1. Z-131/2023

ZMLUVA O KLINICKOM SKUSANI
uzatvorena podl'a § 269 ods. 2 a nasl. zdkona
¢. 513/1991 Zb. Obchodny zédkonnik
v platnom zneni (d’alej len ,,Obchodny
zakonnik™) (d’alej len ,,Zmluva™)

Medzi

IQVIA RDS Slovakia, s. r. 0., so sidlom na
adrese Vajnorska 100/B, 831 04 Bratislava,
Slovenska republika,

ICO: 45942269,

DIC: 2023154133,

IC DPH: SK2023154133,

Spolo¢nost’ zapisand v Obchodnom registri
Okresného sudu Bratislava 1, oddiel: Sro,
vl.¢: 69023/B v zastupeni: MVDr. Jarmila
Wagnerova na zéklade Splnomocnenia zo diia
25.2.2021 (dalej len ,klinickd vyskumna
organizacia alebo CRO*)

A

Janssen Research & Development, LLC
spolo¢not zalozena v US, so sidlom na adrese
920 Route 202 South Raritan, New Jersey
08869, USA (dalej len ‘“spolocnost’
Janssen”)

A

Nemocnica s poliklinikou Brezno, n.o. ,
Banisko 273/1, 977 01 Brezno, Slovesnka
republika

ICO: 31 908 969

zapisana v Registri mimovladnych
neziskovych organizécii vedenom
Ministerstvom vnutra SR, registrovy Urad:
Okresny Urad Banskéa Bystrica, registracné
Cislo: 14/2002v mene ktorej kona Ing.
Jaroslav Macejovsky, riaditel

DIC: 2021607687

IC DPH: SK2021607687

Bankové spojenie: Tatra banka , a.s.
SWIFT: TATRSKBX
IBAN: SK20 1100 0000 0026 2077 8736
(d’alej len “Centrum alebo Zdravotnicke
zariadenie”)

A
GEEED GEEEND GEED S pracoviskom

Kardiologickd ambulancia 1., Nemocnica

CLINICAL TRIAL AGREEMENT
concluded pursuant to Section 269 (2) of Act
no. 513/1991 of Coll., the Commercial Code,
as amended (hereinafter referred to as the
“Commercial Code”) (hereinafter referred to as
the “Agreement”)

Between

IQVIA RDS Slovakia s.r.o., having a place of
business at Vajnorskd 100/B, 831 04
Bratislava, Slovak Republic,

ID No.: 45942269,

TAX ID No.: 2023154133,

VAT Tax No.: SK2023154133,

Filed in the Companies register of the District
Court Bratislava 1, section: Sro, File no:
69023/B represented by MVDr. Jarmila
Wagnerova, on the base of Power of attorney
issued on 25.2.2021 (“CRO”)

AND

Janssen Research & Development, LLC
Registered office: 920 Route 202 South
Raritan, New Jersey 08869, USA

(hereinafter referred to as ”Janssen”)

AND

Nemocnica s poliklinikou Brezno, n.o. ,
Banisko 273/1, 977 01 Brezno, Slovak
Republic

Org No: 31 908 969

Company field in the register of non profit
organisations issued by district Banska
Bystrica under registration No.: OVVS/NO-
14/2002

Represented by Ing. Jaroslav Macejovsky,
director

Tax: 2021607687

VAT: SK2021607687

Bank: Tatra banka : a.s.
SWIFT: TATRSKBX
IBAN: SK20 1100 0000 0026 2077 8736
(hereinafter referred to as the “Center or
Institution™)

AND
I ith working place

Kardiologicka ambulancia 1. Nemocnica s
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s poliklinikou Brezno, n.o. Banisko 273/1,
977 01 Brezno, Slovesnka republika (dalej
len “Hlavny skusajuci”)

(Centrum a Hlavny skuasajuci spolu d’alej len
“Zmluvni partneri”, spolo¢nost’ Janssen,
Klinickd vyskumnd organizacia, Centrum
a Hlavny skusajuci dalej ako ,.Zmluvna
strana” alebo spolu dalej len ,Zmluvné
strany”)

Preambula
VZHLCADOM NA TO, ZE spoloénost
Janssen  poverila  Klinickd  vyskumnu
organizaciu, aby obstaravala sluzby podla
tejto zmluvy a poskytovala ich spolocnosti
Janssen.

VZHIADOM NA TO, ZE Klinicka
vyskumna organizacia poziadala Zmluvnych
partnerov, aby vykonali sluzby popisané
vtejto Zmluve pre klinické skuaSanie
zadavatela pre kontrolné organy: Janssen-
Cilag International NV, Turnhoutseweg 30,
B-2340 Beerse, Belgicko, EU so skusanym
liekom Milvexian (d’alej len “Skusany liek™)
s ndzvom Librexia a ¢islom EudraCT 2022-
501419-15-00 (dalej len  “Klinické
skusanie”) vsiulade s  protokolom ¢.
70033093AFL3002 S ndzvom:
70033093AFL3002 Randomizované, dvojito
zaslepené, dvojito maskované, paralelne,
aktivne kontrolované klinické sktiSanie fazy 3
na vyhodnotenie UC€innosti a bezpecnosti
milvexianu, perorélneho inhibitora faktora
Xla, oproti apixabanu u ucastnikov s
fibrilaciou  predsieni, (vratane dalSich
dodatkov k Protokolu) ktory bude Zmluvnym
partnerom odovzdany spolo¢nostou
Janssen/CRO a ktory moze byt’ spolo¢nost'ou
Janssen/CRO  jednostranne  dopliiovany
(d’alej len “Protokol”).

VZHLADOM NA TO, ZE Zmluvni partneri
disponuju znalost’ami, sktisenost’ami,
zariadenim, vybavenim a zdrojmi potrebnymi
na vykonanie Klinického skuSania podla
svojho najlepsieho vedomia a majd pristup k

poliklinikou Brezno, n.o. Banisko 273/1, 977
01 Brezno, Slovak Republic (hereinafter
referred to as the “Principal Investigator”)
(the Center and the Principal Investigator
hereinafter collectively referred to as the
“Contracting Partners”; Janssen, CRO, the
Center and the Principal Investigator
hereinafter referred to as the “Contracting
Party” or collectively as the “Contracting
Parties”)

Preamble
WHEREAS, Janssen has appointed CRO to
procure the services under this Agreement and
to provide the same to Janssen.

WHEREAS, CRO has asked the Contracting
Partners to provide services to CRO as
described in this Agreement by conducting a
clinical trial, which is sponsored by Janssen-
Cilag International NV, Turnhoutseweg 30, B-
2340 Beerse, Belgium, EU involving the study
drug Milvexian (hereinafter called the
“Investigational medicinal product”) named
Librexia ~with the protocol number
70033093AFL3002 and EudraCT number
2022-501419-15-00 (hereinafter referred to as
the “Clinical Trial”) in accordance with
protocol no. 70033093AFL3002 "A Phase
3, Randomized, Double-Blind, Double-
Dummy, Parallel Group, Active Controlled
Study to Evaluate the Efficacy and Safety of
Milvexian, an Oral Factor Xla Inhibitor, Versus
Apixaban in Subjects with Atrial Fibrillation"
(including subsequent Protocol amendments)
which will be provided to the Contracting
Partners by Janssen/CRO and which may be
unilaterally  updated by  Janssen/CRO
(hereinafter referred to as the “Protocol”).

WHEREAS, the Contracting Partners possess
the  knowledge, experience, facilities,
equipment and resources necessary for
conducting the Clinical Trial, have - to the best
of their knowledge - access to the required
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pozadovanému poctu ucastnikov skuSania
podl’a kritérii pre zaradenie alebo vyradenie
tak, ako su vymedzené v Protokole, a suhlasili
Klinické sktsanie vykonat” na zéklade
podmienok uvedenych niZsie.

PRETO SA TERAZ Zmluvné strany na
zaklade tychto podmienok avzajomnych
prisfubov a dohéd vyjadrenych v tejto
Zmluve dohodli takto.

CL 1 - Predmet Zmluvy

1.1 Predmetom tejto Zmluvy je vykonanie
Klinického skusania v Centre a rozdelenie
povinnosti  slvisiacich s  Klinickym
skasanim medzi Spolo¢nost’ Janssen a
Zmluvnych partnerov. Predmetom tejto
Zmluvy st zavazky Zmluvnych partnerov
tykajuce sa vykonania Klinického
skuSania za podmienok dohodnutych v
tejto Zmluve a zAavézok spolo¢nosti
Janssen k Uhrade odmeny za spravne
vykonanie Klinického sktSania.
Akékol'vek odchylky od Protokolu a
dodatky k Protokolu, vratane najma
akéhokol'vek vySetrovania alebo sktiSania
dopliiyjucich klinickych ¢i laboratornych
parametrov, vyzaduji predchadzajuci
pisomny sthlas spolo¢nosti Janssen
a akychkol'vek pozZiadaviek regula¢nych
Uradov pred zavedenim.

1.2 Klinické skuSanie liekov sa vykonava
podla § 29 az 44 zékona €. 362/2011 Z. z.
o liekoch a zdravotnickych poméckach a
o naslednych zmenach a doplneniach
niektorych zakonov (dalej len “Zé&kon o
liekoch”).

1.3 Zmluvné strany sa dohodli, ze Protokol
vratane vSetkych naslednych zmien
a doplneni Protokolu, ktoré su zaélenené
formou odkazu ako Priloha [1], ak nie su
pripojené k tejto Zmluve, ale si zname
vSetkym Zmluvnym strandm, a Prilohy
tvoria neoddelitelnt stcast’ tejto Zmluvy.

number of trial subjects based on the inclusion
or exclusion criteria as laid down in the
Protocol and have agreed to conduct the
Clinical Trial on the terms and conditions
hereinafter set forth.

NOW, therefore, in consideration of the
premises and the mutual promises and
covenants expressed herein, the Contracting
Parties agree as follows.

Article 1 — Subject of the Agreement

1.1 The subject of the Agreement is the
performance of the Clinical Trial at the
Center and the division of Clinical Trial-
related obligations among Janssen and the
Contracting Partners. The subject of the
Agreement are covenants of the
Contracting Partners to conduct the Clinical
Trial under the terms and conditions agreed
herein and the covenant of Janssen to pay
remuneration for a duly conducted Clinical
Trial. Any deviations from the Protocol or
amendments of the Protocol, including
without limitation, any investigation or
evaluation of additional clinical or
laboratory parameters, require the prior
written approval of Janssen as well as any
necessary regulatory requirements before
implementation.

1.2 The Clinical Trial is performed pursuant to
Sections 29 to 44 of No. 362/2011 Coll., on
pharmaceuticals and medical devices and
any subsequent amendments to certain acts
thereto (hereinafter the “Pharmaceuticals
Act”).

1.3 The Contracting Parties agree that the
Protocol, including any subsequent
Protocol amendments, incorporated by
reference as Appendix [1], if not attached
hereto but known to all parties, and the
Appendices form an integral part of this
Agreement
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Cl. 2 - Povinnosti Zmluvnych partnerov

2.1 Zmluvni partneri sa zavdzuji vykonat' a
zdokumentovat’ Klinické skiiSanie a viest’
zaznamy a Udaje hospodarne a s nalezitou
odbornou  starostlivostou v prisnom
sulade s (a) Protokolom; a (b)
podmienkami tejto Zmluvy
a identifikovanymi ¢asovymi ramcami; a
(c) etickymi zasadami  Helsinskej
deklaracie; a (d) Harmonizovanym
trojstrannym  usmernenim ICH pre
spravnu  Klinickl  prax vratane jeho
naslednych ~ zmien a  vSeobecne
akceptovanymi ~ normami  spravnej
klinickej praxe; a (e) vSetkymi
prisluSnymi regula¢nymi poziadavkami; a
(f) vSetkymi prikazmi a smernicami
prisluSnych orgénov verejnej moci a
spradvy a etickych komisii, ak také
existuju; (g) dokumentom vydanym
spolo¢nostou Janssen nazvanym
,,Prirucka pre skasajuceho”
(Investigator’s  Brochure, dalej len
»Prirucka”)  obsahujucej vSetky v
sucasnosti ~ zname  informacie o
produkte/liecku  pouzitom v Klinickom
skiSani a jeho vlastnostiach. Prirucku
spolo¢nost  Janssen/CRO  odovzda
Hlavnému skuSajicemu a bude ju
aktualizovat’ v periodicite vyZzadujlcej
stavom Klinického skusania alebo
stanovenej pravnymi predpismi. Prirucka
bude  pripojend k  dokumentécii
Klinického skusania v sulade
s poziadavkami pravnych predpisov; (h)
vSeobecnymi podmienkami spolo¢nosti
Janssen (pokial’ ich spolo¢nost’ Janssen
pisomne vydala a poskytola Centru) o
vykondvani  klinickych  sktSani, s
vynimkou tych podmienok, ktoré su
upravene touto Zmluvou. Centrum sa
zavdzuje poskytnut’ primerané zdroje a
vybavenie na vykonavanie Klinického
skusania.

2.2 Klinické sktsanie bude v Centre
vykondvané pod dohl'adom Hlavného
skusajuceho, ktory je zodpovedny za jeho

Article 2 — Obligations of the Contracting
Partners

2.1 The Contracting Partners shall conduct and
document the Clinical Trial and maintain
records and data in a diligent and efficient
manner in strict compliance with (a) the
Protocol; and (b) the terms and conditions
of this Agreement and identified timelines;
and (c) the ethical principles of the
Declaration of Helsinki; and (d) the ICH
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to
time as well as generally accepted standards
of Good Clinical Practice; and (e) all
applicable legal and regulatory
requirements; and (f) all orders and
directives of competent public
administration  authorities and ethics
committees, if any; and (g) a document
issued by Janssen entitled “Investigator’s
Brochure” (hereinafter the “Brochure”),
which contains all currently known
information on the product/medication used
in the Clinical Trial and on its properties.
Janssen/CRO shall provide the Principal
Investigator with the Brochure and shall
periodically update the Brochure as
required by the status of the Clinical Trial
or set out in the legal regulations. The
Brochure will be appended to the Clinical
Trial documents if required by applicable
regulation; (h) general terms and conditions
of Janssen (provided that Janssen has issued
them and submitted them in writing to the
Center) on the conduct of clinical studies,
except for the conditions modified by this
Agreement. The Center shall provide
adequate resources and facilities for the
performance of the Clinical Trial.

2.2 The Clinical Trial at the Center shall be
conducted under the supervision of the
Principal Investigator who shall be
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riadny priebeh. Hlavny skuaSajuci je
zodpovednym veducim skupiny
skusajacich v pripade, Zze Klinické
skusanie je v Centre vykonavané viac ako

jednym skusajucim (dalej len
“Skusajici”’). Hlavny skusajuci je
zodpovedny za  celkovd  pohodu

ucastnikov skusania zGc¢astnujucich sa na
Klinickom skuSani  z hladiska
poskytovania zdravotnickych sluzieb na
primeranej odbornej trovni.

responsible for due course of the Clinical
Trial. The Principal Investigator is the
responsible head of the group of
investigators in case the Clinical Trial is
conducted at the Center by several
investigators (hereinafter referred to as
“Investigators”). The Principal
Investigator is responsible for the well-
being of the trial subjects participating in
the Clinical Trial in terms of professional
medical services provided.

2.3 The Principal Investigator will also serve as
the contact person for CRO and Janssen
with regard to the Clinical Trial at the
Center, unless this Agreement specifies
otherwise. The Principal Investigator shall
conduct the Clinical Trial as part of his or
her employment at the Center.

2.3 Hlavny skusajtci sucasne bude slazit’ pre
CRO a spolo¢nost’ Janssen ako kontaktna
osoba v Centre vo vzt'ahu ku Klinickemu
skasaniu, pokial nie je nizSie v tejto
Zmluve stanoven¢ inak. Hlavny skuSajuci
vykonava Klinické sktSanie v rdmci
svojho pracovného pomeru k Centru.

2.4 The Center shall allow and the Principal
Investigator  shall ensure that the
Investigators and other persons involved
with the Clinical Trial (hereinafter referred
to as “Clinical Trial Team Members”)
comply with the terms and conditions of
this Agreement and both will be responsible
for the services performed by them. The
Center shall ensure through the Principal
Investigator that original and new Clinical
Trial Team Members are appropriately
trained, qualified and educated, and that
they participate in all training sessions
regarding the Clinical Trial, including any
good clinical practice training required and
organized by CRO or Janssen. Principal
Investigator shall be responsible for leading
such team of Clinical Trial Team Members
and shall ensure that an updated list is
maintained. Janssen or CRO shall have the
right to reject specific Clinical Trial Team
Members, if Janssen or CRO deems them
not appropriately educated and/or qualified.
Clinical Trial Team Members are
employees of the Center. Clinical Trial
Team Members and the Principal
Investigator shall attend trainings organized
for them by CRO or Janssen in connection
with the Clinical Trial, and the Center shall
allow such persons to attend. CRO/Janssen

2.4 Centrum sa zavédzuje umoznit’ a Hlavny
skuSajuci sa zavdzuje zabezpelit, aby
Sktsajuci a ostatné osoby zahrnuté do
vykonavania Klinického skusania (dalej
len  “Clenovia timu  Klinického
skasania”) konali v  sulade s
podmienkami tejto Zmluvy, a obaja budu
zodpovedat’ za sluZzby vykonané tymito
¢lenmi. Centrum sa prostrednictvom
Hlavného skusajuiceho zavizuje
zabezpetit', ze povodni aj novi Clenovia
timu klinického sktsania sO riadne
preskoleni, kvalifikovani a vzdelani, a Ze
sa zOCastiiuji na vsetkych Skoliacich
stretnutiach o Klinickom skusSani vratane
Skoleni na spravnu klinick  prax
vyzadovanych a zabezpeCovanych CRO
alebo spolo¢nostou Janssen  Hlavny
sktsajiuci je zodpovedny za vedenie
takéhoto timu clenov timu klinického
skuSania a zabezpeci vedenie
aktualizovaného zoznamu. Spolo¢nost’
Janssen alebo CRO ma pravo odmietnut’
konkrétnych Clenov timu Kklinického
skuSania ak sa spolo¢nost’ Janssen alebo
CRO domnieva, ze nie su prisluSne
vzdelani a/alebo kvalifikovani. Clenovia
timu klinického skisania si zamestnanci
Centra. Clenovia timu  Klinického
skuSania a Hlavny skuaSajici sa budu
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zacéastiiovat’ na Skoleniach, ktoré v shall reimburse reasonable travel and

stvislosti s Klinickym sk$anim pre tieto accommaodation costs, if applicable related
osoby CRO alebo spolo¢nost’ Janssen to the trainings under this article, but no
zorganizuje a Centrum je povinneé takato remuneration shall be provided to
ucast’ umoznit. Spolo¢nost’ Janssen/CRO participants or any other persons for
nahradi primerané cestovné a ubytovacie attending such trainings.

naklady suvisiace so vzdelavanim podla
tohto ¢lanku, ak to bude potrebné, ale za
ucast na tomto vzdeldvani nendlezi
ucastnikom ani nikomu inému ziadna

odmena.

V pripade  zaslepenia  Klinického Use of Randomization Codes: The
skuSania; pouZivanie randomiza¢nych Principal Investigator conducting a blinded
kodov: Hlavny skasajuci, ktory vykonava study agrees to maintain the blinding of the
zaslepené klinické skuSanie, suhlasi so Investigational medicinal product. The
zachovanim zaslepenia Skusaného lieku. Principal Investigator understands that the
Hlavny skasajici berie na vedomie, Ze randomization codes will be released upon
randomiza¢né kody budiu zverejnené po completion of the Clinical Trial and
ukonceni Klinického skuSania finalization of the database by Janssen. For
a finalizacii ~ databazy  spolo¢nost'ou multi-center studies, data from all centers
Janssen.  V pripade  multicentrickych are required before the Clinical Trial is
klinickych skuSani sa pred ukoncenim considered complete. Should a medical
Klinického sktsania vyzaduju udaje zo emergency occur requiring the Principal
vSetkych  centier. Ak sa vyskytne Investigator to break the code for a specific
naliehava zdravotna situédcia, ktord si subject, the Principal Investigator agrees to
vyZzaduje, aby Hlavny sktsajuci prelomil notify Janssen immediately.

kod pre konkrétneho ucastnika, Hlavny
skaSajuci  sa  zavdzuje = okamZite
informovat’ spolo¢nost’ Janssen.

2.5 Centrum sa zavazuje umoznit’ Hlavnému | 2.5 The Center shall make it possible for the

sktisajucemu, Skusajiucim a Clenom timu Principal Investigator, Investigators and
klinického skusania zucastiovat’ sa podl'a Clinical Trial Team Members, as required,
potreby na stretnutiach Skusajtcich a to participate in Investigators’ meetings and
telekonferencii ~ uskutocnovanych v teleconferences held in the course of the
priebehu Klinického skuSania v rozsahu Clinical Trial to the extent requested by
pozadovanom CRO alebo spolo¢nostou CRO or Janssen.

Janssen.

2.6 Kazdé wuzatvorenie subdodavatel'skej | 2.6 Any subcontracting of any of the Center’s
zmluvy, ktorej predmet plnenia tretej obligations under this Agreement to a third
strany sa bude tykat ktorejkol'vek z party requires the prior written consent of
povinnosti Centra na zéklade tejto Janssen. Granting of such consent shall be
Zmluvy, si vyzaduje predchadzajici within Janssen’s sole discretion. In the case
pisomny suhlas spolo¢nosti Janssen. that such Janssen’s consent is granted, the
Udelenie takéhoto stihlasu je na vylu¢nom Center shall:

rozhodnuti spolo¢nosti Janssen. V pripade
udelenia takéhoto suhlasu zo strany
spolo¢nosti Janssen , Centrum:
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2.6.1je povinné zabezpecit' u subdodavatel’a

na ktorého svoju povinnost’ prendsa,
dodrziavanie podmienok tejto Zmluvy,
(a) ktoré su vzhladom k charakteru
pozadovanej sluzby relevantné vratane
najma leh6t na plnenie povinnosti a (b)
na ktorych zéaklade tretia strana postupi
vSetky prava k vysledkom svojej
¢innosti/Klinického sktiSania na
Centrum a/alebo spolo¢nost’ Janssen a
(c) podla ktorych tretia strana umozni
spolo¢nosti Janssen ¢i CRO alebo tretim

stranam zmluvne opravnenym
spolocnostou Janssen ¢i CRO a
prislusSnym regulacnym uradom

vykonanie auditov a inSpekcii u takejto
tretej strany, C€o sucasne neznamena
obmedzenie povinnosti Centra Vo
vztahu k auditom a inSpekcidm ad)
zabezpeci, aby vSetci takito
subdodavatelia mali prislusna licenciu
aopravnenie aaby sa zacastnili na
vSetkych  prislusnych Skoleniach
vedenych spolo¢nostou Janssen alebo
jej poverenou osobou, alebo CRO
o spravnom  vykonavani  protokolu,
poziadavkach na bezpecnost’
a podavanie sprav a akychkol'vek inych
prisluSnych usmerneniach tykajacich sa
Klinického skuSania a vykonavania
Protokolu, a

2.6.2bude niest zodpovednost za riadne

plnenie vsetkych povinnosti, ktoré budu
predmetom subdodavatel'skych zmlav
a zodpoveda za akékol'vek porusenie
podmienok tejto Zmluvy akoukol'vek
tret'ou stranou.

2.7 Zmluvni partneri sa zavizuji vynaloZit

vSetko Ttusilie na zaradenie ucastnikov
skusania do Klinického sktisania v sulade
s poziadavkami na zarad'ovanie a
lehotami ustanovenymi v Protokole.
Stcasné lehoty vztahujice sa k
vykonavaniu Klinického skaSania st
nasledovné:

2.6.1make sure that such subcontractors
comply with the terms and conditions of
this Agreement (a) that are relevant to the
nature of requested services, including —
without limitation - the timelines for
fulfilling obligations and, (b) based on
which the third party shall assign all rights
with regard to the results of its
performance/the Clinical Trial to the
Center and/or Janssen and (c) based on
which the third party shall allow Janssen
or CRO or third parties contracted by
Janssen or CRO and competent regulatory
authorities to perform audits and
inspections at such a third party’s site,
whereas this shall not limit the Center’s
obligations with respect to audits and
inspections and, d) shall ensure that all
such subcontractors are appropriately
licensed and credentialed and that they
will attend all applicable trainings
conducted by Janssen or its designee or
CRO in the proper performance of the
Protocol, safety and reporting
requirements, and any other applicable
guidelines relevant to the Clinical Trial
and performance of the Protocol; and

2.6.2be responsible for due performance of all
subcontracted duties and liable for any
breach of the terms and conditions of this
Agreement by any such third party.

2.7 The Contracting Partners agree to make
maximum efforts to enroll trial subjects in
the Clinical Trial in accordance with the
inclusion requirements and timelines set
forth in the Protocol. The current timelines
for conducting the Clinical Trial are as
follows:

2.7.1 Predpokladany =zaciatok naboru | 2.7.1 Recruitment of trial subjects is expected
ucastnikov skusania je september 2023 to begin on September 2023 and to be
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2.9 Zmluvni

s predpokladanym ukoncenim 19. Méja
2027. Nabor uc¢astnikov skusania sa vzdy

riadi aktualnymi podmienkami
Protokolu.
2.7.2  Zmluvni partneri suhlasia, Ze

spolo¢nost’ Janssen alebo CRO moéze
jednostranne kedykol'vek zmenit’ pocet
ucastnikov skusSania, ktorych Hlavny
skasajuci do Klinického skisania moze
zaradit' a/alebo casovy harmonogram
ndboru, a to prostrednictvom vydania
pisomného pokynu ku Klinickemu
skasaniu. Takyto pokyn sa nebude
vzt'ahovat’ na uz zaradenych ucastnikov
skusania.

2.8 Hlavny skaSajuci  sa zavdzuje do

Klinického skuSania zaradit’ iba riadne
spbsobilych t¢astnikov sktisania v sulade
s Protokolom a oznamit zaradenie
ucastnika  skGSania do  Klinického
skuSania s uvedenim ¢isla rozhodnutia o
Klinickom skuSani a datumu zaradenia

ucastnika  skasania do  Klinického
skuSania zdravotnej poistovni
vykonavajucej verejné zdravotné
poistenie ucastnikovi skuSania

bezodkladne po zaradeni tcastnika
skusania do Klinického sktiSania v sulade
s ustanovenim § 44 pism. o) Zakona o
liekoch.

partneri  sa  zavazujd
zabezpecit, ze Klinické skuSanie bude
vykonavané v sulade s povolenim alebo
sthlasom k ohlaseniu vydanym Statnym
ustavom pre kontrolu lie¢iv na
Slovensku a suhlasmi prislusnych
etickych  komisii. Zmluvni partneri
nesmu zacat’® Klinické skusSanie bez
tychto  schvaleni, oznameni a

akychkol'vek d’alSich zékonom
pozadovanych  schvaleni.  Zmluvni
partneri  sa  zavdzuji  poskytnat

spolo¢nosti Janssen a CRO stc¢innost’ pri
priprave dokumentov tykajucich sa
Klinického sktSania a odovzdat
spolocnosti Janssen alebo tretej strane
urcenej spolo¢nostou
Janssenbezodkladne vSetky vyhlasenia
potrebné na povolenie Klinického

completed by 19 May 2027 . Recruitment
of trial subjects is always governed by
current terms and conditions of the
Protocol.

2.7.2 The Contracting Partners agree that CRO

or Janssen may unilaterally change the
number of trial subjects that the Principal
Investigator shall include in the Clinical
Trial and/or the recruitment timeframe by
issuing a written instruction for the
Clinical Trial. Such an instruction shall
not concern the already enrolled trial
subjects.

2.8 The Principal Investigator agrees to include

in the Clinical Trial only such trial subjects
that are duly suitable for the Clinical Trial
in compliance with the Protocol and
announce the inclusion of the trial subject
to the Clinical Trial specifying the decision
number of the Clinical Trial and the date of
inclusion of the trial subject in the Clinical
Trial to the health insurance company
conducting the Public Health Insurance of
trial subject immediately after inclusion of
the trial subject to Clinical Trial in
accordance with the provisions of Section
44 letter o) of the Pharmaceuticals Act.

2.9 The Contracting Partners agree to ensure

that the Clinical Trial shall be conducted in
compliance with the approval or consent
with notification issued by the Slovak State
Institute for Drug Control and approvals of
the  appropriate  competent  ethics
committees. The Contracting Partners may
not start the Clinical Trial without such
approvals, notifications and any further
legally  required approvals. The
Contracting Partners agree to cooperate
with CRO and Janssen in preparing
documents concerning the Clinical Trial
and to immediately provide Janssen or a
third party specified by Janssen with all
declarations necessary for the approval of
the Clinical Trial by regulatory authorities
and/or ethics committees, including
without limitation, if applicable, (i)
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sktiSania regulacnymi organmi a/alebo
etickymi komisiami, vratane najmé (i)
Vyhlasenia o finanénych zaujmoch, (ii)
Zivotopisov a (iii) potvrdenia o
zodpovedajucom  vybaveni  miesta
skUsania. Zmluvni partneri sa zavizuju
zabezpeCit, ze poskytnuté dokumenty
tykajtce sa Klinického skusania st uplné
a spravne. Vyhlasenie o finan¢nych
zaujmoch musi napriklad obsahovat
vSetky finan¢né vzt'ahy medzi Hlavnym
skusajiicim a ktorymkol'vek Clenom
timu klinického skusania, a ich finan¢né
zaujmy na jednej strane a spolo¢nost'ou
Janssen alebo ktoroukol'vek o0sobou
pridruzenou k spolo¢nosti Janssen, na
strane druhej, vratane najma odmeny
alebo iného finan¢ného prospechu
prijatého kazdym z nich od spolo¢nosti
Janssenalebo  ktorejkol'vek  z 0s6b
pridruzenych k spolo¢nosti Janssen za
konzulta¢né cinnosti alebo iné sluzby
nepokryté touto Zmluvou. Vyhlasenia o
financnych zdujmoch by mali byt tiez
predlozené¢ v priebehu Klinického
skaSania, pri jeho zmene a jeden rok po
skonceni Klinického sktiSania na Ziadost’
CRO alebo spolocnosti  Janssen.
“Pridruzenou osobou” je akakol'vek
pravnicka osoba alebo spolo¢nost’, ktora
(@) je ovladanou osobou v zmysle § 66a
ods. 1 Obchodného zékonnika, (b) je
ovladajucou osobou v zmysle § 66a ods.
2 Obchodného zékonnika, (c) je osobou
ovladanou tou istou ovladajucou
osobou, (d) je ¢lenom tej istej skupiny,
alebo (e) ktord priamo alebo nepriamo,
prostrednictvom jedného alebo
viacerych sprostredkovatel'ov, vykonava
kontrolu, je kontrolovana alebo je pod
spolo¢nou kontrolou so Zmluvnou

stranou.

V sulade S pravnymi predpismi
a nariadeniami platnymi v Centre je
CRO alebo  spolo¢nost  Janssen

zodpovedna za to, ze pred zacatim
Klinického skuSania ziska od prislusnej
etickej komisie suhlas s Protokolom
a jeho zmenami, formularom

Financial Interest Declarations, (ii) CVs
and (iii) confirmation of adequate trial site
facilities. The Contracting Partners shall
ensure that the provided Clinical Trial
documents are complete and correct. For
example, the Financial Interest
Declarations shall contain all financial
relations between, and financial interests
of, the Principal Investigator and any
Clinical Trial Team Member, on one hand,
and Janssen or any of Janssen’s affiliates,
on the other hand, including - but not
limited to - remuneration or other financial
benefits received by each of them from
Janssen or any of Janssen’s affiliates for
consultations or other services not covered
in this Agreement. The Financial Interest
Declarations should also be submitted
during the course of the Clinical Trial,
upon a change in the Clinical Trial and one
year after completion of the Clinical Trial,
upon request by Janssen or CRO.
“Affiliate” shall mean any legal entity or
company, which (a) is a controlled person
pursuant to Section 66a para. 1 of the
Commercial Code, (b) is a controlling
person pursuant to Section 66a, para. 2 of
the Commercial Code, (c) is a person
controlled by the same controlling person,
(d) is a member of the same group, or (e)
which directly or indirectly, through one or
more intermediaries, controls, is controlled
by or is under joint control with a
Contracting Party.

In accordance with the laws and
regulations applicable at the Center, CRO
or Janssen shall be responsible for
obtaining approval of the Protocol and its
amendments, informed consent form,
Clinical Trial recruitment procedures (e.g.
announcements, financial compensation if
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2.10 Hlavny

informovaného  sudhlasu,  postupmi
naboru do Klinického skasania (napr.
oznamenia, pripadné finan¢né
kompenzicie) a akymikol'vek inymi
relevantnymi dokumentmi suavisiacimi
s Klinickym skuSanim. V pripade, ze
etickd komisia  vyzaduje  zmeny
v Protokole, formulari informovaného
suhlasu alebo postupoch naboru do
Klinického skusania, takéto zmeny sa
vykonaji az po oznameni CRO
a pisomnom schvaleni. Protokol,
formular informovaneho sthlasu
a akakol'vek reklama sa nesmu revidovat’
bez  predchadzajuceho  pisomného
sthlasu CRO alebo spolo¢nosti Janssen
a etickej komisie.

skiSajaci  sa  zavidzuje
vsetkych ucastnikov skusania
zodpovedajucim spésobom informovat’ o
cieloch, metddach, predpokladanych
prinosoch a potencialnych rizikach
Klinického skusaniaa 0 okolnostiach, za
ktorych by ich osobné tidaje mohli byt
spristupnené spolo¢nosti Janssen, jej
Pridruzenym osobam, prisluSnym
organom, tretim stranam, ktoré poskytuju
sluzby  spolo¢nosti  Janssen a/alebo
etickym komisiam. Hlavny skuSajici sa
zavizuje zabezpecit', Ze tiCastnici skisania
sa zOCastnia na Klinickom skusani az
potom, ¢o podpiSu informovany suhlas

ucastnika skuSania poskytnuty
spolo¢nostou  Janssen/CRO.  Hlavny
sktiSajiici  uchovd  original  takého

podpisaného suhlasu v zdravotnickej
dokumentécii  Uastnika skaSania. Ak
ucastnik skuSania svoj sthlas v priebehu
Klinického skusSania odvola, Zmluvni
partneri nesmi vo vztahu k tomuto
ucastnikovi  vykonat Ziadne dalSie
postupy v ramci Klinického skusania
okrem pripadnych opatreni tykajucich sa

dalSieho sledovania  predpisanych
Protokolom, s ktorymi ucastnik skuSania
sthlasil vo formuléri informovaného

sthlasu. Nasledna liecba ucastnika, ktora
nesuvisi s Klinickym skt$anim, je
vyhradnou lekarsku zodpovednostou a

2.10 The Principal

any) and any other relevant documents in
connection with the Clinical Trial, from the
appropriate ethics commitee prior to
commencement of the Clinical Trial. In the
event the ethics commitee requires changes
in the Protocol, informed consent form or
Clinical Trial recruitment procedures, such
changes shall not be implemented until
CRO is notified and gives its written
approval. The Protocol, the informed
consent form, and any advertising shall not
be revised without the prior written
agreement of CRO or Janssen and the
ethics commitee.

Investigator agrees to
appropriately inform all trial subjects of
the objectives, methods, expected benefits
and potential risks of the Clinical Trial
and the circumstances under which their
personal data may be disclosed to Janssen,
its Affiliates, CRO, competent authorities,
third parties providing services for
Janssen and/or ethics committees. The
Principal Investigator agrees to ensure
that the trial subjects shall not participate
in the Clinical Trial until after they sign
the informed consent form provided by
Janssen/CRO. The Principal Investigator
shall keep the original of such signed
consent form in the trial subjects’ medical
records. If such consent is revoked in the
course of the Clinical Trial, no further
Clinical Trial-related procedures may be
performed by the Contracting Partners
with regard to the respective trial subject,
except for any Clinical Trial-related
follow-up monitoring laid down in the
Protocol and consented to by the trial
subject in the informed consent form.
Subsequent treatment of the trial subject,
which is not related to the Clinical Trial,
lies in the sole medical responsibility and
legal liability of the Contracting Partners.
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pravnou zodpovednostou Zmluvnych
partnerov.

Formular informovaného suhlasu bude
obsahovat pravo CRO, spoloc¢nosti
Janssen ajej poverenych 0s6b
a prislusnych  Staitnych  orgdnov  na
preskimanie nespracovanych Udajov
z Klinického sktSania vratane
origindlnych zdznamov o ucastnikoch pri
vSetkych monitorovacich a kontrolnych
¢innostiach potrebnych na zabezpecenie
kvality a suladu s Protokolom, ako aj so
vSetkymi  pravnymi  a regula¢nymi
poziadavkami. Formular informovaného
slhlasu moOZe obsahovat aj pravo
spolo¢nosti Janssen a jej pridruzenych
0s6b  vykonavat" dodato¢né kontroly
Udajov s cielom preskimat’ bezpecnost’
a ucinnost’ Skusaného produktu a inych
produktov alieCob scielom lepSie
porozumiet’ chorobe alebo zlepsit’
ucéinnost’ buddcich Klinickych skisani.

2.11 Hlavny  skutsajuci sa zavazuje
zabezpeCit, ze ucCastnikom skuSania
zaradenym do Klinického skusania sa v
Centre nebudu podavat’ iné
neregistrované lieky podla § 46 zdkona
o lieckoch a v zmysle Vyhlasky
Ministerstva  zdravotnictva SR ¢.
507/2005 Z.z., ktorou sa upravujd
podrobnosti 0 povol'ovani
terapeutického  pouZitia  hromadne
vyrébanych liekov, ktoré nepodliehajd
registracii, a podrobnosti o ich Uhrade na
zéklade verejného zdravotného
poistenia, ani sa nebudt zacastiiovat’ na
inom klinickom skuasani, pri ktorom by
ucastnici  skuSania  dostavali v
Slovenskej republike neregistrovany
liek v priebehu Klinického skusania bez
predchadzajuceho pisomného suhlasu
spolo¢nosti Janssen.

2.12 Ak pocas Klinického skusania v Centre
dojde k poskodeniu zdravia UcCastnika
skusania, Hlavny skasajuci sa zavazuje
informovat o kazdej takejto udalosti
spolo¢nost’ Janssen (i) v pripade zavazného

2.11

2.12

The informed consent form will include
the right for CRO, Janssen and its
designees and applicable government
authorities to review raw Clinical Trial
data, including original subject records, in
all monitoring and auditing activities
required to ensure quality assurance and
compliance with the Protocol as well as
all legal and regulatory requirements. The
informed consent form will also include
the right for Janssen and its affiliates to
conduct additional reviews of the data to
study the safety and efficacy of the
Investigational medicinal product and
other products and treatments, to develop
a better understanding of disease or to
improve the efficiency of future clinical
studies.

The Principal Investigator shall ensure
that the trial subjects included in the
Clinical Trial do not receive other
unregistered medicinal products
according to  Section 46  of
Pharmaceuticals Act and within the
meaning of Decree of Ministry of Health
of the SR no. 507/2005 Coll., regulating
details on authorization of the therapeutic
use of mass-produced medicines which
are not subject to registration and details
of their payment on the basis of public
health insurance, nor shall they
participate in any other clinical trial in
which the trial subjects would use
medicinal products not registered in the
Slovak Republic in the course of the
Clinical Trial without the prior written
consent of Janssen.

If in the course of the Clinical Trial at the
Center trial subjects’ health is harmed, the
Contracting Partners shall inform Janssen
of any such event (i) in case of any serious
adverse effect and/or serious adverse
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neziaduceho uCinku a/alebo  zévaznej
neziaducej udalosti a/alebo v pripadoch
tehotenstva, ak také existujd, bezodkladne,
najneskor vSak do 24 hodin po tom, ¢o sa
dozvedia 0 akychkol'vek zavaznych
neziaducich udalostiach a inych dolezitych
zdravotnych udalostiach, ako sU uvedené
Vv Protokole, ktoré sa tykaju ktoréhokol'vek
ucastnika Klinického skusania a (ii) v pripade
neziaduceho 1ucinku a/alebo neziaducej
udalosti  bezodkladne v ramci leh6t
stanovenych v Protokole a inych pokynoch
danych spolo¢nostou Janssen 0 hlaseni
udajov tykajacich sa bezpe€nosti a hlavny
skusajuci je povinny v nadvaznosti na vsetky
takéto spravy vypracovat podrobné pisomné
spravy v sulade s Protokolom a vsetkymi
platnymi pravnymi a regula¢nymi
poziadavkami. Sucastou takého hlasenia
musi byt’ tieZ posudenie pricinnej suvislosti.
O akomkol'vek inom poskodeni zdravia
ucastnika sktSania alebo akomkol'vek
zavaznom poruseni Protokolu alebo pokynov
spravnej Klinickej praxe musia Zmluvni
partneri informovat CRO a spolo¢nost
Janssen hned’, ako sa Zmluvni partneri
dozvedia otakomto poskodeni alebo
poruseni. Zmluvni partneri budd vzdy
spolupracovat’s CRO a spolo¢nost'ou Janssen
pri jej hlaseniach vSetkych zavaznych
neziaducich udalosti a podozreni na
neziaduce UCinky produktov alebo liekov
SUKL, Etickej komisii, prisluinej zdravotnej
poistovni vykondvajdcu verejné zdravotné
poistenie ucastnikovi sktSania, pripadne
prislusSnym orgénom clenskych $tatov, na
ktorych Gzemi sa vykonava multicentrické
klinické skusanie, a v pripade, ak to stanovuju
pravne predpisy alebo o to poziada
spolo¢nost’ Janssen, poskytni prislusSnym
orgdnom aj pozadované informécie. Zmluvni
partneri su povinni poskytovat CRO a
spolo¢nosti Janssen sucinnost’” s plnenim
povinnosti tykajicich sa hlaseni neziaducich
udalosti.

2.13 Hlavny skuSajici sa zavazuje bez
zbyto¢ného odkladu zodpovedat’ vSetky
otazky spolo¢nosti Janssen alebo CRO
alebo 0sdb poverenych spolo¢nost'ou

2.13

events and/or, if applicable, in case of
pregnancy, immediately but no later than
24 hours after learning of any serious
adverse events and other important
medical events, as identified in the
Protocol, affecting any Trial Subject in
the Clinical Trial and (ii) in case of any
adverse effect and/or adverse event
immediately  within  the timelines
specified in the Protocol and other
instructions on  safety-related data
reporting provided by Janssen. Such
reporting must also include an assessment
of causality and the Principal Investigator
shall follow up all such reports with
detailed, written reports in compliance
with Protocol, all applicable legal and
regulatory requirements. Any other harm
to health of trial subjects or any breach of
the Protocol or good clinical practice
guidelines must be reported to CRO and
Janssen as soon as the Contracting
Partners become aware of any such harm
or breach. The Contracting Partners will
always cooperate with CRO and Janssen
in its reports of all serious adverse events
and adverse events suspected of the
investigational medicinal product to
SUKL, the Ethics Committee, the
relevant health insurance company
performing public health insurance of
Trial Subjects, or the competent
authorities of the countries in whose
territory the multicentre clinical trial is
performed, and in case it is stipulated by
the legislation or required by Janssen, will
also provide to the relevant authorities
requested information. The Contracting
Partners are obliged to cooperate with
CRO and Janssen with the reporting of
adverse events.

The Principal Investigator agrees to
immediately answer any questions of
Janssen or CRO or persons authorized by
Janssen or CRO regarding adverse event
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Janssen alebo CRO tykajace sa
dokumentacie neziaducej udalosti. Toto
zahfiia najmd  aktivne nasledné
sledovanie a objasnenie prislusnych
nezrovnalosti v hlaseniach neziaducich
udalosti a udalosti tehotenstva. Na ucel
hlasenia neziaducich udalosti a udalosti
tehotenstva su Zmluvni partneri povinni
pouzivat formulare poskytnuté
spolo¢nost’ou Janssen, ak také existuju.

2.14 Pocas a po skonceni Klinického

skiSania sa zavdzuju Zmluvni partneri
predlozit CRO a spolocnosti Janssen
vSetky dokumenty prijaté od Statnych
orgdnov, etickych  komisii  a/alebo
prislusnych regula¢nych organov tykajuce
sa akychkol'vek suhlasov alebo povoleni
alebo  prislusnej  komunikdcie o
bezpecnosti vo vztahu ku Klinickému
skusaniu okamzite, no najneskdr do 24
hodin od ich prijatia.

2.15 Zmluvni partneri sa  zavazuju

pouzivat  SkuSany  lieck  avSetky
dokumenty, materialy  a vybavenie
stvisiace s Klinickym sktisanim

poskytnuté spolo¢nost’ou Janssen a/alebo
CRO vyluéne na ucely vykonavania
Klinického skusania a iba spdsobom
Specifikovanym v Protokole a v sulade
stouto Zmluvou. Zmluvni partneri sa
zodpovedni  za  riadne  prijimanie,
pouzivanie, manipuléciu, skladovanie a
vedenie dokladnej a presnej evidencie
zaobchadzania so SkuSanym liekom v
priebehu Klinického sktSania v stlade s
poziadavkami spravnej klinickej praxe,
spravnej lekarenskej praxe a Protokolom.
Navyse sa Zmluvni partneri zavazuju
vratit' alebo zabezpecit' riadne znicenie
nepouzitého Skusaného lieku, ak si CRO
alebo  spolo¢nost  Janssen zniCenie
vyZziadala pisomne (na primerané naklady
spolo¢nosti Janssen), a toto znicenie riadne
zdokumentovat. V pripade nacatého a
nespotrebovaného  SkuSaného  lieku,
ktorého forma podania je inflzia, zaistia
Zmluvni partneri  zniCenie ihned” po
priprave ¢i Uprave Skusaného lieku.

documentation. This includes - but is not
limited to - active follow-up monitoring
and clarification of relevant
inconsistencies in adverse event and
pregnancy reports. For the purposes of
adverse event and pregnancy reporting,
the Contracting Partners must use the
forms provided by Janssen, if applicable.

2.14 During and after completion of the

Clinical Trial, the Contracting Partners
shall submit to CRO and Janssen all
documents received from authorities,
ethics committee/s, and/or competent
regulatory authorities regarding any
consent or authorization or safety- related
communication with respect to the
Clinical Trial immediately but not later
than 24 hours following their receipt.

2.15 The Contracting Partners agree to use the

Investigational medicinal product and all
Clinical  Trial related documents,
materials and equipment provided by
Janssen and/or CRO exclusively for the
purposes of conducting the Clinical Trial
and only as specified in the Protocol and
in accordance with this Agreement. The
Contracting Partners are responsible for
the proper receipt, use, handling, storage
and keeping detailed and accurate records
of handling of the Investigational
medicinal product in the course of the
Clinical Trial pursuant to the requirements
of good clinical practice, good pharmacy
practice and the Protocol. The Contracting
Partners agree to return any unused
Investigational medicinal product or
properly destroy any unused
Investigational ~ medicinal  product,
provided that CRO or Janssen requested in
writing such destruction (at the reasonable
expense of Janssen), and properly
document  such  destruction.  The
Contracting Partners shall immediately
destroy any unfinished or unused
Investigational medicinal product
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2.16 Centrum sa tymto  zavazuje
zabezpecCit' uskladnenie, pripravu, kontrolu a
distribuciu Skasaného lieku v prisnom sulade
s ustanovenim Protokolu, ako aj v sulade so
vSeobecne zaviznymi pravnymi predpismi a
v sulade so vSetkymi ustanoveniami pokynov
pre klinické skusanie liekov Statneho Gstavu
pre kontrolu lie¢iv. Zmluvni partneri nebudu
vyzadovat’ zaplatenie Skusaného lieku alebo
akejkol'vek sluzby hradenej Spolo¢nost'ou
Janssen alebo CRO podla tejto Zmluvy od
ucastnika sktiSania alebo od tretej strany, ako
je napriklad zdravotna poistoviia alebo iné
predmety  alebo sluzby  poskytnuté
spolo¢nostou Janssen v suvislosti
s Klinickym skusanim, alebo akékol'vek
sluzby poskytnuté ucastnikom skuSania
v stvislosti s Klinickym skt$anim, za ktoré
sa plati v ramci Klinického skuSania.

2.17 Centrum sa zavdzuje menovat
zéstupcov, ktori splfiaja  kvalifikaéné
poziadavky na  vykon = povolania
farmaceuta  alebo  farmaceutického
laboranta v zmysle zadkona ¢. 578/2004
Z.z, o poskytovateloch zdravotnej
starostlivosti, zdravotnickych
pracovnikoch, stavovskych organizéciach
v zdravotnictve a o zmene a doplneni
niektorych zdkonov, v zneni neskorSich
predpisov a v zmysle nariadenia vlady ¢.
296/2010 Z.z. o odbornej spdsobilosti na
vykon zdravotnickeho povolania, spdsobe

d’alSiecho  vzdelavania  zdravotnickych
pracovnikov, sustave Specializacnych
odborov a sustave certifikovanych

pracovnych Cinnosti, v zneni neskorSich
predpisov. Tito  zastupcovia budu
zodpovedni za manipuléciu so Skasanym
liekom a za vedenie suvisiacich zaznamov
a dokumentacie. Thned” po vymenovani
tohto zastupcu alebo zastupcov oznami
Centrum  CRO/spolo¢nosti  Janssen
pisomne meno a priezvisko poverenych
0s6b spolu s prislusnymi kontaktnymi
informaciami.

2.16

2.17

administered by infusion immediately
after its preparation or modification.

The Center hereby agrees to ensure that
the Investigational medicinal product is
stored, prepared, inspected and distributed
in strict compliance with the Protocol, the
applicable law and all provisions of the
instructions for the clinical trials of drugs
issued by the Slovak State Institute for
Drug Control. The Contracting Partners
shall not charge any trial subject or third
party, such as a health insurance company,
for any Investigational medicinal product
or other items or services furnished by
Janssen or CRO in connection with the
Clinical Trial, or any services provided to
trial subjects in connection with the
Clinical Trial for which payment is made
as part of the Clinical Trial.

The Center agrees to appoint
representatives who meet qualification
requirements for the position of a
pharmacist and pharmacist laboratory
assistance pursuant to Act no. 578/2004
Coll., on healthcare providers, healthcare
workers and health organizations, and
subsequent amendments thereto, and
within the Government Decree no.
296/2010 Coll. on the professional
competence for the performance of the
medical profession, on the training
method of health workers, on the system
of specialized branches and on the system
of certified work activities, as amended.

These  representatives  shall  be
responsible for handling the
Investigational medicinal product and for
keeping related records and

documentation. Immediately after the
appointment of the representative(s), the
Center shall notify CRO/Janssen in
writing about the first and last name and
contact details of such appointees.
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2.18 Hlavny skus$ajaci sa zavdzuje podavat’

2.19 Kedykol'vek

2.20 Zmluvni

Skusany liek v sulade s Protokolom, a to v
davkovani uvedenom pre kazda jednotliva
navstevu Ucastnika skuSania.

oto CRO alebo
spolo¢nost’ Janssen poziada, zavdzuju sa
Zmluvni partneri prostrednictvom
hlavného skusajiceho podat’ hldsenie o
postupe v Klinickom skuSani v Centre
vratane udajov o zarad’ovani ucastnikov
sktiSania.

partneri  prostrednictvom
hlavného  skaSajuceho sa  zavézuju
pravidelne avcas poskytovat CRO a

2.18

2.19

2.20

The Principal Investigator agrees to
administer the Investigational medicinal
product in compliance with the Protocol
and in the doses stipulated for each visit
of the trial subject.

The Contracting Partners agree to report
on the progress of the Clinical Trial at the
Center through Principal Investigator,
including  information  about the
enrolment of trial subjects, upon CRO or
Janssen’s request.

The Contracting Partners throuhgt
Principal Investigator agree to provide
CRO and Janssen periodically and in a

spolo¢nosti  Janssen vSetky vysledky timely manner with all Clinical Trial
Klinického skuSania a dalSie udaje results and other data called for in the
pozadované v Protokole na riadne Protocol on  properly  completed
vyplnenych elektronickych formularoch electronic case report forms.

hlaseni pripadov.

Zmluvni  partneri prostrednictvom The Contracting Partners  through
hlavného skusajiceho budu predkladat’ Principal  Investigator  will  submit

Udaje o Klinickom skt8ani pomocou
elektronického systému, ktory poskytuje
spolo¢nost’ Janssen. Zmluvni partneri

Clinical Trial data using the electronic
system provided by Janssen. The
Contracting Partners shall prevent

zabrania neopravnenému pristupu unauthorized access to the data by
k udajom udrziavanim fyzickej maintaining physical security of the
bezpecnosti pocitacov a zabezpecia, aby computers and ensuring that the Clinical
Clenovia timu klinického skuSania Trial Team Members maintain the

zachovavali dovernost’ svojich hesiel.
Zmluvni partneri musia tieZ dodrziavat
pokyny spolocnosti Janssen/CRO na
zadavanie U(dajov do systému, ktoré
zahtiaju, ze Clenovia timu klinického
skiania, ktori pouzivaju systém, si
uvedomuju, ze ich elektronické podpisy su

confidentiality of their passwords. The
Contracting Partners shall also comply
with Janssen/CRO’s instructions for data
entry into the system, which includes that
Clinical Trial Team Members using the
system understand that their electronic
signatures are the legally binding

pravne zavaznym ekvivalentom equivalent of handwritten signatures, and
vlastnoru¢nych podpisov, a potvrdzuju they attest to the accuracy and
presnost’ a uplnost’ zadanych udajov. completeness of the data entered.

Zmluvni partneri prostrednictvom The Contracting Partners through
hlavného sktsajuceho sa  zavézuju Principal Investigator agree to collect all
ziskavat' vSetky tdaje o Klinickom Clinical Trial data (electronic or paper) in

skusani (v elektronickej alebo papierovej
podobe) v zdrojovej dokumentacii pred
ich  vlozenim do  elektronického
zdaznamového formulara castnika (dalej

source documentation prior to entering it
into the electronic case report form
(“eCRF”). The eCRF shall be completed
within five (5) working days after visit
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221 Hlavny

2.22 Centrum

len ,,cCRF”). eCRF sa vyplni do piatich
(5) pracovnych dni po ukonceni postupov
navstevy alebo po ziskani vysledkov
testov, ak nie je v Protokole uvedené inak.
Zmluvni partneri sa tiez dohodli, Ze na

dorucené otazky poskytna
prostrednictvom hlavného skusajiceho
prislusné odpovede do piatich (5)

pracovnych dni od ich dorucenia, ak nie je
v Protokole uvedené inak.

V pripade, ze  Zmluvni  partneri
prostrednictvom hlavného skusajuceho
nezadaju Udaje do systému eCRF alebo
neodpovedaju na otazky v ¢asovom ramci
stanovenom pre kazdy z vysSie uvedenych
pripadov, spolo¢nost’ Janssen mdze podla
vlastného uvéazenia okamzite prijat’
napravné opatrenia. Tieto opatrenia mozu
okrem in¢ho zahfiat’ docasné
pozastavenie skriningu/registréacie,
dodato€né  monitorovacie  navstevy,
zvazenie auditu pracoviska amozné
ukoncenie ucasti pracoviska na Klinickom
skuSani.

sktSajuci povinny
zabezpelit, ze vSetky zaznamoveé
formulare tc¢astnika poskytnuté CRO a
spolo¢nosti Janssen sU pravdivo, presne a
riadne vyplnené a Ze st vernym odrazom

je

skutoénych  vysledkov Klinického
skasania. Hlavny skuaSajaci sa tiez
zavazuje  ziskat  vopred  pisomné

potvrdenie od CRO/ spolo¢nosti Janssen
pre vSetky spravy vratane vSetkych
aktualizécii a zmien, ktoré si vyziadala
eticka komisia.

sa zavdzuje uchovavat
vSetku elektronicku aj ini dokumentaciu
vratane zdrojovej dokumentécie a zlozky
SkuSajuceho, zoznamu identifikacnych
kodov ucastnikov skusania a zdravotnej
dokumentacie  ucastnikov  skuSania
vztahujicej sa ku Klinickému skuSaniu,
ktoré su vyzadované na zaklade predpisov
ICH aostatnych prisluSnych pravnych
predpisov  upravujdacich  vykonavanie
Klinického skusania, na dlhsie

2.21

2.22

procedures have been completed or test
results are available, unless otherwise
specified in the Protocol. The Contracting
Partners through Principal Investigator
also agree to provide appropriate
responses to queries received within five
(5) working days of receipt, unless
otherwise specified in the Protocol.

In the event the Principal Investigator
does not enter Data into the eCRF or
respond to queries in the timeframe set
forth for each above, Janssen may, in its
sole discretion, immediately take
corrective actions. These actions may
include but are not limited to, temporary
suspension of screening / enrollment,
additional monitoring Visits,
consideration of site audit, and possible
termination of site participation in the
Clinical Trial.

The Principal Investigator shall ensure
that all case report forms submitted to
CRO and Janssen are true, complete,
correct and accurate and reflect the actual
results of the Clinical Trial. The Principal
Investigator also agrees to obtain prior
written confirmation from CRO/Janssen
for all reports, including all updates and
changes, that are requested by the ethics
committee.

The Center shall keep all electronic and
other documents, including without
limitation, source documents and the
Investigator’s files, list of the trial
subjects identification numbers and trial
subjects health documentation related to
the Clinical Trial required by ICH
guidelines and applicable laws regulating
Clinical Trial performance for the longer
of the two following periods: 1) twenty
five (25) years after the end or suspension
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z nasledujacich  dvoch  obdobi: 1)
dvadsat’pét’ (25) rokov po skonceni alebo
preruseni Klinického skuSania alebo 2)
akékol'vek dlhsie obdobie pre archivéciu
dokumentacie  stanovené prislusnymi
pravnymi  predpismi.  Dokumentécia
0 Klinickom skusani musi byt uchovavana
na vhodnom mieste a vhodnym spésobom
a Centrum je povinné viest zaznamy
0 mieste, kde je dokumentacia
0 Klinickom sktsani uchovavana, aby tato
bola okamzite k dispozicii na poziadanie
povereneho zastupcu spolo¢nosti Janssen,
etickej komisie, auditora alebo prislusnych
Statnych orgdnov. Centrum je povinné
vopred pisomne informovat spolo¢nost
Janssen aziskat od nej pisomné
potvrdenie vopred Vv pripade, Ze planuje
archivovat’ dokumentaciu o Klinickom
skasani v inych priestoroch ako su tie, ku
ktorym mé& Centrum vlastnicke alebo iné
uzivacie pravo.

2.23 Zmluvni partneri su si vedomi, ze

CRO, spolo¢nost’ Janssen alebo v jejmene
tretia  strana  dbkladne  monitoruje
vykonavanie Klinického sk@sania a
pravidelne navstevuje Centrum. Zmluvni
partneri sa  zavazuju primerane
podporovat’ tieto monitorovacie aktivity,
vradtane najma poskytnutim  pristupu
poverenému  zastupcovi CRO alebo
spolo¢nosti Janssen do priestorov a k
Udajom (vratane nespracovanych (dajov

2.23

of the Clinical Trial or 2) any longer
documentation archiving period laid
down in applicable legal regulations.
Clinical Trial documentation must be
kept in a suitable location and manner,
and the Center must keep record of the
location where Clinical Trial
documentation is stored to ensure that it
is readily available upon the request of
Janssen’s appointed representative, the
ethics committee, an auditor or competent
authorities. The Center must prior notify
Janssen in writing and obtain prior written
confirmation from Janssen in the event
that the Center plans to archive Clinical
Trial documentation outside of its own
premises to which the Center has
proprietary or other right of use.

The Contracting Partners understand that
CRO, Janssen or a third party on behalf of
Janssen closely monitors the performance
of the Clinical Trial and regularly visits
the Center. The Contracting Partners
agree to appropriately support such
monitoring activities, including without
limitation, by providing CRO or
Janssen’s appointed representative with
access to the facilities and data (including
raw Clinical Trial data and original trial

0 Klinickom  skaSani  a originalnych subject records) and any other relevant
zaznamov 0 Gcastnikoch  sku$ania) information to confirm that the Clinical
a akymkol'vek  dalsim  relevantnym Trial is being conducted in conformance

informacidam na potvrdenie toho, ze
Klinické skusSanie sa vykonava v sulade
s Protokolom a regulacnymi
poziadavkami. Zmluvni partneri sa d’alej
zavizuji  spolupracovat s  CRO
spolo¢nost'ou Janssen alebo prisluSnou
tret'ou stranou v tomto ohl'ade. Na Ziadost’
CRO alebo spolo¢nosti Janssen su Hlavny
skgajuci a Clenovia timu klinického
skusania povinni z(¢astnit’ sa na osobnych
diskusiach.

with the Protocol and regulatory
requirements. The Contracting Partners
further agree to cooperate with CRO,
Janssen or the relevant third party in this
regard. The Principal Investigator and
Clinical Trial Team Members must
participate in personal discussions upon
the request of CRO or Janssen.
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2.24 Zmluvni partneri sthlasia stym, ze

zastupcom spolocnosti  Janssen, CRO
a/alebo prislusnym zdravotnickym
orgadnom a/alebo Statnym organom, ako je
napr. Urad Spojenych §tatov americkych
pre potraviny a lieky (d’alej len “FDA”)
umoznia vykonavat’ audit alebo kontrolu
v akomkol'vek primeranom c¢ase pocas
pracovného ¢asu: i) zariadenia, v ktorych
sa Klinické skusanie vykonava; ii)
nespracovanych  Udajov o Klinickom
skuSani vratane origindlnych zaznamov
0 ucastnikoch skusania, ak to umoziuju
podmienky formulara informovaného
suhlasu a platné pravne predpisy; aiii)
vsetkych ostatnych relevantnych
informécii potrebnych na potvrdenie, Ze
Klinické skusanie sa vykonava v sllade
s Protokolom  avsulade s platnymi
pravnymi aregulaénymi poziadavkami
vratane pravnych predpisov a nariadeni
0 ochrane osobnych Udajov a bezpeénosti,
a to kedykol'vek v priebehu a/alebo pocas
25 rokov po skonceni Klinického skusania
a bez akychkol'vek narokov Zmluvnych
partnerov na zvlastne finan¢né plnenie.
Zmluvni partneri st povinni poskytovat’
spolo¢nosti ~ Janssen,CRO a  nim
poverenym zastupcom alebo vSetkym
prislusnym zdravotnym tradom ¢i Statnym
organom sucinnost’ pri plneni ich tloh v

sulade  stakymito  auditmi  alebo
kontrolami.
2.25 Zmluvni  partneri  s0  povinni

informovat’ CRO, ak prislusny zdravotny
Urad napléanuje alebo bez naplanovania
zacne kontrolu ihned’ potom, ¢o sa o nich
dozvedia. Zmluvni partneri sa zavazuju
umoznit’, aby spolo¢nost’ Janssen a CRO
mohla byt pritomnd pri kazdej kontrole
vykonavanej Statnymi organmi alebo
podobnymi inStiticiami. Pred vyjadrenim
sa k vysledkom takejto kontroly, ak nejaké
budd, st Zmluvni partneri povinni
odpoved” posudit’ a prediskutovat’ so
spolo¢nost'ou Janssen a pred jej odoslanim
ziskat’ od spolo¢nosti Janssen schvélenie.
Zmluvni partneri bez zbyto¢ného odkladu
po ich vydani poskytnd spolo¢nosti

2.24 The Contracting Partners agree to permit

representatives of Janssen, CRO and/or
competent health authorities and/or
government authorities, such as for
example the United States of America
Food and Drug Administration (the
“FDA”) to audit, examine and inspect at
any reasonable time during business
hours: (i) the facilities where the Clinical
Trial is being conducted; (ii) raw Clinical
Trial data including original trial subject
records, if allowed under the terms of the
informed consent form and the applicable
laws; and (iii) any other relevant
information necessary to confirm that the
Clinical Trial is being conducted in
conformance with the Protocol and in
compliance with applicable legal and
regulatory  requirements, including
privacy and security laws and regulations;
at any time during the Clinical Trial
and/or for another 25 vyears after
completion of the Clinical Trial and
without the Contracting Partners’ right to
special payment. The Contracting
Partners must assist Janssen, CRO, their
designated  representatives or  all
competent  health  authorities  or
government authorities in performing
their tasks pursuant to such audits or
inspections.

2.25 The Contracting Partners must inform

CRO if a competent health authority
schedules or, without scheduling, begins
an inspection as soon as the Contracting
Partners learn about it. The Contracting
Partners shall allow Janssen and CRO to
be present at any inspection conducted by
authorities or similar institutions. Prior to
responding to the findings of any such
inspection, if any, the Contracting
Partners must review and discuss such
response with Janssen and obtain
Janssen’s approval prior to submission of
such response. The Contracting Partners
shall promptly, upon issuance, provide
Janssen and CRO with copies of any
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2.26 Zmluvni partneri nesmu vyuzivat

Janssen a CRO kopie akychkol'vek zisteni
alebo kontrol prislusnych zdravotnych
uradov vo vzt'ahu ku Klinickému sktSaniu
alebo Zmluvnym partnerom.

sluzby, bez ohl'adu na ich rozsah, ziadnej
osoby, ktorym bolo poskytovanie tychto
sluzieb zakazané FDA alebo
ktorymkol'vek inym prisluSnym orgédnom
ani neboli odsudeni za nespravny postup
v suvislosti s vykondvanim  klinickych
skaSani v priebehu  vykonavania
Klinického skaSania. Zmluvni partneri
d’alej zdvdzne vyhlasuja, ze ani im ani ich
zamestnancom, splnomocnencom alebo
zastupcom, ktori sa zOcCastiiuji na
vykonavani Klinického sku$ania, nebolo
zakazané vykonavat klinické sktisania ani
neboli odstdeni za nespravny postup
v stvislosti s vykondvanim  klinickych
skusani zo strany FDA alebo iného organu,
ani v sucasnosti neprebicha ziadne konanie
tykajuce sa takéhoto zdkazu vo vztahu k
tymto osobam, okrem iného aj vratane
konania na zaklade nasledujucich
pravnych predpisov: (i) United States 21
USC § 335a a/alebo (ii) Hlavy 21 Code of
Federal Regulation § 312.70. Zmluvni
partneri sa zavézuju v priebehu Klinického
sktiSania a pocas 3 rokov po jeho ukonceni
thned’ informovat’ spolo¢nost’ Janssen a
CRO, ak sa dozvedia, Ze sa za¢ne takéto
konanie vo vztahu k Hlavnému
sktiSajucemu, Centru ¢l jeho
zamestnancom. Zmluvni partneri d’alej
zaruCuju a zavizuju sa, ze podla ich
vedomosti nie su subjektom
predchadzajucich  ani  prebiehajucich
vySetrovani, vyziev, upozorneni alebo
nepodliehaju vykonu rozhodnuti organov
Staitnej  spravy  alebo  prisluSnych
zdravotnych dradov, ktoré by neboli
ozndmené spolo¢nosti Janssen a CRO. V
pripade, Ze nastane skutocnost’ podla
predchaddzajicej vety vo vztahu ku
Klinickému sktsaniu, Zmluvni partneri to
bez akéhokol'vek odkladu oznamia
spolo¢nosti Janssen a CRO.

findings or inspections of competent
health authorities in relation to the
Clinical Trial or the Contracting Partners.

2.26 The Contracting Partners may not use the

services, regardless of their volume, of
any person prohibited to provide such
services by the FDA or any other
competent authority, or sentenced for
malpractice related to the conduct of
clinical trials, in the course of the Clinical
Trial. Furthermore, the Contracting
Partners represent and warrant that,
neither them nor their employees, agents
or representatives, who are involved in the
Clinical Trial, have been prohibited by the
FDA or any other competent authority to
perform clinical trials or sentenced for
malpractice related to the conduct of
clinical trials, nor that they are currently,
the subject of proceedings concerning
such prohibition by the FDA or any other
authority, including, but not limited to, on
the basis of the following legislative acts
(i) United States 21 U.S.C. Section 335a
and (i) Title 21 Code of Federal
Regulation, Section 312.70. During the
Clinical Trial and for a period of 3 years
after its completion, the Contracting
Partners agree to promptly notify Janssen
and CRO about any such proceedings
initiated against the Principal Investigator,
the Center or its employees. Furthermore,
the Contracting Partners represent and
warrant that they are not the subject of any
past or current investigations, inquiries,
warnings or enforced decisions of public
administration authorities or competent
health authorities that have not been
disclosed to Janssen and CRO. The
Contracting Partners shall notify Janssen
and CRO about the fact described in the
previous sentence without any delay.
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Na pisomnu Zziadost CRO alebo
spolo¢nosti Janssen zmluvni partneri do
desiatich (10) kalendarnych dni pisomne
potvrdia, Ze splnili vysSie uvedené
povinnosti. Toto je trvalé vyhlasenie
a zaruka pocas platnosti tejto Zmluvy
a Zmluvni partneri bezodkladne informuja
CRO a spoloc¢nost’ Janssen o akejkol'vek
zmene stavu vyhlaseni a zaruk uvedenych
V tejto Casti.

2.27 'V pripade, ze v priebehu Klinického
sktsania sa ukon¢i pracovnopravny vztah
Hlavného skuSajuceho s  Centrom,
Centrum je povinné o tejto skuto¢nosti
pisomne informovat CRO bezodkladne
potom, ako sa o tom dozvie a najneskor do
troch (3) kalendarnych dni od takéhoto
odchodu, a sacasne navrhnut riadne
kvalifikovanu osobu ako noveho hlavného
skusajuceho, ak ma takd osobu
s potrebnym  vzdelanim  k dispozicii
v ramci kolektivu svojich zamestnancov.
Spolo¢nost” Janssen ma pravo podat
namietku  vo¢i novému Hlavnému
skuSajicemu. Centrum sa zavdzuje
pozadovat  po novom hlavnom
skisajiicom, aby sa pisomne zaviazal k
dodrZiavaniu podmienok dohodnutych v
tejto Zmluve. Ak Centrum a spolo¢nost’
Janssen/CRO nie st schopni dohodnut’ sa
na osobe nového hlavného skuSajuceho
alebo ak novy hlavny skuSajuci nie je
ochotny zaviazat sa k podmienkam
stanovenym v tejto Zmluve, Zadavatel je
opravneny vypovedat tato Zmluvu v
sulade s €l. 12.5 tejto Zmluvy. Centrum a
Hlavny skus$ajuci su povinni bezodkladne
pisomne informovat CRO o vsetkych
zmendch, ktoré majui vplyv na dostupnost’
zdrojov a/alebo Clenov timu klinického
skusania  vykonavajucich Klinické
skusanie.

Ak ma byt Hlavny skusajiaci docasne
nepritomny v centre viac ako Strnast’(14) ale
nie viac ako tridsat’ (30) kalendarnych dni,
Centrum urci spolusktsajuceho, ktory bude

Upon written request from CRO or
Janssen, the Contracting Partners shall,
within ten (10) calendar days, provide
written confirmation that they have
complied with the foregoing obligations.
This shall be an ongoing representation
and warranty during the term of this
Agreement, and the Contracting Partners
shall immediately notify CRO and
Janssen of any change in the status of the
representations and warranties set forth in
this section.

2.27In the event that the Principal

Investigator’s employment contract is
terminated at the Center, the Center shall
inform CRO in writing as soon as it learns
about it and at the latest within three (3)
calendar days of such departure and shall
propose a duly qualified person to act as a
new principal investigator, if such
employee with relevant education is
available within the Center. Janssen shall
have the right to object to such
replacement. The Center shall require the
new principal investigator to agree in
writing to the terms and conditions
stipulated in this Agreement. If the Center
and Janssen are unable to agree on the new
principal investigator or if the new
principal investigator is unwilling to agree
to the terms and conditions stipulated in
this Agreement, Janssen/CRO shall have
the right to terminate this Agreement in
accordance with Article 12.5. The Center
and the Principal Investigator must
immediately inform CRO in writing about
any and all changes having an impact on
the availability of resources and/or
Clinical Trial Team Members conducting
the Clinical Trial.

If Principal Investigator is to be
temporarily absent from Center for more
than fourteen (14) calendar days, but not
more than thirty (30) calendar days,
Center will designate a sub-investigator to
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docasne dohliadat’ na klinické skuSanie v
mene hlavného skusajuceho. Centrum toto
konanie zdokumentuje a pisomne ho oznami
spolo¢nosti Janssen/CRO pred jeho zacatim.
Ak je alebo ma byt Hlavny skusajtci
nepritomny  dlh§ie ako Strnast  (14)
kalendarnych dni, spolo¢nost’ Janssen /CRO
moze tuto dohodu vypovedat’, ak sa Centrum
aspolo¢nost  Janssen  nedohodnii  na
ndhradnom  Hlavnom  skuSajicom  do
tridsiatich (30) dni

2.28 Zmluvni partneri sa zavéazuju priamo
a bezodkladne informovat Spolo¢nost’
Janssen a CRO v pripade, ze ucastnik
skusania zacastiiujuci sa na Klinickom
skusani oznami ¢i vyjadri nazor, ze doslo
k poskodeniu jeho zdravia v dosledku
ucasti na Klinickom skasani, a Zze ma preto
pravo na finan¢né odskodnenie.

2.29 Zmluvni partneri sa zavdzuji umoznit’
vyskumnym organizacidm, ktoré maju
uzatvorend zmluvu so spolo¢nostou
Janssen alebo ktoroukol'vek  z
Pridruzenych 0s6b, aby v mene
spolo¢nosti Janssen vykonavali
ktorékol'vek z prdv a  povinnosti
spolo¢nosti Janssen na zaklade takejto
Zmluvy, v pripade, ze sa preukdzu
poverenim ¢i plnomocenstvom, z ktorého
vyplyva ich opravnenie vykonavat’ prava a
povinnosti spolo¢nosti Janssen. Zmluvni
partneri sa zavdzuju spolupracovat s
takymito vyskumnymi organizéciami.

Spolo¢nost’ Janssen uzavrela zmluvu s CRO,
aby dohliadala na Kilinické skusanie,
monitorovala ho a riadila v stlade s platnymi
pravnymi  predpismi atouto Zmluvou.
Spolo¢nost” Janssen poverila CRO, aby
zabezpecovala komunikéciu  spoloc¢nosti
Janssen so Zmluvnymi partnermi v suvislosti
s Klinickym skusanim a touto Zmluvou. Ak
sa tato situacia kedykol'vek  zmeni,
spolo¢nost’ Janssen to oznami Zmluvnym
partnerom.

temporarily supervise the Clinical Trial on
the Principal Investigator’s behalf. Center
will document this designation and notify
Janssen/CRO in  writing of such
designation prior to its commencement. If
Principal Investigator is, or is to be, absent
for more than fourteen (14) calendar days
Janssen/CRO may terminate this
Agreement if Center and Janssen cannot
agree on a replacement Principal
Investigator within a thirty (30)-day
period.

2.28 The Contracting Partners agree to inform
Janssen and CRO directly  and
immediately in the case that a trial subject
participating in the Clinical Trial
announces or opines that his or her health
has been damaged due to his or her
participation in the Clinical Trial and that
he/she is therefore entitled to financial
compensation.

2.29 The Contracting Partners agree to allow
research organizations contracted by
Janssen or any of its Affiliates to exercise
any of Janssen’s rights and to perform any
of Janssen’s obligations under this
Agreement on behalf of Janssen, provided
that they have authorization or a power of
attorney to exercise Janssen’s rights and to
perform Janssen’s obligations. The
Contracting Partners agree to cooperate
with such research organizations.

Janssen has contracted with CRO, a clinical
research organization , to supervise, monitor
and manage the Clinical Trial in accordance
with applicable laws and with this Agreement.
Janssen has authorized CRO to handle Janssen
communications with the Contracting Partners
with respect to the Clinical Trial and this
Agreement. Janssen shall notify the
Contracting Partners should this situation
change at any point-
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2.30 Zmluvni partneri sa  zavézuju | 2.30 The Contracting Partners undertake to

poskytovat’ zdravotné sluzby ucastnikom, provide medical services to trial subjects
ktorych 0¢ast na Klinickom skuSani whose participation in the Clinical Trial
neskonéila, v  pripade ciasto¢ného has not yet ended, in the case of a partial
uzatvorenia Klinického skuSania, a d’alej closure of the Clinical Trial, as well as to
tiez ucastnikom zaradenym do nésledného subjects included in the post Clinical Trial
sledovania po skonceni Klinického follow-up in compliance with ethics rules.

skuSania, v sulade s etickymi pravidlami.

2.31 V pripade, ze pri Klinickom sktsani | 2.31 In the case that the Center, the Principal

pouziva Centrum, Hlavny skusajuci alebo Investigator or Clinical Trial Team
Clenovia timu klinického skuSania Members use in the course of the Clinical
vybavenie, ktoré vyZzaduje servis, Trial equipment that requires servicing,
kalibraciu alebo int osobitnt starostlivost, calibration or any other special care, the
Centrum sa zavdzuje udrziavat také Center agrees to maintain such equipment
vybavenie sposobilé riadnej prevadzky, o in due operational condition and to
¢om je povinné CRO a alebo spolo¢nosti provide relevant documentation thereof to
Janssen na  vyziadanie  poskytnat CRO and/or Janssen upon the request of
zodpovedajucu dokumentéciu. CRO or Janssen.

2.32  Zmluvni partneri sthlasia s tym, Ze | 2.32 The Contracting Partners agree to provide

CRO a alebo spolo¢nosti Janssen poskytnu all information to CRO and/or Janssen
vsetky  informacie, o ktorych  maju necessary to comply with any disclosure
vedomost, potrebné na  splnenie requirements, mandated by any competent
akychkol'vek poziadaviek na zverejnenie health authority (including, if applicable,
informacii, ktoré nariadi akykol'vek the US FDA), relevant trade association or
prislusny zdravotnicky organ (vratane similar body, or other applicable national
pripadne amerického uradu FDA), prislusné or local laws, including any information
obchodné zdruzZenie alebo podobny organ, required to be disclosed in connection
alebo iné platné vnutrostatne alebo miestne with any financial relationship between
pravne predpisy, vratane akychkol'vek Janssen, its affiliates and agents of the
informacii, ktoré je potrebné zverejnit’ Johnson & Johnson group of companies
v suvislosti s akymkol'vek  finanénym on one hand, and on the other hand, Center
vztahom medzi spolocnost'ou Janssen, jej | Principal Investigator / any co-
pridruzenymi ~ osobami  a z&stupcami investigator involved in the Clinical Trial
skupiny spolo¢nosti Johnson & Johnson na [ any other agent or employee of Center or
jednej strane ana druhej strane Principal Investigator. This disclosure
Centrom/Hlavnym requirement may require disclosure of
skusajucim/akymkol'vek spoluskusajucim information involving immediate family
zapojenym do Klinického members of those involved in the Clinical
skusania/akymkol'vek inym zastupcom Trial.

alebo  zamestnancom  Centra  alebo
Hlavného skusajiiceho. Tato poziadavka na
zverejnenie moze vyzadovat' zverejnenie
informacii  tykajicich sa najblizSich
rodinnych prislusnikov 0séb zapojenych do
Klinického skusania.

2.33  Zmluvni partneri potvrdzuju, ze | 2.33 The Contracting Partners confirm that
medzi zmluvnymi stranami neexistuje there is no conflict of interest between
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konflikt zaujmov, ktory by branil alebo
ovplyviioval ~ vykon Centra  a/alebo
Hlavného skuasajuceho podla tejto Zmluvy,
a potvrdzuju, ze nemaji vedomost’, ze by
ich vykon podla tejto Zmluvy poruSoval
iné zmluvy s tretimi stranami. Zmluvni
partneri budu bezodkladne informovat
CRO a spolo¢nost’ Janssen, ak pocas
plnenia tejto Zmluvy vznikne akykol'vek
konflikt zaujmov.

2.34 Dodato¢ny vyskum: Zmluvni partneri
nesmu vykonavat ziadny vyskum ani
umoznit’ tretim strandm  vykonavat
akykol'vek vyskum, ktory sa nevyzaduje
Vv Protokole, na (i) ucastnikoch skusania
pocas Klinického skuSania (vratane
akejkol'vek dodatocnej vyskumne;j
techniky, postupu, dotaznika alebo
pozorovania) alebo (ii) biologickych
vzorkach odobratych od ucastnikov
sktiSania pocas Klinického skuSania alebo
(iif) udajoch ziskanych z Klinického
skuSania, ato v kazdom z bodov (i), (ii)
a (iii) bez predchadzajiceho pisomného
suhlasu CRO alebo spolo¢nosti Janssen.
Dalej sa vyskum opisany
v predchadzajlicej vete oznafuje ako
,Dodatoény vyskum.” V kazdom pripade,
ked” spolo¢nost’ Janssen vyda takyto
stihlas, schvaleny dodato¢ény vyskum sa
bude povazovat bud’ za zmenu a doplnenie
povodného  Protokolu, alebo bude
predmetom d’al$ej pisomnej zmluvy medzi
spolo¢nostou Janssen a CRO
a Zmluvnymi partnermi. Zmluvni partneri
vykonavaji vSetok Dodato¢ny vyskum
Vv stlade SO vSetkymi platnymi
nariadeniami vratane poziadaviek na
ziskanie  prisluSného  sthlasu  EK
a informovaného suhlasu ucastnika. Bez
toho, aby boli obmedzené akékol'vek iné
pravne prostriedky, ktoré ma spolocnost’
Janssen k dispozicii, ak Zmluvni partneri
vykonavaju Dodato¢ny vyskum v rozpore
stouto Castou avysledkom takéhoto
dodato¢ného vyskumu je Vynélez (ako je
definovany v ¢lanku 5.5 nizsie), Centrum
a Hlavny skusajuci (podl'a potreby) tymto
udeluju spolocnosti Janssen alebo jej

parties that would inhibit or affect Center
and/or Principal Investigator’s
performance under this Agreement and
confirm, that to their knowledge their
performance under this Agreement does
not violate any other agreement with third
parties. The Contracting Partners will
promptly inform Janssen and CRO if any
conflict of interest arises during the
performance of this Agreement.

2.34 Additional Research: The Contracting

Partners shall not conduct any research
nor facilitate third parties to conduct any
research not required by the Protocol on
(1) trial subjects during the Clinical Trial
(including any additional research
technique, procedure, questionnaire, or
observation), or (ii) biological samples
collected from trial subjects during the
Clinical Trial, or (iii) the data derived
from the Clinical Trial, each of (i), (ii),
and (iit) without the prior written consent
of Janssen or CRO. Hereinafter, the
research described in the previous
sentence shall be referred to as
“Additional Research”. In any case where
Janssen gives such approval, the approved
Additional Research shall be considered
either an amendment to the original
Protocol or shall be the subject of another
written agreement between Janssen and
CRO and the Contracting Partners. The
Contracting Partners shall conduct all
Additional Research in compliance with
all applicable regulations, including
requirements for obtaining appropriate EC
approval and subject informed consent.
Without limiting any other remedy
available by law to Janssen, if the
Contracting Partners conduct Additional
Research in breach of this section, and
such Additional Research results in an
Invention (as defined in Article 5.5
below), the Center and Principal
Investigator (as applicable) hereby grant
to Janssen or its designee an irrevocable,
worldwide, paid up, royalty-free,
exclusive license, with right of sub-
license, to make, have made, use, have
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poverenej osobe neodvolatelnu,
celosvetovd, zaplatenu, bezplatnd,
vyhradnu licenciu s prdvom sublicencie na
vyrobu, pouzivanie, pouzivanie, predaj,
dalsi predaj adovoz akéhokol'vek
takéhoto Vynalezu, ktory je vysledkom
takehoto Dodato¢ného vyskumu.

C1. 3 - Povinnosti spolo¢nosti Janssen

3.1 Kontaktnymi osobami
spolo¢nosti Janssen a CRO vo vztahu ku
Klinickému sktsaniu je Hlavny skusajtci.

3.2 Spolo¢nost’ Janssen/CRO sa
zavazuju Zmluvnym partnerom poskytntat’
bezplatne v mnoZstve a casovych
intervaloch na  riadne  vykonanie
Klinického skusania  Skusany liek,
nevyhnutné vzory CRF a d’alSie potrebné
informacie vyzadované na  zéklade
Protokolu a potrebné podl'a miestneho
nariadenia na vykonavanie Klinického
skasania.

3.3 Skusany liek bude dodavany

na adresu: Nemocnica s poliklinikou

Brezno, n.o., Banisko 273/1, 977 01

Brezno, Slovenska republika.

3.4 Skusany liek, nevyhnutné
vzory CRF a dalSie informacie vyzadované

na vykonavanie Klinického  skusania
poskytnuté  Centru si0 a  zostavaju
vlastnictvom spolo¢nosti Janssen.

Spolo¢nost’ Janssen vyhlasuje, Ze su splnené
vSetky podmienky stanovené prisluSnymi
pravnymi predpismi na vyrobu (dovoz)
doddvaného Skusaného lieku a jeho
distribdciu do Centra.

3.5  Spolo¢nost Janssen/CRO sa zavézuju
poskytovat’ Hlavnému sktiSajucemu prislusné
nové informacie o bezpecnosti tykajice sa
Skusaného lieku bez zbyto¢ného odkladu.

3.6 Spoloc¢nost’ Janssen/CRO sa zavazuje
poskytnut’ Zmluvnym partnerom material

3.1

3.2

3.3

Nemocnica s poliklinikou Brezno,
Banisko 273/1, 977 01 Brezno, Slovak
Republic.

3.4

3.5

3.6

used, sell, have sold, and import any such
invention that results from such
Additional Research.

Article 3 — Obligations of Janssen

Janssen and CRO’s contact persons
regarding the Clinical Trial is Principal
investigator.

Janssen/CRO  shall  provide  the
Contracting Partners with the
Investigational ~ medicinal  product,

necessary CRF templates and other
necessary information required under the
Protocol and required according to local
regulation for the performance of the
Clinical Trial free of charge and in the
quantity and frequency necessary for the
proper performance of the Clinical Trial.

The Investigational medicinal product
shall be delivered to following address:
n.o.

The Investigational medicinal product,
necessary CRF templates and other
information required for the performance
of the Clinical Trial and provided to the
Center are and shall remain Janssen’s
property. Janssen declares that all
conditions stipulated in applicable laws
regulating the production (import) of the
provided Investigational — medicinal
product and the distribution of the
Investigational medicinal product to the
Center have been met.

Janssen/CRO shall provide the Principal
Investigator with new information
regarding the safety of the Investigational
medicinal product without undue delay.

Janssen/CRO shallagrees to provide the
Contracting Partners with equipment for
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na ucely jeho vyhradného pouzitia v
Klinickom skuSani, o ktorom Zmluvni
partneri budu viest pisomnu evidenciu,
rozsah a podmienky poskytnutia su
vymedzené v Prilohe [2].

CL 4 - Odmena

4.1  Rozpocet anadhrady, ktoré sa maju
vyplatit' za Klinické skuSanie, su uvedené
v Prilohe [2]. Platba je splatnd v sulade
s harmonogramom uvedenym v Prilohe [2].

4.2 Zmluvné strany potvrdzujd a suhlasia
stym, ze kompenzacia a podpora,
ktordt CRO a spolo¢nost’ Janssen
poskytuju Centru a/alebo Hlavnému
skusajuicemu podla tejto Zmluvy,

predstavuje  spravodlivi trhovud
hodnotu za  vyskumné  sluzby
poskytované Zmluvnymi stranami,

bola dohodnutd v rdmci transakcie za
beznych trhovych podmienok a nebola
stanovena  spésobom, ktory by
zohl'adnoval objem alebo hodnotu
akychkol'vek odporacani alebo inych
obchodov, ktoré inak vznikli medzi
spolo¢nostou Janssen ajej
pridruzenymi  osobami  a Centrom
alebo Hlavnym skuasajacim.

Ni¢ obsiahnuté v tejto zmluve sa nesmie
Vv Ziadnom pripade chéapat’ ako zavizok alebo
podnet pre Centrum alebo Hlavného
sktiSajuceho, aby odporacali akejkol'vek
osobe alebo ucastnikovi ndkup produktov
spoloCnosti  Janssen alebo  produktov
akéhokol'vek  subjektu  pridruzeného k
spolo¢nosti Janssen.

4.2. Zmluvni partneri fakturuji svoje sluzby
podl’a tejto zmluvy vylu¢ne CRO. CRO
je prijemcom DPH za sluzby podla
tejto zmluvy.

4.3 Zmluvni partneri si si vedomi, ze
spolo¢nost’ Janssen mdze zverejnit’ na
prislusnej/-ych webovej/-ych stranke/-

ach skupiny spolocnosti Johnson and

4.3

the purposes of its exclusive use in the
Clinical Trial, about which the
Contracting Partners shall keep a written
inventory; the scope and conditions of its
provision are defined in Appendix [2].

Article 4 — Remuneration

4.1 The budget and compensation to be paid
for the Clinical Trial is contained in
Appendix [2]. Payment shall be due and
payable in accordance with the schedule
set forth in Appendix [2].

4.2 The Contracting Parties acknowledge

and agree that the compensation and

support provided by CRO to Center
and/or Principal Investigator pursuant to
this Agreement represents the fair market
value for the research services conducted
by the Contracting Parties, 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 Center or Principal
Investigator.

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

4.2 The Contracting Partners will invoice

their services under this Agreement
exclusively to CRO. CRO is the VAT
recipient of services under this
Agreement.

The Contracting Partners understand that
Janssen may disclose on the relevant
website/s of the Johnson and
Johnson group of companies or as
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5.1 Spolo¢nosti Janssen patria vyhradné

Johnson alebo tak, ako to vyzaduju
pravne predpisy vztahujiice sa na
spolo¢nost’  Janssen, platby ainé
plnenia tykajlce sa vyskumu a vyvoja,
okrem iného aj vratane (1) plathy
vykonané zo strany CRO/ spolo¢nosti
Janssen na zéklade tejto Zmluvy a (2)

otherwise required under laws applicable
to Janssen any payment and any transfer
of wvalue relating to research and
development, including but not limited to
(1) payments made by CRO/Janssen
under this Agreement and (2) any cost of
accommodation, refreshments and travel

vSetky vydavky na ubytovanie, of the Contracting Partners, which
suvisiace vydavky na obCerstvenie a na Janssen/CRO  covers  under  this
dopravu Zmluvnych partnerov, ktoré Agreement and (3) any congress

spolo¢nost’ Janssen/CRO uhradi na
zaklade tejto Zmluvy a (3) vsSetky
kongresové  registracné  poplatky,
ucastnicke poplatky alebo obdobné
poplatky, ktoré spolo¢nost’
Janssen/CRO uhradi na zéklade tejto
Zmluvy. Tieto informacie mozu byt
tiez publikované ako sucast tejto
Zmluvy v registri zmlav na zéklade
ustanovenia §5a a § 5Sb zakona ¢.
211/2000 Z.z., oslobodnom pristupe
k informacidm a o zmene a doplneni
niektorych z&konov v zneni zakona ¢.
546/2010 Z.z. (zdkon o slobode
informacii). Bez ohladu na vysSie
uvedené modze spolocnost’ Janssen
zverejnit’ prevod akejkol'vek hodnoty
poskytnutej v rdmci tejto Zmluvy.

Cl. 5 — Prava k vysledkom

prava  ku  vSetkym = vysledkom,
zaznamovym formularom ucastnikov
ainym (dajom, okrem iného vrétane
pisomného, tlaceného,  grafického,
obrazového azvukového materialu
a informacii obsiahnutych v akejkol'vek
pocitacovej databaze alebo v pocitatom
Citatelnej forme, Udajom, zisteniam,
objavom, vyndlezom a Specifikaciam,
bez ohladu na to ¢i su spdsobilé byt
predmetom patentovej ochrany alebo
nie, ktoré wvznikli, boli vytvoreng,
odvodene, vyprodukované, objaveng,

5.1

registration or participation fees or similar
fees, which Janssen/CRO covers under
this Agreement. This information may
also be disclosed as a part of this
Agreement in the Agreements Register
pursuant to section 5a and section 5b of
Act No. 211/2000 Coll., on free access to
information and on amendments to certain
acts, as amended by Act No. 546/2010
Coll. (Freedom of Information Act).
Notwithstanding the aforementioned,
Janssen may also disclose any transfer of
value under this Agreement.

Article 5 — Rights to Result

Janssen shall own the exclusive rights to
all results, case report forms and other
data, including without limitation, written,
printed, graphic, video and audio material,
and information contained in any
computer data base or computer readable
form, findings, discoveries, inventions
and specifications, whether patentable or
not, that were originated, conceived,
derived, produced, discovered, invented
or otherwise made or generated by the
Center, the Principal Investigator and/or
Clinical Trial Team Members in
connection with conducting the Clinical

vymyslené alebo inak vzniknuté ¢i Trial  (hereinafter referred to as
generovane Centrom, Hlavnym “Results”). Janssen may utilize the
skG$ajucim  a/alebo  Clenmi  timu Results in any way it deems appropriate,
klinického skuSania Vv suvislosti s subject to and in accordance with
vykondvanim  Klinického  skuSania applicable privacy and security laws and

Clinical Trial Agreement between CRO, Janssen and Institution and Principal Investigator - Slovakia contract template - Version
January 2023 (Based on Slovakian National Template_1st June2019)

PI Name: (D

Protocol #: 70033093AFL3002 Project code: GZA02743

Page 26 0f 118


q782826
Highlight


5.2 Vsetky zdravotnicke

(dalej len “Vysledky”). Spolo¢nost
Janssen moze vyuzivat Vysledky
akymkol'vek sposobom, ktory povazuje

regulations and the terms of this
Agreement. The Contracting Partners
hereby assign all of their proprietary rights

za vhodny, na z&klade av sulade to Results to Janssen in advance and
s platnymi pravnymi predpismi Janssen accepts such assigned rights. The
a nariadeniami o0 ochrane  osobnych Contracting Partners shall not acquire any

Udajov a bezpecnosti a podmienkami

rights to Results by performing this

tejto Zmluvy. Zmluvni partneri tymto Agreement. Any copyrightable work
vopred  postupuji  vSetky  svoje created in  connection with the
majetkové prava k Vysledkom na performance of the Clinical Trial and
spolo¢nost’ Janssen a  spolo¢nost’ contained in the Results (except any

Janssen tieto postupené préva prijima.

publication by the Principal Investigator

mluvni  partneri  neziskavaju  k as provided for in Article 7) shall be
Vysledkom plnenim tejto  Zmluvy considered a “work made for hire” to the
ziadne  prava.  Akékol'vek  dielo fullest extent permitted by law and owned
podliehajlce autorskym pravam by Janssen or its designee. The

vytvorené v suvislosti s vykonavanim
Klinického skuaSania a obsiahnuté vo
vysledkoch (okrem akejkol'vek
publikacie Hlavného skusajuceho podl'a
Clanku  7) sa povazuje za ,dielo
vytvorené na objednavku” v plnom
rozsahu povolenom pravnymi predpismi
aje vlastnictvom spolocnosti Janssen
alebo nou poverenej osoby. Zmluvni
partneri nesmu pouzivat' vysledky na
ziadne komer¢né ucely vratane podania
patentovej prihlaSky alebo podania
vysledkov na podporu akejkol'vek
prebiehajlcej alebo buducej patentovej
prihlasky vo vlastny prospech alebo
v prospech  akéhokol'vek ziskového
subjektu vratane pouzitia Vysledkov na
podporu vyskumu pre ziskovy subjekt
alebo v spolupraci s nim.

dokumentéacie a
pdvodna zdrojova dokumentacia, ktora je
definovana v casti 1.52 usmerneni ICH
(dalej len ,Zdrojové dokumenty”™)
vytvorené Centrom alebo Hlavnym
sktiSajucim pocas Klinického skusania
(okrem Vysledkov), zostand majetkom
Centra; no spolo¢nost Janssen je
opravnena mat’ knim neobmedzeny
pristup v sulade so vsetkymi platnymi
pravnymi predpismi a nariadeniami na
vSetky pravne a regulacné ucely pocas aj
po skonceni Klinického sktsania a podla
potreby na zéklade sthlasu, ktory udelia
ucastnici skuSania. Spristupnenie

5.2

Contracting Partners may not use the
Results for any commercial purposes
including the filing of a patent application
or the filing of the Results 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
Results in support of research for or in
collaboration with a for-profit entity.

All medical records and original source
documents, as defined by Section 1.52 of
the ICH guidelines (“Source
Documents™”) generated by Center or
Principal Investigator during the Clinical
Trial (other than Results) shall remain the
property of the Center; however, Janssen
shall have unrestricted access to them in
accordance with all applicable laws and
regulations for all legal and regulatory
purposes, both during and after the
Clinical Trial and based, as applicable, on
the consent of trial subjects. Disclosure of
Results to any subject, including a
contracted research organization, ethics
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Vysledkov ~ akémukol'vek  subjektu
vratane Zmluvnej vyskumnej organizécie
¢i etickej komisie alebo regulacného
organu nebude povazované za udelenie
vlastnickeho prava k tymto informéaciam
tychto subjektov.

committee or regulatory authority, shall
not be deemed as granting the ownership
of such information to these entities.

5.3 Centrum zaisti, ze vyvinie maximalne | 5.3 The Center shall ensure that the actual
usilie na to, aby skutoc¢ni vlastnici tychto owners of the intellectual property rights,
prav  duSevného  vlastnictva, t.]. i.e. employees of the Center and/or
zamestnanci Centra a/alebo involved third parties, allow the Center to
zainteresované tretie strany, umoznili grant the aforementioned license to
Centru udelit’ vyssie uvedenu licenciu Janssen.
spolo¢nosti Janssen.

5.4 Plati, Ze vynalezy, ktoré su |54 Toeliminate any doubts, an invention that
vylepSeniami, alebo novym pouzitim ¢i IS an improvement, a new use or a new
novymi liekovymi formami Skusaného drug form of the Investigational medicinal
licku st vyluénym  vlastnictvom product shall be the sole property of
spolo¢nosti Janssen. Janssen.

5.5 Zmluvni partneri sa zaviazujui zabezpecit, | 5.5 The Contracting Partners agree that all

ze 7e vSetky prava na akykol'vek objav
alebo vynalez, bez ohl'adu na to, ¢i je
patentovatel'ny alebo nie, ktory vznikol
alebo bol vytvoreny a uvedeny do praxe
ako vysledok prace vykondvanej podla
tejto Zmluvy (dalej len “Vynélezy”)
budu patrit’ spolo¢nosti Janssen alebo jej
poverenej osobe. Vynélezy dosiahnuté
zamestnancami  Centra alebo inymi
stranami zahrnutymi Zmluvnymi
partnermi do vykonavania Klinického
sktsania budu bezodkladne oznamené
spolo¢nosti Janssen.

5.6 Spolo¢nost Janssen alebo ktorakol'vek k

nej Pridruzena osoba st opravneni podat’
prihlaSku patentu pre tieto Vynalezy vo
svojom mene alebo v mene urcenej tretej
strany, na vlastné naklady, s uvedenim
mena vynalezca (-ov) v prihlaske
patentu. Zmluvni partneri sa zavazujd
podpisat’ a zabezpecit', aby zamestnanci
Centra a dalSie subjekty zahrnuté
Zmluvnymi partnermi do vykonavania
Klinického skuSania podpisali vSetky
listiny a poskytli také svedectva, aké
spolo¢nost’ Janssen V sulade s platnou
pravnou Upravou uznad za potrebné na
ucel podania prihlasky patentu a

5.6

rights to any discovery or invention,
whether patentable or not, conceived or
conceived and reduced to practice as a
result of the work conducted under this
Agreement (hereinafter the “Inventions™)
shall belong to Janssen or its designee.
Inventions made by employees of the
Center or other parties included in the
Clinical Trial by the Contracting Partners
shall be reported to Janssen without undue
delay.

Janssen or any of its Affiliates shall have
the right to file a patent application for
such Inventions under its own name or
under the name of a designated third party
and at its own expense, with the
inventor(s) named in the patent
application. The Contracting Partners
agree to sign and to have employees of the
Center and other parties involved in the
Clinical Trial by the Contracting Partners
sign all documents and give such
testimony as Janssen deems necessary for
filing a patent application and for
obtaining a patent in order to protect its
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ziskania patentu s cielom ochranit’ intellectual property interests arising from
opravnené zaujmy spolo¢nosti Janssen the Clinical Trial.

tykajuce sa dusevného vlastnictva, ktoré

vznikn v sdvislosti s Klinickym

skusanim.

5.7 Spolo¢nost’ Janssen a k nej Pridruzené | 5.7 Janssen and its Affiliates may utilize,
osoby moézu uzivat, rozmnozovat a reproduce and transform anonymized
prevadzat’ anonymizované radiological/diagnostic images made in
radiologické/diagnostické snimky the course of the Clinical Trial, in
zhotovené v  priebehu Kilinického compliance with the provisions of the
skusania v rozsahu uvedenom Vv informed consent and to the extent
informovanom sudhlase na vsetky ucely, specified in the informed consent, for any
vedecké a/alebo komeréné, v akejkol'vek scientific and/or commercial purposes, in
podobe a akymkol'vek sposobom, any form and by any means, electronic or
elektronickym alebo  mechanickym, mechanical, including making
vratane  vyhotovovania  fotokdpii, photocopies, electronic recordings (e.g.
elektronickych zaznamov (napr. na CD- on CD-ROM), micro-copies, or by any
ROM), mikro-kapii, alebo data storage and retrieval systems,
prostrednictvom systémov uchovavania including data banks and the Internet. The
a obnovovania udajov, vratane databank Contracting Partners hereby grant to
a internetu. Na tento ucel udeluju Janssen an exclusive, worldwide and
Zmluvni partneri spolo¢nosti Janssen irrevocable license, with the right to grant
vyhradnd, miestom neobmedzend a a sublicense to Janssen’s Affiliates, for the
neodvolatel'nt licenciu, vratane prava use of aforementioned images. In the case
udelit’ sublicencie PridruZzenym osobam that the Center or the Principal
spolo¢nosti Janssen, na uzivanie vysSie Investigator is not the owner of these
uvedenych snimok. Ak nie st Centrum rights to such images, the Center and/or
alebo Hlavny skusajuci vlastnikmi prav the Principal Investigator agree to ensure
k tymto snimkam, Centrum a/alebo that the actual owner of these rights, i.e.
Hlavny  skuSajici sa  zavidzuju employees of the Center and/or third
zabezpecit', aby skutocny vlastnik tychto parties involved in the Clinical Trial,
prav, tzn. zamestnanci Centra a/alebo would allow the Contracting Partners to
tretie osoby zahrnuté do vykonavania grant the aforementioned license to
Klinického skuSania, umoznili Janssen. The Contracting Partners
Zmluvnym partnerom udelit’ vysSie confirm that all such images shall be
uvedent licenciu spolo¢nosti Janssen. obtained with trial subjects’ consent that
Zmluvni partneri potvrdzuju, ze vsetky shall be submitted to the Center by
takéto snimky budu ziskané so suhlasom Janssen and that the images shall not
subjektu, ktory Centru odovzda contain any information, through which
spolo¢nost’  Janssen a Zze nebudia the relevant trial subject could be
obsahovat" Ziadne informacie, ktorych identified.
prostrednictvom by  mohol byt
identifikovany  konkrétny  ucastnik
skasania.

5.8 Spoloc¢nost’ Janssen udel'uje Zmluvnym | 5.8 Janssen provides the Contracting Partners
partnerom nevyhradnd licenciu na with a non-exclusive license to use the
pouzitie Vysledkov vytvorenych v Results created at the Center solely for its
Centre vyluéne na svoje interné own internal non-commercial research
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6.1

nekomeréné vyskumné a vzdelavacie
ucely pri  dodrzani  podmienok
zachovania dévernosti a podmienok pre
publikovanie, ktoré su obsiahnuté v tejto
Zmluve, za predpokladu, 7ze takéto
pouzitie nezahfila pouzitie vo vlastny
prospech alebo v prospech akéhokol'vek
ziskového subjektu vratane pouzitia
udajov na podporu vyskumu pre ziskovy
subjekt alebo v spolupréci s nim. Tato
licencia neopraviuje k udelovaniu
akychkol'vek sublicencii.

CL. 6 - Zachovavanie dévernosti

Zmluvni  partneri  sa  zavazuju
zaobchadzat’ so vSetkymi informéciami
ozna¢enymi ako “Doverné” a prijatymi
od spoloc¢nosti Janssen alebo v jej mene
alebo od Pridruzenych o0séb (vratane
CRO) spolo¢nosti Janssen, okrem iného
aj vratane vSetkych informacii v
stvislosti s  Klinickym skaSanim,
Skusanym liekom, Protokolom alebo
touto Zmluvou a s Vysledkami
a akékol'vek informacie tykajuce sa
¢innosti  spolo¢nosti  Janssen a jej
pridruzenych 0s6b, ako sU patentové
prihlasky, receptury, vyrobné postupy,
zakladné  vedecké (daje, Udaje
z predchadzajiceho klinického
vyskumu a informécie o zlozeni (dalej
spolu len ,,.D6verné informécie”) prisne
doverne. Zmluvné strany sa zaroven
dohodli, Ze st Zmluvni partneri povinni
zaobchadzat’ ako s dovernymi aj s tymi
informaciami, ktoré sice ako ,,Doverné”
nie su prislusnou osobou oznacené, ale
moéZu byt povazované za Doverné
informécie, a to na zéklade ich povahy
alebo podmienok, ktoré sa vztahovali k
ich poskytnutiu alebo spristupneniu,
okrem iného vratane vSetkych tudajov
tykajucich sa Klinického skusania,
vysledkov, Gdajov pre vnutornu potrebu,
alebo informécii vytvorenych na zéklade
Klinického sktSania, a to napriklad
vratane Protokolu, stboru informaécii pre
sktSajuceho ¢i predbeznych vysledkov
Klinického skuSania. Zmluvni partneri

6.1

and educational purposes, subject to
confidentiality and publication terms
specified in this Agreement, provided that
such uses shall not include use 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. Such license does
not allow for granting any sub-licenses.

Article 6 — Confidentiality

The Contracting Partners agree to treat as
strictly  confidential all information
marked as “Confidential” and received
from or on behalf of Janssen or any of its
Affiliates (including via CRO), including
but not limited to, all information in
relation to the Clinical Trial, the
Investigational medicinal product, the
Protocol or this Agreement as well as the
Results and any information relating to the
operations of Janssen and its affiliates,
such as patent applications, formulas,
manufacturing processes, basic scientific
data, prior clinical research data and
formulation  information  (hereinafter
together referred to as “Confidential
Information”). The Contracting Parties
agree that the Contracting Partners must
also treat as strictly confidential any
information that is not marked as
“Confidential” but would be considered
Confidential Information by a reasonable
person based on its nature or conditions
under which it was provided or disclosed,
including but not limited to any data
concerning the Clinical Trial, the Results,
information for internal use only or
information created based on the Clinical
Trial, for example including, but not
limited to, the Protocol, the dataset for the
investigator or preliminary results of the
Clinical Trial. The Contracting Partners
may use Confidential Information only for
the purposes of performance of this
Agreement and agree not to disclose such
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smu pouzivat Doverné informacie iba
na ucely plnenia tejto Zmluvy a zavazuju
sa  nespristupnit’  takéto  Dodverné
informécie Zziadnej tretej strane mimo
stran poverenych spolo¢nostou Janssen
bez  predchadzajuceho  pisomného
suhlasu spolo¢nosti Janssen. Zmluvni
partneri sa zavdzuji umoznit’ pristup k
dévernym informaciam len osobam,
ktoré sa s DOvernymi informéaciami
maju potrebu zoznamovat® na ucel
poskytovania sluzieb na zaklade tejto
Zmluvy, a aj to len vtedy, ak tieto osoby
boli Zmluvnymi partnermi
preukazatelne zaviazané k
reSpektovaniu podmienok aspon tak
prisnych, ako st podmienky podla tohto

Confidential Information to any third
party other than parties authorized by
Janssen without Janssen’s prior written
consent. The Contracting Partners agree to
provide  access to  Confidential
Information only to persons that need to
know Confidential Information for the
purpose of providing services based on
this Agreement and only if such persons
were provably bound by the Contracting
Partners to observe conditions that are at
least as stringent as the conditions under
this Article 6. For the avoidance of doubt
the Contracting Partners agree that all
Results shall be the Confidential
Information of Janssen. All Confidential
Information shall remain the sole property

¢lanku. 6. Aby sa  prediSlo of Janssen or its affiliated companies.
pochybnostiam,  Zmluvni  partneri Nothing in this section should be
sthlasia, Ze vSetky Vysledky su interpreted to preclude Center from (i)
dovernymi informaciami spolo¢nosti disclosing  the  existence of  this

Janssen. Vsetky Ddoverné informacie

Agreement, the title of the Clinical Trial,

zostavaju  vyhradnym  vlastnictvom the identity of Janssen, or (ii) publishing
spolo¢nosti ~ Janssen  alebo  jej the Agreement in the central register of
pridruzenych spolo¢nosti. contracts on www.crz.gov.sk to the extent

Nic v tejto Casti by sa nemalo vykladat’
tak, Zze by to Centru branilo (1) zverejnit’
existenciu  tejto  Zmluvy, nazov
Klinického skasania, identitu
spolo¢nosti Janssen alebo (ii) Zverejnit’
zmluvu v centralnom registri zmluv na

required by the law.

WWW.CIZ. .gov.sk % rozsahu
vyzadovanom zakonom.

6.2 Predchadzajuce povinnosti na | 6.2 The preceding confidentiality obligations
zachovavanie dovernosti sa nevzt'ahuju shall not apply to the extent that the
v tom rozsahu, ked” Zmluvni partneri st Contracting Partners have the right to
opravneni publikovat’ Vysledky v sulade publish Results in accordance with Article
scl. 7. 7.

6.3 Pojem Dodverné informécie, ako je | 6.3 The term Confidential Information, as

pouzivany v tejto Zmluve, sa nevzt'ahuje
na Udaje a informacie, pri ktorych mézu
Zmluvni partneri preukéazat’, Ze (i) nimi
Centrum alebo Hlavny skuaSajaci
disponovali bez povinnosti zachovavat
o nich mlcanlivost’ v ¢ase, ked’ im boli
spristupnené  spolo¢nostou  Janssen
alebo jej Pridruzenymi osobami, alebo
menom niektorej z nich, ¢o dokazuju

used in this Agreement, does not apply to
data and information where the
Contracting Partners can prove that such
data and information (i) were already in
possession of the Center or the Principal
Investigator without the confidentiality
obligation at the time of their disclosure to
them by or on behalf of Janssen or any of
its Affiliates as evidenced by
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existujice pisomne zaznamy (ii) su
alebo sa stanil sucastou verejnych
informacii inak ako konanim alebo
opomenutim Centra alebo Hlavného
skusajiceho alebo ich  personalu,
zastupcov a subdodavatel'ov, (iii) boli
zakonne poskytnuté Centru alebo
Hlavnému skusajicemu od tretej strany,
ktora nie je vocCi SpoloCnosti Janssen
alebo jej Pridruzenym osobam viazana
vyslovhou alebo  predpokladanou
povinnostou mlcanlivosti, alebo (iv)
boli vytvorené nezavisle Centrom alebo
Hlavnym skuasajicim bez odkazovania
sa na Doverné informacie alebo ich
pouzitie, C¢o dokazuju  existujuce
pisomné zaznamy.

contemporaneous written records, (ii) are
or become a part of public information by
means other than by an act or omission on
the part of the Center or the Principal
Investigator or their personnel, agents and
subcontractors,  (iii) were lawfully
disclosed to the Center or the Principal
Investigator by a third party not bound to
Janssen or its Affiliates by an explicit or
implied confidentiality obligation or (iv)
were as evidenced by contemporaneous
written records created independently by
the Center or the Principal Investigator
without reference to  Confidential
Information or its use.

6.4 NavysSe su Zmluvni partneri opravneni | 6.4 Furthermore, the Contracting Partners
spristupnit’ Doverné informacie v takom may disclose Confidential Information to
rozsahu, v akom je takéto zverejnenie the extent required by law or an
vyZzadované zakonom alebo enforceable court order, provided,
vykonateI'nym stidnym rozhodnutim, no however, that the Contracting Partners
pod podmienkou, Ze Zmluvni partneri o shall give Janssen reasonable advance
tejto skutoCnosti v primeranom ¢asovom notice and a legally sufficient opportunity
predstihu informujd spolo¢nost” Janssen to contest the proposed disclosure and
aposkytni jej zakonne dostatocnu shall cooperate with Janssen to seek a
prilezitost’ namietat’ vo¢i navrhovanému protective order or any other appropriate
zverejneniu a na jej ziadost’ s nou budu remedy upon the request of Janssen. The
spolupracovat v  snahe dosiahnut’ Contracting Partners agree to make
opatrenia na ucely ochrany alebo iného maximum reasonable efforts to ensure
primeraného  pravneho  prostriedku. confidential treatment of any Confidential
Zmluvni partneri sa zavidzuji vyvinat Information that shall be disclosed.
vSetko primerané usilie, aby zabezpecili
doverné zaobchadzanie s ktoroukol'vek
z Dovernych informéacii, ktord bude
spristupnena.

6.5 Tieto povinnosti zachovavat’ | 6.5 This confidentiality obligation and the
mlcanlivost a zakaz pouzivania prohibition ~ to  use  Confidential
Doévernych informécii podla tejto Information as  specified in this
Zmluvy zostanu v platnosti aj po Agreement shall remain in effect even
skonceni tejto Zmluvy. after this Agreement is terminated.

6.6 Zmluvni partneri sa zavdzuj na ziadost’ | 6.6 The Contracting Partners agree to destroy
spolo¢nosti Janssen zni€it' a zmazat’ and delete any Confidential Information
Doverné informacie, ktorymi disponujd in their possession or to return it to
alebo ich vratit’ spolo¢nosti Janssen. Janssen upon the request of Janssen.

6.7 Vsetky dohody existujuce pred | 6.7 All pre-existing agreements regarding the

uzavretim tejto Zmluvy, ktoré sa tykaju
povinnosti zachovavat' mlcanlivost vo

confidentiality obligation with regard to
the Clinical Trial shall be superseded by
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7.1

7.1.1

7.1.2

7.1.3

vztahu ku Klinickému skuaSaniu, sa
nahrédzaju touto Zmluvou a len, pokial
sa tykaju Klinického skusania.

Cl. 7 - Publikovanie, tlatové spravy a
verejneé ozndmenia

Spolo¢nost’  Janssen Uznava zaujem
Zmluvnych partnerov na nekomerénom
vedeckom publikovani Vysledkov bez
ohl'adu na to, ¢i vysledok Klinického
skasania je pozitivny alebo negativny. S
ohladom na opravnené  zaujmy
spolo¢nosti Janssen sa Zmluvni partneri

zavizuji  dodrziavat  nasledujice
povinnosti a podmienky na
publikovanie:

Zmluvni  partneri  sa  zavazuju

poskytovat” spolo¢nosti Janssen kopiu
origindlu  vSetkych  navrhov  na
publikovanie alebo Ustne prezentacie
tykajuce sa Klinického skusania alebo
Skusaného lieku alebo Vysledkov (d’ale;j
len “Publikécie”) najmenej Sestdesiat
(60) dni pred zamysl'anym predlozenim
alebo prezentdciou Publikacie, aby ich
spolo¢nost’ Janssen mohla skontrolovat’.

Pokial' spolo¢nost’ Janssen neoznami
Zmluvnym partnerom v rdmci lehoty 45
dni odo dna, ked mu bola dorucena
zamySlana Publikacia, Zmluvni partneri
sa zavdzuju pripomenut’ Spolocnosti
Janssen predpokladany datum
Publikacie. Zmluvni partneri nie sa
opravneni publikovat’ Publikacie bez
vyslovného pisomného suhlasu
spolo¢nosti Janssen.

Zmluvni partneri berd na vedomie a
stihlasia, Ze v pripade multicentrickych
skusani sa  Vysledky Klinického
skuSania publikuju iba prostrednictvom
koordinacie so spolo¢nost'ou Janssen na
ucel kombinovania vysledkov zo
vSetkych centier zucastnenych na
Klinickom skasani v spolocnej
multicentrickej publikacii. Zmluvni
partneri s opravneni publikovat’ len

this Agreement and only with regard to
the Clinical Trial.

Article 7 — Publication, Press Releases and

Public Announcements

7.1 Janssen acknowledges the interest of the

Contracting Partners in the non-
commercial scientific publication of
Results, regardless of whether the
outcome of the Clinical Trial is positive or
negative. Considering Janssen’s
reasonable interests, the Contracting
Partners agree to comply with the
following publication obligations and
terms:

7.1.1 The Contracting Partners agree to provide

Janssen with a copy of the manuscript for
all  proposed publications or oral
presentations relating to the Clinical Trial
or the Investigational medicinal product
or Results (hereinafter referred to as the
“Publication™) at least sixty (60) days
prior to the intended submission or
presentation of the Publication in order to
allow Janssen to review it.

7.1.2 If Janssen does not notify the Contracting

Partners within 45 days of Janssen’s
confirmed receipt in writing of the
intended Publication, the Contracting
Partners agree to remind Janssen of the
intended date of the Publication. The
Contracting Partners are not allowed to
publish Publications without the explicit
written consent of Janssen.

7.1.3The Contracting Partners acknowledge

and agree that, in case of multi-center
studies, Results of the Clinical Trial are
published only through coordination with
Janssen in order to combine the results of
all centers participating in the Clinical
Trial in a joint, multicenter publication.
The Contracting Partners may only
publish  Results of their Center
individually on the condition that overall
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7.1.4 Spolo¢nost’ Janssen a Zmluvni partneri

7.1.5AKk spolocnost’ Janssen uréi, ze takato

7.1.6 Ak by Publikacia z pohl'adu spolo¢nosti

Vysledky svojho Centra individualne
pod podmienkou, ze celkové vysledky
neboli publikované do 18 mesiacov od
dokoncenia, prerusenia alebo skonc¢enia
Klinického skusania na vSetkych
centrach alebo po tom, ako spolo¢nost’
Janssen potvrdi, Zze sa z Klinického
skasania nebude vyhotovovat ziadna
multicentricka publikacia, a sucasne
pod podmienkou postupovania v stlade
s podmienkami stanovenymi v tomto
¢lanku.

sa zavdzuju prediskutovat  vsetky
rozdiely v ndzoroch na zamysl'any obsah
Publikécie s cielom najst rieSenie
uspokojivé pre spolo¢nost’ Janssen aj pre
Zmluvnych  partnerov.  Spolo¢nost’
Janssen je  oprdvnena  navrhnat
akékol'vek zmeny Publikacie, ktoré
odovodnene povazuje za potrebné na
vedecké Ucely. Zmluvni partneri sa
zavdzuju, ze zapracovanie takychto
odporti¢anych zmien nebude
bezddvodne odmietnute.

Publikdcia by mohla mat neziaduci
ucinok na zachovanie dovernosti
ktorejkol'vek z Dovernych informadcii
spolo¢nosti Janssen, Zmluvni partneri sa
zavdzuju zabranit' takejto Publikécii.
Akymkol'vek poZiadavkam na zmeny zo
strany spolo¢nosti Janssen sa vyhovie,
pokial nemaju negativny vplyv na
vedecky charakter alebo neutralitu
publikécie.

Janssen mohla mat’ neziaduci u¢inok na
schopnost’ spolo¢nosti Janssen ziskat
patentovi ochranu pre ktorykol'vek
Vynalez, spolo¢nost’ Janssen ma pravo
pozadovat odklad Publikacie na
primerany ¢as na ucel pripravy a podania
Ziadanej patentove;j prihlasky
spolo¢nost'ou Janssen alebo v jej mene,
avSak tento ¢as nesmie presiahnut’ Sest’
(6) mesiacov od datumu, ked
spolo¢nost’ Janssen potvrdila prijatie
Publikacie dorucenej na kontrolu.

7.15

results were not published within 18
months of the completion, abandonment
or termination of the Clinical Trial at all
centers, or after Janssen confirms there
will be no multicenter Clinical Trial
publication, subject to the compliance
with the terms set forth in this Article.

7.1.4 Janssen and the Contracting Partners

agree to discuss any difference of opinion
with regard to the intended content of the
Publication in order to find a solution
satisfactory for Janssen and the
Contracting  Partners. Janssen may
recommend any changes in the
Publication, which Janssen reasonably
deems necessary for scientific purposes.
The Contracting Partners agree that the
implementation of such recommended
changes shall not be unreasonably
refused.

If such Publication is determined by
Janssen to have an adverse effect on the
confidentiality of any of Janssen’s
Confidential Information, the Contracting
Partners shall not make such Publication.
Any requests for changes by Janssen shall
be accommodated unless such adversely
impact the scientific character or
neutrality of the publication.

7.1.6 If the Publication may - in Janssen’s view

- have an adverse effect on the ability of
Janssen to obtain patent protection for any
Invention, Janssen may request a delay of
the Publication for a reasonable period of
time in order to enable the preparation and
filing of any desired patent application by,
or on behalf of, Janssen; such period,
however, may not exceed six (6) months
from the day of Janssen’s confirmed
receipt of the intended Publication for
review. Janssen may request a further
delay of the Publication in the case that the
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7.1.7Zmluvni partneri sa zavdzuju zahrnat’ do

Spolo¢nost  Janssen ma  pravo
pozadovat’ d’al§i odklad Publikacie, ak
patentova prihlaska bola podand a ak
prihlaska s pravom prednosti je netiplna
a v ramci 1 roka od podania prihlasky s
pravom prednosti musi byt do ziadosti
doplneny predmet patentovej prihlasky.
V tomto pripade ma spolo¢nost’ Janssen
pravo pozadovat odklad akejkol'vek
Publikécie az do doplnenia prihlasky s
pravom prednosti. Spolo¢nost’ Janssen
nebude zakazovat’ Publikaciu v pripade,
ked informacia, ktord je sposobila byt’
predmetom patentovej ochrany, bola z
planovanej Publikacie odstranena.

kazdej Publikécie ustanovenia
informujuce, Ze vytvorenie Vysledkov a
Udajov bolo podporené spolo¢nostou
Janssen, a sucasne sa Zmluvni partneri
zavizuju informovat o svojej miere
angazovanosti na Klinickom skuaSani.
Autorstvo a uznanie za vedecké
publikovanie by mali byt v stlade s
jednotnymi poziadavkami na rukopisy
vydanymi Medzinarodnym vyborom
redaktorov lekéarskych casopisov -
ICMJE (Uniform Requirements for
Manuscripts).

patent application has been filed and the
priority application is incomplete, and the
subject-matter must be added to the
application during the priority year. In
such case, Janssen has the right to request
a postponement of any Publication until
completion of the priority application.
Janssen shall not prohibit the Publication
if the patentable information was removed
from the planned Publication.

7.1.7 The Contracting Partners agree to include

in every Publication a statement that the
creation of the Results and data was
supported by Janssen as well as
information about their involvement in the
Clinical Trial.  Authorship  and
acknowledgements for scientific
publications should be consistent with the
Uniform Requirements for Manuscripts
issued by the International Committee of
Medical Journal Editors (ICMJE).

7.2 Zmluvni partneri sa zavazuju zaviazat' | 7.2 The Contracting Partners agree to impose
rovnakymi povinnostami a the same obligations and requirements for
poziadavkami na publikovanie, ktoré su publications as set forth in Article 7.1 on
stanovené v €l. 7.1, tieZ vSetkych Clenov all Clinical Trial Team Members and
timu klinického sktSania arucia za warrant their compliance with such
dodrziavanie tychto povinnosti obligations and requirements.

a poziadaviek.

7.3 Povinnosti stanovené v ¢l. 7.1 zostant v | 7.3 The obligations set forth in Article 7.1
platnosti d’al§ich pétnast’ (15) rokov po shall remain in effect for another fifteen
pred¢asnom ukonéeni alebo po ukonceni (15) years after early termination or
tejto Zmluvy. expiration of this Agreement.

7.4 Spolo¢nost Janssen je oprdvnena | 7.4 Janssen may publish Results of the

zverejnit’ vysledky Klinického skuSania
alebo akékol'vek in¢ informacie ziskané
zo sluZieb vykonavanych na zaklade
tejto  Zmluvy Centrom, Hlavnym
skasajucim alebo inym personalom
spojenym s tymto Klinickym skt$anim
alebo v jeho mene sp6sobom, ktory uzna
za vhodny, a to ako po cely cas trvania

Clinical Trial, or any other information
generated from the services conducted
under this Agreement by or on behalf of
Center, Principal Investigator or other
personnel associated with this Clinical
Trial, in any manner it deems appropriate,
both during, and following termination of
this Agreement and shall have the first
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7.5

tejto Zmluvy, tak aj po jej ukonéeni a ma
prednostné pravo publikovat a/alebo
verejne prezentovat’ vysledky
Klinického skusania, ¢i uz formou tstne;j
prezentacie na kongrese alebo formou
publikécie, bez suhlasu Centra alebo
Hlavného sktsajuceho;, dalej je
spolo¢nost’ Janssen opravnena umiestnit’
informécie o Klinickom skuSani a o
Vysledkoch na internet, napr. na stranky
www.ClinicalTrials.gov  (zverejnenie
registra) a na strdnky pre zverejnenie
vysledkov, na firemné  stranky
spolo¢nosti Janssen (zverejnenie registra
a vysledkov) a v ktorejkol'vek databaze
a/alebo v registri v stlade s pravnymi
predpismi a s prislusnymi normami vo
vzt'ahu k rozsahu, forme a obsahu.

Pred zacatim registrdcie bude mat
spolo¢nost’ Janssen tieZ pravo verejne
registrovat’ suhrny protokolov
a kontaktné udaje pracovisk zo sktsani
zadanych spolo¢nost'ou, ktoré sa tykaji
skasanych liekov aj liekov uvadzanych
na trh aktoré spifiaji asponn jedno
z nasledujucich kritérii: (i) ktoré musi
spolo¢nost’ Janssen alebo jedna z jej
pridruzenych 0s0b zaregistrovat’ na
zaklade platnych pravnych predpisov

7.5

right to publish and/or present in public
the Results of the Clinical Trial, whether
this is by means of an oral presentation at
a congress or by publication, without
approval from Center or Principal
Investigator; Janssen may also post
information about the Clinical Trial and
Results on the Internet, e.g. on
www.ClinicalTrials.gov (register posting)
and on websites for results posting, on
Janssen’s company website (register and
results posting) and in any other database
and/or registry in accordance with
applicable laws and standards regarding
scope, form and content.

Prior to the initiation of enrollment,
Janssen will also have the right to publicly
register protocol summaries and site
contact details from company sponsored
trials of both investigational medicinal
products and marketed medicinal products
that meet at least one of the following
criteria: (i) required to be registered by
Janssen or one of its affiliates pursuant to
and in accordance with applicable laws
and regulations; (ii) required by the

a nariadeni a v sulade s nimi; (ii) ktoré ICMJE for studies intended to be
vyzaduje ICMIJE v pripade klinickych published in the international peer-
skusani uréenych na publikovanie reviewed literature
v medzinarodnej recenzovanej literatdre (http://www.icmje.org); or (iii) from
(http://www.icmje.org); alebo (i) company sponsored trials of both
z klinickych skusani, ktorych investigational and marketed medicines

zadavatelom je spolo¢nost’, tykajlcich
sa sktSanych produktov aj liekov
uvadzanych na trh, ktoré su primerane
navrhnuté adobre kontrolované, bez
ohl'adu na to, ¢i sa vyZaduju podl’a bodu
(1) alebo (ii) tohto oddielu vyssie.
Registracia sa uskutocni na webovej
stranke Ndarodnej lekérskej kniZnice
Spojenych Statov americkych urcenej na
tento ucel na adrese
wwwe.clinicaltrials.gov. Okrem toho sa
na ucely registrdicie moézu pouzivat
rovnocenné oficialne weboveé stranky

and products that are adequately-designed
and well-controlled, whether or not
required by (i) or (ii) of this section above.
Registration will be to the United States
National Library of Medicine web site
designed  for  this  purpose at
www.clinicaltrials.gov. In  addition,
equivalent official websites and websites
of Janssen and its affiliates may be used
for registration purposes.
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awebové stranky spoloCnosti Janssen
a jej pridruzenych 0sob.

Kazda osoba, ktora ma pristup Any person accessing a clinical trial
k zoznamu  klinickych skG$ani na listing for a clinical trial on
stranke www.clinicaltrials.gov, sa moze www.clinicaltrials.gov. may elect to
rozhodnat’” vyplnit' online dotaznik na complete an online eligibility-screening
overenie  spoOsobilosti,  ktory je questionnaire made available through
k dispozicii prostrednictvom Janssen funding. For trial subjects
financovania  spoloCnosti  Janssen. screened as potentially eligible in Center’s
V pripade  Gcastnikov  klinického and/or Principal Investigator’s
skuSania, ktori boli prevereni ako geographical area, Principal Investigator
potencialne opravneni v geografickej will receive a report with the completed
oblasti Centra a/alebo  Hlavného screen and the trial subject’s contact
skusajuceho, dostane Hlavny skusajuci information.

sprdvu s ukonenym  preverovanim

a kontaktnymi udajmi ucastnika

skusania.

7.6 Zmluvni  partneri  sa  zavazuju | 7.6 The Contracting Partners agree not to
nepublikovat Ziadne tlacové spravy publish any press release or any other
alebo iné verejné ozndmenia o public announcements about the Clinical
Klinickom skusani, Vysledkoch Trial, Results of the Clinical Trial and/or
Klinického skuSania a/alebo Sktsanom the Investigational medicinal product
lieku bez predchadzajuceho pisomného without Janssen’s explicit prior written
stihlasu spolo¢nosti Janssen, s vynimkou consent, except as permitted in
pripadov, ktoré umoziuja ¢lanky 6 a7 accordance with Articles 6 and 7 of this
tejto zmluvy. Agreement.

7.7 Nazov spolo¢nosti Janssen nesmie byt | 7.7 The name of Janssen may not be used in
pouzivany v ziadnom reklamnom alebo any advertising or any other material of
inom materidli Zmluvnych partnerov the  Contracting  Partners  without
bez  predchadzajuceho  pisomného Janssen’s  explicit  prior  written
schvélenia spolo¢nost'ou Janssen. authorization.

Cl. 8 - Zodpovednost’ a odSkodnenie Article 8 — Liability and Indemnity

8.1 Zmluvni  partneri  sa  zavazuju | 8.1 The Contracting Partners agree to defend,
spolo¢nost’ Janssen obhajovat’, nahradit’ indemnify and hold harmless Janssen for
ujmu azabezpeCit' jej bezihonnost any damages (including non-pecuniary
v pripade akychkol'vek $kod (vratane damages and death of Trial Subject),
ujmy nemajetkovej a smrti tcastnika actions or claims incurred or in any way
skasania), Zaléb  alebo  narokov arising as a result of: (i) a negligent,
vzniknutych alebo akokol'vek reckless or willful act or omission; and/or
vyplyvajucich z dévodu (i) (ii) a breach of any obligations assumed
nezodpovedného alebo nedbanlivého under this Agreement; and/or (iii) failure
alebo  Umyselného konania alebo to comply with the Protocol and with
opomenutia a/alebo (i) poruSenia CRO’s or Janssen’s written
ktorejkol'vek z povinnosti prijatych na recommendations and instructions related
zaklade tejto Zmluvy ako aj (iii) to the use of the Investigational medicinal
nedodrzania Protokolu a pisomnych product; and/or (iv) breach of legal and
odporucani a pokynov od CRO alebo regulatory requirements; and/or (V)
spolo¢nosti  Janssen tykajucich sa professional malpractice; by either of
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pouzivania SkuSané¢ho lieku; a/alebo
a/alebo  (iif) porusenia  pravnych
aregulacnych poziadaviek a/alebo (v)

them or any employee, trustee or officer
of them or contractors used for the
purposes of fulfilment of this Agreement.

profesionalneho pochybenia Claim for damages does not arise, or
ktorymkol'vek z nich, alebo arises only in a proportional amount, if
ktorymkol'vek  zich  zamestnancov, health-related harm (including death)

poverenych o0s6b alebo funkcionarov
alebo Zmluvnych partnerov, ktori sa
budl podielat’ na plneni tejto Zmluvy.
Narok na néhradu ujmy nevznika,
pripadne vzniké len v pomernej vyske,
ak ujma na zdravi (vratane smrti) bola
spOsobena zavinenim ¢i spoluzavinenim
ucastnika sktsania ¢i jeho zdkonného
zastupcu, ¢o aj z nedbanlivosti.

occurred due to the fault or contributory
fault of the Trial Subject or his/her legal
representative, also due to negligence.

8.2 Spolo¢nost’ Janssen bude obhajovat’, | 8.2 Janssen shall defend, indemnify and hold
nahradi ujmu a zabezpe¢i bezihonnost’ harmless the Contracting Partners
Zmluvnych partnerov (Centrum a/ alebo (hereinafter the Center and the Principal
Hlavny skusajuci d’alej oznaCovani len Investigator collectively referred to as the
“Odskodriiovana strana”) V pripade “Indemnified Party”) for damages
akychkol'vek ujm (vratane ujmy (including non-pecuniary damage) to the
nemajetkovej) v rozsahu, v akom je voci extent to which a Trial Subject
nim na prisluSnom stde uc¢astnikom successfully claims damage to health
skuSania alebo inymi, na to podla (including death) as a direct result of
platnych pravnych predpisov using the Investigational medicinal
opravnenymi osobami, uspesne product in accordance with the Protocol
uplatneny najmaé narok na nahradu ujmy during the course of the Clinical Trial or
na zdravi (vratane smrti) vzniknutej any  properly  performed clinical
priamo z dovodu uZzivania Skusaného intervention or procedure required by the
liecku vsilade s Protokolom pocas Protocol to which the Trial Subject would
Klinického skusania alebo akéhokol'vek not have been exposed but for their
riadne vykonaného vykonu alebo participation in the Clinical Trial, in a
postupu vykonaného na ucastnikovi competent court of justice, provided that
skuSania podl'a poziadaviek Protokolu, such damage:
ktorym by ucastnik Klinického skusania
nebol vystaveny, keby sa na Klinickom
skuSani  nezaCastnil, a to pod
podmienkou, Ze tato ujma:

8.2.1 nevznikla z dévodu, ze | 8.2.1did not arise from the failure of the

Odskodnovana strana nekonala v stulade
(@) s podmienkami tejto Zmluvy; a/alebo
(b) Protokolom; a/alebo (c) vsetkymi
prisluSnymi  pravnymi predpismi a
pravidlami upravujacimi vykonavanie

Indemnified Party to comply with (a) the
terms of this Agreement; and/or (b) the
Protocol, and/or (c) all applicable laws
and regulations governing the
performance of the Clinical Trial, and/or

Klinického  skuSania; a/alebo  (d) (d) safety measures and written
bezpecnostnymi opatreniami a instructions of Janssen, CRO or their
pisomnymi pokynmi spolo¢nosti Affiliates; and/or
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Janssen, alebo jej Pridruzenych 0sob
alebo CRO,; a/alebo
8.2.2 nevznikla dovodu
nedbanlivostného, nezodpovedného
alebo  Umyselnéeho  konania alebo
opomenutia  Odskodnovanej  strany;

a/alebo

z

8.2.3 nie je plne hradend z poistenia
dohodnutého v sdlade s pravnymi
predpismi v prospech Odskodnovanej
strany.

8.3 Dalej plati, Ze ak vznikne taka ujma iba
sCasti z dovodov na  strane
Odskodnovanej strany uvedenych v ¢l.
8.2.1, alebo 8.2.2, Odskodiiovanej strane
vznikd narok na ndhradu ujmy voci
spolo¢nosti Janssen v rozsahu, v akom
vznikla ujma mimo dévodov uvedenych
v ¢l. 8.2.1 a/alebo 8.2.2.

8.4 Pravo Zmluvnych partnerov na nahradu
ujmy podla ¢l. 8.2 dalej nevznikne a
spolocnost  Janssen nebude mat
povinnost’ nahradu ujmy poskytnut, len
v rozsahu, v ktorom bude mat’ porusenie
niektorej z nizsie uvedenych povinnosti
zo strany  Zmluvnych  partnerov
negativny vplyv na moZnost’ Gspesne sa
branit’ proti uplatnenému naroku na
nahradu ujmy:

8.4.1 Zmluvni partneri sa zavazuju pisomne
okamzite (do dvoch pracovnych dni)
informovat’  Spolo¢nost’ Janssen 0
kazdom naroku a/alebo Zalobe podla
tychto ustanoveni o nédhrade ujmy a
siCasne  sa  zavdzuji  umoznit’
spolo¢nosti Janssen, aby riadila vsetky
ukony a obranu proti takto uplatnenému
naroku alebo zalobe vratane
rozhodovania o urovnani sporu; a

8.4.2 Zmluvni partneri st povinni
spolupracovat’ so Spolo¢nost’ou Janssen
a Jjej pravnymi  zastupcami a

poistovate'mi pri obrane proti takému
naroku alebo Zalobe, a zabezpecit’ taktito

8.2.2 does not arise from a negligent, reckless
or willful act or omission of the
Indemnified Party; and/or

8.2.3is not fully covered by insurance taken out
in compliance with applicable laws for the
benefit of the Indemnified Party.

8.3 In the case that such damage incurs only
in part due to reasons on the part of the
Indemnified Party as specified in Article
8.2.1 or 8.2.2, the Indemnified Party shall
be entitled to indemnification from
Janssen to the extent to which the reasons
indicated in Article 8.2.1 and/or 8.2.2 did
not contribute to the damage.

8.4 The Contracting Partners shall not be

entitled to indemnification under Article

8.2 and Janssen shall not provide

indemnification, if the Contracting

Partners breach any of the following

obligations and such breach has a negative

impact on the possibility of successful
defense against the lodged claim:

8.4.1 The Contracting Partners agree to
promptly within 2 working days notify
Janssen in writing about a claim and/or
lawsuit according to these provisions on
indemnification and to allow Janssen to
control all acts and defense against such a
claim or lawsuit, including the right to
decide on its settlement; and

8.4.2 The Contracting Partners must cooperate
and require its employees to cooperate,
with Janssen and its attorneys and insurers
in the defense of such a claim or lawsuit;
and
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spolupracu to
zamestnancov; a

strany svojich

8.4.3 Zmluvni partneri nesmu uznat ani
uspokojit’ ziadny takyto narok mimo
alebo v ramci sudneho konania bez
predchadzajuceho pisomneho sahlasu
spolo¢nosti Janssen.

8.5. Klinicka vyskumna organizécia vyslovne
odmieta akukol'vek zodpovednost’
Vv suvislosti so skisanym produktom vratane
akejkol'vek zodpovednosti za pripadné
naroky vyplyvajice zo stavu spdsobeného
alebo udajne sposobeného akymikol'vek
postupmi skusania spojené so skusanym
produktom, okrem rozsahu, v akom je takato
zodpovednost’ sposobend nedbanlivostou,
umyselnym pochybenim alebo poruSovanim
zmluvy Klinickou vyskumnou organizaciou.

Cl. 9 — Poistenie

9.1 Spolo¢nost Janssen zodpoveda za
zabezpecCenie  poistenia na  ucel
Klinického skasania v salade s

prisluSnymi pravnymi predpismi. Na
tento el spolocnost’ Janssen vyhlasuje,
7e zabezpecila poistenie zodpovednosti
spolo¢nosti Janssen a Centra za ujmu,
ktorého prostrednictvom je
zabezpecené aj odskodnenie v pripade
smrti castnika skusania alebo v pripade
ujmy vzniknutej na zdravi wcastnika
skasania v dosledku vykonavania
Klinického skuSania v stlade s § 43
pism. h) bod 3 Zakona o liekoch.
Spolo¢nost” Janssen d’alej vyhlasuje, Ze
zabezpecila poistenie  zodpovednosti
Centra za ujmu, ktora moze byt
spdsobena ucastnika sktisania v sulade s
§ 43 pism. h) bod 4. Zakona o liekoch.
Pre vylucenie pochybnosti Zmluvni
partneri vyhlasuju, Ze poistenie podla
tohto odseku nenahradza poistenie
vztahujice sa k aktivitdm, ktoré
nestvisia s Klinickym skuSanim, napr.
bezné  poskytovanie  zdravotnych
sluZieb.

8.4.3 The

Contracting Partners may not
recognize or settle any such claim or
lawsuit without the prior written consent
of Janssen.

8.5 CRO expressly disclaims any liability in

9.1

connection with the Investigational
medicinal product, including any liability
for any claim arising out of a condition
caused by or allegedly caused by any
Clinical Trial procedures associated with
such product except to the extent that such
liability is caused by the negligence,
willful misconduct or breach of this
Agreement by CRO.

Article 9 — Insurance

Janssen shall be responsible for taking out
insurance for the purposes of the Clinical
Trial in compliance with applicable legal
regulations. For these purposes, Janssen
represents and warrants that it took out
insurance of liability of Janssen and the
Center for damage including
indemnification in case of death of a trial
subject or damage to health to a trial
subject due to the Clinical Trial
performance pursuant to Section 43, letter
h) point 3 of Pharmaceuticals Act. Janssen
further represents and warrants that it took
out insurance of liability of the Center for
damage that may be caused to the trial
subject pursuant to Section 43 letter h)
point 4 of Pharmaceuticals Act. In order to
eliminate any doubts, the Contracting
Partners represent and warrant that this
insurance does not replace insurance
covering activities which are not related to
the Clinical Trial, e.g. a regular provision
of medical services.
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9.2 Zmluvni partneri zabezpecia | 9.2 The Contracting Partners shall secure and
a udrziavaju v plnej platnosti a G¢innosti maintain in full force and effect through
pocas vykonavania Klinického skuSania the performance of the Clinical Trial (and
(a po ukonceni Klinického skusania na following termination of the Clinical Trial
pokrytie akychkol'vek narokov to cover any claims arising from the
vyplyvajdcich z Klinického skusania) Clinical Trial) insurance coverage for:
poistné krytie pre: (i) medical professional and/or medical
(i) zodpovednost’ za ujmu spdsobenu malpractice liability; and
pri vykone povolania lekara a/alebo (ii) general liability.
za zanedbanie lekarskej
starostlivosti a

(if) vSeobecnu zodpovednost’.

9.3 Kazda Zmluvna strana, ktoré je povinna | 9.3 Upon request, each Contracting Party
udrziavat’ poistenie podla tejto Zmluvy, required to maintain insurance pursuant
poskytne na  poziadanie  druhej to this Agreement shall provide the other
Zmluvnej strane potvrdenia o poisteni party with certificates of insurance
preukazujuce  pozadované  poistné evidencing the required insurance
krytie. coverage.

CL 10 - Ochrana a zverejnenie Article 10 — Personal Data Protection and
osobnych adajov Disclosure

10.1 Kazda Zmluvnd strana suhlasi s tym, ze |10.1 Each Contracting Party agrees that its

j€j ziskavanie, spracuvanie
a zverejnovanie akychkol'vek tdajov
tykajucich sa identifikovanej alebo
identifikovatel'nej fyzickej osoby (dalej
len ,,osobné udaje™) v suvislosti s touto
Zmluvou je a bude v sulade s platnymi
pravnymi predpismi 0 ochrane
osobnych udajov, najma pripadne so
vieobecnym nariadenim EU o ochrane
udajov (d’alej len ,,GDPR”), zékonom. €.
18/2018 Z.z. oochrane osobnych
Udajov a o zmene a doplneni niektorych
zakonov V zneni neskorSich predpisov

collection, processing and disclosure of
any data relating to an identified or
identifiable individual (“Personal
Information™) in connection with this
Agreement is and will be in compliance
with applicable personal data protection
laws, especially where applicable the EU
General Data Protection Regulation (the
“GDPR”), the Act. No. 18/2018 Coll. on
Protection of Personal Data and on
Amendments to Certain Laws, as
amended and relevant guidelines of the
State Institute for Drugs Control, in

aprislusnych ~ usmerneni  Statneho particular guideline MP 131/2018, if
ustavu pre kontrolu lie¢iv, najma applicable, and that it has obtained all
usmernenia MP 131/2018, ak sa rights and consents necessary to collect,

uplatiiuje, aze ziskala vSetky prava process and disclose the Personal
asuhlasy potrebné na ziskavanie, Information. When  collecting and
spracivanie a zverejiiovanie Osobnych processing Personal Information, the

Udajov. Pri ziskavani a spractvani
Osobnych Udajov sa Zmluvné strany
zavdzuju prijat’ primerané opatrenia na

parties agree to take appropriate measures
to safeguard the Personal Information, to
maintain the confidentiality of Trial

ochranu Osobnych udajov, zachovanie Subject related health and medical
dbvernosti  zdravotnych a lekarskych information, to properly inform the
informacii  tykajucich sa ucastnika concerned data subjects about the
skasania, riadne informovanie collection and processing of their Personal
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dotknutych 0s6b 0 ziskavani Information, to grant data subjects
aspractvani ich Osobnych (dajov, reasonable access to their Personal
poskytnutie  primeraného  pristupu Information, to address other data subject
dotknutych os6b  kich  Osobnym rights as per applicable law, and to prevent
udajom, rieSenic  dalSich  prav access by unauthorized persons.
dotknutych  0s6b  podla platnych

pravnych  predpisov  a zabranenie

pristupu neopravnenych os6b.

10.2 Zmluvni  partneri  sa  zavézuju [10.2 The Contracting Partners agree not to
zabezpeCit, Ze do  vykonavania enroll any Trial Subject in the Clinical
Klinického skusania nebuda Trial until such person signs an informed
zaangazované ziadni G¢astnici skuSania, consent form as approved by
kym tieto osoby nepodpisu formular CRO/Janssen and the applicable Ethics
informovaného sthlasu schvaleny CRO/ Committee, and until the Contracting
spolo¢nostou  Janssen  a prislusnou Partners send such consent form to CRO.
etickou komisiou akym Zmluvni The informed consent form will contain
partneri takyto formular sthlasu CRO. appropriate  information about the
Formuléar informovaného suhlasu bude Processing of Personal Information under
obsahovat’ prislusné informacie this section.

o0 spractvani Osobnych udajov podla
tejto Casti. 10.3 The Contracting Partners represent,
10.3 Zmluvni partneri vyhlasujd, zarucuju warrant and covenant that Personal

a zavizuju sa, ze Osobné udaje tykajlce
sa ucastnikov skusSania budu pri ich
poskytovani spolo¢nosti Janssen a/alebo
CRO pseudonymizované, aby sa vsetky
informécie, ktoré priamo identifikujd
ucastnika klinického skusSania, nahradili
identifikaénym  kédom  ucastnika.
Hlavny skusajuci neposkytne
spolo¢nosti Janssen alebo CRO kl'a¢
alebo kod, ktory umoZznuje opidtovnu
identifikaciu  ucastnika  Kklinického
skiSania. Zmluvni partneri okamZite
informuji spolo¢nost’ Janssen a alebo
CRO ak Institacia a/alebo Hlavny
skuSajiici  zisti, Ze akékol'vek udaje
tykajice sa ucastnikov  klinického
skasania poskytnuté spolo¢nosti Janssen
a alebo CRO nesplaju tato poziadavku.
Hlavny skusajtci bude spolupracovat’ so

Information related to Trial Subjects,
when supplied to Janssen and/or CRO,
will be pseudonymized to replace any
information that directly identifies a Trial
Subject with a subject identification code.
Principal Investigator will not provide
Janssen or CRO with the key or code that
enables Trial Subjects to be re-identified.
The Contracting Partners will notify
Janssen and/or CRO immediately if
Institution and/or Principal Investigator
discovers that any Data concerning Trial
Subjects provided to Janssen and/or CRO
does not satisfy this requirement.
Principal Investigator will cooperate with
all Janssen and/or CRO requests to
mitigate any harm resulting from any such
disclosure of Data. In such an event, The
Contracting  Partners  will  deliver

vSetkymi  poziadavkami  spolo¢nosti corrected Data to Janssen and/or CRO as
Janssen aalebo CRO na zmiernenie promptly as possible at no extra expense
akejkol'vek ujmy vyplyvajucej to Janssen and/or CRO.

z takéhoto zverejnenia Udajov. V takom
pripade Zmluvni partneri ¢o najskor
dorucia spolocnosti Janssen a alebo
CRO opravené Udaje, ato bez
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10.4

10.5

akychkol'vek dodato¢nych nékladov pre
spolo¢nost’ Janssen a alebo CRO.

Zmluvni  partneri  zavedd  vhodné
technické a organiza¢né opatrenia na
zabezpecenie ~ Urovne  bezpecnosti
Osobnych Udajov spracivanych
v suvislosti so Zmluvou, ktora je
primerana riziku.

Zmluvni partneri sa zavazuju
bezodkladne a pisomne informovat’
spolo¢nost’ Janssen aalebo CRO o
poruSeni  bezpecnosti, ktoré vedie
k ndhodnému  alebo  nezakonnému
zniceniu, strate, zmene, neopravnenému
zverejneniu  Osobnych udajov alebo
pristupu k Osobnym Gdajom
prenaSanym, uloZzenym alebo inak
spracavanym  (d’alej len ,incident
v oblasti ochrany osobnych udajov”).
V takomto oznadmeni sa uvedie povaha
Incidentu v oblasti ochrany osobnych
Udajov, kategoOrie apriblizny pocet
dotknutych 0s6b a zdznamov
0 Osobnych udajoch, na ktoré ma takyto
Incident v oblasti ochrany osobnych
Gdajov vplyv. Zmluvni partneri sa
zavdzuji  plne  spolupracovat  so
spolo¢nostou Janssen aalebo CRO,
preskumat’ a vyriesit' akykol'vek takyto
Incident tykajici sa ochrany osobnych
Udajov a poskytnat’ spolo¢nosti Janssen
a alebo CRO vsetky informacie potrebné
na poskytnutie oznameni.

10.6  Zmluvni partneri sa zavdzuju, Ze buda

plne spolupracovat’ v savislosti
s akymkol'vek postdenim vplyvu na
ochranu udajov a/alebo predbeznymi
konzultaciami, ktoré sa mézu vyzadovat
v suvislosti so spracivanim Osobnych
udajov podla tejto Zmluvy.

10.7 Zmluvni  partneri  nesmu  bez

predchadzajuceno pisomného suhlasu
spolo¢nosti Janssen zapojit’ Ziadnu tretiu
stranu vratane akejkol'vek pridruZenej
spolo¢nosti alebo subsprostredkovatela

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

10.5 The Contracting Partners agree to inform
Janssen and/or CRO in writing about any
breach of security leading to the
accidental or unlawful destruction, loss,
alteration, unauthorized disclosure of, or
access to, Personal Information data
transmitted, stored or otherwise processed
(“Privacy Incident”) without undue delay.
Such notification shall specify the nature
of the Privacy Incident, the categories and
approximate number of data subjects and
Personal Information records impacted by
such Privacy Incident. The Contracting
Partners agree to fully cooperate with
Janssen and/or CRO, investigate and
resolve any such Privacy Incident and
provide Janssen and/or CRO any
information  necessary to  provide
notifications.

10.6  The Contracting Partners agree to fully
cooperate with respect to any data
protection impact assessments and/or prior
consultations that may be required with
respect to the processing of Personal
Information under the Agreement.

10.7 The Contracting Partners shall not
engage any third party, including any
affiliate or subcontractor, as data processor
(as defined wunder applicable data
protection law) for the performance of
their respective activities under this
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10.8 Osobné udaje tykajuce sa Hlavného

10.9 Spoloc¢nost’

ako sprostredkovatela udajov (v zmysle
platnych pravnych predpisov o ochrane
Gdajov) na  vykonavanie  svojich
prislusnych ¢innosti podla tejto Zmluvy.
V pripade, Ze spolo¢nost’ Janssen sthlasi
s takymto sprostredkovatel'om Udajov
tretej strany, Zmluvni partneri (i) su
zodpovedni za zabezpecenie toho, aby
kazdy povoleny sprostredkovatel’ udajov
tretej strany dodrziaval tuto Zmluvu,
platné pravne predpisy a nariadenia
o ochrane udajov, a(ii) nest plnu
zodpovednost’” voci spolo¢nosti Janssen
za vsetky ¢innosti takychto
spracovatel'ov udajov tretej strany.

skusajuceho  a vSetkych  skuSajucich
pracovnikov  (napr. meno, adresa
atelefonne ¢islo nemocnice alebo
kliniky, zivotopis) m6zu byt odovzdané
pridruzenym spolo¢nostiam spolo¢nosti
Johnson & Johnson aich  partnerom
vratana Bristol Myers Squibb na ucely
monitorovania liekov, vykonavania,
dokumentacie a kontroly  klinickych
skusani, ako aj na skontaktovanie sa
s takymito osobami aimi prislusnymi
agentirami na celom svete v pripade
d’alSich budtcich klinickych skasani
alebo skuSani, na ktorych sa mozZu
podielat’. Zmluvné strany sa tiez dohodli,
7ze Osobné Udaje poskytnuté Hlavnym
skuSajicim budi pouzivat’ na riadenie
internych  klinickych  skaSani ana
zabezpecenie verného a uplného
uvedenia kontaktnych ddajov v inych
systémoch v sulade s touto ¢ast’ou.

Janssen moze zasielat’
Osobné (daje inym  pridruzenym
spolo¢nostiam spolo¢nosti
Johnson & Johnson aich prislusnym
zastupcom ako aj CRO na celom svete.
Osobné¢ udaje sa preto moézu prenasat’ do
krajin mimo Eur6pskeho hospodarskeho
priestoru (EHP), ako su napriklad
Spojené §taty americké, o ktorych EU
rozhodla, Ze v sucasnosti nemaju
vhodné zékony o ochrane osobnych

10.8

10.9 Janssen  may

Agreement, without Janssen’s prior
written approval. In the event Janssen
consents to such third-party data processor,
the Contracting Partners (i) shall be
responsible for ensuring that any permitted
third-party data processor complies with
this Agreement, the applicable data
protection law and regulations, and (ii)
shall be fully liable to Janssen for all
actions of such third-party data processors.

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

transmit  Personal
Information to other affiliates of the
Johnson & Johnson group of companies
and their respective agents such as CROs
worldwide. Accordingly, Personal
Information may be transmitted to
countries outside the European Economic
Area (EEA), such as the United States,
which the EU has determined currently
lack appropriate privacy laws providing an
adequate level of privacy protection.
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udajov, ktoré by poskytovali primerand
uroven ochrany sukromia. Bez ohl'adu
na vysSie uvedené¢ bude spolo¢nost’
Janssen ajej pridruzené spolocnosti

spolo¢nosti Johnson & Johnson
a prislusni zastupcovia a CRO, ktoré
garantujd pristup k takymto

informacidm, uplatiiovat’ primerané
zaruky ochrany osobnych udajov na
ochranu takychto Osobnych tdajov, ako
sa vyzaduje v EHP. Osobné udaje mozu
byt  zverejnené aj na zaklade
poziadaviek jednotlivych regulacnych
orgdnov alebo platnych prévnych
predpisov, napriklad na tcely hlasenia
zavaznych neziaducich udalosti.

10.10 Spolocnost’ Janssen poskytla urcité

podrobnosti o svojich  postupoch
manipulacie s Osobnymi tdajmi, pokial
ide o0Osobné udaje tykajice sa
Hlavného  sktsajuceho  a vSetkych
vyskumnych pracovnikov, vratane prav
dotknutych osdb, v Prilohe [3]. Hlavny
skuSajici sa zavdzuje informovat’
vsetkychvyskumnych pracovnikob, od
ktorych sa v priebehu  Klinického
skusania v rdmci tejto zmluvy ziskavaju
Osobné udaje, o postupoch manipulécie
s Osobnymi 0dajmi, ako je uvedené
v Prilohe [3].

CL 11 - Trvanie Zmluvy

11.1Této Zmluva nadoblda platnost’ diiom

nasledujacim po dni jej zverejnenia
v centrdlnom registri zmliv na adrese
www.crz.gov.sk a plati az do ukoncenia
Klinického skusania ako bude oznamené
pisomne CRO:. Zmluvné strany
predpokladajt, ze Klinické skiiSanie sa
skon¢i (i) 19 méja 2027 alebo (ii) Sest (6)
mesiacov  po kone¢nom uzamknuti
databazy, pokial’ nebude ukoncené skor
v sulade s podmienkami tejto Zmluvy.
Zmluvné strany sa dohodli, Ze tento
termin sa moZe menit a doplhat’ na
zaklade vzajomnej dohody Zmluvnych
stran.

Notwithstanding the above, Janssen and its
affiliates of the Johnson & Johnson group
of companies, development partners,
respective agents and CRO who are
granted access to such information 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.

10.10 Janssen has provided certain details
regarding its Personal Information
handling practices, concerning Personal
Information  related to  Principal
Investigator and any investigational staff,
including data subject rights, in Appendix
[3]. Principal Investigator agrees to inform
all investigational staff from whom
Personal Information is collected during
the course of the Clinical Trial in scope of
this  Agreement  about Personal
Information handling practices as specified
in Appendix [3].

Article 11 — Term of the Agreement

11.1 This Agreement shall come into force on
the day following the day of its
publication in the central register of
contracts on www.crz.gov.sk and shall
continue until the Clinical Trial has been
completed as acknowledged in writing by
CRO. The parties estimate that the
Clinical Trial will end on (i) 19 May.
2027 or (ii) six (6) months following final
database lock, unless sooner terminated in
accordance with the terms hereof. The
Contracting Parties agree that the term
may be amended by mutual agreement of
the Contracting Parties.
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1.2 Nasledujuce  ustanovenia  avsetky | 11.2 The following provisions and any other
ostatné podmienky, ktoré s svojou term or condition which by its nature is
povahou jasne ur¢ené na to, aby trvali aj clearly intended to survive the termination
po ukonceni alebo skonceni platnosti or expiration of this Agreement will
tejto Zmluvy, zostavaju v platnosti aj po survive the termination or expiration of
ukonceni alebo skonceni platnosti tejto this Agreement: 2.1, 2.9, 2.22, 2.23, 2.24,
Zmluvy: 2.1, 2.9, 2.22, 2.23, 2.24, 2.25, 2.25, 2.26, 2.33, 2.35, 5, 6, 7, 8, 9, 10,
2.26,2.33,2.35,5,6,7,8,9,10,11.2, 13 11.2, 13 and 14.
al4.

Cl. 12 - Ukon&enie Article 12 — Termination

12.1 Bez ohladu na akékol'vek iné pravo |12.1 Notwithstanding any other termination
ukon¢it’ tato Zmluvu, ktoré moze byt right set forth in this Agreement or in the
stanovené v tejto Zmluve alebo vyplyva applicable generally binding legal
zo vSeobecne zaviznych pravnych regulations, Janssen and CRO reserve the
predpisov, spolo¢nost’ Janssena CRO right to terminate this Agreement at any
ma pravo ukonit tato Zmluvu time without cause based on thirty-day
kedykol'vek aj bez uvedenia dovodu na written notice. Immediately upon receipt
zaklade  pisomnej  vypovede s of the written notice by other Contracting
tridsatdiiovou (30) vypovednou lehotou. Party based on any provision of this
Ihned’ po doruceni pisomnej vypovede Agreement, the Contracting partners
tejto Zmluvy druhej Zmluvnej strane na agree to (i) cease recruiting and enrolling
zaklade ktoréhokol'vek ustanovenia tejto trial subjects in the Clinical Trial, (ii)
Zmluvy sa Zmluvni partneri zavazuju (i) cease conduct of the Clinical Trial to the
zastavit’ nabor a zarad’ovanie ucastnikov extent medically permissible on trial
skuSania do Klinického skuSania, (ii) subjects already enrolled in the Clinical
zastavit  vykonavanie  Klinického Trial and (iii) not incur any additional
skuSania u uz zahrnutych ucastnikov costs and expenses unless approved in
skuSania, a to v miere, v akej to dovol'uje writing by CRO. In the case that the
lekarske hladisko, a (iii) nevytvarat Center or Janssen agree that the thirty-day
dalsie néklady avydavky, pokial’ ich notice does not provide enough time to
pisomne neschvali CRO.. V pripade, ze evaluate risks for enrolled trial subjects
Centrum alebo spolo¢nost’ Janssen who receive the Investigational medicinal
oznami, Ze vypovedna lehota v dizke product, the Contracting Parties shall
tridsiatich (30) dni je nedostato¢ne dlha cooperate so that the treatment of the trial
lehota na vyhodnotenie rizik pre subjects  with  the Investigational
zaradenych tcastnikov skusania, ktorym medicinal product would be safely
sa podava Skusany liek, budti Zmluvné terminated during a mutually agreed
strany spolupracovat’ na tom, aby bola period of time; however, Janssen or CRO
bezpe¢ne ukoncena liecba tychto shall not be required to provide the
ucastnikov skusania tymto SkuSanym Investigational medicinal product based
liekom v priebehu vzajomne dohodnutej on this Agreement for any additional
lehoty, ale v ziadnom pripade nebude period of time unless agreed in writing by
zavézok spolo¢nosti Janssen alebo CRO Janssen.
dodavat’” SkuSany liek podla tejto
Zmluvy trvat’ dlhsie, pokial’ to pisomne
neschvali spolo¢nost’ Janssen.

12.2 Zmluvni partneri, CRO a spolocnost’ | 12.2 The Contracting Partners, CRO and
Janssen maji pravo ukonéit’ Klinické Janssen each have the right to terminate
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sktiSanie atuto Zmluvu s okamzitym
uc¢inkom formou pisomnej vypovede
dorucenej druhej Zmluvnej strane v
pripade, ze vykondvanie Klinického
sktiSania v Centre musi byt ukoncené z
lekérskych alebo etickych dbévodov,
okrem iného aj vratane pripadov, ak je
takéto okamzité ukoncenie nevyhnutné
na zaklade Uvah o bezpe¢nosti pacienta
alebo po ziskani udajov naznacujucich
nedostatoénti u¢innost. Uginky takejto
vypovede nastani diiom jej dorucenia
poslednej zo Zmluvnych stran. Pred
ukonéenim Zmluvy Zmluvnymi
partnermi podl'a predchadzajucej vety je
Hlavny skusajuci povinny konzultovat
S0 spolo¢nost'ou Janssen a alebo CRO.
Ihned po doruceni tejto pisomnej
vypovede tejto Zmluvy druhej zmluvnej
strane, sa Zmluvni partneri zavazuju (i)
zastavit’ nabor a zarad’ovanie ucastnikov
sktiSania do Klinického skusSania, (ii)
zastavit  vykonavanie  Klinického
skaSania, u uz zahrnutych ucastnikov
skusania, a to v miere, v akej to dovol'uje
lekarske hladisko, a (iii) nevytvarat
d’alsie nédklady avydavky, pokial’ ich
pisomne neschvali CRO. Zmluvné
strany budu spolupracovat’ na tom, aby
bola  bezpecne ukoncena liecba
ucastnikov skuSania Skusanym liekom v
priebehu vzajomne dohodnutej lehoty,
ale v ziadnom pripade nebude zavidzok
CRO alebo spolo¢nosti Janssen dodavat’
Skasany liek podla tejto Zmluvy trvat
dlhsie, pokial to pisomne neschvali
spolo¢nost’ Janssen. Bez ohladu na
predchadzajice ustanovenie, v pripade
kritickych alebo dolezitych zisteni v
ramci auditu alebo inSpekcie tykajucich
sa spravnej klinickej praxe, dohl'adu nad
lickmi alebo regulaénych veci, praxe
alebo postupu, ktoré maju nepriaznivy
vplyv na prava, bezpecnost, alebo
celkovu pohodu ucastnikov skusSania
alebo  ktoré moézu  predstavovat’
potenciélne riziko pre verejné zdravie
alebo ktor¢ moézu mat za nésledok
neprijatelnost udajov z Kilinického
skasania alebo ktoré predstavuju vazne

the Clinical Trial and this Agreement with
immediate effect by giving written notice
to the other party in the case that the
Clinical Trial at the Center needs to be
terminated due to medical or ethical
reasons, including but not limited to if
such immediate termination is necessary
based upon considerations of patient
safety or upon receipt of data suggesting
lack of sufficient efficacy. Such
termination becomes effective on the date
of its receipt by the last of the Contracting
Parties. The Principal Investigator must
consult with CRO and/or Janssen before
any termination of the Clinical Trial or
this Agreement by the Contracting
Partners under the previous sentence.
Immediately upon receipt of such written
notice by the other Contracting Party, the
Contracting Partners agree to (i) cease
recruiting and enrolling trial subjects in
the Clinical Trial, (ii) cease conduct of the
Clinical Trial to the extent medically
permissible on trial subjects already
enrolled in the Clinical Trial and (iii) not
incur any additional costs and expenses
unless approved in writing by CRO. The
Contracting Parties shall cooperate so that
the treatment of the trial subjects with the
Investigational medicinal product would
be safely terminated during a mutually
agreed period of time; however, Janssen
or CRO shall not be required to provide
the investigational medicinal product
based on this Agreement for any
additional period of time unless agreed in
writing by Janssen. Without prejudice to
the foregoing, in the event of critical or
important findings from an audit or
inspection related to good clinical
practice, pharmacovigilance or regulatory
matters, practice or procedure that have a
negative impact on the rights, safety or
well-being of trial subjects or that may
pose a potential risk to public health or
that may render Clinical Trial data
inadmissible or that seriously violate
applicable legal regulation and rules,
Janssen and CRO reserve the right (at
their own discretion) to stop the
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porusenie prislusnych pravnych
predpisov a pravidiel, ma& spolo¢nost’
Janssena  CRO pravo (podla svojej
volby) s okamzitym u¢inkom zastavit
nabor ucastnikov skusania, kym nebuda
predmetné zistenia Uplne posidené
alebo s okamzitym ucinkom pisomne
vypovedat’ tito Zmluvu.

12.3 V pripade, ze ktorékol'vek z povoleni

alebo zadkonneé suhlasov potrebnych na
vykondvanie Klinického skusania je (i)
pravoplatne zamietnuté alebo  (ii)
pravoplatne zrusené prislusnym
zdravotnickym Uradom alebo etickou
komisiou, Klinické skuSanie sa ukonéi
dnom dorucenia oznamenia
(rozhodnutia) o takomto pravoplatnom
zamietnuti alebo pravoplatnom zruseni a
dodrziavanim  vSetkych  odporucani
zdravotnickeho organu/etickej komisie v
prospech  pacientov, ktoré treba
dodrziavat’ pri takomto ukonceni.

12.4 Ak sa spolocnost’ Janssen alebo CRO

primerane domnieva, ze Zmluvni
partneri nebudu schopni zacat' nabor
alebo plnit’ svoje povinnosti tykajuce sa
naboru v ramci lehoty uvedenej v tejto
Zmluve, m& spolo¢nost’ Janssen alebo
CRO pravo (podl'a vlastného uvazenia)
na zaklade ozndmenia doruceného
Zmluvnym partnerom (a) s okamzitym
uc¢inkom  znizit pocCet uCastnikov
skiSania, ktori sa maju zaradit' do
Klinického skui$ania; alebo (b) predizit
¢as naboru; alebo (c) ukoncit thto
Zmluvu vypoved’ou. Podla pismena c)
moze spolocnost’ Janssen a alebo CRO
pisomne  vypovedat  Zmluvu s
okamzitym u¢inkom, no len ak vopred
pisomne upozornila Zmluvnych
partnerov na ich omeskania s ndborom
ucastnikov skusSania a poziadali ich o
napravu v dodatocnej primeranej lehote,
ktort im na tento ucel stanovuje, a
Zmluvni partneri ani v takej dodatoc¢ne;j
lehote napravu nevykonaju.

12.3

124 In the case that Janssen or

recruitment of trial subjects with
immediate effect until the relevant
findings are fully assessed or to terminate
by written notice this Agreement with
immediate effect.

In the case that any authorization or legal
consent necessary for the performance of
the Clinical Trial is (i) finally rejected or
(ii) withdrawn by the relevant competent
health authority or ethics committee, the
Clinical Trial shall be terminated on the
day of receipt of notification (decision) of
such final rejection or withdrawal and
following any health authority/ethics
committee recommendations for the
benefit of patients to be observed for such
termination.

CRO
reasonably believe that the Contracting
Partners shall be wunable to start
recruitment or to fulfil their recruitment
obligations by the deadline specified in
this Agreement, Janssen or CRO shall
have the right (at Janssen’s sole
discretion), by sending written notice to
the Contracting Partners, to (a) decrease
with immediate effect the number of trial
subjects to be recruited; or (b) extend the
recruitment deadline; or (c) terminate this
Agreement. According to (c), Janssen
and/or CRO may terminate this
Agreement Dby written notice with
immediate effect, provided that Janssen or
CRO informed the Contracting Partners
about their delay with recruiting trial
subjects in writing beforehand and asked
them to remedy this delay within an
additional reasonable time-limit and the
Contracting Partners failed to remedy this
delay within such additional reasonable
time-limit.
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125V pripade, Ze spoloCnost Janssen

12.6V pripade, ze pocas auditu alebo

12.7 CRO je povinna uhradit’ vSetky dlzné

neschvali nového Hlavného skusajiceho
podla ¢l. 2.27 alebo sa tento novy
Hlavny skuSajuci pisomne nezaviaze k
povinnostiam podla tejto Zmluvy,
spolo¢nost’ Janssen aalebo CRO je
opravnena tato Zmluvu ukoncit’
vypovedou ku ditu dorucenia vypovede
Centru. V pripade, ze Hlavny skuSajuci
a spolo¢nost Janssenmaju zaujem
pokracovat’ v spolupraci pri vykondvani
Klinického skusania \ inom
zdravotnickom zariadeni, Centrum sa
zavizuje poskytnat suéinnost  pri
prevedeni relevantnych udajov,
informécii a materidlu, ktoré nie su
vlastnictvom Centra, v prospech nového
centra, ak to pozaduje spolo¢nost’
Janssen alebo CRO.

inSpekcie regulacnych organov bude
zistené poruSenie ustanoveni tejto
Zmluvy alebo Protokolu zo strany Centra
alebo Hlavného skusajuceho (alebo
nedodrzanie ustanoveni tejto Zmluvy zo
strany ktoréhokol'vek iného Clena timu
klinického skuSania), ma spoloé¢nost
Janssen a alebo CRO pravo tato Zmluvu
pisomne vypovedat s okamZitou
u¢innostou, pricom Ulinky takejto
vypovede nastanu dilom jej dorucenia
poslednej zo Zmluvnych partnerov.

sumy za skuto¢ne a riadne poskytnuté
sluZzby Zmluvnymi partnermi na zaklade
tejto Zmluvy a dohodnuté naklady, ktoré
im skuto¢ne vznikli podrla tejto Zmluvy,
ku dnu dorucenia vypovede alebo v
pripade ukoncenia tejto Zmluvy podla
¢l. 12.1 k poslednému diu vypovednej
lehoty alebo v pripade ukoncenia tejto
Zmluvy podla ¢l. 12.3 ku ditu dorucenia
pravoplatného zamietnutia. Ak Centrum
preukazatelne prijalo vyssiu sumu
odmeny a nékladov, na ktoré¢ mu podla
skutocne a riadne vykonanych ¢innosti
vznikol narok v sulade s touto Zmluvou,
Centrum sa prislusny rozdiel zavizuje

12.5 In the case that Janssen does not approve

a new Principal Investigator pursuant to
Article 2.27 or a new Principal
Investigator does not accept in writing the
obligations under this Agreement, Janssen
and/lor CRO may terminate this
Agreement as of the day of delivery of the
termination notice to the Center. In the
case that the Principal Investigator and
Janssen wish to continue to cooperate with
regard to the Clinical Trial in another
medical facility, the Center agrees to
cooperate with transferring relevant data,
information and materials that are not
owned by the Center to such a medical
facility if requested by Janssen or CRO.

12.6 In the case that an audit or inspection of

supervising authorities discovers a breach
of this Agreement or the Protocol on the
part of the Center or the Principal
Investigator (or failure by any Clinical
Trial Team Members to observe the
provisions of this Agreement), Janssen
and/or CRO shall have the right to
terminate this Agreement by written
notice with immediate effect, and such
termination becomes effective on the date
of its delivery to the last of the Contracting
Partners.

12.7 CRO must pay all outstanding amounts

for the services actually and properly
provided by the Contracting Partners
based on this Agreement and all agreed
costs actually incurred under this
Agreement, as of the day of receipt of the
notice or, in the case that this Agreement
is terminated pursuant to Article 12.1, as
of the last day of the termination period or,
in the case that this Agreement is
terminated pursuant to Article 12.3, as of
the day of receipt of the final rejection. In
the case that the Center provably received
higher payments than the payments due
according to the work actually and
properly performed based on this
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zaplatit spat CRO bez zbyto¢ného
odkladu.

128 Bud pri  ukonceni  klinického
sktiSania, alebo pri vypovedani tejto
Zmluvy (podl’a toho, ¢o nastane skor) (a)
Hlavny skuasajuci okamzite doru¢i CRO a
spolocnosti  Janssen  vSetky  udaje
vytvorené v dosledku Klinického
skusania, vSetky odobraté klinické vzorky,
vSetky dokumenty a Udaje poskytnuté
CRO alebo spolo¢nosti Janssen a jej
prislusnymi pridruzenymi spolo¢nostami
a vSetky Doverné informacie spolo¢nosti
Janssen definované nizsie v ¢lanku 6.1
vyssie, (b) Hlavny skusajaci vrati CRO
alebo spolocnosti Janssen alebo jej
pridruzenym  spolo¢nostiam  vSetky
nepouzité skisané produkty a (c) Hlavny
skasajuci bude zaobchadzat’ so vSetkymi
materialmi a vybavenim dodanym CRO
alebo spolo¢nostou Janssen alebo jej
pridruzenymi  spolo¢nost'ami v sUlade
s Prilohou [2], a ak sa podl'a Prilohy [2]
vyzaduje vratenie akychkol'vek
materialov a/alebo vybavenia, Hlavny
skusajuci ich vrati podl'a pokynov CRO
alebo spolocnosti Janssen alebo jej
pridruzenym spolo¢nostiam. Toto
ustanovenie sa nevztahuje na tie
dokumenty, ktor¢é by mal viest
auchovavat' Hlavny skusajuci v Centre,
ako je definované v Protokole aako to
vyzaduji  platné  prdvne  predpisy
a nariadenia.

12.9 Po ukonceni Klinického skuSania, ak
ide o multicentrické skusanie, Hlavny
skusajuci, ak je to mozné, na Ziadost
spolo¢nosti Janssen alebo CRO posle
ucastnikov skuSania na iné pracoviska
uréené spoloc¢nost’ou Janssen.

Clanok 13 - Dodrziavanie
protikorupénych pravnych predpisov
v oblasti zdravotnej starostlivosti a zakon
0 zahrani¢nych korupénych praktikach
(d’alej len ,,FCPA”)

12.8

12.9

Arti

Agreement, the Center shall refund the
balance to CRO without undue delay.

Upon the earlier of the termination of the
Clinical Trial and termination of this
Agreement, (a) Principal Investigator
shall immediately deliver to CRO and
Janssen all data generated as a result of the
Clinical Trial, all clinical specimens
collected, all documents and data
provided by CRO or Janssen and their
respective affiliates, and all Janssen
Confidential Information, as defined in
Article 6.1 above, (b) Principal
Investigator shall return to CRO or
Janssen or their respective affiliates or
destroy upon instructions of CRO or its
affiliates, all unused Investigational
medicinal product, and (c) Principal
Investigator shall treat materials and
equipment provided by Janssen or CRO or
their respective affiliates in accordance
with Appendix [2], and if Appendix [2]
requires the return of any materials and/or
equipment, Principal Investigator shall
return them upon the instructions of CRO
or Janssen or their affiliates. This
provision does not apply to those
documents that should be maintained and
retained by the Principal Investigator at
the Center, as defined in the Protocol and
as required by applicable laws and
regulations.

Upon termination, if the Clinical Trial
is a multi-center trial, if possible, upon
CRO’s or Janssen’s request, Principal
Investigator shall refer the trial subjects to
other trial sites designated by Janssen.

cle 13 — Healthcare Compliance with
Anti-Corruption Laws and Foreign
Corrupt Practices Act (“FCPA”)
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13.1Centrum vyhlasuje a zarucuje sa, ze ani | 13.1Center represents and warrants that neither

ono samo, ani ziadna z jeho Center nor any of its affiliates, nor any of
pridruzenych o0s6b, ziadny z jeho their  respective  directors, officers,
riaditel'ov, funkcionarov, zamestnancov employees or agents and Principal
¢i agentov ani Hlavny skuasajuci (vSetky Investigator (all of the foregoing,
vy$§ie  uvedené subjekty  vratane including affiliates collectively, “Center
pridruzenych osdb d’alej ozna¢ované ako Representatives”) has taken any action
,»zastupcovia Centra”) neprijali ziadne that would result in a violation by such
opatrenia, ktoré by viedli k poruseniu persons of local or international anti-
tychto miestnych alebo medzinarodnych bribery laws, rules or regulations
protikorupénych pravnych predpisov, applicable to either one or all of the parties
pravidiel a nariadeni, ktoré sa vztahuju (collectively  the “Anti-Corruption
na jednu alebo vSetky strany (spolu ako Laws”).

,protikorupéné  pravne  predpisy”)
takouto osobou.

13.2Centrum priamo ani nepriamo nevykona | 13.2Center shall not, directly or indirectly,

ziadne platby, neponukne ani neprevedie make any payment, or offer or transfer
ziadnu hodnotnt vec, ani neschvali ani anything of value, or agree or promise to
neprislubi Ziadnu platbu, ponuku ani make any payment or offer or transfer
prevod akejkol'vek hodnotnej veci anything of value, to a government official
ziadnemu  Statnemu  predstavitelovi, or government employee, to any political
Statnemu  zamestnancovi, politickej party or any candidate for political office
strane ani kandidatovi na politickl or to any other third party with the purpose
funkciu ani ziadnej tretej strane na Gcely of influencing decisions related to Janssen
ovplyvnenia rozhodnuti tykajucich sa and/or its business in a manner that would
spolo¢nosti ~ Janssen  a/alebo  jej violate Anti-Corruption Laws.
podnikania  spésobom, ktory by
poruSoval protikorupéné pravne
predpisy.

13.3Centrum a Zastupcovia Centra | 13.3Center and Center’s Representatives have
podnikaji abudu podnikat’ v sUlade conducted and will conduct their
S protikorupénymi pravnymi predpismi businesses in compliance with the Anti-
a Centrum bude mat’ zavedené potrebné Corruption Laws, and Center will have
postupy na zabranenie podplacaniu necessary procedures in place to prevent
a korupcii zastupcami Centra, ktorych bribery and corrupt conduct by Center
sucast'ou bude aj skolenie o boji proti Representatives, which includes anti-
korupcii. corruption training.

13.4Centrum bude udrziavat’ uéinnu internd | 13.4Center shall maintain effective internal

kontrolu uctovnictva a zabezpeci, aby accounting control and shall make sure all
boli vsetky aspekty Klinického sktisania aspects of this Clinical Trial are recorded
zaznamenané v uétovnych  ainych in its books and records in an accurate,
zaznamoch presne, Uplne a pravdivo complete and truthful way and that the
a aby doklady, z ktorych takéto uctovné documents on which such books and
a iné zaznamy vychadzaju, boli presné, records are based are in all major aspects
Uplné a pravdivé vo vsetkych hlavnych accurate, complete and true. Center shall
aspektoch. Centrum bude viest’ zdznamy maintain and provide Janssen and/or CRO
(finan¢né aj iné) a podpornu and its auditors and other representatives
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dokumentaciu tykajucu sa predmetu tejto
Zmluvy a poskytne knim spolo¢nosti
Janssen a alebo CRO a jej auditorom a
ostatnym zéastupcom pristup, o ¢o ju
moze poziadat spoloCnost” Janssen
aalebo CRO s cielom zdokumentovat
alebo overit dodrziavanie ustanoveni
tohto ¢lanku.

with access to records (financial and
otherwise) and supporting documentation
related to the subject matter of the
Agreement as may be requested by
Janssen and/or CRO in order to document
or verify compliance with the provisions
of this Article.

13.5Bez ohl'adu na ¢lanky 12 (Ukonéenie) | 13.5Notwithstanding Articles 12
a8 (Zodpovednost' a odskodnenie), ak (Termination) and 8 (Liability and
Centrum nedodrzi niektoré z ustanoveni Indemnity), if Center fails to comply with
tohto ¢lanku, takéto poruSenie sa bude any of the provisions of this Article, such
povazovat za zavazné poruSenie Zmluvy failure shall be deemed to be a material
a pri kazdom takomto poruSeni bude mat’ breach of the Agreement and, upon any
spolo¢nost’ Janssen a alebo CRO pravo such failure, Janssen and/or CRO shall
vypovedat Zmluvu s okamZitou have the right to terminate the Agreement
ucinnostou na zadklade pisomného with immediate effect upon written notice
oznamenia Centru bez toho, aby mala to Center without Janssen and CRO
spolo¢nost’” Janssen a CRO akukol'vek having any financial liability or other
finan¢nu zodpovednost alebo akukol'vek liability of any nature whatsoever
inu zodpovednost’ vyplyvajiacu resulting from any such termination.

z takéhoto ukoncenia.
Cl. 14 - ROzne ustanovenia Article 14 — Miscellaneous

14.1 Uzatvorenie tejto Zmluvy nie je | 14.1 The conclusion of this Agreement is not

podmienené Ziadnym existujicim alebo
budicim obchodnym vztahom medzi
Zmluvnymi partnermi a spolo¢nost'ou
Janssen ani  Ziadnym obchodnym
rozhodnutim, ktoré Zmluvni partneri
urobili alebo urobia voci Spolo¢nosti

contingent on any existing or future
business relationship between Janssen and
the Contracting Partners or on any
business decision that the Contracting
Partners made or shall make with respect
to Janssen or the products sold by Janssen.

Janssen alebo vyrobkom obchodovanym
spolo¢nost'ou Janssen.

14.2 Na vylucenie pochybnosti Zmluvné | 14.2 To eliminate any doubts, the Contracting
strany vyhlasuju, Ze vo vSetkych Parties represent and warrant that clinical
pripadoch, ked’ tato Zmluva odkazuje na research organizations referred to in this
Klinicki vyskumnu organizaciu, kona Agreement act in the name and as a
tato klinicka vyskumna organizacia representative of Janssen.
vyluéne pod svojim menom a ako
zastupca spolo¢nosti Janssen.

14.3  Zmluvné strany vyhlasuji, Ze nemaju | 14.3 The Contracting Partners represent and
v stucasnosti uzatvorenu ziadnu zmluvu warrant that they are not presently under
ani  zavézok, ktorych plnenie by any agreement or obligation that would
znemoznilo alebo negativne ovplyvnilo inhibit  or negatively affect the
plnenie povinnosti vo¢i Spolo¢nosti performance of their obligations or cause
Janssen alebo CRO alebo by spdsobilo a conflict of interest with respect to
konflikt zaujmov na zaklade tejto Janssen or CRO under this Agreement and
Zmluvy a sti€asne sa zavdzuju po cely ¢as agree not to enter into any such agreement
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144 Tato Zmluva predstavuje Uplné

14.5 Zmluvni partneri konaju ako nezavisli

14.6 Spolo¢nost’ Janssen a CRO ma pravo

priebehu Klinického skusSania Ziadnu
takuto zmluvu neuzavriet ani Zziadny
takyto  zavdzok neprijat. Hlavny
skusajici ruéi za to, ze ziadny z Clenov
timu klinického skuSania nema v
siCasnosti uzatvoreni ziadnu takuto
Zmluvu, a zavizuje sa zabezpeCit, ze
ziadny z Clenov timu Kklinického
skiisania takuto zmluvu neuzavrie.
Zmluvni partneri potvrdzuju, ze ich
plnenie podla tejto Zmluvy neporusuje
Ziadne iné zmluvy s tretimi stranami.
Zmluvni partneri  budd bezodkladne
informovat’ spolo¢nost’ Janssen alebo
CRO, ak pocas plnenia tejto Zmluvy
vznikne akykol'vek konflikt zaujmov.

dojednanie, ktoré Zmluvné strany mali
s ohladom na jej predmet a vyslovne
nahradza akékol'vek predchadzajice
alebo existujlice ustne ¢i pisomné
vyhlasenia alebo dohody. Sucasne
Zmluvné strany vyhlasuju, Ze si
vzadjomne oznamili vSetky informacie,
ktoré povazuju za dolezité a relevantné
na uzatvorenie tejto Zmluvy. Prilohy
tvoria nedelitel'nt Cast’ tejto Zmluvy.

dodévatelia podlra tejto Zmluvy a na
Ziadne ucely nie sU v postaveni partnera,
sprostredkovatel'a, zamestnanca ani
zastupcu spolocnosti  Janssen alebo
CRO.

postupit’ tito Zmluvu tplne alebo scasti
na ktorukol'vek zo svojich prislusnych
Pridruzenych 0s0b a spolo¢nost’ Janssen
ma pravo postipit’ ju na tretej strany, na
zaklade predchadzajaceho pisomného
sthlasu centra. Okrem vyssie uvedeného
nie s Centrum ani Hlavny skuSajtci
oprévneni postipit’ svoje prava a/alebo
povinnosti uplne ani s¢asti na ind stranu
bez  predchadzajuceho  pisomného
suhlasu spolo¢nosti Janssen a CRO. Pod
podmienkou predchadzajuceho je tato

or accept any such obligation in the course
of the Clinical Trial. The Principal
Investigator warrants that no Clinical Trial
Team Member is presently under any such
agreement and agrees to ensure that no
Clinical Trial Team Member shall enter
into any such agreement. The Contracting
Partners confirm that their performance
under this Agreement does not violate any
other agreement with third parties. The
Contracting Partners will promptly inform
CRO or Janssen if any conflict of interest
arises during the performance of this
Agreement.

14.4This Agreement constitutes the entire
agreement of the Contracting Parties with
respect to the subject-matter hereof and
expressly supersedes any prior or
contemporaneous  oral or  written
representations or agreements. The
Contracting Parties represent and warrant
that they provided to each other all
information they consider important and
relevant for entering into this Agreement.
The Appendices form an integral part of
the Agreement.

14.5 The Contracting Partners are acting in the
capacity of independent contractors
hereunder and shall not be construed for
any purposes as a partners, agents,
employees or representatives of Janssen
or CRO.

14.6 Janssen and CRO shall have the right to
assign this Agreement, in whole or in part,
to any of its respective Affiliates and in
addition Janssen may assign this
Agreement to a third party. Neither Center
nor Principal Investigator may assign their
rights or obligations under this
Agreement, in whole or in part, to another
party without the prior written consent of
CRO and Janssen. Subject to the
foregoing this Agreement shall bind and
inure to the benefit of the Contracting
Parties as well as their legal successors
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14.7 Neplatnost’

14.8

14.9

Zmluva pre Zmluvné strany zavéazna a
prinasa im uzitok, ako aj ich pravnych
nastupcov a osoby, na ktoré budu prava
a zavéazky Zmluvnych stran v sulade s
tymto ¢lankom postipené.

alebo nevymahatel'nost’
konkrétneho ustanovenia tejto Zmluvy
nema vplyv na platnost ostatnych
ustanoveni. Zmluvne strany sa zavazujd
nahradit neplatné a nevymahatelné
ustanovenie platnym a vymdhatelnym
ustanovenim podla potreby, ktorym
bude ¢o mozno najblizSie dosiahnuty
umysel, ktory Zmluvné strany mali v
Case uzavretia tejto Zmluvy.

Jednostranné vzdanie sa prava alebo
tichy suhlas alebo neuspesné dovolania
sa porusenia ktoréhokol'vek ustanovenia
tejto  Zmluvy  Zmluvnou stranou
nezaklada jednostranné vzdanie sa prava
v suvislosti s akymkol'vek naslednym
porusenim ktoréhokol'vek ustanovenia
tejto Zmluvy.

Pokial nie je v tejto Zmluve dohodnuté
inak, povazuje sa za kontaktnii osobu
Centra Hlavny skuasajici.  Ukon
vykonany vo¢i Centru sa povazuje za
riadne vykonany aj vo¢i Hlavnému
ski$ajucemu, resp. Clenom timu
klinického skti§ania.

and parties to which the rights and
obligations of the Contracting Parties are
assigned in compliance with this Article.

14.7 The invalidity or unenforceability of a

14.8

14.9

particular provision of this Agreement
shall not prejudice the validity of the
remaining provisions. The Contracting
Parties agree to replace the invalid or
unenforceable provision with a valid or
enforceable  provision  that  shall
correspond as much as possible to the
intent of the Contracting Parties at the
time they entered into this Agreement.

A unilateral waiver of a right or
acquiescence or failure to claim a breach
of any provision of this Agreement by
either Contracting Party shall not establish
a unilateral waiver of such right with
respect to any subsequent breach of any
provision of this Agreement.

Unless otherwise agreed in this
Agreement, the Center’s contact person
shall be Principal Investigator. All actions
taken with respect to the Center shall be
deemed as actions taken respect to the
Principal Investigator or Clinical Trial
Team Members as well.
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14.10 Zmluvné strany sa dohodli, ze tato

Zmluva moze byt s dalej uvedenou
vynimkou menend iba pisomne

prostrednictvom vzostupne
ocCislovanych dodatkov podpisanych
vSetkymi Zmluvnymi stranami.

Zmluvné strany nemusia uzavriet’
dodatok k tejto Zmluve v pripade tzv.
nepodstatnych zmien Protokolu.
Nepodstatnou zmenou Protokolu sa
pritom rozumie takd zmena Protokolu,
ktorda nemeni rozsah ¢i  spOsob
vykonavania konov (najmé vysetrenie)
vykonavanych Zmluvnymi partnermi v
ramci Klinického skaSania, a nem4 teda
akykol'vek vplyv na vysku odmeny za
vykonavanie Klinického skti$ania ¢i inej
ceny uvedenej Vv tejto Zmluve.
Nepodstatné zmeny Protokolu st G¢inné
dilom ich ozndmenia alebo schvélenia
zdravotnickymi  Uradmi, ak sa to
vyzaduje zo zakona, a spolo¢nost’
Janssen/CRO  poskytne ~ Zmluvnym
partnerom pisomné oznamenie
0 vsetkych takychto zmenach.

14.11 Ak je ustanovenie Zmluvy v rozpore

s ustanovenim Protokolu, Protokol méa
prednost’ v otdzkach mediciny, vedy
avykondvania Klinického skusania.
Tato Zmluva ma prednost’ pri
akychkol'vek inych rozporoch.

1412 Ak je niektorée z ustanoveni

definovanych v Prilohach v rozpore
s niektorym z ustanoveni tejto Zmluvy,
maju prednost’ ustanovenia Priloh.

14.130znémenie. Vsetky oznamenia podla

tejto Zmluvy sa zasielaji poStou prvej
triedy, faxom alebo sa dorucuji osobne
S predplatenym poStovnym takto:

PRE: John Albanese

14.10 The Contracting Parties have agreed that
this Agreement may be changed,
excluding the exception mentioned below,
only through written consecutively
numbered amendments signed by all
Contracting Parties. The Contracting
Parties are not obliged to execute an
amendment to this Agreement in case of
so-called minor changes in the Protocol. A
minor change in the Protocol means a
change in the Protocol that does not
change the scope or manner of procedures
(in particular examination) performed by
the Contracting Partners as part of the
Clinical Trial and has no impact on
remuneration for performing the Clinical
Trial or on any other prices specified in
this Agreement. Minor changes in the
Protocol shall come into effect on the day
of notification to or approval by the
Health Authorities if legally required and
Janssen/CRO  will  provide written
notification of any such changes to the
Contracting Partners.

14.111f 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.

14.12 If any of the provisions defined under the
Appendices conflict with any of the
provisions of this Agreement, the terms of
the Appendices will take precedence.

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

TO: John Albanese

555 US Highway 22 W
Bridgewater, NJ 08807, USA

V kopii: Janssen Research & Development,
L.L.C.

555 US Highway 22 W
Bridgewater, NJ 08807, USA

COPY TO:
Janssen Research & Development, L.L.C.
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Admin, and
Services

1125 Trenton-Harbourton Road
Titusville, NJ 08560, USA

Facsimile: 609-730-6689

Contracting Compliance

Kopia pre:
IQVIA RDS Slovakia s.r.o.
Vajnorska 100/B, 84103 Bratislava,
Slovak Republic

Pre Centrum:

Nemocnica s poliklinikou Brezno, n.o.
Banisko 273/1, 977 01 Brezno, Slovenska
republika, mail:sekretariat@nspbr.sk

Pre hlavného sktsajaceho:

14.15  Zmluvni partneri bert na vedomie a
suhlasia s tym, Ze tito zmluvu podpisuje CRO
vo svojom vlastnom mene ako zmluvna
strana prijimajlca sluzby podl'a tejto zmluvy
a okrem toho CRO samostatne podpisuje tuto
zmluvu aj v mene spolo¢nosti Janssen a V jej
prospech.

14.16 Tato Zmluva je vytvorend a riadi sa
slovenskym pravom. Zmluvné strany sa
v sulade s ustanovenim 8 262 ods. 1 a 2
Obchodného  zadkonniku  vyslovne
dohodli, ze ich zaviazkovy vztah
upraveny touto Zmluvou sa bude riadit’
Obchodnym  zakonnikom. Zmluvné
strany sa d’alej dohodli, Ze vSetky spory
vzniknuté z tejto Zmluvy budui rieSené
vecne a miestne prislusnymi sudmi
Slovenskej republiky.

14.17Tato Zmluva je vyhotovena Vv
slovenskom a v anglickom jazyku,
pricom Zmluvné strany povazuju obe

To Principal invsestigator: (G EEEEIEGED
G

Admin, Contracting and Compliance Services
1125 Trenton-Harbourton Road

Titusville, NJ 08560, USA

Facsimile: 609-730-6689

TO:

IQVIA RDS Slovakia s.r.o.

Vajnorska 100/B, 84103 Bratislava,
Slovak Republic

To Centre:  Nemocnica s poliklinikou
Brezno, n.o., Banisko 273/1, 977 01 Brezno,
Slovak Republic mail:sekretariat@nspbr.sk

14.15The Contracting Partners understand and

agree that this Agreement is being signed
by CRO in its own name as a contracting
party receiving services under this
Agreement and in addition, in a separate
capacity, CRO also signs this Agreement
in the name of Janssen and for Janssen’s

benefit.
14.16This Agreement is construed and
governed by the Slovak law, The

Contracting parties, in accordance with
the provision of Section 262 para. 1 and 2
of Commercial Code, expressly agree that
their contractual relationship regulated by
this Agreement shall be governed by the
Commercial Code. The Contracting
Parties have further agreed that any
dispute arising from this Agreement shall
be decided by materially and locally
competent courts of the Slovak Republic.

14.17 This Agreement has been drawn up in the

Slovak and English language, and the
Contracting  Parties  consider  both
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jazykové verzie za rovnocenné, avsSak
pre pripad vykladovych nezrovnalosti
medzi  jednotlivymi  verziami  sa
Zmluvné strany dohodli, Ze prednost’ ma
slovenska verzia Zmluvy. Tato Zmluva
a vsetky jej prilohy predstavuju Gplnu
dohodu Zmluvnych stran o predmete
tejto Zmluvy.

Cl. 15 - Prilohy

Nasledujuce prilohy tvoria neoddelitelnu
stcast’ tejto Zmluvy, pokial nie je v tejto
Zmluve stanovene inak:

Priloha 1: Protokol ajeho nasledné zmeny
a doplnenia

Priloha 2: Finanéné podmienky vratane
materidlov a vybavenia

Priloha 3: Osobné udaje tykajace sa Hlavného
sktiajuceho skusajiceho a vietkych Clenov
timu klinického sktiSania

Priloha 4 EU Standardné zmluvné dolozky
EU (od prevadzkovatel’a k
prevadzkovatel'ovi)

Priloha 5 Poskytovatel domacej zdravotne;j
starostlivosti

language versions to be equal; however, in
case of any interpretation discrepancy
between the individual versions, the
Slovak version shall prevail as agreed by
the Contracting Parties. This Agreement
and all of its Appendices represent an
entire agreement of the Contracting
Parties with respect to the subject-matter
of this Agreement.

Article 15 — Appendices

The following Appendices constitute an
integral part of this Agreement, unless set forth
otherwise herein:

Appendix 1: Protocol and its subsequent
amendments

Appendix 2: Financial
Materials and Equipment
Appendix 3: Personal Information concerning
Principal Investigator and any Clinical Trial
Team Members

Appendix 4: EU Standard Contractual Clauses
(Controller to Controller)

Appendix 5: Home Healthcare Provider

Terms including

Clinical research organization IQVIA RDS Slovakia s.r.o. represented by/ Za spolo¢nost’
klinickeho vyskumu IQVIA RDS Slovakia s.r.o.

Jarmila Wagnerova, MVDr., Assoc. Dir

Signature Podpis

Date Datum

IQVIA RDS Slovakia s.r.0. On behalf of Janssen

IQVIA RDS Slovakia s.r.0. v mene Janssen
Jarmila Wagnerova, MVDr., Assoc. Dir

Signature Podpis

Date Datum
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Center Za Centrum

Signature Podpis

Date Datum

Signature Podpis
Date Datum

Principal Investigator Hlavny skuSajtci

Signature Podpis

Date Datum
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Dodatok 1 — Protokol ajeho nasledné

zmeny a doplnenia

Len na zaklade odkazu; (strana zamerne
ponechana prazdna)

Appendix 1 — Protocol and its subsequent

amendments

By reference only; (page intentionally left blank)

Budget & Payment Schedule

Rozpocet a rozpis platieb

Protocol No. 70033093AFL3002: “A Phase
3, Randomized, Double-Blind, Double-
Dummy, Parallel  Group, Active
Controlled Study to Evaluate the Efficacy
and Safety of Milvexian, an Oral Factor
Xla Inhibitor, Versus Apixaban in
Participants with Atrial Fibrillation”

Protokol ¢. 70033093AFL3002:
»Randomizované, dvojito zaslepené,
dvojito maskované klinické skuSanie fazy
3 s paralelnymi skupinami a aktivnou
kontrolou na posudenie ucinnosti a
bezpecnosti  Milvexianu, peroralneho
inhibitora faktora Xla v porovnani s
Apixabanom u U¢astnikov s fibrilaciou
predsieni*

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

(1)  .Poplatok za ucastnika*“predstavuje
vSetky fixné a variabilné naklady spojené s
klinickym skuSanim s vynimkou poloziek
uvedenych v casti 3 (Naklady pracoviska) a
Casti 4 (Ind odmena) niZSie, za predpokladu,
Ze budu vykonané vsetky navstevy opisané v
Casti 2.

The Per-Subject Fee for this Study is: 468€

Poplatok za ucastnika v tomto klinickom
skusani je: 468€

(2) Payment Milestone Table(s):

(2) Tabulka(-y)
medznikov:

platobnych

Milestone payments in the below table(s)
represent fair market value for performance
of research services detailed in the Schedule
of Activities of the Protocol dated 09
December 2022 provided herein by reference
in Exhibit A. Parties agree in the event
subsequent protocol amendments result in a
material change to the research services,
compensation will be adjusted to reflect the
new fair market value of the research services
through a written amendment signed by all
parties hereto.

Platobné medzniky v tabulke(-ach) niZsie
predstavuji objektivnu trhovd hodnotu za
vykonanie sluzieb vyskumu uvedenych v
rozpise Cinnosti v protokole zo dna
9. decembra 2022, na ktory odkazuje priloha
A. Zmluvné strany sa dohodli, Ze v pripade,
ak budu neskorsie dodatky k protokolu viest’
k podstatnej zmene v sluzbach vyskumu,
odmena bude prostrednictvom pisomného
dodatku, ktory podpisu vsetky zmluvné
strany tohto dokumentu, upravena tak, aby
vyjadrovala objektivnu trhovd hodnotu
sluzieb vyskumu.
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Visit Amount

MILESTONES/ MEDZNIKY (EURO)/ Suma za
navstevu
(EUR)
Screening Visit/ Skriningova navsteva 64.5
Day 1: Randomization/ 1. defi: Randomizacia 46.7

Screening/Day 1: Randomization
(Only applicable if Screening and Randomization
occur on the same day)/
Skrining/1. defi: Randomizacia
(Plati, len ak sa skrining a randomizacia uskuto¢nia v
rovnaky dei)
SELECT SITES ONLY
Day 1 PD/Biomarker Sample/
LEN VYBRANE PRACOVISKA 15.3
Farmakodynamicka (pharmacodynamics, PD)
vzorka na biologické ukazovatele v 1. den

91.9

Onsite/ Na pracovisku 34.9
Week 4/ 4. tyzden Home Health/ Doméaca
P 34.9
zdravotna navsteva

SELECT SITES ONLY
Week 4 PK Sample/
LEN VYBRANE PRACOVISKA 5.1
Farmakokinetické (pharmacokinetics, PK) vzorka
Vv 4. tyZdni
SELECT SITES ONLY
Week 4 PD/Biomarker Sample/

LEN VYBRANE PRACOVISKA
PD/Vzorka na biologické ukazovatele v 4. tyzdni
Onsite/ Na pracovisku 29.7
Week 13/ 13. tyzden Home Health/ Doméaca 9.7

zdravotna navSteva '
Onsite/ Na pracovisku 34.9
Week 26/ 26. tyzden Home Health/ Doméca
P 34.9
zdravotna navsteva
SELECT SITES ONLY
Week 26 PK Sample/
LEN VYBRANE PRACOVISKA
PK vzorka v 26. tyZdni
SELECT SITES ONLY

Week 26 PD/Biomarker Sample/

LEN VYBRANE PRACOVISKA
PD/Vzorka na biologické ukazovatele v 26. tyZdni
Onsite/ Na pracovisku 26.6
Week 39/ 39. tyzden Home Health/ Doméaca 26.6

zdravotna navSteva '
Onsite/ Na pracovisku 34.9
Week 52/ 52. tyzden Home Health/ Doméaca 349
zdravotna navsteva '

15.3

5.1

5.1
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Visit Amount
MILESTONES/ MEDZNIKY (EURO)/ Suma za
navstevu
(EUR)
ry Virtual/ Virtualna 13.8
Week 65/ 65. tyzdeii Onsite/ Na pracovisku 19.6
Onsite/ Na pracovisku 29.7
Week 78/ 78. tyZdeft | Home Health/ Domaca
P 29.7
zdravotna navsteva
rv Virtual/ Virtualna 13.8
Week 91/91. tyzdeii Onsite/ Na pracovisku 19.6
Week 104/ Onsite/ Na pracovis}<u 34.9
104. tvzdeis Home Health/ Doméaca 349
y P
zdravotna navsteva
Week 117 Virtual/ Virtualna 13.8
(Can repeat every 26
weeks until *GTED)/
117. tyzden
(Moéze sa opakovat Onsite/ Na pracovisku 19.6
kazdych 26 tyzdiov
az do *GTED)
Week 130 Onsite/ Na pracovisku 31.8
(Can repeat every 26
weeks until GTED)/
130. tyZdet Home Health/ Doméca
(Moze sa opakovat zdravotna naviteva 318
kazdych 26 tyzdiov
az do GTED)
Onsite/ Na pracovisku 36.7
End of Treatment/ Doméca zdravotna
Koniec lie¢by navSteva/Domaca 36.7
zdravotna navsteva
End of Study/ Onsite/ Na pracovisku 21.1
Koniec 'kvlln!ckeho Virtual/ Virtualna 14.4
skuSania
Per-Subject Fee
(Excludes Home visits where applicable,
Screening/Day 1:Randomization, Day 1
PD/Biomarker Sample, Week 4 PK Sample, Week 4
PD/Biomarker Sample, Week 26 PK Sample, Week
26 PD/Biomarker Sample, Week 65 Onsite, Week 91
Onsite, Week 117 Onsite, and End of Study Virtual
ik 467.8
visits.)/
Poplatok za ucéastnika
(Nezahtiia domace navstevy, ak sa to uplatiiuje,
skrining/1. defi: randomizacia, PD/Vzorka na
biologické ukazovatele v 1. deni, PK vzorka v
4. tyzdni, PD/Vzorka na biologické ukazovatele v
4. tyZdni, PK vzorka v 26. tyzdni, PD/Vzorka na
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MILESTONES/ MEDZNIKY

Visit Amount
(EURO)/ Suma za

navstevu
(EUR)

klinického skusania.)

biologické ukazovatele v 26. tyzdni, na pracovisku v
65. tyzdni, na pracovisku v 91. tyzdni, na pracovisku
v 117. tyzdni a virtudlne navstevy na konci

N/A means Not Applicable/ N/A znamena neuplatiiuje sa.
*GTED means Global Targeted Endpoint Date/ *GTED znamena datum celkoveho
cieleného koncového parametra (ciel'ového ukazovatela)

Totals are VAT excluded. If applicable, VAT will be paid as outlined in Section 5 of
this Exhibit/ Sumy st bez DPH. Ak sa to uplatiiuje, DPH bude uhradena podla casti 5

tejto prilohy.

(3) Site Costs

(3) Néklady pracoviska

" Local Ethics
Committee/Institutional Review Board
(EC/IRB) Fees: EC/IRB fees shall be
reimbursed. Processing of payment will
begin upon receipt of original invoice or
alternative  supporting  documentation,
detailing actual charges without markup.
JANSSEN WILL NOT PAY LOCAL IRB
DIRECTLY.

= Poplatky miestnej etickej
komisii/kontrolnému organu zariadenia
(EK/IRB):  Poplatky EK/IRB budd
nahradené. Platba sa zacne spractvat po
prijati originalnej faktdry alebo alternativnej
podpornej dokumentacie s uvedenim
skuto¢nej vysky poplatkov bez prirazky.

Start-Up Fee A one-time non-refundable
Start-Up Fee of 763 € to Institution for start-
up related activities. Processing of payment
will begin upon receipt of invoice
accompanied with supporting documentation
in and approval of the CRO, after SIV. This
payment is considered full and final
compensation for all activities associated
with study initiation.

Poplatok na rozbeh skusania Jednordzovy
nenavratny poplatok vo vyske 763 € pre
Zdravotnicke zariadenie na pokrytie ¢innosti
spojenych so zaciatkom skuSania. Platba
bude realizovand po obdrzani faktiry
a sprievodnej dokumentacie po odsuhlaseni
Klinickej ~ vyskumnej  organizicie po
iniciovani centra skuSania.

m Screen Failure Payments:

s Platby za neuspeSny skrining:

A maximum of 10 screen failure payments
will be made, regardless of enrollment, in the
order the subjects are screened. After the
initial cap of 10 Screen failures has been
achieved, additional screen failure payments
will require written approval by the Janssen
or CRO. Janssen shall reimburse Institution
for screen failures at a rate listed for the
corresponding Screening Visit, Day 1:
Randomization, and Screening/Day 1:
Randomization in the milestone table in
Section 2 above per screen failure. Screen
failure payment includes visits that are

Bude vykonanych najviac 10 platieb za
neuspesny skrining bez ohladu na prijatie
ucastnika, v poradi, v akom ucastnici
absolvovali skrining. Po dosiahnuti Gvodnej
hranice 10 platieb za neuspeSny skrining
bude dalsie platby za neuspesny skrining
musiet’ schvalit’ spolo¢nost’ Janssen alebo
CRO. Spolocnost’ Janssen nahradi zariadeniu
neuspesny skrining v sume uvedenej pri
zodpovedajucej  skriningovej  navsteve,
1. den: randomizéicia a skrining/1. dei:
randomizacia v tabulke s medznikmi v Casti
2 vysSie na nelspeSny skrining. Platba za
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complete and visits that are not complete.
Completed visits and visits that are not
complete will be reimbursed at 100% of the
visit cost amount in accordance with the
milestone table in Section 2 above.
Processing of payment shall begin upon
completed screening CRF pages submitted to
CRO along with any additional information,
which may be requested by CRO to
appropriately document the subject screening
procedures and in accordance with Section 5
below, and approval by the CRO.

neuspeSny skrining zahfiia kompletné aj
nekompletné  navstevy. Kompletné a
nekompletné navstevy budi nahradené vo
vyske 100 % nékladov na navstevu v stlade
s tabulkou s medznikmi v Casti 2 vyssie.
Platba sa za¢ne spracuvat po odovzdani
vyplnenych strdn CRF tykajucich sa
skriningu  CRO  spolu s  dalSimi
informaciami, ktoré si CRO moéze vyziadat' v
zaujme  primeraného  zdokumentovania
skriningovych postupov Ucastnika a v sulade
s Castou 5 nizSie, a po schvaleni zo strany

CRO.
Visit Amount
Home Visits/ Domace navstevy (EURO)/ Suma za
navstevu
(EUR)
Week 4 — Home Health/ 22.3
4. tyzden — Domaca zdravotna navsteva
SELECT SITES ONLY
Week 4 PK Sample/ ) 51
LEN VYBRANE PRACOVISKA '
PK vzorka v 4. tyzdni
SELECT SITES ONLY
Week 4 PD/Biomarker Sample/ 153
LEN VYBRANE PRACOVISKA '
PD/Vzorka na biologické ukazovatele v 4. tyzdni
Week 13 — Home Health/ 17.1
13. tyzdenn — Domaca zdravotnd ndvsteva
Week 26 — Home Health/ 22.3
26. tyzden — Domaca zdravotnd ndvsteva
SELECT SITES ONLY
Week 26 PK Sample/ ) 51
LEN VYBRANE PRACOVISKA '
PK vzorka v 26. tyzdni
SELECT SITES ONLY
Week 26 PD/Biomarker Sample / 51
LEN VYBRANE PRACOVISKA '
PD/Vzorka na biologickeé ukazovatele v 26. tyzdni
Week 39 — Home Health/ 14
39. tyzden — Domadca zdravotna navsteva
Week 52 — Home Health/ 22.3
52. tyzden — Domaca zdravotnd névsteva
Week 78 — Home Health/ 171
78. tyzdenn — Domadca zdravotnd ndvsteva ]
Week 104 — Home Health/ 993
104. tyzden — Doméca zdravotna navsteva '
Week 130 — Home Health 19.2
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(Can repeat every 26 weeks until GTED)/
130. tyzden — Doméca zdravotna navsteva
(Moéze sa opakovat’ kazdych 26 tyzdinov az do

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

GTED)
End of Treatment — Home Health/ 24.1
Koniec liecby — Domaca zdravotna navsteva
(4) Other Compensation: (4) Ina odmena:
" Janssen or its designee shall pay as | = Spolo¢nost’”  Janssen alebo fiou

poverend osoba uhradi primerané a potrebné
naklady, ktoré¢ vznikli na okamzitu liecbu
neziaducej udalosti Ucastnika, ak sa urci, ze
dana neziaduca udalost’ bola priamo spojena
s podanim skuSaného produktu alebo
vykonanim postupu potrebného vylu¢ne na
ucel splnenia protokolu, ale za predpokladu,
ze: (1) takéto naklady nie st bezne hradené z
poistenia zdravotnej alebo nemocnicnej
starostlivosti alebo z iného Statneho
programu poskytujlceho takéto Uhrady; (ii)
neziaducu udalost nemozno pripisat
nedbanlivosti alebo nesprdvnemu konaniu
zariadenia, zodpovedného  skuSajuceho
lekara alebo vedlajSieho skusajiceho lekara,
zamestnanca alebo zastupcu zariadenia alebo
zodpovedného skuSajuceho lekdra; (ii1)
neziaducu udalost nemozno pripisat’
ziadnemu existujicemu ochoreniu alebo
stavu, ktory bol alebo nebol predtym
diagnostikovany; a (iv) skuSany produkt bol
podany alebo postup podl'a protokolu bol
vykonany v sulade s protokolom.

" Such reasonable and necessary costs
incurred as permitted in the aforementioned
paragraph must be itemized and submitted in
a separate invoice to CRO for evaluation and
approval through Janssen’s internal Medical
Expense Reimbursement (MER) Program.
Eligible costs pursuant to this section will be
processed through the payment process
outlined in this Agreement or Janssen’s
clinical trial insurance as appropriate per
Janssen’s internal approval process and local
regulations.

" Takéto primerané a potrebné naklady
vzniknuté v stlade s tym, ako to povoluje
predchadzajici odsek, musia byt rozpisané a
odovzdané CRO na samostatnej faktdre na
posidenie a schvélenie prostrednictvom
interného programu Uhrad zdravotnych
vydavkov (Medical Expense
Reimbursement, MER) spolo¢nosti Janssen.
Oddvodnené naklady podla tejto Casti buda
spracované platobnym procesom opisanym v
tejto zmluve alebo v poisteni klinického
skuSania spolocnosti Janssen, ako to je

primerané podla jej interného
schvalovaciecho procesu a miestnych
predpisov.
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" Processing of payment for Other
Compensation will begin upon receipt of
invoice in accordance with Section 5 below
and approval by the CRO. Each cost listed in
the table below is a per item cost unless
otherwise specified in the Additional
Information column.

" Spracovanie vyplat inych odmien sa
zacne po prijati faktury v stlade s Castou 5
nizsie a po schvaleni zo strany CRO. Ak nie
je uvedené inak v stipci s dodatodnymi
informaciami, kazdy naklad uvedeny v
tabul’ke je néklad na polozku.

Additional Amount
Item/ PoloZka Information/ (EURO)/ Suma
Dodato¢né informacie (EUR) |
Re-Consenting of a Subject at a
regularly scheduled study visit/
Opakovany suhlas ucastnika 4.7
pocas pravidelne naplanovanej Sponsor pre-approved/
navstevy v klinickom skusani Predchadzajlce
schvalenie
Re-Consenting of a Subject zadavatelom
outside a regularly scheduled
study visit/ Opakovany suhlas 9
ucastnika mimo pravidelne
naplanovanej navstevy v
klinickom skuasani
1. Informed consent is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/
Informovany sahlas
je zahrnuty do
Additional Informed Consent/ sumy za navstevu v
Dodato¢ny informovany sihlas tabul k‘? S oL a1
medznikmi v Casti
2 vyssie podla
rozpisu ¢innosti v
protokole.
2. For pregnant
partner informed
consent/
Informovany suhlas
tehotnej partnerky.
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Additional Amount

Item/ Polozka Information/ (EURO)/ Suma
Dodato¢né informacie (EUR)

1. Study Drug
Dispensing
Pharmacy Fee is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Platba pre
lekéaren vydavajucu
skusany liek je
zahrnuta do sumy
za navstevu v
tabul’ke s
medznikmi v Casti
2 vyssie podla
rozpisu ¢innosti v
protokole.

Study Drug Dispensing Pharmacy | o At Week 4. Week

Fee/ 13, Week 26, Week
39, Week 52, Week
78, Week 104,
Week 130, and End
of Treatment if
Home Visits are
completed by a
third-party home
health vendor/ V

4. tyzdni,

13. tyzdni,

26. tyzdni,

39. tyZdni,

52. tyzdni,

78. tyZdni,

104. tyzdni,

130. tyZdni a na
konci liecby, ak
domace navstevy
vykonava treti
poskytovatel’
domacich
zdravotnych
navstev.

Platba pre lekaren vydavajicu
skusany liek
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Additional Amount
Item/ Polozka Information/ (EURO)/ Suma
Dodato¢né informacie (EUR)

A maximum of 10
attempts per subject
will be reimbursed.
Additional

Lost to Follow-Up Attempts/ reimbursement to
Pokusy vo vzt’ahu k acastnikom, | require Sponsor pre-
ktorych nie je moZné d’alej approval/ Uhradenych
sledovat’ bude najviac

10 pokusov na
Gi¢astnika. Dalgie
Uhrady musi vopred
schvalit’ zadavatel.

4.9

To be reimbursed for
each complete case
eCRF and package
(when applicable)
submitted for a
potential clinical
endpoint. These costs
include preparation,
review, submission,
and query follow-up, as
appropriate/Bude
uhradena za kazdy 9.7
vyplneny eCRF
Ucastnika a balik (ak sa
to uplatiiuje)
predlozeny v stvislosti
s potencialnym
klinickym koncovym
parametrom. Tieto
naklady zahfnaju
pripravu, kontrolu,
podanie a d’alSie
sledovanie.

Adjudication Fee/ Platba za
posudzovanie

Unscheduled Visit
Processing of Unscheduled Visits
shall begin upon completed CRF

pages submitted to CRO along with
any additional information which
may be requested by CRO/

1. Visit cost to be paid
in conjunction with
any other
assessments listed
below when 5.9
conducted outside
of a regularly
scheduled visit/
Naklady na

Neplanovana navsteva
Spracovanie neplanovanych navstev
sa zacne po odovzdani vyplnenych
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Additional Amount

Item/ Polozka Information/ (EURO)/ Suma
Dodatoc¢né informacie (EUR)
stran CRF CRO spolu s navstevu buda
dodatocnymi informdciami, ktoré si uhradené spolu s
CRO moze vyziadat. ostatnymi nizsie
uvedenymi

hodnoteniami, ked’
st vykonané mimo
pravidelne
naplanovanej
navstevy.

2. This fee covers the
cost of Staff time/
Tento poplatok
zahfna Cas
personalu sktiSania.

Repeat/Additional Central Lab 1. Central Lab Blood

Blood Sample Collection for Sample Collection

Clinical Laboratory Tests/ and Urine Sample
Opakovany/Dodato¢ny odber Collection is 5
vzorky krvi centralnym included in the visit
laboratériom na klinické totals in the

laboratdérne testy milestone table in

Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Odber
vzorky krvi a mocu
centralnym
laboratoriom je
zahrnuty do sumy
za navstevu v

Repeat/Additional Urine Sample tabulkes
Collection/ Opakovany/Dodatocny med%?.lkml V,CaStl 2.50
odber vzorky mocu 2 Vyssie p odla ,

rozpisu cinnosti v

protokole.

2. For safety reasons
or if thereisa
technical issue with
a sample/ Z
bezpeénostnych
dévodov alebo ak
je so vzorkou
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Additional Amount

Item/ Polozka Information/ (EURO)/ Suma
Dodatoc¢né informacie (EUR)
nejaky technicky
problém.

1. PK/PD/ Biomarker
Sample Collection
is included in the
visit totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/
PK/PD/Odber
vzorky na
biologické
ukazovatele je
zahrnuty do sumy
za navstevu v

tabul’ke s

medznikmi v Casti

2 vyssie podla
Repeat/Additional rozpisu ¢innosti v
PK/PD/Biomarker Sample protokole. 75
Collection/ '

2. For safety reasons

vzorky PK/PD na biologické orifthereisa
ukazovatele technical issue with

a sample/ PK/PD/
Biomarker Sample
Collection is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Z
bezpecénostnych
dévodov alebo ak
je so vzorkou
nejaky technicky
problém.
PK/PD/Odber
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Additional Amount

Item/ Polozka Information/ (EURO)/ Suma
Dodatoc¢né informacie (EUR)
vzorky na
biologické

ukazovatele je
zahrnuty do sumy
za navstevu v
tabul’ke s
medznikmi v Casti
2 vyssie podla
rozpisu ¢innosti v
protokole.

1. At Screening only
for participants
with a history of
stroke/ V Case
skriningu len v
pripade tcastnikov
S mozgovou
prihodou v
anamnéze.

2. As soon as possible
if a stroke is
experienced during
the study and again
90 + 14 days after
the stroke event to
assess
recovery/disability/
Co najskor, ak k
mozgovej prihode
doslo pocas
klinického skuSania
potom znova 0 90 *
14 dni po mozgovej
prihode na
posudenie
zotavenia/postihnut
ia.

Modified Rankin Scale Score
Assessment/ Hodnotenie
modifikovanej Rankinovej Skaly

2.50

Serum/ | Within 2 days of first 8
Sérum | dose of study

Local Pregnancy Test / intervention for women
Miestny tehotensky Urine/ | of childbearing 4
test Mo¢ potential/ Do 2 dni od
prvej davky intervencie
v sktiSani v pripade

Clinical Trial Agreement between CRO, Janssen and Institution and Principal Investigator - Slovakia contract template - Version
January 2023 (Based on Slovakian National Template_1st June2019)

]

) G 2 A02743

Page 70 0f 118


q782826
Highlight


Additional Amount

Item/ Polozka Information/ (EURO)/ Suma
Dodato¢né informacie (EUR)
zien, ktoré mézu mat’
deti.

Local Hemoglobin/Platelet/ 1. Local
Miestny hemoglobin/krvneé Hemoglobin/Platele 2.50
dosticky t, Creatinine,

eCFR, ALT, AST,
ALP, and Total

Local Bilirubin is
Creatinine/eCFR/ALT/AST/ALP/ included in the visit
Total Bilirubin/ Miestny total for Screening 7.50

kreatinin/eCFR/ALT/AST/ALP/ce and Screening/Day
Ikovy bilirubin 1:Randomization in

the milestone table
in Section 2 above

according to the
Schedule of
Activities of the
Protocol/ Miestny
hemoglobin/krvné
dosticky, kreatinin,
eCFR, testy
pecenovych funkcii
ALT, AST, ALP a
celkovy bilirubin st
zahrnuté do
celkovej sumy za
navstevu v pripade
skriningu a

Local Cystatin C/ Miestny skriningu/1. defi:
cystatin C randomizacia v 7
tabul’ke s
medznikmi v Casti
2 vyssie podla
rozpisu ¢innosti v
protokole.

2. If laboratory tests
are unable to be
performed by the
central laboratory/
Ak laboratorne
testy nemoze
vykonat’ centralne
laboratorium.
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Additional Amount

Item/ Polozka Information/ (EURO)/ Suma
Dodato¢né informacie (EUR)
3. AtDay 1:

Randomization,
Screening/Day 1:
Randomization,
Week 4, Week 13,
Week 26, Week 52,
Week 78, Week
104, and End of
Treatment/ Week
78, Week 104, and
End of Treatment/
V 1. den:
randomizacia,
skrining/1. den:
randomizacia,

4. tyzdet,

13. tyzden,

26. tyzden,

52. tyzden,

78. tyzden, 104.
tyzden a koniec
liecby/78. tyzden,
104. tyzden a
koniec liecby.

At Day 1:
Randomization or
Screening/Day 1:
Randomization if test
is unable to be

Local Urinalysis/ Miestny rozbor | performed by central
mocu laboratory/ V 1. den:
randomizéacia alebo
skrining/1. den:
Randomizécia, ak test
nemdze vykonat
centralne laboratérium.

1. Medical Resource
Utilization is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of

Repeat/Additional Medical
Resource Utilization/ Opakované/
1.2
Dodato¢né vyuzitie medicinskych
zdrojov
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Additional Amount

Item/ Polozka Information/ (EURO)/ Suma
Dodato¢né informacie (EUR)
Activities of the
Protocol/ Vyuzitie

medicinskych
zdrojov je zahrnuté
do sumy za
navstevu v tabulke
s medznikmi v Casti
2 vyssie podla
rozpisu ¢innosti v
protokole.

2. At Week 4, Week
13, Week 26, Week
39, Week 52, Week
78, Week 104,
Week 130, and End
of Treatment if
Home Visits are
completed by a
third-party home
health vendor/ V
4. tyzdni,

13. tyzdni,

26. tyzdni,

39. tyzdni,

52. tyzdni,

78. tyzdni,

104. tyzdni,
130. tyZdni a na
konci liecby, ak
domaéce navstevy
vykonéava treti
poskytovatel
domacich
zdravotnych
navstev.

1. ePRO Collection is
included in the visit
totals in the
milestone table in

Repeat/Additional ePRO Section 2 above

Collection/ Opakované/dodatocné . 1.8
. X according to the
ziskanie ePRO
Schedule of
Activities of the
Protocol/ Ziskanie
ePRO je zahrnuté
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Additional Amount
Item/ Polozka Information/ (EURO)/ Suma
Dodato¢né informacie (EUR)

do sumy za
navstevu v tabulke
s medznikmi v Casti
2 vyssie podla
rozpisu ¢innosti v
protokole.

30 days after any
primary efficacy
endpoint event or
any principal safety
endpoint family of
events/30 dni po
udalosti
primarneho
koncového
parametra uc¢innosti
alebo niektorého
doélezitého
bezpecnostného
koncového
parametra.

Totals are VAT excluded. VAT of will be paid as outlined in Section 5 of this Exhibit/ Sumy
st bez DPH. Bude uhradend DPH ako to je uvedené v Casti 5 tejto prilohy.

(5) Payment Terms:

(5) Platobné podmienky:

a) This EXHIBIT B is for completed
records for up to 401 valid subjects. A valid
subject is defined as a subject who meets
eligibility requirements to enroll in the Study
and does not have significant Protocol
violations that would exclude his/her Data
from analysis. This Study is being conducted
under a policy of competitive enrollment.
Janssen anticipates closure of enrollment
upon randomization of a total of 15,500 valid
subjects. In the event 15,500 total valid
subjects are enrolled prior to a site’s reaching
its valid subject goal of 401, further
recruitment will be suspended. Subjects not
completing the trial will be paid for on a
prorated basis according to confirmed
completed visits and CRFs received by
Janssen. All payments will be made for
subject visits according to the milestone

a) Tato PRILOHA B tyka
vyhotovenych zaznamov naviac
401 platnych ucastnikov. Platny ucastnik je
definovany ako ucastnik, ktory splia
poziadavky na zaradenie do klinického
sktSania a nedoSlo u neho k vyraznym
poruSeniam protokolu, ktoré by jeho udaje
vylucovali z analyzy. Toto klinické skusanie
sa vykonava podla zasady kompetitivneho
prijimania ucastnikov. Spolo¢nost’ Janssen
predpoklada ukoncenie prijimania
ucastnikov po randomizécii celkom 15 500
platnych ucastnikov. Ak bude pocet 15 500
platnych ucastnikov prijatych, skor nez
pracovisko dosiahne svoj cielovy pocet
platnych Ucastnikov 401, d’al$i nabor bude
zastaveny. Ucastnikom, ktori skii$anie
nedokoncia, bude vyplatend pomerna suma
podla potvrdenych vykonanych ndvstev a

Sa
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table in Section 2 above. No payment will be
made for any subject excluded from analysis
because of Protocol violations within the
Study personnel’s control. Reimbursement
for expenses related to screen failures will be
made as outlined in Section 3 above.

CRF, ktoré dostane spolocnost’ Janssen.
Vsetky platby budi vykonané za navstevy
ucastnikov podla tabulky s medznikmi v
Casti 2 vysSie. Za ucastnika vyluceného z
analyzy kvoli poruseniam protokolu v radmci
dosahu persondlu klinického skusania
nebude vyplatena ziadna platba. Nahrada
vydavkov ~ spojenych s  nelspeSnym
skriningom bude vykonana podla casti 3
vyssie.

b) Institution acknowledges this is a
multicenter Study designed to evaluate a
defined number of Study subjects. It is
anticipated each institution participating in
the Study will enroll the number of Study
subjects provided for under their agreement
for this Study. If required as the Study
progresses, Janssen may invite an institution
to enroll more Study subjects than reflected
in the original agreement. In such a
circumstance, Janssen may notify Institution
via written request to allow for the
enrollment of additional Study subjects.
Conversely, Institution may not have the
opportunity to enroll the number of Study
subjects set forth above. When enrollment of
the target number of Study subjects in the
Study is complete, those sites that have not
enrolled the contracted number of Study
subjects will be notified and instructed to
discontinue enrolling Study subjects.

b) Zariadenie berie na vedomie, Ze ide o
multicentrické klinické skusanie s cielom

vykonat' hodnotenie stanoveného poctu
ucastnikov. Predpoklada sa, ze kazdé
zariadenie zucastiiujuce sa  klinického

skasania prijme dohodnuty pocet tcastnikov
klinického skusania. Ak to bude pocas
klinického skuasania potrebné, spolo¢nost
Janssen mdze zariadenie vyzvat’, aby prijalo
viac UcCastnikov, nez bolo uvedené v
povodnej dohode. Spolo¢nost’ Janssen moze
za takych okolnosti pisomne poziadat
zariadenie, aby prijalo  dodato¢nych
ucastnikov klinického sktSania. Zariadenie
naopak nemusi mat’ moznost’ prijat’ vyssie
stanoveny pocet ucastnikov klinického
sktiSania. Po prijati cielového poctu
ucastnikov  klinického skuSania  budua
informované pracoviska, ktoré neprijali
zmluvny pocet UcCastnikov  klinického
sktiSania, a bude im nariadené, aby
ucastnikov prestali prijimat’.

c) Janssen will provide, through a third-
party vendor, the equipment valued at the
corresponding rate(s) in the table below (the
“Equipment”) for use as called for in the
Protocol. Upon termination of the Study at
Institution, the Equipment will be returned in
accordance with Janssen’s or designee’s
instructions.

C) Spolocnost’ Janssen poskytne
prostrednictvom tretieho dodavatela
vybavenie v hodnote uvedenej v tabulke
niz§ie (,,vybavenie*) na pouZitie podla
protokolu. Po skonceni klinického skusania
v zariadeni bude vybavenie vratené podla
pokynov  spoloc¢nosti  Janssen  alebo
poverenej osoby.

Value
Item/ Polozka (EURO)/ Hodnota
(EUR)
Tablet for Epro/ Tablet na 240
ePRO
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d) Equipment Calibration: Institution
shall be responsible for ensuring Institution-
owned equipment utilized by Institution in
accordance with this Agreement, is serviced
and/or calibrated as per manufacturer’s
recommendation or more frequently as
required by Janssen. Records verifying the
equipment calibration and maintenance shall
be provided to Janssen upon request. For
calibrations that are performed solely at the
request of Janssen, and that are not part of the
recommended  scheduled  maintenance
suggested by manufacturer, Janssen will
reimburse Institution for the actual cost
without mark-up for each calibration.
Processing of payment will begin upon
receipt of invoice and supporting
documentation in accordance with paragraph
(f) below.

d) Kalibracia vybavenia: Zariadenie
bude zodpovedné za zabezpecenie servisu
alalebo kalibracie vybavenia vo svojom
vlastnictve, ktoré vyuziva v stlade s touto
zmluvou, podl'a odporucania vyrobcu alebo
Castejsie, ako to bude vyzadovat’ spolocnost’
Janssen. Spolocnosti Janssen budi na
poziadanie predlozené z4dznamy
potvrdzujtce kalibraciu a udrzbu vybavenia.
V pripade kalibracii vykonavanych vylucne
na ziadost’ spolo¢nosti Janssen, ktoré nie su
sucastou odporucanej planovanej Udrzby
navrhovanej vyrobcom, nahradi spolo¢nost’
Janssen zariadeniu skuto¢né ndklady na
kazdu kalibraciu bez prirazky. Platba sa
zaéne spracuvat po prijati faktary a
podpornej dokumentécie v stlade s odsekom
(f) nizsie.

e) Investigator Meetings: Janssen
may recommend or require the Principal
Investigator, or a Janssen-approved Sub-
Investigator designee, and a Study
nurse/coordinator to attend meetings,
including but not limited to an Investigator’s
Meeting. Janssen shall provide and pay all
reasonable and appropriate travel expenses in
accordance with Janssen’s travel policy,
including modest lodging and meals
associated with such meetings. The parties
agree that attending such meetings is
reasonable and necessary to ensure all parties
engaged in the Study have a clear
understanding of the Protocol and its
requirements. Processing of payment will
begin upon receipt of invoice and supporting
documentation in accordance with paragraph
(F) below.

e) Stretnutia skuSajtcich lekarov:
Spolocnost’ Janssen moéze odporucit’ alebo
vyzadovat’, aby sa zodpovedny skuSajuci
lekar alebo spolo¢nostou Janssen schvaleny
vedlajsi sktSajici lekar a zdravotna
sestra/koordinator ~ Kklinického  skusania
zOcCastiiovali  stretnuti, okrem iné¢ho aj
stretnuti skuSajucich lekarov. Spolo¢nost’
Janssen  poskytne a uhradi vSetky
odbvodneneé a primerané cestovné vydavky v
stlade so svojou cestovnou politikou vratane
nenarocného ubytovania a stravy v stvislosti
s takymito stretnutiami. Zmluvné strany sa
dohodli, Ze ucast’ na takychto stretnutiach je
oddvodnend a potrebna v snahe zabezpecit,
aby vSetky strany podielajice sa na
klinickom skuSani jasne chapali protokol a
jeho poziadavky. Platba sa za¢ne spracuvat’
po prijati faktdry a podpornej dokumentécie
v sulade s odsekom (f) nizsie.

f)  To be eligible for any payment, the
procedures must be performed in full
compliance with the Protocol and this
Agreement, and Data submitted must be
complete, correct and entered into the
Electronic Data Capture (EDC), Interactive
Web Response System (IWRS) and
Electronic Patient Reported Outcomes
(ePRO) in accordance with Janssen’s

f)  Narok na platbu vznikne, ak budu
vSetky postupy vykonané plne v stlade s
protokolom a touto zmluvou, pricom
odovzdané Udaje musia byt Gplné, spravne
a zadane do elektronickeho systému na
ziskavanie udajov  (Electronic Data
Capture, EDC), interaktivneho
internetového systému (Interactive Web
Response System, IWRS) a elektronickych
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instructions and this Agreement. Payments
will be made, at a minimum, on a quarterly
basis. These payments will include
milestone payments, as well as, all invoiced
and approved costs from the prior payment
cycle. Ongoing reconciliations will be
performed during the course of the Study.
Any payments made in error will be applied
to any pending or future payments due. No
payments will be made until all erroneous
payments have been offset. If no pending or
future payments exist, Institution will
promptly refund overpayment, according to
Janssen’s instructions.

vysledkov hlasenych pacientom
(Electronic Patient Reported Outcomes,
ePRO) v sulade s pokynmi spolo¢nosti
Janssen a touto zmluvou. Platby musia byt
vykonavané minimalne Stvrtrocne. Tieto
platby budu zahfnat medznikové platby,
ako aj vSetky vyfaktarované a schvalené
néklady z predchadzajiuceho platobného
cyklu. Pocas priebehu klinického skusania
sa musi nepretrzite vykonavat’
odsuhlasovanie platieb. Vsetky chybne

vykonané platby bud( priradené k
otvorenym alebo buddcim platbdm. Kym
nebudu  chybné platby zapocitané,

nevykonaju sa Ziadne platby. Ak neexistuji
ziadne otvorené alebo buduce platby,
zariadenie promptne vrati nadbytocnl
sumu podl'a pokynov spolo¢nosti Janssen.

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

CRO bude vydavat platby podl'a rozpoctu na
navstevy, frekvencie platieb a platobnych
podmienok opisanych vyssie. Platby budu
vykonavané len po prijati zodpovedajucich
faktdr vratane podpornej dokumentéacie, v
uvedenej mene, ako to je opisané nizsie.
Faktary budu splatné do tridsiatich (30) dni
od datumu, ked CRO prijala faktiru a
podpornu dokumentéciu.

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

Faktury za dodato¢né platby k tym, ktoré st
uvedené v tejto zmluve (t.j. dodatocné
nahrady), sa musia tiez poslat’ CRO a musi
ich schvalit' spoloCnost’ Janssen. VSetky
faktury sa budu odovzdavat' nasledujucim
spbsobom:

Invoices to be billed to:

Faktiry budu uctované:

IQVIA RDS Slovakia, s.r.0.

IQVIA RDS Slovakia, s.r.0.

Vajnorska 100/B,

Vajnorska 100/B,

831 04 Bratislava — Slovak Republic

831 04 Bratislava — Slovenska republika

Invoices to be sent to:

Adresat faktiry:

Email original invoices including back up to:

Faktury a podpornt dokumentéciu posielajte

emea@ctp.solutions.igvia.com e-mailom na adresu:
emea@ctp.solutions.igvia.com
In addition invoices can be submitted via | Faktiry mozno odovzdavat aj

portal. The Payee has received an email to
create an account in our Payments Portal.
From the Portal Payee will be able to access

prostrednictvom portalu. Prijemca platby
dostal e-mail o vytvoreni G¢tu v nasom
platobnom portéli. Z tohto portalu bude mat’
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subject activities by protocol, submit
invoices as well as view payment details for
all payments made by CRO.

pristup k cCinnostiam ucastnika podla
protokolu, bude moct’ odovzdavat’ faktury a
prezerat’ si informacie o vSetkych platbach
vykonanych zo strany CRO.

Link to the Portal: | Odkaz na portal:
https://ctp.solutions.iqvia.com https://ctp.solutions.igvia.com
Emailed and uploaded invoices and | Uprednostiiované st e-mailom zaslané a

backup are preferred. In the event of

nahraté faktury. AK je potrebné zaslat’

invoices in hard copy need to be sent,

papierové faktlry, poslite ich na

please send to the following address:

nasledujucu adresu:

IQVIA Clinical Trial Payments

IQVIA Clinical Trial Payments

37 The Point

37 The Point

North Wharf Road, Paddington

North Wharf Road, Paddington

London, W2 1AF

W2 1AF London

United Kingdom

Spojené kral'ovstvo

The following information should be

included on the invoice:

Faktara by mala obsahovat’ nasledujlice
informacie:

e Complete
INVESTIGATOR name,
address and phone number

. Celér o meno
SKUSAJUCEHO
LEKARA, adresu a

telefonne ¢islo

e Invoice Date

e Datum vystavenia faktary

e Invoice Number

e Cislo faktary

e Payee Name (must match
Payee indicated in CTA)

e Meno prijemcu platby
(musi sa zhodovat s
prijemcom platby

uvedenym v (Clinical Trial
Agreement, CTA))

e Payment Amount e Suma
e Complete description of e Kompletny opis
services rendered poskytnutych sluzieb

e Study Number:

e C(islo klinického skusania:

e Sponsor Name

e Nazov zadavatela

¢ Invoices should be printed
on site/institution
letterhead

e Faktiry by mali byt
vytlacené na hlavickovom
papieri
pracoviska/zariadenia.

All invoice and payment related inquiries
shall be addressed directly to IQVIA Clinical
Trial Payments at
emea@ctp.solutions.igvia.com.

Vsetky otazky suvisiace s faktirami a
platbami je potrebné adresovat’ priamo
oddeleniu spolo¢nosti IQVIA pre uwhradu
klinickych skusani (IQVIA Clinical Trial
Payments) na adresu
emea@ctp.solutions.igvia.com.
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Invoices and any accompanying
documentation must not include any
personally identifying information of any
Study Subject, including but not limited to
Study Subject first or last name, initials, date
of birth, address, telephone, passport number,
email address, or credit card information. If
invoices or any accompanying
documentation do contain this information
CRO will notify Payee. Payee will need to
resubmit a redacted invoice and
accompanying documentation that does not
include any  personally identifying
information of any Study Subject.

Faktdry a sprievodnd dokumentacia nesmd
obsahovat’ ziadne informécie o ucastnikovi
klinického skusania, na zaklade ktorych by
ho bolo mozné osobne identifikovat’, okrem
iného ani jeho meno a priezvisko, inicialy,
datum narodenia, adresu, teleféonne ¢islo,
Cislo cestovného pasu, e-mailovu adresu
alebo informacie o kreditnej karte. Ak budd
faktary alebo sprievodna dokumentécia
takéto informacie obsahovat, CRO o tom
bude informovat’ prijemcu platby. Prijemca
platby bude musiet’ odovzdat’ prepracovant
faktaru a sprievodnd dokumentaciu, ktora
nebude obsahovat ziadne informacie, na
zdklade ktorych by bolo mozné osobne
identifikovat’ ucastnika klinického skusSania.

The process for submission and payment of
invoices will be determined by whether or
not the parties have previously agreed in
writing to apply the self billing option for
invoicing as described below (either for all
study agreements between the parties or
solely in relation to this Study).

Proces odovzdéavania a tthrady faktar sa urci
podla toho, ¢i sa zmluvné strany predtym
pisomne dohodli na pouziti moznosti
samostatného uc¢tovania, pokial ide o
fakturaciu, ako to je opisané nizsie (bud’ vo
vztahu k vSetkym dohoddm o Klinickych
skuSaniach medzi zmluvnymi stranami,
alebo vyluéne vo vztahu k tomuto
klinickému skti§aniu).

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

g) Tato zmluva obsahuje vsetky
fixné a variabilné néaklady
spojené s Cinnostami klinického
sktSania. Polozky, ktoré nie su
vyslovne uvedené v Casti 3 alebo
4 vysSie a ktoré mo6zu zahfnat
napriklad naklady na personal,
naklady na Skolenia, laboratorne
poplatky, poplatky za Skaly a
dotazniky, poplatky za
koordinatora Udajov a cestovné
poplatky, su uvedené v ramci
poplatkov za ucastnika, ako to je
uvedené v tabulkdch s
medznikmi v casti 2 vySSie.
Nebude poskytnuta ziadna d’alSia
nahrada uvedenych nakladov.

h) Taxes: Any  consideration
payable under this Agreement
will be exclusive of VAT. Where
any services or goods are subject

h) Dane: Vsetky odmeny splatné
podla tejto zmluvy budu bez
DPH. Ak sa na sluzby alebo tovar
vztahuje DPH,
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to VAT, a valid VAT invoice
must be issued by the
Institution/Principal Investigator
to CRO in respect of the
transaction covered by the
consideration. If VAT is charged
in error, the Institution/Principal
Investigator will issue a credit
note. If VAT is not charged but
subsequently it is found that it
should have been charged or VAT
is assessed by the relevant tax
authorities as being due on the
consideration, the VAT due upon
said consideration will be paid
upon presentation of a valid VAT
invoice.

zariadenie/zodpovedny skusajtci
lekdr musi v savislosti s
transakciou, ktorej sa odmena
tyka, CRO vystavit platna
faktaru na ucely DPH. Ak bude
DPH uctovana chybne,
zariadenie/zodpovedny skusajaci
lekér vystavi dobropis. Ak DPH
nebude uctovana, ale neskor sa
zisti, ze i¢tovand mala byt alebo
ak prislusné danové organy urcia,
ze na odmenu sa vztahuje DPH,
takato DPH bude uhradena po
predlozeni platnej faktary na
ucely DPH.

i)

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

Aby sa prediSlo pochybnostiam,
plati, ze zodpovedny skusSajuci
lekar a/alebo zariadenie su
zodpovedni  za  poskytnutie
vSetkych odmien, ddvok a/alebo
poistenia personalu klinického
skaSania. Zmluvné strany tiez
ber0 na vedomie a vyslovne
potvrdzuju, ze skusajaci lekar a
persondl  klinického  skuSania
nemaju narok na zapojenie ani
krytie v rdmci planov benefitov,
programov, zamestnaneckych
politik, postupov alebo poistenia
odmien pracovnikov spolocnosti
Janssen.

)

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

Zmluvné strany sa dohodli, Ze
tato PRILOHA B je stcastou

zmluvy a vysvetluje rozpis
platieb  spojenych s  touto
zmluvou. Platby budd
vykonavané v stlade s

ustanoveniami uvedenymi v tejto
PRILOHE B, pri¢om posledna
platba bude vykonand, ked si
pracovisko splni vSetky svoje
povinnosti podla zmluvy a jej
priloh. Zodpovedny skusajuci
lekar potvrdzuje a suhlasi s tym,
ze jeho tsudok tykajuci sa jeho
poradenstva a starostlivosti o

]
)
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by the compensation the site
receives hereunder. The parties
agree the payee designated below
iIs the proper payee for this
Agreement and payments under
this Agreement will be made only

kazdého ucastnika klinického

skuSania nie je ovplyvneny
odmenou, ktori  pracovisko
dostane podla tejto zmluvy.

Zmluvné strany sa dohodli, ze
prijemca platby uvedeny nizsie je

to the following payee:

riadnym prijemcom platby vo
vztahu k tejto zmluve a platby
podla tejto zmluvy budu
vykondvané len v prospech
nasledujiceho prijemcu platby:

Contract Payee/ Zmluvny prijemca platby

Payee Name
Néazov prijemcu platby

Nemocnica s poliklinikou Brezno, n.o.

Payee Address/ Adresa prijemcu platby

Banisko 273/1, 977 01 Brezno, Slovakia

VAT/Tax ID
IC DPH/DIC

SK2021607687

Banking Information/
Bankové Udaje:

Bank Name/ Nazov banky

Tatra banka, a.s.

Bank Street/ Ulica

HodZovo nam. 3

Bank City/ Mesto

Bratislava
Bank State/Province/
Kraj/okres Bratislava
Bank POStal COde/ PSC 811 06
Bank Country/ Stat Slovakia
Receiving Account
Currency/ Mena
prijimajiceho uctu Euro

IBAN/ IBAN

SK20 1100 0000 0026 2077 8736

Swift Code (8 or 11
Characters)/ Swift kéd (8
alebo 11 znakov)

TATRSKBX

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

Ak sa zmluvnad mena platby nezhoduje s vasim bankovym uctom, mozZzno bude
potrebné uviest’ sprostredkovatel'skii banku. BlizSie informacie vam poskytne
vaSa finan¢na insStitucia. Ak je potrebna sprostredkovatel'ska banka, uved'te
nazov banky a ¢islo uctu, ak sa to uplatituje, a SWIFT kod sprostredkovatel'ske;j
banky spolu s d’al§imi pokynmi Kk prevodu.

Clinical Trial Agreement between CRO, Janssen and Institution and Principal Investigator - Slovakia contract template - Version
January 2023 (Based on Slovakian National Template_1st June2019)

IR Ccle: GZA02743

Page 81 0f 118



q782826
Highlight


Contact Information/ Kontaktné udaje

Name of recipient sending
invoices to/ Meno prijemcu
na zasielanie faktar

Ml

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

Zariadenie bude mat’ tridsat’ (30) dni od
datumu, ked klinické sktSanie opustil
posledny ucastnik (Last Subject Out, LSO),
na  vyrieSenie  vSetkych  platobnych
nezrovnalosti, ktoré vznikli pocas klinického
sktSania.

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

Zariadenie musi odovzdat' vSetky faktary
najneskbr do 45dni od koneéného
uzatvorenia pracoviska Vv zariadeni, o ¢om
bude v danom case spolo¢nostou Janssen
zariadenie pisomne vyrozumené. Spolo¢nost’
Janssen alebo CRO si vyhradzuju pravo
odmietnut’ thradu faktur odovzdanych po
uvedenom 45-diiovom obdobi.

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

V pripade zmien bankovych Gdajov prijemcu
platby je pracovisko povinné informovat
CRO pisomne, a to e-mailom na adresu
emea@ctp.solutions.iqvia.com. CRO bude
pracovisko kontaktovat’ s cielom ziskat’
podpisant dokumentéciu tykajlcu sa zmien
bankovych Gdajov prijemcu platby. Zmluvné
strany sa dohodli, ze v pripade zmien v
bankovych Gdajoch prijemcu platby, ktoré
nezahfilaji  zmenu  prijemcu  platby,
danovych ¢isel alebo statusu oslobodenia od
dane, nie su potrebné ziadne d’alSie dodatky.
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The Parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under
this Agreement.

Zmluvné strany potvrdzuji, ze urceny
prijemca platby je opravneny prijimat’ vSetky
platby za sluzby vykonané podla tejto
zmluvy.

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

CRO uhradi vsetky platby za toto klinické
skuSanie v sulade s prilozenym rozpoctom
elektronicky.

Priloha 3 — Osobné udaje tykajuce sa
Hlavného skusajuceho a vsetkych Clenov
timu klinického skuSania

Toto oznamenie vysvetluje postupy spolocnosti
Janssen pri  manipulacii s osobnymi Udajmi,
pokial’ ide o informéacie o Hlavnom skasajucom
a vsetkych vyskumnych pracovnikoch.
Vysvetl'uje, ako spolo¢nost’ Janssen ziskava
osobné Udaje akomu ich méze poskytnit.
Vysvetl'uje tiez prava Hlavného skusajuceho
a vSetkych vyskumnych pracovnikov v suvislosti
s tymito osobnymi Gdajmi. Toto upozornenie sa
vzt'ahuje na vsetky osobné udaje bez ohl'adu na
to, ¢i st ulozené v elektronickej alebo papierovej
podobe.

Toto ozndmenie o ochrane osobnych udajov by
mal  Hlavny  skaSajuci  poskytnut'vsetkym
vyskumnym pracovnikom.

Oznamenie o0 ochrane osobnych Uddajov —
Hlavny skasajuci a vyskumni pracovnici

Ziskavanie osobnych udajov

Spolo¢nost’  Janssen  a z&stupcovia,  ktori
spraclivaju osobné Udaje v mene spolo¢nosti
Janssen, ziskavaju a spracuvaji vase osobné
udaje. Tieto informacie moZu pochadzat’ priamo
od vas, od Institacie, s ktorou ste prepojeni na
ucely tohto klinického vyskumu, alebo
z verejnych zdrojov ¢i zdrojov informacii tretich
stran.

Typy osobnych tdajov, ktoré spolo¢nost’ Janssen
ziskava, zavisia od vasej ulohy v spolo¢nosti
Janssen a/alebo jej pridruzenych spolo¢nostiach,
ako aj od platnych pravnych predpisov, ale mézu
zahtiat’ nasledujuce kategoérie informacii:

Appendix 3 — Personal Information
concerning Principal Investigator and
any Clinical Trial Team Members

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

This privacy notice should be provided

by Principal Investigator to any
investigational staff.
Privacy Notice — Principal

Investigator and investigational staff

Personal Information Collection

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

The types of personal information that
Janssen collects depends on the role you
have with Janssen and/or its affiliates, as
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Imeno;

[Tkontaktné udaje (napr. adresa, telefonne
Cislo, e-mailova adresa);

[1vek a/alebo datum narodenia;

[Jstatne identifikacné ¢islo (ak sa pouziva);

[Jvzdelanie a kvalifikécia vratane informacie,
ze mate platna, aktivhu lekarsku alebo
odbornd licenciu aze vam ju prisluSny
zdravotnicky orgédn nevylucil;

[Jprislusnost’ k organizacii alebo institucii;

[1profesiondlne programy a aktivity, na
ktorych ste sa mohli zacastnit’;

[Jfinancné informacie tykajice sa okrem
iného kompenzacii auhrad za cinnosti
klinického skuSania;

[Jzapojenie alebo interakcia so spolo¢nost’ou

Janssen alebo jej pridruzenymi
spolo¢nostami  alebo ich  produktmi
a sluzbami;

Cinformécie  ziskané  prostrednictvom

prieskumov ainych priamych interakcii
S vami.

Ako spolocnost’ Janssen pouZiva a zverejiiuje
osobné udaje

Osobné tdaje o vas sa budl spractvat na
nasledujiice tucely, aby sa splnili povinnosti
spolo¢nosti Janssen a/alebo jej pridruZenych
spolo¢nosti podla platnych pravnych predpisov
a nariadeni a aby sa splnila Zmluva o klinickom
skusani:

[Ina posudenie toho, ¢i ste vhodny/-& na
vykon funkcie Hlavného skusajuceho alebo
vyskumného pracovnika v suavislosti s
klinickym sktSanim;

[Ina poskytnutie Skolenia a pristupu k
nastrojom a inym zdrojom, ktoré mézu byt
potrebné na vykonanie klinického sktsania;

[na riadenie klinického skuSania vratane
monitorovania a auditu c¢innosti v ramci
klinického sktsSania;

well as applicable laws, but may include
the following categories of information:

[0 Name;

[1Contact information (e.g. address,
telephone number, e-mail
address);

1 Age and/or date of birth;

[1Government identification number
(if applicable);

(0Training 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;

[1Organizational or institutional
affiliations;
[1Professional programs and

activities in which you may have
participated;
[JFinancial information relating to,

among other matters,
compensation and reimbursement
payments for clinical trial
activities;

[1TEngagement or interaction with
Janssen or its affiliates, or their
products and services;

[JInformation 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 Janssen’s and/or its affiliates’
obligations under applicable laws and
regulations, and as necessary to fulfill
the Clinical Trial Agreement:

[1To assess if you are suitable for
acting as Principal Investigator or
investigational staff in relation to
the clinical trial;

[1To provide training and access to
tools and other resources that may
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[Jna pripravu a predkladanie regula¢nych
podani, koreSpondencie a komunikécie so
Statnymi orgdnmi v savislosti s klinickym

skusSanim;

[Jna vykonavanie cinnosti  suvisiacich
s podavanim Sprav 0 bezpecnosti
a farmakovigilanciou v suvislosti

S klinickym skusanim;

[Jna zverejnenie  vysledkov  klinického
skuSania, ako je definované v Zmluve
0 klinickom skuSani;

[1na zverejnenie platieb a iné prevody hodn6t
Institacii, Hlavnému skusajucemu alebo
inym vyskumnym pracovnikom s cielom
dodrziavat’ pravne predpisy
o transparentnosti, okrem iného aj vratane
amerického zékona o platbach lekarom (US
Physician Payments Sunshine  Act)
a vykonavacich predpisov, ako aj kdédexov
alebo noriem odvetvia, ktorym spolo¢nost’
Janssen a/alebo jej pridruzené spolo¢nosti
podliehaju, alebo

[Jak sa to inak vyZaduje podla platnych
pravnych predpisov alebo je to potrebné na
plnenie Zmluvy o klinickom skusani.

Osobné udaje ovas budud spracivané na
nasledujuce ucely na zaklade opravneného
zdujmu spolo¢nosti Janssen a jej pridruZzenych
spolo¢nosti podl'a pravnych predpisov:

[Ina priebezné zvazenie potencidlnych
pracovisk a skusajucich pre buduce klinické
skasania a

[OJna vykonavanie prieskumov, riadenie
internych skuasani, zlepSovanie procesov
a postupov  savisiacich s vykonavanim
klinickych  skuSani ainych  Cinnosti
savisiacich s lekarskym vyskumom.

Na dosiahnutie vysSie uvedenych tucelov sa
0sobné udaje poskytuju:

Clinym pridruzenym spolo¢nostiam
spolo¢nosti Johnson & Johnson Family of

be required for the execution of the
clinical trial;

[1To manage the clinical trial,
including to monitor and audit
clinical trial activities;

[1To prepare and submit regulatory
filings,  correspondence, and
communications to government
authorities concerning the clinical

trial;
[1To conduct safety reporting and
pharmacovigilance activities

relating to the clinical trial;

[1To publish results of the clinical
trial as defined in the Clinical Trial
Agreement;

[1To disclose payments and other
transfers of value to Institution,
Principal Investigator or other
investigational staff in order to
comply with transparency
reporting laws, including but not
limited to the US Physician
Payments Sunshine Act and
implementing regulations, as well
as industry codes of practice or
standards to which Janssen and/or
Janssen’s affiliates are subject or

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

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

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

[1To conduct surveys, manage
internal studies, improve processes
and practices related to the
execution of clinical trials and
other activities related to medical
research.
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Companies a ich prislusSnym zastupcom.
Zoznam tychto pridruZenych spolo¢nosti je
k dispozicii na adrese
http://www.investor.jnj.com/sec.cfm;
[I§tatnym orgdnom aetickym komisiam
v jurisdikciach na celom svete;
[1z&stupcom, ako su zmluvné vyskumné
organizacie alebo ini poskytovatelia sluzieb
tretich stran, ktori spractvaju osobné udaje
V mene spolo¢nosti Janssen.
vyskumni partneri, napriklad ak st udaje zo Studie
a analyzy rozdelené medzi nas a vyskumného
partnera, napriklad ked’ farmaceuticky produkt
spolo¢ne  vyvija viacero farmaceutickych
spolo¢nosti. Pre tuto Studiu moézu byt osobné
informacie zdielané s rozvojovymi partnermi
spolo¢nosti Janssen vratane Bristol Myers Squibb
a ich prislusnych zastupcov na celom svete na
ucely interného riadenia Studie.

Cezhrani¢ny prenos

Vase osobné udaje moézu byt uloZzené a
spracUvané v ktorejkol'vek krajine, kde ma
spolo¢nost’ Janssen a jej pridruzené spolo¢nosti
svoje zariadenia alebo zastupcov, vratane
Spojenych statov americkych. Niektoré krajiny
mimo Eurdpskeho hospodarskeho priestoru
(EHP) su Eurdpskou komisiou uznané ako
krajiny, ktoré poskytuji primerani Uroven
ochrany Udajov podla noriem EHP (Gplny
zoznam tychto krajin je kdispozicii tu:
https://commission.europa.eu/law/law-
topic/data-protection/international-dimension-
data-protection/adequacy-decisions_en.

V pripade prenosov z EHP do krajin, ktoré
Eurépska komisia nepovazuje za primerané,

spolo¢nost’  Janssen zabezpeCila zavedenie
primeranych opatreni vratane zabezpecenia toho,
aby bol prijemca viazany Standardnymi

zmluvnymi dolozkami EU alebo aby zaviedol
kodex spravania alebo certifikaciu schvalent EU
na ochranu osobnych (dajov. Kopiu tychto
opatreni mozete ziskat’ tak, Ze sa obratite na naSu
zodpovedn( osobu pre ochranu Gdajov EU v
sulade s niz§ie uvedenou ¢ast'ou ,,Kontaktné tidaje
spoloc¢nosti Janssen”.

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

[10ther 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.c
fm;

[1Government Authorities and ethics
committees in jurisdictions around
the world,;

[1Agents, such as contract research
organizations or other third-party

service  providers, processing
Personal Information on behalf of
Janssen;

[1Research partners, such as where
study data and analysis are divided
between us and a research partner,
such as when a pharmaceutical
product is jointly developed by

multiple pharmaceutical
companies. For this study,
Personal Information may be
shared with Janssen’s

development partner(s) including
Bristol Myers Squibb and their
respective agents worldwide for
internal  study  management
purposes.

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://commission.europa.eu/law/law-
topic/data-protection/international-
dimension-data-protection/adequacy-
decisions_en. For transfers from the
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Prava dotknutych oséb

Ak chcete skontrolovat, opravit, aktualizovat,
obmedzit’ alebo vymazat’ osobné udaje, ktoré ma
spolo¢nost’ Janssen vo svojich systémoch, alebo
ak chcete poziadat’ o elektronickd kopiu svojich
osobnych udajov na ucely ich prenosu inej
spolo¢nosti (v rozsahu, v akom vam tieto prava
poskytuju platné pravne predpisy), mozete sa
obratit’ na spolo¢nost’ Janssen, ako je uvedené
v Casti ,,Kontaktné Udaje spolo¢nosti Janssen”.
Spolo¢nost’ Janssen odpovie na ziadost’ v sulade
s platnymi pravnymi predpismi. Upozoriiujeme
vSak, ze niektoré osobné udaje mozu byt vynaté
zo ziadosti podla platnych pravnych predpisov
o0 ochrane udajov alebo inych pravnych predpisov
a nariadeni.

Obdobie uchovéavania

Spolo¢nost’ Janssen bude uchovavat’ vase osobné
Udaje tak dlho, ako to bude potrebné alebo
povolené vzhl'adom na ucel (ucely), na ktory boli
ziskané. Na urCenie spravneho obdobia
uchovévania sa pouzivaju tieto kritéria: (i) dizka
trvania vzt'ahu spolo¢nosti Janssen s vami; (ii) ¢i
existuje zakonna povinnost’, ktorej spoloc¢nost’
Janssen alebo jej pridruzené spolocnosti
podliehaja; a (ii1)) ¢i je uchovdvanie vhodné
vzhl'adom na pravne postavenie spolocnosti
Janssen  (napriklad vzhladom na platné
premlcacie lehoty, sudne spory alebo regulacné
vySetrovania).

Kontaktné udaje spolo¢nosti Janssen
Na spolocnost’ Janssen sa mozete obratit’, ako je

uvedené nizsie:
Jennifer Kelch - jkelch@its.jnj.com

V pripade potreby sa moZete obratit aj na
zodpovedntd  osobu pre ochranu (dajov
zodpovednu za prislusnt krajinu alebo region na
adrese emeaprivacy@its.jnj.com. V pripade, Ze sa
obratite na zodpovednu osobu pre ochranu
udajov, je potrebné uviest' informacie, ako je
umiestnenie  krajiny, ako aj cCislo/nazov
klinického skuSania, aby bolo moZzné Ziadost
nalezite riesit’.

EEA to countries not considered
adequate by the European Commission,
Janssen has ensured that adequate
measures are in place, including by
ensuring that the recipient is bound by
the EU Standard Contractual Clauses, or
has implemented an EU-approved code
of conduct or certification, to protect
personal information. You may obtain a
copy of these measures by contacting our
EU Data Protection Officer in
accordance with the “Contacting
Janssen” section below.

Data Subject Rights

If you would like to review, correct,
update, restrict, or delete personal
information that Janssen may have in its
systems, or if you would like to request
to receive an electronic copy of your
personal information for purposes of
transmitting it to another company (to
the extent these rights are provided to
you by applicable law), you may contact
Janssen as specified in the “Contacting
Janssen” section. Janssen will respond to
the request in accordance with applicable
law. Please note, however, that certain
personal information may be exempt
from requests pursuant to applicable data
protection laws, or other laws and
regulations.

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
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Podanie st’aznosti regulaénému organu

Mozete podat’ staznost’ dozornému organu vo
svojej krajine. Kontaktné (daje néjdete tu:
http://ec.europa.eu/justice/data-protection/article-
29/structure/data-protection-
authorities/index_en.htm.

limitations, litigation,
investigations).

or regulatory

Contacting Janssen

Janssen can be contacted as specified
below:

Jennifer Kelch - jkelch@its.jnj.com

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.

PRILOHA 4 — Standardné zmluvné dolozky
EU (od prevadzkovatel’a k prevadzkovatel’ovi)

SZD z roku 2021, ktoré st do tejto zmluy
zaClenené, ako keby boli v plnej miere uvedené
Vv tejto zmluve, sa bude vzt'ahovat’ na akykol'vek
prenos osobnych udajov, na ktoré sa vztahuje
vieobecné nariadenie EU o ochrane tdajov ((EU)
2016/679) (dalej len ,,GDPR*), vSeobecné
nariadenie  Spojeného kralovstva o ochrane
Udajov a zakon Spojeného kralovstva o ochrane
udajov z roku 2018 (spoloéne ,,zakony Spojeného
kralovstva o ochrane osobnych tdajov*) alebo
SvajCiarsky federalny zakon o ochrane osobnych
udajov (d’alej len ,,FADP*) strane so sidlom mimo
EHP, Spojeného kralovstva a Svajéiarska
svynimkou rozsahu, vakom sa na prenos

Appendix 4 — EU Standard Contractual
Clauses (Controller to Controller)

The 2021 SCCs which are incorporated hereto and
this Agreement as if fully set forth herein, will
apply to any transfer of Personal Information that
is subject to the EU General Data Protection
Regulation ((EU) 2016/679) (“GDPR”), the UK
General Data Protection Regulation and UK Data
Protection Act 2018 (collectively, “UK Data
Protection Laws”) or the Swiss Federal Act on
Data Protection (“FADP”) to a Party located
outside the EEA, United Kingdom and
Switzerland except to the extent the transfer is
covered by an Adequacy Decision. Where the
transfer relates to Personal Information subject to
FADP, all references in the 2021 SCCs to the
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vztahuje rozhodnutie o primeranosti. Ak sa
prenos tyka osobnych udajov, na ktoré sa vzt'ahuje
FADP, vsetky odkazy v SZD zroku 2021 na
LUniu“, | EU“  &lensky §tat“ sa budu
interpretovat’ ako odkazy na Svajéiarsko a odkazy
na pravne predpisy EU sa budu interpretovat’ ako
prislusné ustanovenia FADP. Ak sa prenos tyka
osobnych udajov, na ktoré sa vzt'ahuju pravne
predpisy Spojeného kral'ovstva o ochrane Udajov,
vietky odkazy v SZD zroku 2021 na ,,Uniu®,
,EU*“ alebo »clensky §tat” sa budu interpretovat’
ako odkazy na Spojené kralovstvo a odkazy na
pravne predpisy EU sa budu interpretovat’ ako
prislusné ustanovenia pravnych predpisov
Spojeného kral'ovstva o ochrane Udajov.

Na t&ely ¢lanku 17 SZD z roku 2021 sa zmluvné
strany dohodli, ze SZD z roku 2021 sa budu riadit’
pravnymi predpismi Svajéiarska tykajucimi sa
prenosu osobnych udajov podliehajucimi FADP
apravnymi predpismi Spojeného kralovstva
tykajacimi  sa prenosu osobnych  udajov
podliehajucimi zdkonom Spojeného kralovstva
0 ochrane Udajov.

Na t&ely ¢lanku 18 SZD z roku 2021 sa zmluvné
strany dohodli, Ze akykol'vek spor vyplyvajici zo
SZD z roku 2021 budu riesit’ $vajéiarske sudy pre
prenosy osobnych udajov podliehajuce FADP
asudy Spojeného kralovstva pre prenosy
osobnych  (dajov  podliehajuce  zakonom
Spojeného kral'ovstva o ochrane Udajov.

Na tigely prilohy I.C SZD z roku 2021 sa zmluvné
strany dohodli, Ze Federalna komisia pre ochranu
udajov a informacie vo Svajéiarsku je prislusnym
dozornym orgadnom pre prenosy osobnych udajov,
na ktoré sa vztahuje FADP, a Urad komisara pre
informacie Spojeného kralovstva pre prenosy
osobnych udajov, na ktoré sa vzt'ahuju pravne
predpisy Spojeného kralovstva o ochrane Udajov.

ODDIEL |
Dolozka 1 U¢el a rozsah posobnosti

a) Utelom tychto $tandardnych zmluvnych
doloziek je zabezpecit sulad s poziadavkami
nariadenia Eurépskeho parlamentu a Rady (EU)
2016/679 z 27. aprila 2016 o ochrane fyzickych
0s0b pri spractivani osobnych tdajov a o vol'nom
pohybe takychto udajov (vSeobecné nariadenie o
ochrane Udajov) (%) pri prenose osobnych tdajov
do tretej krajiny.

“Union”, “EU,” “Member State” will be
interpreted as references to Switzerland and
references to EU law will be interpreted as
relevant provisions of the FADP. Where the
transfer relates to Personal Information subject to
the UK Data Protection Laws, all references in the
2021 SCCs to the “Union”, “EU”, or “Member
State” will be interpreted as references to the
United Kingdom and references to EU law will be
interpreted as relevant provisions to the UK Data
Protection Laws.

For the purpose of Clause 17 of the 2021 SCCs,
the parties agree that the 2021 SCCs will be
governed by the law of Switzerland for transfer of
Personal Information subject to FADP, and by the
law of the United Kingdom for Transfer of
Personal Information subject to UK Data
Protection Laws.

For the purpose of Clause 18 of the 2021 SCCs,
the parties agree that any dispute arising from the
2021 SCCs will be resolved by the courts of
Switzerland for Transfers of Personal Information
subject to FADP, and by the courts of the United
Kingdom for Transfers of Personal Information
subject to UK Data Protection Laws.

For the purpose of Annex I.C of the 2021 SCCs,
the parties agree that Switzerland’s Federal Data
Protection and Information Commission is the
competent supervisory authority for Transfers of
Personal Information subject to FADP, and the
United Kingdom’s Information Commissioner’s
Office for Transfers of Personal Information
subject to UK Data Protection Laws.

SECTION |
Clause 1 Purpose and scope

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

i) fyzicka alebo prévnicka osoba, organ
verejnej moci, agentura alebo iny orgéan (d’alej len
,.subjekt®), ktoré uskutociiuju prenos osobnych
udajov, ako sa uvadza v prilohe I Casti A (d’alej len
,Vyvozca udajov), a

i) subjekt v tretej krajine, ktory prijima
osobné Udaje od vyvozcu udajov, a to priamo
alebo nepriamo prostrednictvom iného subjektu,
ktory je tiez zmluvnou stranou tychto doloziek,
ako sa uvadza v prilohe I Casti A (dalej len
,dovozca udajov®),

sa dohodli na tychto Standardnych zmluvnych
dolozkach (d’alej len ,,dolozky*).

C) Tieto dolozky sa uplatiiuji na prenos
osobnych udajov podl'a prilohy I ¢asti B.

d) Dodatok k tymto dolozkam obsahujuci
prilohy, na ktoré sa v tychto dolozkach odkazuje,
tvori neoddelitelnt stcast’ tychto doloziek.

Dolozka 2 U&inok a nemennost’ doloZiek

a) V tychto dolozkach sa stanovuju
primerané zaruky vratane vymahatelnych prav
dotknutych  0s6b a  U¢innych  pravnych
prostriedkov napravy podla ¢lanku 46 ods. 1 a
Clanku 46 ods. 2 pism. c) nariadenia (EU)
2016/679, a pokial’ ide o prenosy udajov od
prevadzkovatel'ov sprostredkovatel'om a/alebo od
sprostredkovatel'ov sprostredkovatel'om,
Standardné zmluvné dolozky podl'a ¢lanku 28 ods.
7 nariadenia (EU) 2016/679, pokial nie st
zmenené, okrem pripadu, ked’ sa vybera vhodny
modul/moduly, pripadne ked’ sa dopiiaju alebo
aktualizuju informécie v dodatku. To zmluvnym
strandm nebrani v tom, aby zahrnuli Standardné
zmluvné dolozky stanovené v tychto dolozkéch do
SirSej zmluvy a/alebo doplnili iné dolozky ¢i
dodatocné zaruky za predpokladu, ze nie su v
priamom ani nepriamom rozpore S tymito
dolozkami ani neobmedzuju zakladné prava alebo
slobody dotknutych osdb.

b) Tymito dolozkami nie su dotknuté
povinnosti, ktoré sa vzt'ahujil na vyvozcu udajov
na zéklade nariadenia (EU) 2016/679.

Dolozka 3 Opravnené tretie strany

a) Dotknuté osoby sa mozu tychto doloziek
dovolavat a vymdhat' ich ako oprdvnené tretie

(b) The Parties:

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

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

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

(c) These Clauses apply with respect to the
transfer of personal data as specified in Annex 1.B.
(d) The Appendix to these Clauses containing
the Annexes referred to therein forms an integral
part of these Clauses.

Clause 2 Effect and invariability of the Clauses

@) These Clauses set out appropriate
safeguards, including enforceable data subject
rights and effective legal remedies, pursuant to
Article 46(1) and Article 46(2)(c) of Regulation
(EU) 2016/679 and, with respect to data transfers
from controllers to processors and/or processors to
processors, standard contractual clauses pursuant
to Article 28(7) of Regulation (EU) 2016/679,
provided they are not modified, except to select
the appropriate Module(s) or to add or update
information in the Appendix. This does not
prevent the Parties from including the standard
contractual clauses laid down in these Clauses in a
wider contract and/or to add other clauses or
additional safeguards, provided that they do not
contradict, directly or indirectly, these Clauses or
prejudice the fundamental rights or freedoms of
data subjects.

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

Clause 3 Third-party beneficiaries

@) Data subjects may invoke and enforce
these Clauses, as third-party beneficiaries, against
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strany vo vztahu k vyvozcovi udajov a/alebo
dovozcovi Udajov s tymito vynimkami:

)] dolozka 1, dolozka 2, dolozka 3, dolozka
6, dolozka 7;

i) dolozka 8 — dolozka 8.5 pism. €) a dolozka
8.9 pism. b);

iii) (Umyselne ponechané prazdne);

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

V) dolozka 13;

vi) dolozka 15.1 pism. ¢), d) a e);
vii)  dolozka 16 pism. ¢);
viii)  dolozka 18 — dolozka 18 pism. a) a b).

b) Pismenom a) nie su dotknuté prava
dotknutych 0s6b podl'a nariadenia (EU) 2016/679.

Dolozka 4 Vvklad

a) Ak sa v tychto dolozkach pouzivaju pojmy
vymedzené v nariadeni (EU) 2016/679, tieto
pojmy maju rovnaky vyznam ako v uvedenom
nariadeni.

b) Tieto dolozky sa vykladaji v zmysle
ustanoveni nariadenia (EU) 2016/679.

C) Tieto dolozky sa nesmt vykladat
spdsobom, ktory je v rozpore s pravami a
povinnostami stanovenymi v nariadeni (EU)
2016/679.

Dolozka 5 Hierarchia

V pripade rozporu medzi tymito dolozkami a
ustanoveniami  suvisiacich  doh6d  medzi
zmluvnymi stranami, ktoré existovali v Case, ked’
sa dohodli tieto dolozky, alebo ktoré sa uzavreli
neskor, maju prednost’ tieto dolozky.

Dolozka 6

Opis prenosu

Informécie o prenose a najma kategorie
prenasanych osobnych udajov a ucel, na ktory sa
prenasaju, su uvedené v prilohe I ¢asti B.

Dolozka 7 — nepovinna Dolozka o pristUpeni

a) Subjekt, ktory nie je zmluvnou stranou
tychto doloziek, mdZe so sthlasom zmluvnych
stran kedykol'vek pristupit’ k tymto dolozkdm ako
vyvozca alebo dovozca Gdajov vyplnenim dodatku
a podpisanim prilohy I Casti A.

b) Po vyplneni dodatku a podpisani prilohy |
Casti A sa pristupujuci subjekt stane zmluvnou

the data exporter and/or data importer, with the
following exceptions:

Q) Clause 1, Clause 2, Clause 3, Clause 6,
Clause 7,

(i) Clause 8 —Clause 8.5 (e) and Clause 8.9(b);
(iii)  (intentionally left blank);

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

(V) Clause 13;

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

(vii) Clause 16(e);

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

(b) Paragraph (a) is without prejudice to rights

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

Clause 4 Interpretation

@) Where these Clauses use terms that are
defined in Regulation (EU) 2016/679, those terms
shall have the same meaning as in that Regulation.
(b) These Clauses shall be read and interpreted
in the light of the provisions of Regulation (EU)
2016/679.

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

Clause 5 Hierarchy

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

Clause 6

Description of the transfer(s)

The details of the transfer(s), and in particular the
categories of personal data that are transferred and
the purpose(s) for which they are transferred, are
specified in Annex 1.B.

Clause 7 — Optional Docking clause
@ An entity that is not a Party to these

Clauses may, with the agreement of the Parties,
accede to these Clauses at any time, either as a data

Clinical Trial Agreement between CRO, Janssen and Institution and Principal Investigator - Slovakia contract template - Version

January 2023 (Based on Slovakian National Template_1-( D

Page 91 0f 118



q782826
Highlight


stranou tychto doloziek a bude mat prava a
povinnosti vyvozcu alebo dovozcu udajov v
sulade s oznacenim v prilohe I Casti A.

C) Pristupujuci subjekt nema ziadne prava ani
povinnosti vyplyvajuce z tychto doloziek, pokial
ide o obdobie pred tym, ako sa stal zmluvnou
stranou.

ODDIEL 1l — POVINNOSTI ZMLUVNYCH
STRAN

Dolozka 8 Zaruky v oblasti ochrany udajov

exporter or as a data importer, by completing the
Appendix and signing Annex |.A.

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

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

SECTION Il — OBLIGATIONS OF THE

Vyvozca tdajov vyhlasuje, Ze vynalozil primerané
usilie, na zaklade ktorého mozno konsStatovat’, Ze
dovozca udajov je vdaka prijatiu vhodnych
technickych a organizacnych opatreni schopny
plnit’ svoje povinnosti podl'a tychto doloziek.

8.1 Obmedzenie tiéelu

Dovozca tdajov je opravneny spractivat’ osobné
udaje len na osobitné Gcely prenosu stanovené v
prilohe I ¢asti B. Osobné udaje moZze spractvat’ na
iny ucel len vtedy, ak:

i) ziskal predchadzajuci suhlas dotknutej
osoby;

i) je to nevyhnutné na ucely preukazovania,
uplatiiovania alebo ochrany pravnych narokov v
kontexte konkrétneho spravneho alebo sudneho
konania, pripadne konania v oblasti regulécie;
alebo

iii)  jetonevyhnutné v zaujme ochrany zZivotne
dolezitych zaujmov dotknute; osoby alebo inej
fyzickej osoby.

8.2 Transparentnost’
a) S cielom umoZnit dotknutym osobam
ucinne uplatiovat’ prava podla dolozky 10 ich
dovozca Udajov priamo alebo prostrednictvom
vyvozcu Udajov informuje:

)] 0 svojej totoznosti a kontaktnych udajoch;
i) o0 kategoriach spracuvanych osobnych
udajov;

i) o prave ziskat’ kopiu tychto doloziek;

iv) v pripade umyslu uskutoc¢nit’ nasledny
prenos osobnych tdajov akejkol'vek tretej strane o
prijemcovi alebo kategoriach prijemcov (podla
potreby s cielom poskytnat zmysluplné

PARTIES

Clause 8 Data protection safequards

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

8.1 Purpose limitation

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

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

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

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

8.2 Transparency

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

0] of its identity and contact details;

(i)  of the categories of personal data
processed;

(iti)  of the right to obtain a copy of these
Clauses;
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informacie), ucele a dovode tohto nasledného
prenosu podl'a dolozky 8.7.

b) Pismeno a) sa neuplatiuje, ak po prvé
dotknuta osoba uz ma informacie vratane pripadu,
ked” takéto informécie uz poskytol vyvozca
Udajov, alebo ak sa po druhé poskytnutie
informacii ukdze ako nemozné alebo by si
vyzadovalo neprimerané usilie dovozcu tdajov.
V druhom pripade dovozca tdajov v ¢o najvicsej
moznej miere spristupni tieto informacie
verejnosti.

C) Zmluvné strany spristupnia dotknutej
osobe na poziadanie a bezplatne kopiu tychto
doloziek vratane nimi vyplneného dodatku. V
rozsahu potrebnom na ochranu obchodného
tajomstva alebo inych dbévernych informacii
vratane osobnych tidajov m6zu zmluvné strany
pred poskytnutim kopie dodatku odstranit’ cast’
jeho textu, priCom vSak poskytni zmysluplné
zhrnutie, ak by dotknutd osoba inak nebola
schopnd pochopit’ jeho obsah alebo uplatiiovat
svoje prava. Zmluvné strany na poziadanie
oznamia dotknutej osobe dbvody odstranenia
textu, pokial mozno bez toho, aby doslo k
prezradeniu odstranenych informacii.

d) Pismenami a) az c¢) nie st dotknuté
povinnosti vyvozcu udajov podla ¢lankov 13 a 14
nariadenia (EU) 2016/679.

8.3 Spravnost’ a minimalizicia idajov

a) Kazdd zmluvna strana zabezpeci, aby
osobné udaje boli spravne a v pripade potreby
aktualizované. Dovozca udajov prijme vSetky
primerané opatrenia na zabezpecenie toho, aby sa
osobné tudaje, ktoré si nespravne z hladiska
ucelov spractivania, bezodkladne vymazali alebo
opravili.

b) Ak jedna zo zmluvnych stran zisti, Ze
osobné udaje, ktoré preniesla alebo ziskala, su
nespravne alebo neaktudlne, bez zbytocného
odkladu o tom informuje druht zmluvnu stranu.
C) Dovozca udajov zabezpeci, aby osobné
Udaje boli primerané, relevantné a obmedzené na
rozsah,ktory je nevyhnutny vzhladom na ucely
spracuvania.

8.4  Minimalizacia uchovavania

Dovozca udajov nesmie uchovavat’ osobné udaje
dlh$ie nez je nevyhnutné na ucely, na ktoré sa
spractivaju. Na ucely splnenia si tejto povinnosti

(iv)  where it intends to onward transfer the
personal data to any third party/ies, of the recipient
or categories of recipients (as appropriate with a
view to providing meaningful information), the
purpose of such onward transfer and the ground
therefore pursuant to Clause 8.7.

(b) Paragraph (a) shall not apply where the
data subject already has the information, including
when such information has already been provided
by the data exporter, or providing the information
proves impossible or would involve a
disproportionate effort for the data importer. In the
latter case, the data importer shall, to the extent
possible, make the information publicly available.
(©) On request, the Parties shall make a copy
of these Clauses, including the Appendix as
completed by them, available to the data subject
free of charge. To the extent necessary to protect
business secrets or other confidential information,
including personal data, the Parties may redact
part of the text of the Appendix prior to sharing a
copy, but shall provide a meaningful summary
where the data subject would otherwise not be able
to understand its content or exercise his/her rights.
On request, the Parties shall provide the data
subject with the reasons for the redactions, to the
extent possible without revealing the redacted
information.

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

8.3 Accuracy and data minimisation

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

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

(c) The data importer shall ensure that the
personal data is adequate, relevant and limited to
what is necessary in relation to the purpose(s) of
processing.

8.4 Storage limitation
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zavedie vhodné technické alebo organizacné
opatrenia vratane vymazu alebo anonymizacie (%)
udajov a vsetkych zaloh v momente uplynutia
obdobia uchovavania.

8.5  Bezpecnost’ spraciivania

a) Dovozca udajov a pocas prenosu aj
vyvozca Udajov prijmd vhodné technicke a
organizané opatrenia na zaistenie bezpecCnosti
osobnych udajov vratane ochrany pred porusenim
bezpecnosti, ktoré vedie k ndhodnému alebo
nezakonnému zniceniu, strate, Zzmene,
neopravnenému poskytnutiu alebo pristupu (d’alej
len ,,porusenie ochrany osobnych udajov®). Pri
posudzovani primeranej Urovne bezpecnosti
nalezite zohl'adnia najnovsie poznatky, naklady na
vykonanie, povahu, rozsah, kontext a ucely
spracUvania, ako aj rizikd pre dotknutl osobu,
ktoré suvisia so spracUvanim. Zmluvné strany
zvazia najmd pouzitie Sifrovania  alebo
pseudonymizacie, a to aj pocas prenosu, ak mozno
vd’aka nim splnit’ ucel spractivania.

b) Zmluvné strany sa dohodli na technickych
a organiza¢nych opatreniach uvedenych v prilohe
II. Dovozca udajov je povinny vykonévat
pravidelné kontroly s cielom zabezpecit,, aby tieto
opatrenia nepretrzite poskytovali primeranu
uroven bezpecnosti.

C) Dovozca tdajov zabezpeci, aby sa osoby
opravnené spracUvat’ osobné udaje zaviazali, Ze
zachovaji dovernost’ tdajov, alebo aby sa na ne
vztahovala primerand zakonnd povinnost
zachovavat’ dovernost’ udajov.

d) V pripade porusenia ochrany osobnych
Udajov  tykajuceho sa osobnych (dajov
spracuvanych dovozcom tudajov podla tychto
doloziek priyme dovozca tUdajov primerané
opatrenia na napravu porusenia ochrany osobnych
Udajov vratane opatreni na zmiernenie jeho
moznych nepriaznivych ucinkov.

e) V pripade poruSenia ochrany osobnych
udajov, ktoré moze predstavovat’ riziko pre prava
a slobody fyzickych osdb, zasle o tom dovozca
udajov bez zbytocného odkladu ozndmenie
vyvozcovi udajov a prislusSnému dozornému
organu podla dolozky 13. Takéto oznamenie
obsahuje 1) opis povahy porusenia (podla
moznosti vratane kategérii a priblizného poctu
dotknutych o0sd6b a zaznamov o osobnych
udajoch); ii) pravdepodobné nasledky porusenia;

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

8.5 Security of processing

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

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

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

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

(d) In the event of a personal data breach
concerning personal data processed by the data
importer under these Clauses, the data importer
shall take appropriate measures to address the
personal data breach, including measures to
mitigate its possible adverse effects.

(e) In case of a personal data breach that is
likely to result in a risk to the rights and freedoms
of natural persons, the data importer shall without
undue delay notify both the data exporter and the
competent supervisory authority pursuant to
Clause 13. Such natification shall contain i) a
description of the nature of the breach (including,
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ii1) prijaté alebo navrhované opatrenia s cielom
napravit’ porusenie a iv) udaje kontaktného miesta,
kde mozno ziskat’ viac informacii. V rozsahu, v
akom nie je mozné, aby dovozca udajov poskytol
vSetky informécie sucasne, mozno ich poskytnat
vo viacerych etapach bez dalSieho zbyto¢ného
odkladu.

f) V pripade poruSenia ochrany osobnych
Udajov, ktoré pravdepodobne povedie k vysokému
riziku pre prava a slobody fyzickych o0séb,
dovozca udajov bez zbyto¢ného odkladu oznédmi
dotknutym osobam porusenie ochrany osobnych
udajov a povahu tohto porusenia, v pripade
potreby v spolupraci s vyvozcom Udajov, spolu s
informéaciami uvedenymi v pismene e) bodoch ii)
az iv), okrem pripadov, ak dovozca Udajov prijal
opatrenia na vyrazné znizenie rizika pre prava
alebo slobody fyzickych os6b, alebo ak by si
oznamenie vyzadovalo neprimerané usilie. Vtedy
dovozca Gdajov namiesto toho uverejni oznamenie
alebo prijme podobné opatrenie na informovanie
verejnosti o poruseni ochrany osobnych tdajov.
9) Dovozca udajov zdokumentuje vSetky
relevantné skutoCnosti tykajlice sa porusenia
ochrany osobnych udajov vratane jeho tc¢inkov a
vSetkych prijatych opatreni na népravu a vedie o
nich zaznamy.

8.6 Citlive udaje

Ak prenos zahfiia osobné tidaje odhal’'ujuce rasovy
alebo etnicky povod, politické nazory, ndbozenské
alebo filozofické presvedcenie alebo Clenstvo v
odborovych organizéciach, genetické alebo
biometrick¢é tdaje na uCely jedinecnej
identifikacie fyzickej osoby, Udaje tykajlce sa
zdravia alebo sexudlneho Zivota ¢i sexualnej
orientacie osoby, alebo U(daje tykajuce sa
odstidenia za trestné ciny (dalej len ,citlivé

udaje®), uplatituje dovozca udajov osobitné
obmedzenia  a/alebo dodato¢né  zéruky
prispbsobené  osobitnej povahe (dajov a

suvisiacim rizikdm. MoZe to zahfiat obmedzenie
okruhu zamestnancov, ktori maju pristup
k osobnym udajom, dodatoéné bezpecnostné
opatrenia (napriklad pseudonymizécia) a/alebo
dodato¢né obmedzenia v suvislosti s dal$im
poskytnutim.

8.7 Nasledné prenosy

where possible, categories and approximate
number of data subjects and personal data records
concerned), ii) its likely consequences, iii) the
measures taken or proposed to address the breach,
and iv) the details of a contact point from whom
more information can be obtained. To the extent it
is not possible for the data importer to provide all
the information at the same time, it may do so in
phases without undue further delay.

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

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

8.6 Sensitive data

Where the transfer involves personal data
revealing racial or ethnic origin, political opinions,
religious or philosophical beliefs, or trade union
membership, genetic data, or biometric data for
the purpose of uniquely identifying a natural
person, data concerning health or a person’s sex
life or sexual orientation, or data relating to
criminal convictions or offences (hereinafter
‘sensitive data’), the data importer shall apply
specific restrictions and/or additional safeguards
adapted to the specific nature of the data and the
risks involved. This may include restricting the
personnel permitted to access the personal data,
additional ~ security = measures  (such as
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Dovozca Udajov poskytne osobné Udaje tretej
strane nachadzajlcej sa mimo Eurdpskej tnie (°)
(v rovnakej krajine ako dovozca udajov alebo v
inej tretej krajine, d’alej len ,,nésledny prenos‘) len
vtedy, ak je tato tretia strana viazana tymito
dolozkami alebo suhlasi s tym, Ze bude tymito
dolozkami viazana, a to v sulade s prisluSnym
modulom. Inak méze dovozca tdajov uskutocnit’
nasledny prenos len v tychto pripadoch:

1) uskuto¢nuje sa do krajiny, na ktor(i sa
vztahuje rozhodnutie o primeranosti podla
¢lanku 45 nariadenia (EU) 2016/679, ktorého
predmetom je nasledny prenos;

i)  tretia strana inak zabezpecuje primerané
zaruky podla ¢lankov 46 alebo 47 nariadenia
(EU) 2016/679 v suvislosti s predmetnym
spracivanim;

iii)  tretia strana uzavrie s dovozcom Udajov
dohodu o zavdznom néstroji zabezpecujiicom
rovnaku troven ochrany udajov ako podrla tychto
doloziek a dovozca Udajov poskytne kdpiu tychto
zaruk vyvozcovi udajov;

iv)  je to nevyhnutné na ucely preukazovania,
uplatiiovania alebo ochrany pravnych narokov v
kontexte konkrétneho spravneho alebo sudneho
konania, pripadne konania v oblasti regulécie;
alebo

V)  je to potrebné v zaujme ochrany Zivotne
dolezitych zaujmov dotknutej osoby alebo inej
fyzickej osoby; alebo

vi) ak sa neuplatiuje ziadna z uvedenych
podmienok, dovozca udajov ziskal vyslovny
suhlas dotknutej osoby s naslednym prenosom v
konkrétnej situacii po tom, ako ju informoval o
jeho ucele, totoznosti prijemcu a moznych
rizikach takéhoto prenosu pre fiu z dovodu
nedostatku primeranych zaruk v oblasti ochrany
Gdajov. Vtomto pripade dovozca Udajov
informuje vyvozcu udajov a na jeho Ziadost mu
odovzdd kopiu informécii  poskytnutych
dotknutej osobe.

Na ucely akéhokol'vek nésledného prenosu sa
vyZzaduje, aby dovozca udajov dodrziaval vSetky
ostatné zaruky podla tychto doloZiek, osobitne
obmedzenie ucelu.

8.8 Spracuvanie na_ zéklade poverenia
dovozcu udajov

Dovozca udajov zabezpeci, aby akdkol'vek osoba
konajuca na zaklade jeho poverenia vratane

pseudonymisation) and/or additional restrictions
with respect to further disclosure.

8.7 Onward transfers
The data importer shall not disclose the personal
data to a third party located outside the European
Union (%) (in the same country as the data importer
or in another third country, hereinafter ‘onward
transfer’) unless the third party is or agrees to be
bound by these Clauses, under the appropriate
Module. Otherwise, an onward transfer by the data
importer may only take place if:
() it is to a country benefitting from an
adequacy decision pursuant to Article 45 of
Regulation (EU) 2016/679 that covers the onward
transfer;
(i) the third party otherwise ensures
appropriate safeguards pursuant to Articles 46 or
47 of Regulation (EU) 2016/679 with respect to
the processing in question;
(iii) the third party enters into a binding
instrument with the data importer ensuring the
same level of data protection as under these
Clauses, and the data importer provides a copy of
these safeguards to the data exporter;
(iv) it is necessary for the establishment,
exercise or defence of legal claims in the context
of specific administrative, regulatory or judicial
proceedings;
(v) itis necessary in order to protect the vital
interests of the data subject or of another natural
person; or
(vi) where none of the other conditions apply,
the data importer has obtained the explicit
consent of the data subject for an onward transfer
in a specific situation, after having informed
him/her of its purpose(s), the identity of the
recipient and the possible risks of such transfer to
him/her due to the lack of appropriate data
protection safeguards. In this case, the data
importer shall inform the data exporter and, at the
request of the latter, shall transmit to it a copy of
the information provided to the data subject.
Any onward transfer is subject to compliance by
the data importer with all the other safeguards
under these Clauses, in particular purpose
limitation.
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sprostredkovatel’a spracuvala udaje vylu¢ne podl'a
jeho pokynov.

8.9 Dokumentécia a splnenie povinnosti

a) Kazda zmluvna strana musi byt schopna
preukazat’ splnenie svojich povinnosti podla
tychto doloziek. Dovozca tidajov uchovava najma
prislusnu dokumentéciu tykajucu sa
spracovatel'skych ¢innosti vykonavanych v ramci
jeho zodpovednosti.

b) Dovozca tdajov na poziadanie spristupni
tito dokumentaciu prislusnému  dozornému
organu.

Dolozka 9 d’alSich

sprostredkovatel’ov

Vyvuzivanie

(Umyselne ponechané préazdne)

DoloZzka 10 Prava dotknutych osob

a) Dovozca Udajov sa pripadne s pomocou
vyvozcu udajov zaoberd vSetkymi otazkami a
ziadostami, ktoré dostane od dotknutej osoby a
ktoré sa tykaju spractivania jej osobnych udajov a
uplatiiovania jej prav podla tychto doloziek, a to
bez zbyto¢ného odkladu a najneskor do jedného
mesiaca od prijatia predmetnej otazky alebo
ziadosti. (*) Dovozca Udajov prijme vhodné
opatrenia na ulahcenie tychto otdzok, ziadosti a
uplatiiovania prav dotknutej osoby. VSetky
informacie poskytnuté dotknutej osobe musia byt
v zrozumitelnej a I'ahko dostupnej forme, pri€om
musia byt formulované jasne a jednoducho.

b) Na ziadost dotknutej osoby dovozca
udajov predovsetkym bezplatne:
) poskytne dotknutej osobe potvrdenie o

tom, Ci sa spracuvaju osobné udaje, ktoré sa jej
tykaju; ak ano, kdpiu Gdajov, ktoreé sa jej tykaju, a
informécie v prilohe I; ak osobné Gdaje boli alebo
budu nasledne prenasané, poskytne informacie o
prijemcoch alebo kategoridch prijemcov (podla
potreby s cielom poskytnit zmysluplné
informécie), ktorym osobné Udaje boli alebo budu
nasledne prenaSané, ucel takychto naslednych
prenosov a ich dovod podla dolozky 8.7; a
poskytne informacie o prave podat staznost
dozornému orgédnu v stlade s dolozkou 12 pism.
c) bodom i);

8.8 Processing under the authority of the data
importer

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

8.9 Documentation and compliance

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

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

Clause 9 Use of sub-processors

(intentionally left blank)

Clause 10 Data subject rights

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

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

0] provide confirmation to the data subject as
to whether personal data concerning him/her is
being processed and, where this is the case, a copy
of the data relating to him/her and the information
in Annex I; if personal data has been or will be
onward transferred, provide information on
recipients or categories of recipients (as
appropriate with a view to providing meaningful
information) to which the personal data has been
or will be onward transferred, the purpose of such
onward transfers and their ground pursuant to
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i) opravi nespravne alebo neuplné udaje
tykajuce sa dotknutej osoby;

iii) vymaze osobné udaje tykajuce sa
dotknutej osoby, ak sa takéto Udaje spraclvaju
alebo spracuvali v rozpore s dolozkami, ktorych
cielom je zabezpeCit prava opravnenej tretej
strany, alebo ak dotknuta osoba odvoléa suhlas, na
ktorom je spraciivanie zalozené.

C) Ak dovozca Gdajov spracuva osobné Udaje
na ucely priameho marketingu, spracivanie na
tieto ucely ukonc¢i, ak dotknutd osoba proti tomu
namieta.

d) Dovozca udajov nie je opravneny zaloZzit
rozhodnutie len na automatizovanom spracuvani
prendSanych osobnych Udajov (dalej len
sautomatizované  rozhodnutie”), ktoré¢ by
vyvolavalo pravne Uc¢inky tykajuce sa dotknutej
osoby alebo by ju podobne vyznamne
ovplyviiovalo, okrem pripadu, ze by s tym
dotknuta osoba vyslovne suhlasila alebo dovozca
udajov mé na to opravnenie podla pravnych
predpisov krajiny urcenia, pokial sa v tychto
pravnych predpisoch stanovuju vhodné opatrenia
na zaruenie prav a opravnenych zaujmov
dotknutej osoby. V takom pripade je dovozca
Udajov samostatne alebo v spolupréci s vyvozcom
Gdajov povinny:

)} informovat’ dotknuti osobu 0 zamysl'anom
automatizovanom rozhodnuti a désledkoch, ako aj
o stvisiacej logike, a

i) zaviest’ vhodné zaruky, a to aspon tak, ze
sa dotknutej osobe umozni napadnit’ predmetné
rozhodnutie, vyjadrit svoj nazor a dosiahnut
preskumanie ¢lovekom.

e) Ak sa  ziadosti  dotknutej  osoby
neprimerané najma z dévodu ich opakujlcej sa
povahy, dovozca udajov méze bud vytcétovat
primerany poplatok zohl'adfiujiici administrativne
naklady v suvislosti s vybavenim Ziadosti, alebo
ziadost’ odmietnut’.

f) Dovozca udajov moze ziadost’ dotknutej
osoby zamietnut, ak takéto zamietnutie povol'uju
pravne predpisy Krajiny urcenia, pricom je to
nevyhnutné a primerané v demokratickej
spoloCnosti na ochranu jedného =z cielov
uvedenych v ¢lanku 23 ods. 1 nariadenia (EU)
2016/679.

9) Ak ma& dovozca Udajov v Umysle
zamietnut' Ziadost' dotknutej osoby, informuje
dotknutd osobu o dbévodoch zamietnutia a

Clause 8.7; and provide information on the right to
lodge a complaint with a supervisory authority in
accordance with Clause 12(c)(i);

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

(i) erase personal data concerning the data
subject if such data is being or has been processed
in violation of any of these Clauses ensuring third-
party beneficiary rights, or if the data subject
withdraws the consent on which the processing is
based.

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

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

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

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

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

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

(9) If the data importer intends to refuse a data
subject’s request, it shall inform the data subject
of the reasons for the refusal and the possibility of

Clinical Trial Agreement between CRO, Janssen and Institution and Principal Investigator - Slovakia contract template - Version

January 2023 (Based on Slovakian National Template_1-@une2019)

Page 98 0f 118



q782826
Highlight

q782826
Highlight


moznosti podat’ staznost’ prislusnému dozornému
organu a/alebo domahat’ sa napravy na sude.

Dolozka 11 Naprava

a) Dovozca Udajov informuje dotknuté osoby
v transparentnom a lahko dostupnom formate
prostrednictvom individualneho oznamenia alebo
na svojom webovom sidle o kontaktnom mieste,
ktoré je opravnené vybavovat staznosti.
Bezodkladne sa zaobera vsSetkymi staznost’ami,
ktoré dostane od dotknutej osoby.

b) V pripade sporu medzi dotknutou osobou
a jednou zo zmluvnych stran, ktory sa tyka
dodrziavania ustanoveni tychto doloziek, vynalozi
tato zmluvnd strana maximéalne usilie na rychle
vyrieSenie sporu formou zmieru. Zmluvné strany
sa navzajom informujd o takychto sporoch a v
pripade potreby spolupracujli na ich rieSeni.

c) Ak sa dotknuta osoba odvolava na pravo
opravnenej tretej strany podl'a dolozky 3, dovozca
Udajov akceptuje rozhodnutie dotknutej osoby:

)} podat staznost dozornému organu Vv
Clenskom State svojho obvyklého pobytu alebo
miesta vykonu prace, alebo prislusnému
dozornému organu podl'a dolozky 13;

i) postupit’ spor prislusnym sidom v zmysle
dolozky 18.

d) Zmluvné strany suhlasia s tym, aby
dotknut osobu zastupoval neziskovy subjekt,
organizdcia alebo zdruZenie za podmienok
stanovenych v &lanku 80 ods. 1 nariadenia (EU)
2016/679.

e) Dovozca udajov je povinny riadit’ sa
rozhodnutim, ktoré je zavdazné podla platnych
pravnych predpisov EU alebo &lenského tatu.

f) Dovozca tdajov vyjadruje stihlas s tym, Ze
rozhodnutie dotknutej osoby nebude mat’ vplyv na
jej hmotné a procesné prava domahat’ sa napravy
v stlade s platnymi pravnymi predpismi.

Dolozka 12 Zodpovednost’

a) Kazda zmluvna strana je zodpovedna voci
druhej zmluvnej strane za akukol'vek ujmu, ktora
jej sposobi v dosledku porusenia tychto doloziek.
b) Kazda zmluvna strana je zodpovedna voci
dotknutej osobe za akukol'vek majetkova alebo
nemajetkovu ujmu, ktort spdsobi dotknutej osobe
porusenim prav oprdvnenej tretej strany podla

lodging a complaint with the competent
supervisory authority and/or seeking judicial
redress.

Clause 11 Redress

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

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

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

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

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

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

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

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

Clause 12 Liability

Clinical Trial Agreement between CRO, Janssen and Institution and Principal Investigator - Slovakia contract template - Version

January 2023 (Based on Slovakian National Template_1st June2019)

Page 99 0of 118



q782826
Highlight


tychto doloziek, pricom dotknutd osoba mé narok
na ndhradu uvedenej ujmy. Tym nie je dotknuta
zodpovednost’” vyvozcu udajov podla nariadenia
(EU) 2016/679.

C) Ak je za ujmu spdsobent dotknutej osobe
v dosledku porusenia tychto doloziek zodpovedna
viac ako jedna zmluvna strana, tieto zmluvné
strany zodpovedaju spolocne a nerozdielne,
pricom dotknuta osoba je opravnena podat’ zalobu
na sud proti ktorejkol'vek z tychto zmluvnych
stran.

d) Zmluvné strany sa dohodli, ze v pripade,
ked’ nesie zodpovednost’ podl'a pismena c¢) jedna
zmluvna strana, je opravnenad ziadat od druhej
zmluvnej strany  vratenie Casti  nahrady
vyjadrujucej jej zodpovednost’ za ujmu.

e) Dovozca udajov sa nemdze odvolavat’ na
konanie  sprostredkovatela alebo  d’alSieho
sprostredkovatela s cielom zbavit' sa svojej
vlastnej zodpovednosti.

Dolozka ¢. 13 DohPad

a) [Ak je wvyvozca CU(dajov usadeny vV
¢lenskom $tate EU:] Dozorny organ zodpovedny
za zabezpeCenie toho, aby vyvozca udajov
dodrziaval ustanovenia nariadenia (EU) 2016/679
v oblasti prenosu udajov podla prilohy I Casti C,
ma postavenie prisluSného dozorného organu.

[Ak vyvozca udajov nie je usadeny v ¢lenskom
state EU, ale patri do uzemnej pdosobnosti
nariadenia (EU) 2016/679 v sulade s ¢lankom 3
ods. 2, pricom urci zastupcu podl'a ¢lanku 27 ods.
1 nariadenia (EU) 2016/679:] Dozorny orgéan
¢lenského Statu, v ktorom je podl'a prilohy I Casti
C usadeny zastupca v zmysle ¢lanku 27 ods. 1
nariadenia (EU) 2016/679, ma postavenie
prisluSného dozorného organu.

[Ak vyvozca udajov nie je usadeny v Clenskom
state EU, ale patri do uzemnej pdosobnosti
nariadenia (EU) 2016/679 v sulade s ¢lankom 3
ods. 2 bez toho, aby musel ur¢it’ zastupcu podl'a
¢lanku 27 ods. 2 nariadenia (EU) 2016/679:]
Dozorny orgén jedného z clenskych Statov, v
ktorom sa nachadzaju dotknuté osoby, ktorych
osobné¢ tudaje sa prenaSaju v sulade s tymito
dolozkami v suvislosti s tovarom alebo sluzbami,

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

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

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

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

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

Clause 13 Supervision

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

[Where the data exporter is not established in an
EU Member State, but falls within the territorial
scope of application of Regulation (EU) 2016/679
in accordance with its Article 3(2) and has
appointed a representative pursuant to Article
27(1) of Regulation (EU) 2016/679:] The
supervisory authority of the Member State in
which the representative within the meaning of
Article 27(1) of Regulation (EU) 2016/679 is
established, as indicated in Annex 1.C, shall act as
competent supervisory authority.

[Where the data exporter is not established in an
EU Member State, but falls within the territorial
scope of application of Regulation (EU) 2016/679
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ktoré sa im ponukaju, alebo ktorych spravanie sa
monitoruje, ako sa to uvadza v prilohe I Casti C,
ma postavenie prisluSného dozorného organu.

b) Dovozca udajov sa zavdzuje, Z¢ sa
podriadi jurisdikcii prislusného dozorného orgénu
a bude s nim spolupracovat’ v ramci akychkol'vek
konani, ktorych cielom je  zabezpecit
dodrziavanie tychto doloziek. Dovozca udajov sa
najmé zavézuje reagovat’ na otazky, podriadit’ sa
auditom a konat’ v stilade s opatreniami prijatymi
dozornym orgdnom vratane népravnych a
kompenza¢nych opatreni. Dozornému organu
poskytne pisomné potvrdenie, ze boli prijaté
potrebné opatrenia.

ODDIEL Il - MIESTNE PF\”AVNE
PREDPISY A POVINNOSTI V PRIPADE
PRISTUPU ORGANOV VEREJNEJ MOCI

Dolozka 14 Miestne pravne predpisy a prax,
ktoré majua vplyv na dodrziavanie dolozZiek

a) Zmluvné strany vyhlasuju, ze nemaju
ziadny doévod povazovat’ pravne predpisy a prax v
tretej krajine urcenia, pokial’ ide o spracuvanie
osobnych Udajov dovozcom Udajov vratane
akychkol'vek poziadaviek na poskytovanie
osobnych Udajov alebo opatreni, ktorymi sa
povol'uje pristup organov verejnej moci, za
prekazku, ktord by branila dovozcovi tdajov v
plneni jeho povinnosti vyplyvajucich z tychto
doloziek. Uvedené vychddza z vykladu, podla
ktorého pravne predpisy a prax, ktoré reSpektuju
podstatu zakladnych prav a slobod a neprekracuju
ramec toho, €¢o je nevyhnutné a primerané¢ v
demokratickej spoloCnosti na zabezpecenie
jedného z cielov uvedenych v ¢lanku 23 ods. 1
nariadenia (EU) 2016/679, nie su v rozpore s
tymito dolozkami.

b) Zmluvné strany deklaruju, ze v suvislosti s
vyhldsenim v pismene a) nalezite zohladnili
najma tieto prvky:

)] osobitné okolnosti prenosu vratane dizky
spracovatel'ského retazca, poctu zapojenych
aktérov a pouzitych prenosovych kanalov;
zamysl'ané nasledné prenosy; typ prijemcu; ucel
spractivania; kategoérie a format prenaSanych
osobnych (dajov; odvetvie hospodarstva, v

in accordance with its Article 3(2) without
however having to appoint a representative
pursuant to Article 27(2) of Regulation (EU)
2016/679:] The supervisory authority of one of the
Member States in which the data subjects whose
personal data is transferred under these Clauses in
relation to the offering of goods or services to
them, or whose behaviour is monitored, are
located, as indicated in Annex I.C, shall act as
competent supervisory authority.

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

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

Clause 14 Local laws and practices affecting
compliance with the Clauses

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

(b) The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following elements:
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ktorom sa prevod uskutociiuje; miesto
uchovavania prenaSanych udajov;

i) pravne predpisy a prax tretej Kkrajiny
urcenia — vratane tych, podla ktorych sa vyzaduje
poskytovanie Udajov organom verejnej moci alebo
povoluje pristup tychto organov, — ktoré si
relevantné vzhl'adom na osobitné okolnosti
prenosu, ako aj uplatniteI'né obmedzenia a zaruky
C);

i) vsetky prislusné zmluvné, technické alebo
organiza¢né zaruky zavedené na doplnenie zaruk
podla tychto doloziek vratane opatreni
uplatnovanych pocas prenosu a spracivania
osobnych udajov v krajine uréenia.

c) Dovozca udajov vyhlasuje, Ze pri
vykonavani postudenia podl'a pismena b) vynalozil
maximalne usilie na to, aby poskytol vyvozcovi
Udajov relevantné informacie, a zavazuje sa
nad’alej spolupracovat’ s vyvozcom udajov tak,
aby sa zabezpecilo dodrziavanie tychto doloziek.
d) Zmluvné strany sa zavazuju
zdokumentovat’ postdenie podl'a pismena b) a na

poziadanie tito dokumentdciu  spristupnit’
prislusnému dozornému organu.
e) Dovozca Udajov sa zavazuje bezodkladne

oznamit’ vyvozcovi udajov, ¢i ma po vyjadreni
stihlasu s tymito doloZkami pocas trvania zmluvy
dovod domnievat’ sa, Ze sa na neho vzt'ahuju alebo
zacali vztahovat pravne predpisy alebo prax,
ktoré nie st v stlade s poziadavkami podla
pismena a), a to aj po zmene pravnych predpisov
tretej krajiny alebo prijati opatrenia (ako je Ziadost’
0 poskytnutie Udajov) tykajuceho sa uplatnenia
takychto pravnych predpisov v praxi, ktoré nie je
v sulade s poziadavkami podl'a pismena a).

f) V nadvdznosti na oznamenie podla
pismena €) alebo ak ma vyvozca udajov inak
dovod domnievat sa,7e dovozca udajov uZz
nemoéze plnit' svoje povinnosti podla tychto
doloziek, vyvozca udajov bezodkladne urci
vhodné opatrenia (napriklad technické alebo
organizacné opatrenia na zaistenie bezpecnosti a
dovernosti), ktoré ma prijat vyvozca udajov
a/alebo dovozca udajov na rieSenie situdcie.
Vyvozca tdajov prerusi prenos udajov, ak sa
domnieva, Ze nie je mozné zabezpecit' primerané
zaruky pre takyto prenos, alebo ak mu da na to
pokyn prisluSny dozorny organ. V takom pripade
je vyvozca udajov opravneny vypovedat’ zmluvu,
pokial’ ide o spractivanie osobnych udajov podla

Q) the specific circumstances of the transfer,
including the length of the processing chain, the
number of actors involved and the transmission
channels used; intended onward transfers; the type
of recipient; the purpose of processing; the
categories and format of the transferred personal
data; the economic sector in which the transfer
occurs; the storage location of the data transferred,
(i) the laws and practices of the third country
of destination— including those requiring the
disclosure of data to public authorities or
authorising access by such authorities — relevant in
light of the specific circumstances of the transfer,
and the applicable limitations and safeguards (°);
(iii)  any relevant contractual, technical or
organisational safeguards put in place to
supplement the safeguards under these Clauses,
including measures applied during transmission
and to the processing of the personal data in the
country of destination.

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

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

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

U) Following a notification pursuant to
paragraph (e), or if the data exporter otherwise has
reason to believe that the data importer can no
longer fulfil its obligations under these Clauses,
the data exporter shall promptly identify
appropriate  measures (e.g. technical or
organisational measures to ensure security and
confidentiality) to be adopted by the data exporter
and/or data importer to address the situation. The
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tychto doloziek. Ak ma zmluva viac ako dve
zmluvné strany, vyvozca udajov ju mdze
vypovedat’ len vo vztahu k prislusnej zmluvnej
strane, pokial’ sa zmluvné strany nedohodli inak.
V pripade vypovedania zmluvy podla tejto
dolozky sa uplatni dolozka 16 pism. d) a e).

Dolozka 15 Povinnosti dovozcu udajov v
pripade pristupu organov verejnej moci

15.1 Oznamenie

a) Dovozca Udajov sa zavédzuje bezodkladne
zaslat’” oznamenie vyvozcovi udajov a pripadne
dotknutej osobe (v pripade potreby s pomocou
vyvozcu Udajov), ak:

)} dostane pravne zaviaznu ziadost’ od organu
verejnej moci vratane sudnych orgdnov podla
pravnych predpisov krajiny uréenia o poskytnutie
osobnych udajov prendsanych podla tychto
doloziek; takéto oznamenie obsahuje informacie o
pozadovanych osobnych udajoch, ziadajicom
organe, pravnom zaklade ziadosti a poskytnutej
odpovedi; alebo

i) sa dozvie o akomkol'vek priamom pristupe
organov verejnej moci k osobnym Udajom
prenasanym podla tychto doloziek v sulade s
pravnymi predpismi krajiny urcenia; takéto
oznamenie obsahuje vSetky informacie, ktor¢ ma
dovozca k dispozicii.

b) Ak sa dovozcovi udajov zakazuje podl'a
pravnych predpisov krajiny urCenia zaslat
oznamenie vyvozcovi Udajov a/alebo dotknutej
osobe, dovozca Udajov sa zavdzuje vynaloZit
maximalne Usilie na ziskanie vynimky zo zékazu
s cielom oznamit' ¢o najviac informdacii a €o
najskér. Dovozca Udajov sa  zavazuje
zdokumentovat’ svoje maximalne usilie tak, aby
ho mohol na Ziadost’ vyvozcu tidajov preukazat’.
C) Ak to pravne predpisy krajiny uréenia
umoznujl, dovozca udajov sa zavizuje, ze pocas
trvania zmluvy bude vyvozcovi udajov Vv
pravidelnych intervaloch poskytovat' ¢o najviac
relevantnych informécii o prijatych ziadostiach
(najmi pocet Ziadosti, druh pozadovanych udajov,
ziadajuci orgén, ¢i boli Ziadosti napadnuté a
vysledok suvisiacich konani atd’.).

d) Dovozca udajov sa zavdzuje, Ze
informécie podl'a pismen a) az c) uchova pocas
trvania zmluvy a na poZiadanie ich spristupni
prislusnému dozornému orgéanu.

data exporter shall suspend the data transfer if it
considers that no appropriate safeguards for such
transfer can be ensured, or if instructed by the
competent supervisory authority to do so. In this
case, the data exporter shall be entitled to
terminate the contract, insofar as it concerns the
processing of personal data under these Clauses. If
the contract involves more than two Parties, the
data exporter may exercise this right to
termination only with respect to the relevant Party,
unless the Parties have agreed otherwise. Where
the contract is terminated pursuant to this Clause,
Clause 16(d) and (e) shall apply.

Clause 15 Obligations of the data importer in
case of access by public authorities

15.1 Notification

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

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

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

(b) If the data importer is prohibited from
notifying the data exporter and/or the data subject
under the laws of the country of destination, the
data importer agrees to use its best efforts to obtain
a waiver of the prohibition, with a view to
communicating as much information as possible,
as soon as possible. The data importer agrees to
document its best efforts in order to be able to
demonstrate them on request of the data exporter.
(c) Where permissible under the laws of the
country of destination, the data importer agrees to
provide the data exporter, at regular intervals for
the duration of the contract, with as much relevant
information as possible on the requests received

Clinical Trial Agreement between CRO, Janssen and Institution and Principal Investigator - Slovakia contract template - Version

January 2023 (Based on Slovakian National Template_1-/( D

@103 0f 118



q782826
Highlight


e) Pismena a) az c) sa uplatiiuja bez toho, aby
bola dotknutd povinnost” dovozcu udajov podla
dolozky 14 pism. e) a dolozky 16, a to
bezodkladne informovat’ vyvozcu udajov, ak nie
je schopny konat’ v sulade s tymito dolozkami.

15.2 Preskimanie zakonnosti a minimalizacia
udajov

a) Dovozca udajov sa zavizuje preskumat
zékonnost’ ziadosti o poskytnutie idajov, najma ¢i
je zachovand pravomoc ziadajuceho orgénu
verejnej moci, a ziadost napadnut, ak po
dokladnom postdeni dospeje k zaveru, ze existuju
opodstatnené dovody domnievat’ sa, Ze Ziadost’ je
nezdkonna podla pravnych predpisov krajiny
urcenia, platnych zaviazkov podla
medzindrodného prdva a zésad Ustretovosti v
medzindrodnych vztahoch. Dovozca tdajov je za
rovnakych  podmienok  povinny  vyuzivat
moznosti odvolania. Pri napadnuti Zziadosti
dovozca udajov navrhne nariadenie predbeznych
opatreni s cielom pozastavit ucinky ziadosti
dovtedy, kym prislusny stidny organ nerozhodne
Vo veci samej. Pozadované osobné tidaje poskytne
az vtedy, ked’ je na to povinny podla platnych
procesnych pravidiel. Tymito poziadavkami nie st
dotknuté povinnosti dovozcu tUdajov podla
dolozky 14 pism. e).

b) Dovozca Udajov sa zavazuje
zdokumentovat’ prislusné pravne posudenie, ako
aj akékol'vek napadnutie Ziadosti o poskytnutie
Gdajov, a v rozsahu povolenom pravnymi
predpismi krajiny urcenia spristupni
dokumentéciu vyvozcovi udajov. Na poZziadanie
spristupni tato dokumentaciu aj prislusSnému
dozornému organu.

c) Dovozca udajov sa zavidzuje, Ze v ramci
odpovede na ziadost o poskytnutie udajov
poskytne  minimalne  dovolené  mnozstvo
informécii, a to na zéklade primeraného vykladu
ziadosti.

ODDIEL IV —-ZAVERECNE USTANOVENIA

Dolozka 16 Nedodrzanie doloZiek a ukoncenie
platnosti

(in particular, number of requests, type of data
requested, requesting authority/ies, whether
requests have been challenged and the outcome of
such challenges, etc.).

(d) The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c) for
the duration of the contract and make it available
to the competent supervisory authority on request.
(e) Paragraphs (a) to (c) are without prejudice
to the obligation of the data importer pursuant to
Clause 14(e) and Clause 16 to inform the data
exporter promptly where it is unable to comply
with these Clauses.

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

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

(©) The data importer agrees to provide the
minimum amount of information permissible
when responding to a request for disclosure, based
on a reasonable interpretation of the request.
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a) Dovozca udajov bezodkladne informuje
vyvozcu Udajov, ak nie je schopny tieto pokyny z
akéhokol'vek dovodu dodrzat’.

b) V pripade, Ze dovozca udajov porusuje
tieto dolozky alebo nie je schopny plnit si
povinnosti podl'a tychto doloziek, vyvozca udajov
pozastavi prenos osobnych Gdajov dovozcovi
udajov, kym sa opidt nedosiahne sulad alebo
neddjde k ukonceniu platnosti zmluvy. Dolozka
14 pism. ) tym nie je dotknuta.

C) Vyvozca udajov je opravneny vypovedat
zmluvu v rozsahu, v akom sa tyka spracuvania
osobnych udajov podl'a tychto doloziek, ak:

)} vyvozca udajov prerusil prenos osobnych
udajov dovozcovi udajov podla pismena b) a
dodrziavanie tychto doloziek sa neobnovi v
primeranej lehote a v kazdom pripade do jedného
mesiaca od prerusenia;

i) dovozca tdajov zavaznym alebo trvalym
spdsobom porusuje tieto dolozky; alebo
iii)  dovozca udajov  poruSuje  zavdzné

rozhodnutie prislusného sudu alebo dozorného
organu, pokial’ ide o jeho povinnosti podl'a tychto
doloziek.

V tychto pripadoch informuje o tomto poruseni
prislusny dozorny organ. Ak ma zmluva viac ako
dve zmluvné strany, vyvozca udajov ju modze
vypovedat’ len vo vztahu k prislusnej zmluvnej
strane, pokial’ sa zmluvné strany nedohodli inak.
d) Osobné daje, ktoré boli prenesené pred
vypovedanim zmluvy podl'a pismena c), sa
bezodkladne vrétia vyvozcovi Udajov alebo v
celom rozsahu vymaz{, a to podl'a toho, pre ktora
z moznosti sa vyvozca udajov rozhodne. To isté
plati v pripade kopii tdajov. Dovozca Gdajov vyda
vyvozcovi udajov potvrdenie o tom, ze udaje boli
vymazané. Dovozca udajov  zabezpecuje
dodrziavanie tychto doloziek dovtedy, kym
ned6jde k vymazaniu alebo vrateniu udajov.
Pokial’ ide o miestne pravne predpisy uplatnitel'né
na dovozcu Udajov, ktorymi sa zakazuje vratenie
alebo vymazanie prenesenych osobnych Gdajov,
dovozca udajov vyhlasuje, Ze bude nadalej
zabezpecovat’ sulad s tymito doloZkami a udaje
bude spracuvat’ len v takom rozsahu a tak dlho,
ako to vyzaduje uvedené miestne pravo.

e) Ktorakol'vek zo zmluvnych stran moze
odvolat’ svoj stihlas s tym, ze bude viazana tymito
dolozkami, ak 1) Europska komisia prijme
rozhodnutie podla ¢lanku 45 ods. 3 nariadenia

SECTION IV — FINAL PROVISIONS

Clause 16 Non-compliance with the Clauses
and termination

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

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

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

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

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

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

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

(d) Personal data that has been transferred
prior to the termination of the contract pursuant to
paragraph (c) shall at the choice of the data
exporter immediately be returned to the data
exporter or deleted in its entirety. The same shall
apply to any copies of the data. The data importer
shall certify the deletion of the data to the data
exporter. Until the data is deleted or returned, the
data importer shall continue to ensure compliance
with these Clauses. In case of local laws applicable
to the data importer that prohibit the return or
deletion of the transferred personal data, the data
importer warrants that it will continue to ensure
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(EU) 2016/679 tykajice sa prenosu osobnych
udajov, na ktoré sa vztahuju tieto dolozky, alebo
ii) nariadenie (EU) 2016/679 sa stane sucastou
pravneho ramca krajiny, do ktorej sa osobné Udaje
prenasaji. Tym nie st dotknuté ostatné povinnosti
vzt'ahujuce sa na predmetné spracuvanie podla
nariadenia (EU) 2016/679.

Dolozka 17 Rozhodné pravo

Tieto dolozky sa riadia pravom clenského Statu
Eurdpskej Unie, ak toto pravo priznadva ucinok
pravam opravnenej tretej strany. Zmluvné strany
sa dohodli, ze tymto pravom je pravny poriadok
krajiny inStitacie, ako je uvedené v zmluve
0 klinickom skusani. (uved’te ¢lensky stat).

Dolozka 18 Vol’ba sudu a pravomoci

1. Na rozhodovanie sporov vyplyvajucich z
tychto doloziek su prislusné sudy clenského Statu
EU.

2. Zmluvné strany sa dohodli, Ze tymito
sudmi su sudy krajiny institacie, ako je uvedené
v zmluve o klinickom skusani. (uved'te ¢lensky
Stat).

3. Dotknutd osoba modze podat’ navrh na
zaCatie konania proti vyvozcovi udajov a/alebo
dovozcovi udajov aj na sidoch clenského Statu, v
ktorom ma obvykly pobyt.

4. Zmluvné strany sa dohodli, Ze sa podriadia
pravomoci tychto stdov.

DODATOK

VYSVETLIVKA:

Musi byt mozné jasne rozliSovat informacie
uplatniteI'né na jednotlivé prenosy alebo kategorie
prenosov a v tomto ohl'ade identifikovat’ ulohy
jednotlivych  zmluvnych stran v postaveni
vyvozcov Udajov al/alebo dovozcov Udajov.
V tomto ohl'ade nie je nevyhnutné, aby doslo k
vyplneniu a podpisu osobitnych dodatkov pre
kazdy  prevod/kategériu  prevodov  a/alebo
zmluvny vztah, ak tato transparentnost mozno
dosiahnut’ prostrednictvom jedného dodatku. Ak
je vsak potrebné zabezpecit’ dostato¢nti jasnost’,
mali by sa pouzit’ samostatné dodatky.

compliance with these Clauses and will only
process the data to the extent and for as long as
required under that local law.

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

Clause 17 Governing law

These Clauses shall be governed by the law of one
of the EU Member States, provided such law
allows for third-party beneficiary rights. The
Parties agree that this shall be the law of the
country of the Institution as specified in the
Clinical Trial Agreement. (specify Member State).

Clause 18 Choice of forum and jurisdiction

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

2. The Parties agree that those shall be the
courts of the country of the Institution as specified
in the Clinical Trial Agreement (specify Member
State).

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

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

APPENDIX

EXPLANATORY NOTE:

It must be possible to clearly distinguish the
information applicable to each transfer or category
of transfers and, in this regard, to determine the
respective role(s) of the Parties as data exporter(s)
and/or data importer(s). This does not necessarily
require completing and signing separate
appendices for each transfer/category of transfers
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PRILOHA |

A. ZOZNAM ZMLUVNYCH STRAN
Vyvozca udajov:
1. Meno: Nazov zdravotnicke zariadenie,
ako je uvedené v zmluve o klinickom skusani.
Adresa: Adresa zdravotnickeho zariadenia, ako je
uvedena v zmluve o klinickom skti$ani.
Meno, pozicia a kontaktné Udaje kontaktnej
osoby: Pozrite si Cast’ s 0zndmenim v zmluve
0 klinickom skus$ani.
Cinnosti relevantné pre iidaje prenasané podla
tychto doloziek: Pozrite si zmluvu o klinickom
skusani.
Podpis adatum: Pozrite si podpis zmluvy
0 klinickom skt$ani, na ktora sa tieto SZD
vzt'ahuju.
Uloha (prevadzkovatel’/sprostredkovatel’):
Prevadzkovatel

Kontaktné Gdaje zodpovednej osoby vyvozcu
(vyvozcov) udajov: [zadajte informécie]

Dovozca udajov:
1. Meno: A.
Development, LLC
Adresa: 920 Route 202 South Raritan, New
Jersey 08869, USA

Meno, pozicia a kontaktné Udaje kontaktnej
osoby: Pozrite si ¢ast s 0znamenim v zmluve
0 klinickom skusani.

Cinnosti relevantné pre iidaje prenasané podPa
tychto doloziek: Pozrite si zmluvu o klinickom
sktsani

Podpis adatum: Pozrite si podpis zmluvy
o klinickom skasani, na ktorG sa tieto SZD
vztahuju.

Uloha (prevadzkovatel’/sprostredkovatel’):
Prevadzkovatel

Janssen Research &

Kontaktné Gdaje zodpovednej osoby dovozcu
(dovozcov) Udajov: emeaprivacy@its.jnj.com

B. POPIS PRENOSU

Kategorie dotknutych 0sob, ktorych osobné ddaje
sa prenasaju

PrenaSané osobné udaje sa tykaji nasledujtcich
kategorii dotknutych oséb:

. Ugastnici vedeckého
vyskumu.

a lekarskeho

and/or contractual relationship, where this
transparency can be achieved through one
appendix. However, where necessary to ensure
sufficient clarity, separate appendices should be
used.

ANNEX |
A. LIST OF PARTIES

Data exporter(s):
Name: The name of the Institution as specified in
the Clinical Trial Agreement.
Address: The address of the Institution as
specified in the Clinical Trial Agreement.
Contact person’s name, position and contact
details: See notice section of the Clinical Trial

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

Signature and date: See signature of the Clinical
Trial Agreement, which these SCCs relate to.
Role (controller/processor): Controller

Contact information to the Data Exporter(s)
DPOQO: [enter info]

Data importer(s):

Name: Janssen Research & Development,
LLC

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

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

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

Signature and date: See signature of the Clinical
Trial Agreement, to which these SCCs relate.
Role (controller/processor): Controller
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. Vyskumni pracovnici vedeckého
a lekarskeho vyskumu a ich zamestnanci, okrem
iného aj vratane lekarov a inych zdravotnickych

pracovnikov ~ zapojenych do  vykonavania
vedeckého vyskumu.
. Iné osoby zapojené do vedeckého

a lekarskeho vyskumu vyvozcu udajov (ktoré
moézu okrem iného zahfnat konzultantov,
zastupcov poskytovatel'ov sluzieb a obchodnych
partnerov, Statnych tradnikov a jednotlivcov,
ktori hlasia neziaduce udalosti a staznosti na
kvalitu produktov).

Kategorie prenaSanych osobnych udajov
Prenasané osobné tdaje sa tykaju nasledujucich
kategorii udajov:

. V  pripade ucastnikov  vedeckého
a lekarskeho vyskumu moézu osobné udaje
zahrnat: kl'uCové informacie, iné relevantné
identifikatory (napr. ¢islo pacienta), pohlavie, vek
alebo vekovu kategoriu (napr. dospievajuci,
dospeli, starsi 'udia) alebo datum narodenia (ak je
to potrebne), sdvisiaci zdravotny stav (stavy),
zdravotn  anamnézu  aprislusna  rodinnu
anamnézu.

. V pripade poskytovatelov zdravotnej
starostlivosti alebo inych kontaktnych miest,
vedeckych alekarskych  skusajicich aich
zamestnancov ainych o0s6b zapojenych do
vedeckého a lekarskeho vyskumu mozu osobné
udaje zahfnat: kontaktné udaje ainé suvisiace
informécie, ako sU0 meno, adresa, e-mail
a telefonne Udaje, pohlavie aodborné licencie
a pridruzenia poskytnuté ako sucast’ ich povereni.
PrenaSané citlivé udaje (v relevantnych pripadoch)
a uplatiované obmedzenia alebo zaruky, ktoré v
plnej miere zohl'adiiujii povahu Gdajov a stvisiace
rizika, ako napriklad prisne obmedzenie ucelu,
obmedzenia pristupu (vratane pristupu len pre
personal, ktory absolvoval S$pecializovant
odbornd pripravu), vedenie zadznamov o pristupe k
udajom, obmedzenia néaslednych prenosov alebo
dodato¢né bezpecnostné opatrenia.

. Pre ucastnikov vyskumu moézu citlivé
udaje zahfiat: klaicové kodované informécie
tykajuice sa urcitych zdravotnych stavov a liecby,
zdravotné informdacie tykajlice sa neziaducich
udalosti a staznosti na kvalitu produktu (ak su
poskytnuté vyvozcovi Udajov) ademografické
informacie, ktoré mozu zahfnat rasu, etnicky
povod alebo iné citlivé udaje, ktoré moézu byt

Contact information to the Data Importer(s)
DPO: emeaprivacy@its.jnj.com
B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data is
transferred

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

. Scientific and medical research subjects.

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

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

Categories of personal data transferred

The personal data transferred concern the
following categories of data:

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

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

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

. Pozrite si bezpe¢nostné opatrenia v prilohe
II. Bezpecnostné opatrenia zahfnaju pristup len
pre zamestnancov, ktori absolvovali
Specializované Skolenie, vedenie zaznamov
o pristupe  ktdajom, obmedzenia dalSicho
prenosu a kédovanie informacii klI'a¢om.
Frekvencia prenosu (napriklad ¢i sa tdaje
prenasaju jednorazovo alebo ststavne).

. Udaje sa nepretrzite prenasaju podla
poziadaviek protokolu skuSania.

Povaha spracuvania

. Spraclvanie sa tyka vykonavania
klinického skusSania, ako je d’alej Specifikované
Vv protokole skusania.

Ugel prenosu a d’alsicho spractivania udajov

. Prenos osobnych udajov tykajucich sa
ucastnikov vyskumu sa vykondva na ucely
vykonavania klinického skusania, ako je dalej
uvedené v protokole skti$ania.

. Osobné udaje tykajlce sa inych kategorii
dotknutych o0s6b sa spracivaju na Ucely
vykonavania ¢innosti podla tejto zmluvy a podl'a
potreby na splnenie akychkol'vek zdkonnych
alebo regula¢nych povinnosti.

Obdobie uchovavania osobnych tGdajov alebo, ak
to nie je mozZné, kritéria na jeho urcenie

. Vsetky osobné udaje sa budu uchovavat
tak dlho, ako je to potrebné vzhladom na
regulacné a zakonné poziadavky na uchovavanie
zaznamov suvisiacich s klinickym skasanim a na
splnenie  vyskumnych  cielov  spojenych
S klinickym sktSanim.

V pripade prevodov sprostredkovatelom alebo
d’alsim sprostredkovatelom uved'te aj predmet,
povahu a trvanie spracuvania

. Akykol'vek prevod d’alSim
sprostredkovatelom sa vykonava pre rovnaky
predmet a povahu, ako je opisané vysiie. Dalsi
sprostredkovatel’ bude spractivat’ osobn¢ udaje iba
dovtedy, kym je to potrebné na to, aby takyto d’alsi
sprostredkovatel’ poskytoval sluzby
prevadzkovatel'ovi, a potom vrati alebo odstrani
vSetky osobné udaje na zaklade pokynov
prevadzkovatela, ktory mé uzavrett zmluvu
s d’alSim sprostredkovatel'om.

(ak su

C. PRISLUSNY DOZORNY ORGAN

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

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

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

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

Nature of the processing

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

Purpose(s) of the data transfer and further
processing

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

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

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

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

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

. Any transfer to (sub-) processors is made
for the same subject matter, and nature as
described above. A (sub-) processor will only
process personal data as long as necessary in order
for such a (sub-) processor to deliver the services
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Prenos od sprostredkovatel’a k
sprostredkovatelovi Uved’te prislusny dozorny
organ v sulade s dolozkou 13

Obratte sa na Urad na ochranu osobnych udajov
v krajine INSTITUCIE:
https://edpb.europa.eu/about-edpb/about-
edpb/members_en

PRILOHA II
TECHNICKE A ORGANIZACNE
OPATRENIA VRATANE TECHNICKYCH
A ORGANIZACNYCH OPATRENI NA
ZAISTENIE BEZPECNOSTI UDAJOV
VYSVETLIVKA:

Technické a organiza¢né opatrenia treba opisat’
konkrétne, nie vSeobecne. Pozri aj vSeobecnu
poznamku na prvej strane dodatku, najmé pokial
ide o potrebu jasne uviest, ktoré opatrenia sa
vzt'ahuju na konkrétny prevod/subor presunov.
Opis technickych a organizacnych opatreni
prijatych dovozcom udajov (vratane vSetkych
prislusnych certifikacii) s cielom zabezpecit
primeranu urovenl bezpecnosti, priCom sa
zohl'adni povaha, rozsah, kontext a tucel
spracUvania, ako aj rizika pre prava a slobody
fyzickych os6b.

1. Z&sady a normy informacnej bezpeénosti

Dovozca  Udajov  zavedie  bezpe€nostné
poziadavky pre personal a vSetkych
subdodéavatelov, poskytovatel'ov sluzieb alebo
zéstupcov, ktori maju pristup k osobnym Gdajom.
Ich ciel'om je:

. zabranit neoprdvnenym osobam ziskat’
pristup k systtmom spracivania osobnych udajov
(kontrola fyzického pristupu);

. zabranit'  pouzivaniu  systtmov  na
spracUvanie osobnych udajov bez opravnenia
(kontrola logického pristupu),

. zabezpecit', aby osoby opravnené pouzivat’
systém na spractvanie osobnych Udajov ziskali
pristup iba k takym osobnym adajom, ku ktorym
maju narok na pristup v sulade s ich pristupovymi
pravami, aaby v priebehu spractvania alebo
pouzivania a po uchovavani osobné Gdaje nemohli

to the controller, and shall thereafter return or
delete any personal data based on the instructions
of the controller, which holds to contract with the
(sub-) processor.

C. COMPETENT SUPERVISORY
AUTHORITY

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

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

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

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

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

1. Information Security Policies and
Standards

The Data Importer will implement security
requirements for staff and all subcontractors,

Clinical Trial Agreement between CRO, Janssen and Institution and Principal Investigator - Slovakia contract template - Version
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byt’ ¢itané, kopirované, upravené alebo vymazané
bez opravnenia (kontrola pristupu k udajom);

. zabezpecit', aby osobné udaje nemohli byt’
¢itané, kopirované, upravované alebo vymazané
bez opravnenia pocas elektronického prenosu,
prepravy alebo ukladania a aby cielové subjekty
pre akykol'vek prenos osobnych tudajov
prostrednictvom zariadeni na prenos udajov mohli
byt vytvorené aoverené (kontrola prenosu
udajov);

— zabezpeCitt  vytvorenie  kontrolného
zaznamu na zdokumentovanie toho, ¢i a kym boli
osobné (daje zadané, upravené alebo odstranené
zo spracuvania osobnych udajov (kontrola
vstupu);

— zabezpecCit', aby sa osobné tidaje spracuvali
vyluéne v stlade s pokynmi (kontrola pokynov);

. zabezpecCit, aby osobné udaje boli
chranené pred ndhodnym zni¢enim alebo stratou
(kontrola dostupnosti); a

. zabezpecCit’, aby osobné udaje ziskané na
rozne ucely mohli byt spraciivané samostatne
(kontrola rozdelenia).

Tieto pravidla su aktualne a revidované vzdy, ked’
sa vykonaju prislusné zmeny v informa¢nom
systéme, ktory pouziva alebo obsahuje osobné
Udaje, alebo vtom, ako je tento systém
organizovany.

2. Fyzicka bezpecnost’

Dovozca udajov bude udrziavat komercne
primerané bezpecnostné systémy na vSetkych
pracoviskach dovozcu Udajov, na ktorych sa
nachadza informacny systém, ktory pouZziva alebo
obsahuje osobné udaje. Dovozca Udajov
primerane obmedzuje pristup k takymto osobnym
Gdajom.

Pre vSetky datové centra bola zavedena kontrola
fyzického pristupu. Neopravneny pristup je
zakazany prostrednictvom biometrického
skenovania  a monitorovania  bezpec¢nostnej
kamery 24 hodin denne, 7 dni v tyzdni. Fyzicku
bezpecnost’ datového centra kontroluje nezavisla
firma.

Service Providers, or agents who have access to
Personal Data. These are designed to:

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

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

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

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

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

— Ensure that Personal Data are Processed
solely in accordance with the Instructions (control
of instructions);

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

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

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

2. Physical Security

The Data Importer will maintain commercially
reasonable security systems at all Data Importer
sites at which an information system that uses or
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Monitorovacia kamera na vstupnych dverach je
nainStalovand aje zavedené bezpeCnostné
monitorovanie spravou budovy.

3. Organizacna bezpecénost’

Pri likvidécii alebo opdtovnom pouziti médii boli
zavedené postupy, ktoré zabrania akémukol'vek
naslednému ziskaniu akychkol'vek osobnych
udajov, ktoré st na nich ulozené, pred tym, ako
budd vyradené z inventara. Ked média opustia
priestory, v ktorych sa slObory nachadzajd
v dosledku drzby, zaviedli sa postupy na
zabranenie neopravnenému ziskavaniu osobnych
udajov, ktoré st na nich uloZené.

Dovozca tdajov zaviedol bezpecnostné zasady
a postupy na klasifikaciu citlivych informaénych
aktiv, objasnenie bezpecnostnych povinnosti
a podporu povedomia zamestnancov.

Vsetky incidenty tykajuce sa bezpe€nosti
osobnych  (dajov sa  spravuju v sulade
S prislusnymi postupmi reakcie na incidenty.

Vsetky citlivé udaje prenasané poskytovatel'om

sluzieb st Sifrované pocas prepravy ana
prenosnych zariadeniach alebo médiach.

4. Bezpecnost’ siete

Dovozca udajov udrziava bezpecnost’ siete
pomocou komer¢ne dostupného vybavenia
a beznych technik v odvetvi vratane bréan firewall,
systtmov na detekciu naruSeni, zoznamov
kontroly pristupu a smerovacich protokolov.

5. Riadenie pristupu

Len opravneni zamestnanci mézu udelit’, upravit’
alebo zrusit’ pristup k informa¢nému systému,
ktory pouZziva alebo obsahuje osobn¢ udaje.
Postupy spravy pouzivatelov definuju ulohy
pouzivatelov aich opravnenia, ako sa udeluje,
meni a ukoncuje pristup, riesia vhodné rozdelenie
povinnosti a definuji poziadavky a mechanizmy
na zaznamenavanie/monitorovanie.

houses Personal Data is located. The Data
Importer reasonably restricts access to such
Personal Data appropriately.

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

Surveillance camera on entry door is installed and

security monitoring by building management is
implemented.

3. Organizational Security

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

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

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

All sensitive data transmitted by Service Provider

are encrypted while in transit and when on
portable devices or media.

4. Network Security

The Data Importer maintains network security
using commercially available equipment and
industry standard techniques, including firewalls,
intrusion detection systems, access control lists
and routing protocols.
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Vsetkym zamestnancom dovozcu udajov su
priraden¢ jedine¢né identifikatory pouzivatela.
Pristupové prava sa zavadzaju v sulade
S pristupom s najmens$im privilégiom.

Dovozca udajov zavadza komerCne primerané
fyzické a elektronické zabezpecenie na vytvorenie

a ochranu hesiel.

6. Kontroly virusov a malvéru

Dovozca udajov inStaluje a udrziava v systéme
antivirusovy softvér a softvér na ochranu pred
Skodlivym softvérom.

7. Personal

Dovozca udajov zavedie program na zvySovanie
povedomia 0 bezpecnosti na $kolenie pracovnikov
oich bezpecnostnych povinnostiach. Tento
program  zahiha  Skolenie o povinnostiach
klasifikacie udajov, kontroly fyzickej bezpecnosti,
bezpecnostné postupy a nahlasovanie
bezpecnostnych incidentov.

Poskytovatel’ sluzieb mé jasne definované ulohy
a zodpovednosti pre zamestnancov. Skrining sa
vykonéava pred zamestnanim, pri¢om podmienky
zamestnania sa uplatiiuju primerane.

Zamestnanci  poskytovatela  sluzieb  prisne
dodrziavaji  zavedené bezpeCnostné zasady
a postupy. Disciplinarny proces sa pouzije, ak sa
zamestnanci dopustili porusenia bezpecnosti.

8. Kontinuita podnikania

Dovozca udajov zavedie prislusné plany obnovy
po havarii a obnovy podnikania. Dovozca Udajov
pravidelne kontroluje plan kontinuity podnikania
aj hodnotenie rizik. Plany kontinuity podnikania
sa pravidelne testuju a aktualizuju, aby sa
zabezpecilo, Ze su aktudlne a G€inné.

V pripade prenosov sprostredkovatelom alebo
d’al§im sprostredkovatelom opiSte aj osobitné
technické a organiza¢né opatrenia, ktoré ma prijat’
sprostredkovatel' alebo d’al$i sprostredkovatel’,
aby mohol poskytnit’ pomoc prevadzkovatel'ovi,

5. Access Control

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

User administration procedures define user roles
and their privileges, how access is granted,
changed and terminated; addresses appropriate
segregation of duties; and defines the
logging/monitoring requirements and
mechanisms.

All employees of the Data Importer are assigned
unique User-1Ds.

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

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

6. Virus and Malware Controls

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

7. Personnel

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

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

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

8. Business Continuity
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a v pripade prenosov od sprostredkovatela k
d’alSiemu sprostredkovatel'ovi vyvozcovi udajov
V pripade, ze sa niektori d’alsi sprostredkovatelia
zapoja do spracuvania osobnych udajov, musia sa
uplatnit’ technické a organiza¢né opatrenia, ako je
uvedené vyssie.

1 Ak je vyvozca udajov sprostredkovatelom, na ktoré¢ho sa vztahuje
nariadenie (EU) 2016/679 a ktory kona v mene inititucie alebo organu Unie
ako prevadzkovatel, tak uplatnovanim tychto doloziek sa pri zapojeni iného
sprostredkovatel’a (d’alsie sprostredkovanie), na ktorého sa nevztahuje
nariadenie (EU) 2016/679, zabezpetuje aj sulad s ¢lankom 29 ods. 4
nariadenia Eurdpskeho parlamentu a Rady (EU) 2018/1725 z 23. okt6bra
2018 o ochrane fyzickych os6b pri spractvani osobnych (dajov
ingtitaciami, organmi, Gradmi a agenturami Unie a o volnom pohybe
takychto udajov, ktorym sa zruSuje nariadenie (ES) ¢&. 45/2001 a
rozhodnutie ¢. 1247/2002/ES (U. v. EU L 295, 21.11.2018, s. 39), pokial

st tieto dolozky a povinnosti v oblasti ochrany udajov, ktoré st stanovené
v zmluve alebo inom pravnom akte uzavretom medzi prevadzkovatel'om a
sprostredkovatelom podla &lanku 29 ods. 3 nariadenia (EU) 2018/1725, vo
vzajomnom sulade. Plati to najmé v pripade, ked’ sa prevadzkovatel a
sprostredkovatel’ odvolavaji na Standardné zmluvné dolozky uvedené v
rozhodnuti 2021/915.

2 Je teda nevyhnutné, aby boli Gidaje anonymizované tak, aby nikto nemohol
jednotlivca identifikovat,, ako sa to uvadza v odévodneni 26 nariadenia
(EU) 2016/679, pricom tento postup musi byt’ nezvratny.

3 Dohodou o Eurdpskom hospodarskom priestore (d’alej len ,,Dohoda o
EHP*) sa vnutorny trh Eurdpskej unie rozsiruje o tri $taty EHP — Island,
Lichtenitajnsko a Nérsko. Na préavne predpisy Unie v oblasti ochrany
osobnych udajov vratane nariadenia (EU) 2016/679 sa vztahuje Dohoda o
EHP a tieto predpisy boli zaclenené do prilohy XI k tejto dohode. Preto
akékol'vek poskytnutie udajov zo strany dovozcu udajov tretej strane
nachadzajucej sa v EHP sa na uicely tychto doloziek nepovazuje za nasledny
prenos.

4 Tuto lehotu mozno predizit’ najviac o dva mesiace, a to v nevyhnutnom
rozsahu a s ohl'adom na zlozitost’ a pocet ziadosti. Dovozca tidajov nalezite
a bezodkladne informuje dotknutti osobu o kazdom takomto predizen.

5 Pokial’ ide o vplyv tychto pravnych predpisov a praxe na dodrziavanie
tychto doloziek, v ramci celkového posudenia mozno zohl'adnit’ rozne
prvky. Medzi tieto prvky mozno zahrnut relevantné a zdokumentované
praktické skusenosti s predchadzajiicimi pripadmi ziadosti organov
verejnej moci o poskytnutie udajov alebo neexistenciu takychto ziadosti,
ktoré sa vzt'ahuju na dostato¢ne reprezentativny ¢asovy ramec. Ide najmé
o0 interné zaznamy alebo int dokumentéciu, ktoré boli vypractvané
priebezne v stlade s nalezitou starostlivostou a certifikované na tirovni
vyssieho manazmentu, ak mozno tieto informacie zakonne poskytovat’
tretim stranam. Pokial’ mozno na zéklade tychto praktickych skusenosti
dospiet’ k zaveru, ze dovozcovi tidajov ni¢ nebrani v dodrziavani tychto

doloziek, treba uviest’ aj d’alsie relevantné objektivne prvky, pricom

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

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

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

1 Where the data exporter is a processor subject to
Regulation (EU) 2016/679 acting on behalf of a
Union institution or body as controller, reliance on
these Clauses when engaging another processor
(sub-processing) not subject to Regulation (EU)
2016/679 also ensures compliance with
Article 29(4) of Regulation (EU) 2018/1725 of the
European Parliament and of the Council of
23 October 2018 on the protection of natural
persons with regard to the processing of personal
data by the Union institutions, bodies, offices and
agencies and on the free movement of such data,
and repealing Regulation (EC) No 45/2001 and
Decision N0 1247/2002/EC ~ (OJ L 295
21.11.2018, p. 39), to the extent these Clauses and
the data protection obligations as set out in the
contract or other legal act between the controller
and the processor pursuant to Article 29(3) of
Regulation (EU) 2018/1725 are aligned. This will
in particular be the case where the controller and
processor rely on the standard contractual clauses
included in Decision 2021/915.

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

% The Agreement on the European Economic Area
(EEA Agreement) provides for the extension of
the European Union’s internal market to the three
EEA States Iceland, Liechtenstein and Norway.
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zmluvnym stranam prinalezi dokladne posudit’, ¢i tieto prvky ako celok
maju dostatocnu vahu na podporu tohto zaveru, pokial’ ide o ich
spolahlivost’ a reprezentativnost’. Zmluvné strany musia predovsetkym
prihliadnut’ na to, ¢i st ich praktické skusenosti potvrdené, a teda nie v
rozpore s verejnymi alebo inak dostupnymi a spolahlivymi informaciami
o existencii alebo neexistencii Ziadosti v rmci toho istého odvetvia
a/alebo uplatiiovanim pravnych predpisov v praxi, ako je napriklad

judikattra a spravy nezavislych organov dohl'adu. 4

The Union data protection legislation, including
Regulation (EU) 2016/679, is covered by the EEA
Agreement and has been incorporated into Annex
XI thereto. Therefore, any disclosure by the data
importer to a third party located in the EEA does
not qualify as an onward transfer for the purpose
of these Clauses.

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

°As regards the impact of such laws and practices
on compliance with these Clauses, different
elements may be considered as part of an overall
assessment. Such elements may include relevant
and documented practical experience with prior
instances of requests for disclosure from public
authorities, or the absence of such requests,
covering a sufficiently representative time-frame.
This refers in particular to internal records or other
documentation, drawn up on a continuous basis in
accordance with due diligence and certified at
senior management level, provided that this
information can be lawfully shared with third
parties. Where this practical experience is relied
upon to conclude that the data importer will not be
prevented from complying with these Clauses, it
needs to be supported by other relevant, objective
elements, and it is for the Parties to consider
carefully whether these elements together carry
sufficient weight, in terms of their reliability and
representativeness, to support this conclusion. In
particular, the Parties have to take into account
whether their practical experience is corroborated
and not contradicted by publicly available or
otherwise accessible, reliable information on the
existence or absence of requests within the same
sector and/or the application of the law in practice,
such as case law and reports by independent
oversight bodies.
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Appendix 5: Home Healthcare Provider
Annex

Center and Janssen have the option to
conduct certain Clinical Trial procedures, as
specifically identified in the Protocol, via
subject home visits. To support Center’s
efforts, Janssen has engaged a service
provider (“Home Health Agency”) to
identify and offer healthcare providers
which may be employed by third party home
health or nursing agencies (“Home
Healthcare Provider(s) or HHCP(s)”), to
perform home health visits under the
direction of the Center.

1) Center understands and agrees that:

a) Center is not obligated to use the
services of the Home Health Agency;

B)Center, through the Principal Investigator,
is fully responsible for exercising its
professional judgment to select a qualified
HHCP from the options offered by the Home
Health Agency and that Home Health
Agency will provide information on the
credentials of the HHCPs to PI to facilitate
this process;

Priloha 5: Priloha poskytovatel’a domacej
zdravotnej starostlivosti

Zdravotnicke  zariadenie  a spolo¢nost’
Janssen maji moznost’” vykonavat urcité
postupy klinického skusania, ako su
Specificky uvedené v protokole,
prostrednictvom navstev ucastnika doma. Na
podporu Usilia zdravotnickeho zariadenia
spoloCnost’ Janssen poverila poskytovatela
sluzieb (d’alej len ,agentira pre doméacu
zdravotnu starostlivost™), aby identifikoval
aponukol  poskytovatelom  zdravotnej
starostlivosti, ktorych mozu zamestnavat
externé¢ zdravotnicke alebo oSetrovatel'ské
agentiry  (dalej len ,poskytovatel
(poskytovatelia) domacej zdravotnej
starostlivosti alebo HHCP*) na vykonavanie
navStev v oblasti domdacej zdravotnej
starostlivosti pod vedenim zdravotnickeho
zariadenia.

1) zdravotnicke zariadenie berie na
vedomie a suhlasi, ze:

a) zdravotnicke  zariadenie nie je
povinné pouzivat sluzby agentury pre
domacu zdravotnu starostlivost’;

b) zdravotnicke zariadenie je
prostrednictvom zodpovedného skusajiceho
plne zodpovedné za vykon svojho odborného

Gsudku  pri vybere  kvalifikovaného
zdravotnickeho  pracovnika  z moznosti
ponukanych  agentarami  pre  domacu

zdravotnu starostlivost’ a za to, ze agentira
pre domécu zdravotnu starostlivost’ poskytne
informacie 0 povereniach HHCP
zodpovednému skuSajicemu na ulahcenie
tohto procesu;

c)Center shall be responsible for training the | ¢) zdravotnicke zariadenie bude
HHCP only on Center-specific processes or | zodpovedné za Skolenie HHCP iba
requirements and Home Health Agency shall | o procesoch alebo poziadavkach
provide training, and provide documentation | Specifickych pre zdravotnicke zariadenie
of such training, as described in the Site | aagentdra  pre domacu zdravotnu
Information and Talking Points document; | starostlivost’ poskytne Skolenie
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d)Principal Investigator is fully responsible
for directing and overseeing the activities of
the HHCP in the conduct of the Clinical
Trial, including, but not limited to ensuring
HHCP activities are in strict compliance with
the Protocol and the terms and conditions of
the Agreement;

e)Center and Principal Investigator are
responsible for complying with the processes
for using the HHCP provided by Janssen in
any training, instructions or manuals, the so
called “Site Information and Talking Points”
document and the “HHYV Site Guide” shared
by Janssen, including, without limitation,
processes that may be applicable to booking
HHCP visits, data entry, activity oversight
and accessing and reviewing source data
generated by the HHCP;

f)Neither Principal Investigator or Center
shall direct nor permit any HHCP to engage
in any activities not directly required under
the Protocol;

g)Home Health Agency and HHCPs are
acting in the capacity of independent
contractors hereunder and not as employees
or agents of Janssen; and

h)Any employment related HHCP issues,
including but not limited to compensation,
vacation pay, sick leave, retirement benefits,
social security benefits, workers’
compensation, disability or unemployment
benefits or employee benefits of any kind
must be addressed to the Home Health
Agency.

a dokumentéciu o takomto Skoleni, ako je
opisané v dokumente Informacie
0 pracovisku a body rozhovoru;

d) zodpovedny  skaSajuci  je plne
zodpovedny za riadenie adohlad nad
¢innost'ami HHCP pri vykonavani klinického
skuSania, okrem iného aj vratane
zabezpecenia toho, aby ¢innosti HHCP boli
Vv prisnom sulade s protokolom
a podmienkami zmluvy;

e) zdravotnicke zariadenie
a zodpovedny skusajuci st zodpovedni za
dodrziavanie postupov vyuzivania HHCP
poskytovanych  spolo¢nostou  Janssen
Vv kazdom  Skoleni, pokynoch  alebo
priruckach, v dokumente ,,Informacie
0 pracovisku a body rozhovoru* a v prirucke
pre  pracovisko HHV  poskytovanej
spolo¢nostou Janssen, okrem iného aj
vratane procesov, ktoré sa mozu vzt'ahovat
na rezervaciu navstev HHCP, zadavanie
udajov, dohlad nad aktivitou a pristup
k zdrojovym Gdajom vygenerovanym HHCP
a kontrolu zdrojovych udajov;

f) ani zodpovedny skuSajici, ani
inStitucia nebudu riadit’ ani dovolit’ Ziadnemu
HHCP, aby sa zapojil do akychkol'vek
¢innosti, ktoré sa nevyzaduju priamo podla
protokolu;

9) agentira pre doméacu zdravotnd
starostlivost a HHCP konaju ako nezavisli
dodavatelia podla tejto zmluvy anie sU
zamestnancami ani zéastupcami spolo¢nosti
Janssen; a

h) akékol'vek  otdzky tykajlice sa
zamestnania tykajuce sa HHCP, okrem iného
aj vratane odmenovania, platu za dovolenku,
praceneschopnosti, dbéchodkovych davok,
davok socialneho zabezpecenia, kompenzacii
pre  pracovnikov, davok v pripade
zdravotného postihnutia alebo
v nezamestnanosti alebo zamestnaneckych
davok akéhokol'vek druhu, sa musia
adresovat’ agentire pre domécu zdravotnu
starostlivost’.
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2) As per Janssen’s separate agreement
with the Home Health Agency, Janssen shall
be responsible for the costs associated with
the HHCP services when conducted in
accordance with this Annex. Center shall
have no responsibility for payment for the
services of the Home Health Agency or any
HHCPs.

3) The Home Health Agency is
governed by contractual terms as required
under applicable data protection law,
including the General Data Protection
Regulation as applicable. The Home Health
Agency is required to process any personal
data under the oversight, direction and
supervision of Principal Investigator.
Principal Investigator is entitled third party
beneficiary rights, and to enforce the
contractual terms governing the Home
Health Agency’s processing of personal data.

2) Podrla samostatnej dohody
spolo¢nosti Janssen s agenturou pre doméacu
zdravotn starostlivost bude spolo¢nost’
Janssen zodpovedna za néaklady spojené so
sluzbami HHCP, ak sa vykonavaju v sulade
stouto prilohou. zdravotnicke zariadenie
nenesie ziadnu zodpovednost’ za platby za
sluzby agentury pre domacu zdravotnu
starostlivost” alebo akychkol'vek HHCP.

3) Agentdra pre doméacu zdravotnd

starostlivost’ sa riadi zmluvnymi
podmienkami podla platnych préavnych
predpisov.  oochrane (dajov  vratane

vSeobecného nariadenia o ochrane Udajov, ak
je to relevantné. Od agentury pre domécu
zdravotnll starostlivost’ sa vyzaduje, aby

spracivala vSetky osobné udaje pod
dohl'adom, vedenim a dohl'adom
zodpovedného skusajuceho. Zodpovedny

skusajici ma narok na prava opravnenej tretej
strany ana presadzovanie zmluvnych
podmienok, ktorymi sa riadi spracUvanie
osobnych (dajov agentdrou pre domécu
zdravotnu starostlivost’.
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