeckého a medicinskeho
vyskumu a ich persondlu, os6b pdsobiacich v
indtitucionalnych kontrolnych vyboroch a vedeckych a
etickych komisiach a dalSich oséb zapojenych do
vedeckého a medicinskeho vyskumu méZu medzi osobné
Udaje patrit: kontaktné didaje a dalsie sivisiace informacie,
ako je napriklad meno, adresa, e-mail a telefénne ¢&islo,
pohlavie a odborné osvedéenia a pracovnopravne vztahy,
ktoré tieto osoby poskytli v rdamci svojich identifikaénych
lidajov alebo Zivotopisu.

c. Medzi kategérie dotknutych oséb mozu patrit:

i Subjekty vedeckého a medicinskeho
vyskumu, najméa ucastnici klinickych skugani alebo iného
klinického vyskumu.

ii. Osoby, ktoré subjekty vedeckého a
medicinskeho vyskumu oznaéili ako poskytovatelov
zdravotnej starostlivosti alebo inych opatrovatelov,
kontaktné osoby v nidzovych situacidich alebo iné
kontaktné osoby.
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iii. Scientific and medical research
investigatars and their staff, including, but not limited to,
physicians and other health care
professionals involved in administration of clinical trials
or other clinical research.

iv. Individuals who serve on Institutional
Review Boards, and Scientific and Ethics Committee
members.
V. Individuals who support the clinical

research such as Data Safety Monitoring Board
Members and independent reviewers, such
as independent radiologists.
vi. Other individuals involved in Janssen’s
scientific and medical research (who may include

consultants, representatives of service
providers and business partners, government

officials, among others).
d. In connection with the Processing of Personal

Information that is received or accessed by Service

Provider from Janssen or its affiliates, or from their
employees, representatives or contractors, or

others on behalf of Janssen or its affiliates. Service
Provider is prohibited from using, disclosing,

sharing or otherwise selling Personal Information,
except as expressly permitted in the Agreement

and this Exhibit.

e. Service Provider shall Process Personal Information
only to perform its obligations under this

Agreement or as otherwise instructed by Janssen in
writing from time to time.
f. Service Provider shall ensure that Personal
Information is not disclosed to, transferred to or

allowed to be accessed by any third party (including
subcontractors and affiliates) without the

prior written consent of Janssen, except as
specifically set forth in this Agreement. In the event

Janssen so consents, Service Provider shall ensure
that such third party is bound in writing to

terms at least as restrictive as this Exhibit with
respect to Personal Information, provide such

writing to Janssen promptly upon request, and fulfill
all applicable legal requirements, as

applicable between the Service Provider and the
third party. Service Provider shall remain
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iii. Skusajuci  zapojeni do vedeckého a
medicinskeho vyskumu a ich personal, najm3 lekari a dalgi
zdravotnicki pracovnici zapojeni do riadenia klinickych
skdsani alebo iného klinického vyskumu.

iv. Osoby, ktoré posobia v institucionalnych
kontrolnych vyboroch, a élenovia vedeckych a etickych
komisii.

V. Osoby, ktoré podporuju klinicky vyskum,
ako su napriklad €lenovia vyboru na kontrolu Gdajov a
bezpecnosti, a nezavisli posudzovatelia, ako su napriklad
nezavisli radiologovia.

vi. Daliie osoby zapojené do vedeckého a
medicinskeho vyskumu spoloénosti Janssen (medzi ktoré
moZu okrem inych patrit poradcovia, zastupcovia
poskytovatelov sluZieb a obchodnych partnerov a $tatni
predstavitelia).

d. V sivislosti so spracovavanim osobnych tdajov,
ktoré dostava poskytovatel sluZieb od spoloénosti Janssen
alebo jej dcérskych spolonosti, alebo od ich

zamestnancov, zastupcov, zmluvnych partnerov &i inych
0s6b v mene spolocnosti Janssen alebo jej dcérskych
spoloénosti, alebo ku ktorym ma pristup. Poskytovatel
sluZieb nesmie pouzivat, zverejfiovat, odovzdavat ani inak

predavat osobné udaje okrem pripadov vyslovne
povolenych v zmluve a tejto prilohe.
e. Poskytovatel sluiieb bude osobné udaje

spracovavat len na ucely plnenia svojich povinnosti podla
tejto zmluvy alebo podla inych pisomnych pokynov
spolocnosti Janssen,

f. Poskytovatel' sluZieb zabezpeii, aby sa osobné
idaje neodovzdali, nepreniesli a neumoznil sa k nim pristup
Ziadnej tretej strane (a to ani subdodavatelom a dcérskym
spolofnostiam) bez predchadzajiceho pisomného sthlasu
spolofnosti Janssen, pokial nie je v tejto zmluve vyslovne
uvedené inak. V pripade, Ze s tym bude spoloénost Janssen
suhlasit, poskytovatel sluZieb zabezpeti, aby sa takato
tretia strana pisomne zaviazala dodriiavat podmienky,
ktoré su vo vztahu k osobnym udajom prinajmeniom
rovnako obmedzujlice ako podmienky uvedené v tejto
prilohe, bezodkladne na poZiadanie poskytne takyto
pisomny dokument spolocnosti Janssen a spini vietky
prislusné pravne poiiadavky, ktoré sa vztahuji na
poskytovatela sluZieb a tretiu stranu. Vo vztahu k osobnym
udajom zostava poskytovatel sluZieb zodpovedny za vietky
kroky takychto tretich stran.
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responsible for all actions by such third parties with
respect to the Personal Information.

g. Service Provider shall, unless specifically prohibited
by applicable law, (i) promptly (and in any

event within five (5) days of receipt) notify Janssen
in writing if Service Provider receives any

requests, complaints or inquiries from an individual
with respect to Personal Information

Processed by Service Provider, including opt-out
requests, requests for access, rectification,

deletion or portability; or allegations that the
Processing infringes an individual’s rights under

applicable law and, (ii) not respond to any such
requests, complaints or inquiries unless expressly

authorized to do so by Janssen.

h. Service Provider shall notify Janssen in writing
immediately, and in any event within twenty-four

(24) hours whenever Service Provider reasonably
believes that there has been a Privacy Breach.

Such notice will provide detailed information
regarding such Privacy Breach, including its nature

and scope; actual or potential cause; any reports to
law enforcements; and, measures being taken

to investigate, correct, mitigate, and prevent future
Privacy Breaches. Service Provider will

provide reasonable assistance and cooperation
requested by Janssen to investigate and notify

affected individuals, regulatory bodies, or credit
reporting agencies with respect to any such

Privacy Breach. Service Provider shall not notify any
individual or any third party of a Privacy

Breach without Janssen's prior consent, except to
the extent required by law and, in such case,

Service Provider shall promptly notify lanssen of
such requirement.

i. At any time during the term of this Agreement, upon
request and in a reasonable time and

manner, Service Provider shall make its policies,
procedures, practices, and books and records ,

relating to the privacy and security of Personal
Information and the Processing of Personal

Information available to Janssen and/or its affiliates
for review.

Services Agreement between Janssen and Provider — EU contract template
Version Date: September 2016
Pl Mincik / Protocol =~~~

g Poskytovatel'sluZieb, pokial to vyslovne nezakazuji
platné pravne predpisy, (i) bezodkladne (a v kaidom
pripade do piatich (5) dni od prevzatia) pisomne oznami
spolognosti Janssen, ak od nejakej osoby dostane
akékolvek Ziadosti, staZnosti alebo otdzky tykajice sa
osobnych tdajov spracovavanych poskytovatelom sluZieb,
vrdtane Ziadosti o odstlpenie, Ziadosti o pristup, opravu,
vymazanie alebo prenosnost, alebo tvrdenia, Ze
spracovavanie (dajov porusuje priva nejakej osoby podla
platnych pravnych predpisov, a (ii) nebude odpovedat na
Ziadne takéto Ziadosti, staznosti ani otdzky, pokial to
vyslovne nepovoli spolognost Janssen.

h. Poskytovatel' sluZieb bude okamiite a v kazdom
pripade do dvadsiatich 3tyroch (24) hodin pisomne
informovat spolo€nost Janssen, ak sa bude kedykolvek
odbévodnene domnievat, fe do3lo k narueniu ochrany
osobnych udajov. V takomto ozndameni budd uvedené
podrobné informdcie tykajice sa takéhoto naruienia
ochrany osobnych udajov vratane jeho povahy a rozsahu,
skutogénej alebo moinej priCiny, akychkolvek hlaseni
organom presadzovania priva a opatreni prijatych na
predetrenie, napravu, zmiernenie a zabranenie narueniu
ochrany osobnych udajov v budicnosti. Poskytovatel
sluZieb poskytne primerani pomoc a spolupracu, ktoru
bude spolotnost Janssen poZadovat pri preietrovani
narusenia a informovani dotknutych o0sdb, kontrolnych
uradov alebo subjektov podévajicich informacie o
Uverovej spolahlivosti v suvislosti s akymkolvek takymto
naruSenim ochrany osobnych Gdajov. Poskytovatel sluzieb
neoznami naruSenie ochrany osobnych udajov Ziadnej
osobe ani tretej strane bez predchadzajiceho sihlasu
spolocnosti Janssen, s vynimkou rozsahu poZadovanom
pravnymi predpismi, pricom v takom pripade bude
poskytovatel sluZieb o takejto poZiadavke bezodkladne
informovat spoloénost Janssen.

i. Poskytovatel' sluZieb kedykolvek poéas obdobia
platnosti tejto zmluvy na poZiadanie a v primeranom ¢ase a
zodpovedajlcim spdsobom spristupni spoloénosti Janssen
alebo jej dcérskym spolocnostiam na kontrolu svoje zasady,
postupy, prax, knihy a zaznamy tykajuce sa ddvernosti a
bezpetnosti osobnych tidajov a ich spracovévania.

i Poskytovatel' sluZieb zavedie (i) primerané

technické, fyzické a organizatné opatrenia, aby zabezpeéil
takd uroven bezpecnosti, akd je primerana riziku pre
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i Service Provider shall (i) implement appropriate
technical, physical, and organizational measures

to ensure a level of security appropriate to the risk
to Personal Information as required by all

applicable laws, including measures in compliance
with Janssen’s data safeguard requirements;

and (ii) impose a duty of strict confidentiality on any
persons authorized to access or Process the

Personal Information.

k. Service Provider shall take any other steps
reasonably requested by Janssen to assist Janssen with

respect to: (i) complying or demonstrating Janssen’s
compliance with any notification, registration

or other obligations applicable to Janssen or its
affiliates under laws relating to Processing

Personal Information under this Agreement; (ii)
carrying out privacy and data protection impact

assessments and related consultations by
government authorities; (iii) demonstrating regulatory

accountability; or (iv) ensuring the security of
Personal Information. In the event this Agreement,

or any actions to be taken or contemplated to be
taken in performance of this Agreement, do not

or would not satisfy either party’s obligations under
such laws, the parties shall cooperate with

each other and execute an appropriate amendment
to this Agreement.

I Services that are performed under the direction and
direct supervision of Site Principal

Investigator. In the event Provider is Processing
Personal Information concerning Study Subjects,

such Processing shall be made under the oversight,
direction and supervision of Site Principal

Investigator.

Provider shall ensure that all Personal Information
concerning Study Subjects which it Processes

is accurate and, where required, kept up-to-date,
and Provider ensures that any Personal

Information concerning Study Subjects
Provider is notified, or otherwise has knowledge, is

inaccurate or incomplete, is securely erased or
rectified in accordance with Site Principal

Investigator’s instructions, and the Agreement, and
applicable regulatory requirements.

Where required, Provider shall provide Site
Principal Investigator data (such as data considered

that
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osobné udaje, ako to vyZaduju vietky platné pravne
predpisy, vritane opatreni v sulade s poZiadavkami
spolognosti Janssen na ochranu Udajov, a (ii) ulo¥i
povinnost prisneho zachovdvania ddvernosti vietkym
osobam opravnenym na pristup k osobnym tdajom alebo
na ich spracovavanie.

k. Poskytovatel sluZieb podnikne vietky dal3ie kroky,
ktoré bude spolocnost Janssen odévodnene poZadovat na
pomoc v suvislosti s: (i) dodrZiavanim alebo preukazovanim
dodrZiavania  vietkych povinnosti  tykajucich sa
oznamovania a kontrolnych uradov alebo inych povinnosti
vztahujucich sa na spoloénost Janssen alebo jej dcérske
spoloénosti podla pravnych predpisov tykajicich sa
spracovavania osobnych ddajov podla tejto zmluvy, (ii)
vykonavanim hodnoteni vplyvu na ochranu stkromia a
osobnych udajov a suvisiacimi konzultdciami zo strany
Stdtnych dradov, (iii) preukazovanim zodpovednosti vo
vztahu ku kontrolnym dradom alebo (iv) zaru€ovanim
bezpelnosti osobnych ddajov. V pripade, Ze tato zmluva
alebo akékolvek kroky, ktoré sa maju prijat alebo sa planuju
prijat pri plneni tejto zmluvy, nezodpovedaju alebo by
nezodpovedali povinnostiam niektorej zo zmluvnych stran
vyplyvajucim z takychto pravnych predpisov, zmluvné
strany budd navzdjom spolupracovat a uzavrd vhodny
dodatok k tejto zmluve.

l. Sluzby, ktoré sa vykondvaju pod vedenim a
priamym dohladom zodpovedného skusajluceho pracoviska
skd3ania. V pripade, ie poskytovatel slufieb spracovava
osobné udaje tykajice sa subjektov ski(3ania, takéto
spracovavanie bude prebiehat pod dozorom, vedenim a
dohlfadom zodpovedného sku3ajuceho  pracoviska
skudania. Poskytovatel sluiieb zabezpedi, aby vietky
osobné Udaje tykajuce sa subjektov sku3ania, ktoré
spracovava, boli presné a v pripade potreby aktualizovang,
a poskytovatel sluZieb zabezpedi, aby sa vietky osobné
Udaje tykajice sa subjektov skisania, o ktorych bol
informovany alebo o ktorych sa inak dozvedel, Ze su
nepresné alebo netplné, bezpecne vymazali alebo opravili
podla pokynov zodpovedného ski3ajliceho pracoviska
skd3ania a v sulade so zmluvou a prisluinymi poZiadavkami
kontrolnych dradov. V pripade potreby poskytovatel
sluZieb poskytne zodpovednému skudajicemu pracoviska
skisania udaje (napriklad Udaje povaiované za zdrojové
udaje) potrebné na to, aby mohol zodpovedny skugajici
pracoviska skuSania uchovavat alebo archivovat zdrojové
Udaje v stlade s prisluinymi poZiadavkami kontrolnych
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as source data) necessary to allow the Site Principal
Investigator to retain/archive source data in

accordance with applicable regulatory
requirements. For the avoidance of doubt any direct Study

Subject identifiers such as the name, address or
phone number of Study Subjects shall not be

provided to Company.

Notwithstanding anything to the contrary in this the
Agreement, for Services that are performed

under the direction and direct supervision of a Site
Principal Investigator, Site Principal

Investigators are intended third-party beneficiaries
of this Section 10 and Exhibit [D] Data

Protection and Security and shall be entitled to its
benefits and shall be entitled to enforce this

section 10, and Exhibit D as if each were a signatory
hereto.

m. At the termination or expiration of the Agreement,
when no longer necessary to provide Services

to Janssen, or upon Janssen’s request, Service
Provider shall immediately cease Processing

Personal Information, and promptly and securely
return, archive, or destroy Personal Information

in its possession, in accordance with Janssen’s
instructions, unless Service Provider is required by

law to retain Personal Information. If destroying the
Personal Information, Service Provider shall

take all reasonable steps to do so in such a way that
the applicable records are made unreadable,

unreconstructable and indecipherable.

Exhibit E — Personal Information concerning Provider and
any Investigational Staff

This notice explains the personal information handling
practices of Janssen with respect to information about
Provider and any investigational Staff. It explains how
Janssen or parties processing personal information on
behalf of Janssen such as CRO collects personal informatian,
and with whom Janssen may share it. It also explains the
rights the Provider and any investigational staff have with
regard to this personal information. This notice applies to
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tradov. Aby sa predislo pochybnostiam, spoloénosti sa
neposkytnu Ziadne priame identifikacné udaje subjektov
skisania, ako je napriklad meno, adresa alebo telefénne
¢islo subjektov skusania. Bez ohladu na &okolvek, €o by
bolo v rozpore s touto zmluvou, v pripade sluZieb, ktoré sa

vykondvaji pod vedenim a priamym dohladom
zodpovedného skusajuiceho pracoviska skud3ania, su
zodpovedni skuasajlci pracoviska skdsania uréenymi

opravnenymi tretimi stranami podla tohto &lanku 10 a
Prilohy [D] Ochrana a bezpecnost Gdajov a maju narok na
vyhody, ktoré z nich vyplyvajq, a su opravneni uplatfovat si
prava podla tohto &lanku 10 a Prilohy D tak, akoby kazdy z
nich bol zmluvnou stranou tejto zmluvy.

m. Povypovedanialebo vyprsani platnosti zmluvy, ked"
uZ nie je potrebné poskytovat sluiby spolonosti Janssen,
alebo na Ziadost spoloénosti Janssen poskytovatel sluzieb
okamiite ukonéi spracovdvanie osobnych udajov a
bezodkladne a bezpeéne vréti, bude archivovat alebo
zlikviduje osobné udaje, ktoré ma v dribe, v silade s
pokynmi spolocnosti Janssen, pokial od poskytovatela
sluZieb pravne predpisy nevyiaduji, aby osobné udaje
uchovaval. Ak sa osobné zlikviduji, poskytovatel sluzieb
podnikne vSetky primerané kroky, aby k tomu doglo
sposobom, Ze prislusné zaznamy sa stanl( netitatelné,
neobnovitelné a nededifrovatelné.

Priloha E - Osobné tdaje tykajuce sa poskytovatela
sluZieb a akéhokolvek persondlu skisania

Toto  vyhlasenie  vysvetluje  postupy  pouiivané
spoloénostou Janssen pri zaobchddzani s osobnymi udajmi
vo vztahu k Udajom zodpovedného skuZajuceho a
akéhokolvek personalu klinického skusania. Vysvetluje, ako
spolonost Janssen alebo zmluvné strany, ktoré
spracovavajui osobné Udaje v mene spolofnosti Janssen,
napriklad CRO, zbieraju osobné udaje a komu ich mézu
poskytovat. Vysvetluje aj prava, ktoré ma zodpovedny
skusajlci a personal klinického skid3ania vo vztahu k tymto
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all personal information, regardless of whether the
information is stored electronically or in hard copy.

This privacy notice should be provided by the Provider to
any Investigational Staff.

Privacy Notice — Provider and Investigational Staff

Personal Information Collection

Janssen and agents such as CROs processing personal
information on behalf of Janssen, collect and process
personal information about you. This information may come
directly from you, from the Institution that you are affiliated
with for purposes of this clinical research, or from public or
third-party information sources.
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osobnym d(dajom. Toto vyhlasenie sa tyka vietkych
osobnych Udajov bez ohladu na to, & sa tieto Gdaje
uchovavaju v elektronickej alebo papierovej forme.

Toto wyhldsenie o ochrane osobnych
zodpovedny skusajuci  poskytnut
persanalu klinického skusania.

udajov ma
kazdému Elenovi

Vyhldsenie o ochrane osobnych ddajov — poskytovatel
sluiieb a personal skiifania
Zber osobnych tdajov

Spolognost Janssen a zdstupcovia, ktori spracovavaju
osobné udaje v jej mene, napriklad CRO, zbieraju a
spracovavaji vase osobné udaje. Tieto Gdaje mb3u
pochadzat priamo od vas, od zdravotnickeho zariadenia, v
ktorom posobite na ucely tohto klinického skdiania, z
verejnych informactnych zdrojov alebo z informaénych
zdrojov tretich stran.
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The types of personal information that Janssen collects
depends on the role you have with Janssen and/or its
affiliates, as well as applicable laws, but may include the
following categories of information:

* Name;

o Contact information (e.g. address, telephone

number, e-mail address);

e Age and/or date of birth;

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

* Organizational or institutional affiliations;

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

¢ Financial information relating to compensation and
reimbursement payments for clinical trial activities;

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

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

How Janssen Uses and Discloses Personal Information

Personal information about you will be processed for the
following purposes to meet lanssen’s and/or its affiliates’
obligations under applicable laws and regulations, and as
necessary to fulfill the Clinical Trial Agreement:
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Druh osobnych tdajov zbieranych spoloénostou Janssen
zavisi od ulohy, ktortd pre spoloénost Janssen alebo jej
dcérske spolotnosti plnite, ako aj od platnych pravnych
predpisov, mdiu viak medzi ne patrit nasledujice
kategorie Udajov:

® meno,

e kontaktné udaje (napr. adresa, telefénne €islo, e-
mailova adresa),

o vek alebo datum narodenia,

¢ vzdelanie a kvalifikacia vratane informécii o tom, &i
mdte platnu a aktivnu licenciu na vykon lekarskeho
povolania alebo iné odborné osvedéenie (podla
potreby) a ¢i sa na vas nevztahuje zakaz &innosti
vydany kompetentnym zdravotnickym dGradom,

e Uvdazky v organizdcidach a

zariadeniach,

zdravotnickych

e odborné programy a finnosti, na ktorych ste sa
pripadne zucastnili,

e finantné informdcie suvisiace s odmenami a
Uhradami za Cinnosti v ramci klinickych skdani,

e pobsobnost v spolofnosti Janssen alebo jej
dcérskych spolognostiach alebo kontakt s nimi, ich
produktmi a sluZbami.

Informacie ziskané pomocou prieskumov a inym priamym
kontaktom s vami

Ako spoloénost lanssen pouiiva a spristupiiuje osobné
udaje

Vade osobné (daje sa budu spracovavat na nasledujice
ucely sluZiace spolotnosti Janssen a jej dcérskym
spolognostiam na splnenie si svojich povinnosti podla
platnych pravnych predpisov a v potrebnej miere na

Il

plnenie zmluvy o klinickom skd3ani:
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To assess if you are suitable for acting as Provider or
investigational staff in relation to the clinical trial;

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

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

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

To conduct safety reporting and pharmacovigilance
activities relating to the clinical trial;

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

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

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

na posudenie, €i vo vztahu ku klinickému skdganiu
spliate pogiadavky na pésobenie v Ulohe
zodpovedného skusajuceho alebo élena personalu
skusania,

na poskytnutie 3kolenia a pristupu k nastrojom a
dalsim zdrojom, ktoré modiu byt potrebné na
vykonanie klinického skusania,

na riadenie klinického ski3ania vratane
monitorovania a auditovania ¢innosti klinického
skudania,

na pripravu a odosielanie podani, kore$pondencie
a komunikacie so Statnymi kontrolnymi dradmi v
stvislosti s klinickym skaSanim,

na podavanie bezpeénostnych hldseni a
vykonavanie ¢innosti liekového dozoru
(farmakovigilancie) v suvislosti s  klinickym
skusanim,

na publikovanie vysledkov klinického skdZania v
zmysle definicii uvedenych v zmluve o klinickom
skudsani,

na zverejnenie platieb a dalSich hodnotovych
prevodov zdravotnickemu zariadeniu,
zodpovednému skudsajucemu a dalsim ¢&lenom
persondlu skdsania, ktoré slGii na splnenie
pravnych predpisov o hldseniach na uéely
transparentnosti, najma zakona Spojenych §tatov
americkych o transparentnosti platieb lekarom
(Physician Payments Sunshine Act) a jeho
vykonavacich nariadeni, ako aj kédexov o spravnej
praxi v tomto sektore alebo noriem, ktorym
spolocnost Janssen a jej dcérske spoloénosti
podliehaju,

na iné utely poZadované platnymi pravnymi
predpismi alebo potrebné na plnenie zmluvy o
klinickom skusani.
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Personal information about you will be processed for the
following purposes based on Janssen and its affiliates’
legitimate interest under law:

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

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

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

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

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

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

Cross Border Transfer

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
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Na zaklade svojich legitimnych zaujmov podla zakona budu
spolocnost Janssen a jej dcérske spolognosti spracovavat
vade osobné udaje na nasledujlice dcely:

¢ na obdasné zvaiovanie vyberu potencidlnych
pracovisk skuSania a skusajlcich pre budice
klinické skuania,

e na vykondvanie prieskumov, riadenie internych
vyskumov, zlepSovanie postupov a spravnej praxe
slvisiacej s vykondvanim klinickych skasani a
dalsich Cinnosti suvisiacich s klinickym vyskumom.

Na dosiahnutie vyssie uvedenych cielov sa osobné udaje
spristupnia:

e daldim dcérskym spolocnostiam skupiny Johnson &
Johnson a ich prislusnym zastupcom; zoznam
tychto dcérskych spoloénosti je k dispozicii na
webovej stranke
http://www.investor.jnj.com/sec.cfm

e Stdtnym uradom a etickym komisiam v réznych
pravnych systémoch na celom svete,

e zdstupcom, ako su napriklad zmluvné vyskumné
organizacie alebo dalsi externi poskytovatelia
sluZieb, spracovavajucim osobné udaje v mene
spolocnosti Janssen.

Prenos do zahranicia

Vaie osobné Gdaje sa mdZu uchovavat a spracovavat v
ktorejkolvek krajine, v ktorej ma spoloénost Janssen a jej
dcérske spolo¢nosti svoje prevadzky alebo zdstupcov,
vratane Spojenych Stdtov americkych. Niektoré krajiny
mimo Eurdpskeho hospodéarskeho priestoru  (EHP)
Eurépska komisia wuznala ako krajiny poskytujice
primerand troveri ochrany udajov podla noriem EHP (tpiny
zoznam tychto krajin je dostupny na tejto webovej stranke:
https://ec.europa.eu/info/law/law-topic/data-
protection/data-transfers-outside-eu/adequacy-
protection-personal-data-non-eu-countries en. V pripade
prenosu z EHP do krajin, ktoré Eurdpska komisia
nepovaiuje za krajiny zarufujice dostatoéni ochranu,
spoloénost Janssen zabezpeéila, aby sa zaviedli primerané
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Contractual Clauses, or has certified to the EU-US Privacy
Shield, 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
Sponsor” section below,

Data Subject Rights

If you would like to review, correct, update, restrict, or
delete personal information that Janssen and/or CRO 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 company (to the
extent these rights are provided to you by applicable law),
you may contact Janssen as specified in the “Contacting
Sponsor” 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.

Retention Period

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).

Contacting Janssen

The Janssen can be contacted as specified below:

GCO - Regional Efficiencies Oversight Office
Attention: Bart Dewindt

Janssen-Cilag NV

Antwerpseweg 15-17
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opatrenia vrdtane zaistenia, aby bol prijemca udajov
viazany Standardnymi zmluvnymi doloikami EU, ziskal
certifikdt 3titu na ochranu osobnych udajov medzi EU a USA
(EU-US Privacy Shield) alebo mal zavedeny kédex spravania
alebo certifikaciu na ochranu osobnych udajov, schvalendy
EU. Ak chcete ziskat kdpiu tychto opatreni, obratte sa na
nasu osobu zodpovednu za ochranu osobnych tdajov v
ramci EU, ktorej kontaktné tidaje st uvedené nizsie v €lanku
»Ako kontaktovat zadavatela®.

Prava dotknutych os6b

Ak si Zelate prezerat, opravit, aktualizovat, obmedzit
spracovavanie alebo vymazat osobné udaje, ktoré
spoloénost Janssen alebo CRO méZe uchovavat vo svojich
systémoch, alebo ak by ste chceli pofiadat o ziskanie
elektronickej képie svojich osobnych tdajov na dgely ich
prenosu do inej spolofnosti (v rozsahu, v ktorom vam tieto
prédva zarucuju platné pravne predpisy), méiete
kontaktovat spolonost lanssen pomocou Udajov
uvedenych nizsie v €lanku ,Ako kontaktovat zadavatela”.
Spolo€nost Janssen odpovie na Ziadost v sulade s platnymi
pravnymi predpismi. Upozorfiujeme viak, Ze urité osobné
Udaje moZu byt oslobodené od Ziadosti podla platnych
pravnych predpisov o ochrane osobnych tidajov alebo inych
pravnych predpisov.

Obdobie uchovavania

Spolocnost lanssen bude vaSe osobné (daje uchovavat
dovtedy, kym to bude potrebné alebo povolené v sivislosti
s Ucelom alebo ugelmi, na ktoré sa ziskali. Na uréenie
spravneho obdobia uchovavania sa pouZivaju nasledujice
kritéria: (i) obdobie, po€as ktorého spolotnost lanssen s
vami udrZiava urcity vztah, (ii) i existuje nejaka zakenna
povinnost, ktorej spolofnost Janssen alebo jej dcérske
spolognosti podliehajd, a (iii) & je uchovavanie vhodné
vzhladom na pravne postavenie spoloénosti Janssen
(napriklad vo vztahu k premléacim lehotdm, sidnym
sporom alebo vySetrovaniam kontrolnymi dradmi).

Ako kontaktovat spoloénost Janssen

Spolotnost Janssen mbZete kontaktovat

nasledujucich udajov:

pomocou

GCO - Regional Efficiencies Oversight Office
Do pozornosti: Bart Dewindt

Janssen-Cilag NV

Antwerpseweg 15-17
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You may also contact the Data Protection Officer
responsible for the relevant country or region, if applicable,
at emeaprivacy@its.jnj.com. 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.

Lodging and Complaint with a Regulator

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

Services Agreement between Janssen and Provider — EU contract template
Version Date: September 2016
Pl Mincik / Protocol ]

2340 Beerse, Belgicko

V pripade potreby moZete kontaktovat aj osobu
zodpovednl za ochranu osobnych uddajov v prisluinej
krajine  alebo  oblasti na  e-mailovej adrese
emeaprivacy@its.jnj.com. V pripade, Ze sa obratite na tuito
zodpovednu osobu, mali by ste uviest informacie, ako je
nazov krajiny, v ktorej sa nachadzate, a tie ¢islo a nazov
klinického skaSania, aby sa Ziadost mohla primerane
spracovat.

Podanie stainosti kontrolnému tradu

MaozZete podat staznost dozornému uradu kompetentnému
pre vasu krajinu alebo oblast. Kontaktné udaje moino najst
na tejto webovej stranke:
http://ec.europa.eu/justice/data-protection/article-
29/structure/data-protection-authorities/index_en.htm
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