129/23

CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

(CRO-Janssen-Institution-Principal
Investigator)

(Klinicka vyskumna organizacia —
spolo¢nost’ Janssen — zdravotnicke
zariadenie— zodpovedny skusajtci)

This  Clinical
“Agreement”) is

Trial  Agreement (the

Tato zmluva o klinickom skuasani (d’alej len
,,zmluva®™) sa

by and between

uzatvara medzi

IQVIA RDS Slovakias.r.o., having a place of
business at Vajnorska 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

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 |, oddiel: Sro,
vl.¢: 69023/B v zastpeni: MVDr. Jarmila
Wagnerova na zaklade Splnomocnenia zo dna
25.2.2021 (dalej len ,klinickd vyskumna
organizacia®)

a

Janssen Research & Development, LLC
(“Janssen”), a US corporation, with registered
offices at 920 Route 202 South Raritan, New
Jersey 08869, USA

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

Fakultna nemocnica Trencin, having a place
of business at: Legionarska 28, 911 71
Trencin, Slovak Republic, Organisation
Identification No.: 00 610 470, Tax
Identification No.: 2021254631, Deed of
aquisition of MoH SR No. 1970/1991-A/VIII-
1, dated 14 June 1991 (“Institution”)

Fakultna nemocnica Trencin, so sidlom na
adrese Legionarska 28, 911 71 Trencin,
Slovenskd republika, Identifikatné ¢&islo
organizacie: 00 610 470, Danové identifikacné
¢islo: 2021254631, Zriad'ovacia listina MZ SR
¢. 1970/1991-A/VIII-1 zo dna 14.6.1991
(d’alej ,,zdravotnicke zariadenie”)

and
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Jan Martis MD, with a working place at
Neurologicke oddelenie, Fakultna nemocnica
Trencin, Legionarska 28, 911 71, Trencin,
Slovak Republic (the “ Principal Investigator™)

MUDr. Jan  Marti§ s pracoviskom
Neurologické oddelenie, Fakultna nemocnica
Trenc¢in, Legionarska 28, 911 71 Trencin,
Slovenska republika (d’alej len ,,zodpovedny
sktiSajuci®)

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

a nadobuda platnost’ diiom podpisu poslednou
zmluvnou stranou podpisanou nizsie (d’alej len
,,datum nadobudnutia platnosti”).

Clinical Trial : 70033093STR3001

Klinické sktisanie : 70033093STR3001

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

Zastupca zadavatela pre kontrolné orgéany:
Janssen-Cilag International NV,
Turnhoutseweg 30, B-2340 Beerse, Belgicko

Study Product Milvexian Skusany produkt : Milvexian
Protocol : 70033093STR3001 " | Protokol 70033093STR3001
A Phase 3, Randomized, Double-Blind, | .,Randomizovang, dvojito zaslepené,

Parallel-Group, Placebo-Controlled Study to
Demonstrate the Efficacy and Safety of
Milvexian, an Oral Factor Xla Inhibitor, for
Stroke Prevention after an Acute Ischemic
Stroke or High-Risk Transient Ischemic
Attack

placebom kontrolované klinické skuSanie fazy
3 s paralelnymi skupinami na preukazanie

ucinnosti a  bezpeCnosti  milvexianu,
perordlneho inhibitora faktora Xla, ako
prevencia cievne] mozgovej prihody po

akutnej ischemickej cievnej mozgovej prihode
alebo vysokorizikovom tranzitdrnom
ischemickom ataku‘

EUdraCT number
26-00

2022-501176-

Cislo EUdraCT 2022-501176-26-00

Study Site ; Neurologicke
oddelenie Fakultnej nemocnice Trenc¢in

Skusajuce pracovisko Neurologické
oddelenie Fakultnej nemocnice Trenéin

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

Ked’Ze spolo¢nost’ Janssen menovala klinicka
vyskumntl organizéciu na obstaravanie sluzieb
podla tejto zmluvy a na ich poskytovanie
spolo¢nosti Janssen;

Whereas, CRO has requested Institution and | Ked’ze klinicka vyskumnd organizacia
its employees including Principal Investigator | poziadala zdravotnicke zariadenie
to provide services to CRO as described in this | vratane zodpovedného  skuSajiceho, aby
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Agreement by conducting Clinical Trial which
Is sponsored by Regulatory Sponsor involving
the Study Product according to the Protocol
(including subsequent Protocol amendments)
and Exhibits, which form an integral part
hereof;

poskytovali sluzby klinickej vyskumnej
organizéacii podla tejto zmluvy a vykonali
klinick¢é  skusanie  zadané  regulacnym
zadavatelom zahfnajuce skuSany produkt
podrla protokolu (vratane vSetkych néaslednych
dodatkov k protokolu) a priloh, ktoré tvoria
neoddelitel'na sucast’ tejto zmluvy;

Whereas, Institution is equipped and
authorized to undertake the Clinical Trial and
Institution and Principal Investigator have
agreed to perform the Clinical Trial on the
terms and conditions hereinafter set forth; and

ked’Ze je zdravotnicke zariadenie dostato¢ne
vybavené aopravnené na  vykonanie
klinického skuSania. Zdravotnicke zariadenie
a zodpovedny skusajuci suhlasili s vykonanim
klinického  skusania podla podmienok
stanovenych v tejto zmluve;

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

sa teraz preto po zvazeni predpokladov
a vzadjomnych prisl'ubov a zavazkov
uvedenych v tejto zmluve sa zmluvné strany
dohodli takto:

1. Performance of the Clinical Trial

1. Vykonanie klinického skuSania

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

1.1  Zmluvné strany sa dohodli, Ze protokol
(vratane vSetkych jeho naslednych dodatkov)
zaCleneny do tejto zmluvy odkazom na
prilohu A (pokial’ nie je pripojeny k tejto
zmluve, ale je vSetkym zmluvnym strandm
znamy) a ostatné prilohy tvoria neoddelite'na
sucast’ tejto zmluvy.

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

1.2 Zdravotnicke zariadenie a zodpovedny
skusajuci suhlasia, Ze vynaloZia maximalne
usilie a vyuziju svoje odborné znalosti na
vykonanie klinického sktSania v stlade
s protokolom, vSetkymi platnymi zdkonnymi a
regulanymi poZiadavkami, definovanymi
zmluvnymi podmienkami  tejto  zmluvy.
Zdravotnicke  zariadenie = azodpovedny
sktiSajuci nesmu zacat’ klinické skiiSanie bez
predchadzajiceho schvalenia etickej komisie,

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 3 of 248

Strana 37248




oznameni a d’alSich schvaleni pozadovanych
pravnymi predpismi.

1.3 In the event that the Principal
Investigator becomes no longer affiliated with
Institution, Institution shall provide written
notice to CRO as soon as possible and at the
latest within three (3) calendar days of such
departure. Janssen shall have the right to
approve any new Principal Investigator
designated by Institution. The new Principal
Investigator shall be required to agree to the
terms and conditions of this Agreement. In the
event Janssen does not approve such new
Principal Investigator, CRO or Janssen may
terminate this Agreement in accordance with
Section 2.2 below and Institution shall take all
necessary steps to accommodate CRO’s or
Janssen’s decision. If Principal Investigator is
to be temporarily absent from Institution for
more than ten (10) calendar days, but not more
than fourteen (14) calendar days, Institution
will  designate a  Sub-investigator to
temporarily supervise the Clinical Trial on the
Principal Investigator’s behalf. Institution will
document this designation and notify CRO in
writing of such designation prior to its
commencement. If Principal Investigator is, or
is to be, absent for more than fourteen (14)
calendar days, CRO or Janssen may terminate
this Agreement if Institution and Janssen
cannot agree on a replacement Principal
Investigator within a fourteen (14)-day period
from the day of written notification to
Institution about such absence of the Principal
Investigator.

1.3 Ak zodpovedny skusajici ukonci
spolupracu  s0 zdravotnickym  zariadenim,
zdravotnicke zariadenie to ¢o najskor pisomne
oznami klinickej vyskumnej organizacii,
najneskor vsak do troch (3) kalendarnych dni
od jeho odchodu. Spolo¢nost Janssen ma

pravo  schvalit  nového  zodpovedného
skusajuceho, ktorého vymenuje zdravotnicke
zariadenie. Od nového  zodpovedného

sktiSajuceho sa méa pozadovat’, aby suhlasil
S podmienkami tejto zmluvy. Ak spolo¢nost
Janssen nového zodpovedného skuSajuceho
neschvali, klinickd vyskumné organizécia
alebo spolo¢nost’ Janssen moze tato zmluvu
vypovedat’ podl'a nizSie uvedeného ¢lanku 2.2
a zdravotnicke zariadenie podnikne vSetky
potrebné kroky, aby klinickej vyskumnej
organizacii  alebo  spoloCnosti  Janssen
vyhovela. Ak bude zodpovedny skusajuci
docCasne chybat v zdravotnickom zariadeni
viac ako desat’ (10) kalendarnych dni, no
maximdlne S$trnast’ (14) kalendarnych dni,
zdravotnicke zariadenie vymenuje
spoluskusajiceho za docasny dozor nad
klinickym skaSanim v mene zodpovedného
skasajuceho. Zdravotnicke zariadenie
zdokumentuje toto vymenovanie a pisomne
oznami klinickej vyskumnej organizacii tato
skuto¢nost’ eSte pred jej zaCatim. Ak
zodpovedny skuSajuci chyba alebo ma chybat’
dlhsie ako S$trnast (14) kalendarnych dni,
klinickd  vyskumna  organizdcia  alebo
spolo¢nost’ Janssen moZzu vypovedat tato
zmluvu, pokial' sa zdravotnicke zariadenie
a spolo¢nost’ Janssen nezhodnu na nahrade za
zodpovedného skusajuceho do Strnéstich (14)
kalendarnych dni

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 4 of 248

Strana 4 z 248




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

1.4  Zdravotnicke zariadenie a zodpovedny
sktiSajuci mézu poverit’ ako spoluskusajucich
apersonal skasania také dalSie osoby
a personal skusania, aké budu povazovat za
potrebné, aby im pomohli pri vykonavani
klinického skusania. VSetci spoluskusajici
a personal skuSania musia byt dostatoCne
kvalifikovani, v€as vymenovani a musi sa
viest’ ich aktualizovany zoznam. Zodpovedny
sktSajuci zodpoveda za vedenie takéhoto timu
spoluskusajacich a persondlu skasania, ktory
musi byt vo vsSetkych ohl'adoch pisomne
zaviazany rovnakymi zmluvnymi
podmienkami ako zodpovedny skusSajlci
podla tejto zmluvy. Zdravotnicke zariadenie
a zodpovedny skusajici zodpovedaji za
sluzby vykonané ich personadlom a zavézuju sa
najmaé, ze tieto sluzby vykonaja kvalifikované
osoby. Ak  zdravotnicke  zariadenie
a zodpovedny skuSajici vyuzivaji sluzby
inych os6b na vykonanie klinického skusania
podla tejto zmluvy, zdravotnicke zariadenie
azodpovedny  skusajuci su  povinni
zabezpeCit, aby vSetky takéto osoby mali
nalezité licencie a opravnenia aaby konali

Institution and Principal Investigator
shall ensure that designated staff attend all
trainings conducted by Janssen or its designee
in the proper performance of the Protocol,
safety and reporting requirements, and any
other applicable guidelines relevant to the
Clinical Trial and performance of the Protocol.

Zdravotnicke zariadenie a zodpovedny
skuSajiici  zabezpecia, aby sa povereny
personal zucastnil na vSetkych Skoleniach
organizovanych spolo¢nostou Janssen alebo
jej zastupcom, ktoré sa tykaju riadneho plnenia
protokolu, poziadaviek na bezpecnost
a nahlasovanie a vsetkych dalsich platnych
usmerneni dolezitych pre klinické sktSanie
a plnenie protokolu.
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Use of Randomization Codes: The Principal
Investigator conducting a blinded study agrees
to maintain the blinding of the Study Product.
The Principal Investigator understands that the
randomization codes will be released upon
completion of the Clinical Trial and
finalization of the database by Janssen. For
multi-center studies, data from all centers are
required before the Clinical Trial is considered
complete. Should a medical emergency occur
requiring the Principal Investigator to break
the code for a specific subject, the Principal
Investigator agrees to notify Janssen
immediately.

V pripade zaslepenia klinického skiuSania;

Pouzivanie randomizaénych kodov:
Zodpovedny sktsajuci vykonavajuci
zaslepené skuSanie suhlasi, ze zachova

zaslepenie skuSaného produktu. Zodpovedny
skasajuci berie na vedomie, ze randomizacné
kody sa zverejnia az po dokonceni klinického
skasania auzavreti databazy spolo¢nostou
Janssen. V pripade multicentrickych skusani
sa klinické skusanie povazuje za dokoncené az
po ziskani udajov zo vSetkych pracovisk
skuSania. V pripade rychlej lekarskej pomoci,
ktora by od zodpovedného skuSajuceho
vyzadovala odslepenie kodu pre niektorého
ucastnika, zodpovedny skuSajuci sthlasi, Ze
otom bude bezodkladne informovat
spoloc¢nost’ Janssen.

1.5 For the performance of the Clinical Trial,
Janssen or its designee or CRO shall provide
the Study Product, all Clinical Trial related
documents (such as case report forms) and any
materials and equipment as detailed in Exhibit
B. Neither Institution nor  Principal
Investigator shall make any use of Study
Product and Clinical Trial related documents,
materials and equipment other than for the
performance of the Clinical Trial in strict
accordance with the Protocol and this

1.5 Spolocnost’ Janssen, jej zastupca alebo
zmluvna vyskumnd organizacia poskytne na
vykondvanie klinického sktSania skasany
produkt, vsSetky = dokumenty  suvisiace
S klinickym skaSanim (napriklad zdznamové
formulare ucastnikov klinického skusSania)
a vSetky materidly a vybavenie, ako je uvedené
Vv prilohe.  Zdravotnicke zariadenie  ani
zodpovedny skuSajici nesmu pouzit’ skusany
produkt ani dokumenty, materidly ¢i
vybavenie stvisiace s klinickym skuSanim na

Agreement. ziadny iny ucel, nez je vykonavanie tohto
klinického  sktGSania v prisnom  sulade
s protokolom a touto zmluvou.

1.6  Additional Research: Institution and | 1.6 ~ Dodato¢ny vyskum: Bez

Principal Investigator shall not conduct any | predchadzajticeho pisomného stihlasu

research nor facilitate third parties to conduct | klinickej ~ vyskumnej organizacie alebo

any research not required by the Protocol on (i) | spolocnosti Janssen nesmie zdravotnicke

Trial Subjects during the Clinical Trial
(including any additional research technique,
procedure, questionnaire, or observation), or
(i1) biological samples collected from Trial
Subjects during the Clinical Trial, or (iii) the

zariadenie ani zodpovedny skusSajuci vykonat
Ziaden vyskum, ani neumoZznia tretej strane
vykonat' ziaden vyskum, ktory protokol
nevyzaduje, na (i) ucastnikoch klinického
sktSania pocas klinického skiSania (vratane
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data derived from the Clinical Trial, each of (i),
(it), and (iii) without the prior written consent
of CRO or Janssen. Hereinafter, the research
described in the previous sentence shall be
referred to as “Additional Research”. In any
case where CRO or Janssen gives such
approval, the approved Additional Research
shall be considered either an amendment to the
original Protocol, or shall be the subject of
another written agreement between CRO and

Janssen and Institution and Principal
Investigator.  Institution and  Principal
Investigator shall conduct all Additional

Research in compliance with all applicable
regulations, including requirements for
obtaining appropriate EC approval and subject
informed consent. Without limiting any other
remedy available by law to Janssen, if
Institution and/or  Principal Investigator
conducts Additional Research in breach of this
section, and such Additional Research results
in an Invention (as defined in Section 8 below),
Institution and Principal Investigator (as
applicable) hereby grant to Janssen or its
designee an irrevocable, worldwide, royalty-
free, exclusive license, with right of sub-
license, to make, have made, use, have used,
sell, have sold, and import any such invention
that results from such Additional Research.
This Section shall survive termination or
expiration of this Agreement.

akejkol'vek  dalSej vyskumnej metddy,
postupu, dotaznika alebo sledovania), (ii)
biologickych vzorkach odobratych ucastnikom
klinického skusania pocas klinického skusania
alebo (iii) udajoch ziskanych z klinického
skasania. Vyskum opisany v predchadzajicej
vete sa dalej oznaCuje ako ,,dodatocny
vyskum®. Ak klinickd vyskumné organizécia
alebo spoloc¢nost’ Janssen udeli takyto sthlas,
schvaleny dodatocny vyskum sa bude
povazovat bud’ za dodatok pdvodného
protokolu, alebo bude predmetom dalSej
pisomnej dohody medzi klinickou vyskumnou
organizaciou a  spolo¢nostou  Janssen,
zdravotnickym zariadenim a zodpovednym
skasajucim. Zdravotnicke zariadenie
a zodpovedny skuaSajuci  vykonaju  kazdy
dodatony vyskum v stlade so vsetkymi
platnymi predpismi vratane poziadaviek na
ziskanie prislusného suhlasu EK
a informovanych sthlasov ucastnikov. Bez
obmedzenia d’alSich opravnych prostriedkov
dostupnych spoloc¢nosti Janssen podl'a zdkona,

ak  zdravotnicke  zariadenie = a/alebo
zodpovedny skusajuci vykona dodatocny
vyskum  vrozpore  Sstymto  clankom

a vysledkom takéhoto dodatocného vyskumu
bude vyndlez (podla definicie v ¢lanku 8
nizsie), zdravotnicke zariadenie a zodpovedny
sktSajuci (podla toho, o ktory pripad pojde)

tymto  spolo¢nosti  Janssen alebo fou
poverenému zastupcovi udel'uja
neodvolatel'nq, celosvetovu, bezplatna,
vyluéni  licenciu s pravom  udelovat’

sublicencie na pravo vytvorit’, nechat’ vytvorit,
pouzivat, nechat’ pouzivat’, predavat’, nechat’
predavat’ a dovazat kazdy takyto vyndlez,
ktory  vznikne ztakéhoto dodatocného
vyskumu. Tento ¢lanok zostane v platnosti aj
po vypovedani alebo skonceni platnosti tejto
zmluvy.
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1.7 Delegation by Janssen to CRO. 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 Institution and
Principal Investigator with respect to the Study
and this Agreement. Janssen shall notify
Institution and Principal Investigator should
this situation change at any point. Without
prejudice to any rights of Janssen under this
Agreement,  Institution and  Principal
Investigator acknowledge that CRO is the
VAT recipient of services under this
Agreement.

1.7 Poverenie klinickej vyskumnej
organizacie spolo¢nost’ou Janssen.
Spolo¢nost’”  Janssen  uzavrela  zmluvu

S klinickou vyskumnou organizaciou, aby
dohliadala na klinické skuSanie, monitorovala
a spravovala ho v sulade s platnymi pravnymi

predpismi atouto dohodou. Spolo¢nost
Janssen  opravnila  klinicki  vyskumnu
organizaciu, aby Vv stvislosti s tymto skuSanim
a zmluvou vybavovala komunikaciu
spolo¢nosti Janssen s0 zdravotnickym
zariadenim  a zodpovednym  skusSajucim.
Spolo¢nost’  Janssen bude zdravotnicke
zariadenie  a zodpovedného  skusajuceho

informovat’, ak sa tato situacia niekedy zmeni.
Zdravotnicke  zariadenie = azodpovedny
skasajaci bert na vedomie, Zze klinické
vyskumna organizécia je v ramci tejto zmluvy
prijemcom DPH za sluzby bez toho, aby boli
dotknuté akékol'vek prava spolo¢nosti Janssen
podla tejto zmluvy.

1.9 Home Healthcare Provider. Institution may
utilize the services of a Home Health Agency
in accordance with the terms and conditions of
Exhibit E (Home Healthcare Provider Annex).
Home Healthcare Provider. Institution may
subcontract Home Health Care in accordance
with the terms and conditions of Exhibit F
(Subcontracted Home Healthcare Annex).

1.9 Poskytovatel = domacej  zdravotnej
starostlivosti. Zdravotnicke zariadenie moze
vyuzivat’ sluzby domadcej zdravotnej agentiry

vsiulade so zmluvnymi  podmienkami
uvedenymi v prilohe E (Priloha pre
poskytovatel’a domécej zdravotnej
starostlivosti).

Poskytovatel’ domace;j zdravotnej
starostlivosti. Zdravotnicke zariadenie moéze
uzavriet  subdodavatel'ski  zmluvu na
poskytovanie domace;j zdravotnej
starostlivosti ~ vstlade so  zmluvnymi

podmienkami uvedenymi v prilohe F (Priloha
tykajiica sa subdodavok domadcej zdravotnej
starostlivosti).

2.  Term and Termination

2. Doba platnosti a vypovedanie zmluvy

2.1 The term of this Agreement shall begin
on the Effective Date and continue until the

2.1 Doba platnosti tejto zmluvy zacina
plynut od datumu nadobudnutia platnosti
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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
parties agree that the term may be amended by
mutual agreement of the parties.

a zmluva zostava v platnosti az do dokoncenia
klinického skuSania, ako to pisomne ozndmi
Klinickda vyskumna organizacia. Zmluvné
strany odhaduju, ze klinické skuSanie sa skon¢i
(i) 19. maja 2027 alebo (ii) Sest’ (6) mesiacov
po konecnom uzamknuti databazy, pokial
nebude predCasne ukonCené v stulade
S podmienkami tejto zmluvy. Zmluvné strany
sa dohodli, ze doba platnosti tejto zmluvy sa
modze upravit' na zaklade vzdjomnej dohody
zmluvnych stran.

2.2  This Agreement may be terminated by
any party at any time in the exercise of its sole
discretion without any reason upon fifteen (15)
calendar days prior written notice to the other
party(ies) from the date of last delivery of such
notice to the other contracting party(ies).
Reasons for termination may include but are
not limited to:

22 Tato zmluvu moze ktordkol'vek
zmluvna strana kedykol'vek vypovedat’ podla
vlastného uvéazenia aj bez udania ddvodu
zaslanim  pisomnej vypovede ostatnym
zmluvnym strandm s vypovednou lehotou
patnast (15) kalendarnych dni odo dna
dorucenia tejto pisomnej vypovede dalSej
zmluvnei' strane (am). “

dojst’ z nasledujucich dovodov:

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

(1) porusenie  zmluvy  vratane
nedodrzania protokolu a platnych pravnych
predpisov;

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

(i) ziskanie bezpecnostnych
informécii, ktoré takyto postup odévodnuju;

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

(iii) ak sa na pracovisku klinického
skasania do troch (3) mesiacov od zacatia
klinického  skuSania nezaradili  Ziadny
ucastnici.

Notwithstanding the above, CRO or
Janssen may immediately terminate, within its
sole judgment, the Clinical Trial if such
immediate termination is necessary based
upon considerations of patient safety or upon
receipt of data suggesting lack of sufficient
efficacy. Upon receipt of notice of termination,
Institution and Principal Investigator agree to
promptly terminate conduct of the Clinical
Trial to the extent medically permissible for
any individual who participates in the Clinical

Bez ohladu na vysSie uvedené mdze
klinickd  vyskumnd  organizdcia  alebo
spoloc¢nost’ Janssen klinické sktiSanie okamzite
ukoncit, ak je takéto okamzit¢ ukoncCenie
potrebné vzhladom na obavy o bezpecnost’

pacientov  alebo po ziskani  udajov
naznacujucich nedostatocnti ucinnost’.
Zdravotnicke  zariadenie a zodpovedny

skasajuci suhlasia, zZe po prijati vypovede
urychlene ukoncia vykonavanie klinického
skuSania v rozsahu, ktory bude zo zdravotného
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Trial (“Trial Subject”). In the event of
termination hereunder, other than as a result of
a material breach by Institution or Principal
Investigator, the total sums payable by CRO
pursuant to this Agreement shall be equitably
prorated for actual work performed to the date
of termination, with any unexpended funds
previously paid by CRO to Institution or
Principal Investigator being refunded to CRO.

hl'adiska pripustny pre ktorukol'vek osobu
zOcastiiujucu sa na klinickom skuSani (d’alej
,ucastnik klinického skusania®). V pripade
vypovedania podla tejto zmluvy ziného
dovodu, nez je jej =zavazné porusenie
zdravotnickym zariadenim alebo
zodpovednym skusajucim, sa celkové sumy
splatné klinickou vyskumnou organizaciou
podra tejto zmluvy pomerne rozdelia za pracu
skutocne vykonant k datumu vypovedania,
pricom vSetky nevynalozené financné
prostriedky,  ktoré  klinickd  vyskumna
organizacia uz vyplatila zdravotnickemu
zariadeniu alebo zodpovednému skusajiicemu,

sa musia vratit klinickej vyskumnej
organizacii.
2.3 Upon the earlier of the termination of | 2.3 Bud’ pri ukonceni klinického skusania,

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 its
respective  affiliates, and all Janssen
Confidential Information, as defined in Section
7.2 below, (b) Principal Investigator shall
return to CRO or Janssen or its respective
affiliates or destroy upon instructions of CRO
or its affiliates, all unused Study Product, and
(c) Principal Investigator shall treat materials
and equipment provided by Janssen or CRO or
its respective affiliates in accordance with
Exhibit B, and if Exhibit B requires the return
of any materials and/or equipment, Principal
Investigator shall return them upon the
instructions of CRO or its affiliates. This
provision does not apply to those documents
that should be maintained and retained by the
Principal Investigator at the Study Site, as
defined in the Protocol and as required by
applicable laws and regulations.

alebo pri vypovedani tejto zmluvy (podl'a toho,
¢o nastane skor), (a) zodpovedny skusajuci
okamzite  doru¢i  klinickej  vyskumne;j
organizacii a spolo¢nosti Janssen vSetky udaje
vytvorené v dosledku klinického skusania,
vSetky odobraté klinické vzorky, vSetky
dokumenty a udaje poskytnuté klinickou
vyskumnou organizaciou alebo spolo¢nost’ou
Janssen a jej prisluSnymi pobockami a vSetky
doverné informécie spolocnosti Janssen
definované nizsie v clanku 7.2, (b)
zodpovedny  skuSajuci  vrati  klinickej
vyskumnej organizicii alebo spolo¢nosti
Janssen alebo jej pobockdm vsetky nepouzité
skuSané produkty a (c) zodpovedny skusajuci
bude zaobchadzat so vSetkymi materidlmi a
vybavenim dodanym spolo¢nostou Janssen
alebo klinickou vyskumnou organizaciou
alebo jej prisluSnymi pobockami v sulade s
prilohou B, a ak sa podl'a prilohy B vyzaduje
vratenie akychkol'vek materidlov a/alebo
vybavenia, zodpovedny skuSajici ich vrati
podla  pokynov  klinickej  vyskumnej
organizacie alebo jej pobociek. Toto
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ustanovenie sa nevztahuje na dokumenty,
ktoré si ma zodpovedny skusajici ponechat’ a
uchovavat’ na pracovisku klinického skusania
podla ich definicie v protokole a podla
poziadaviek platnych pravnych predpisov a
nariadeni.

2.4 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.

24 Ak je klinické skuSanie
multicentrickym sk@Sanim a ak je to mozné,
tak po vypovedani zmluvy zodpovedny
sktiSajuci na poziadanie klinickej vyskumne;j
organizacie alebo spolo¢nosti Janssen odosle
ucastnikov  klinického sktSania na iné
pracoviskd  klinického skuSania urcené
spolo¢nostou Janssen.

3. Ethics Committee (EC) - Informed
Consent — Authorizations

3. Eticka komisia (EK) — Informovany
suhlas — Povolenia

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

3.1 Vsulade s pravnymi predpismi a
nariadeniami  platnymi pre  pracovisko
klinick¢ého skuSania za ziskanie suhlasu
zodpoveda spolocnost’ Janssen alebo CRO za
ziskanie schvalenia protokolu a jeho dodatkov,
formuldru informovaného sthlasu, postupov
tykajtcich sa ndboru ucastnikov do klinického
skuSania (napr. oznamenia, pripadné finan¢na
odmena) a ostatnych prislusnych dokumentov
tykajucich sa klinického skuSania od prislusnej
EK, a to este pred zacatim klinického skusania.
Ak EK vyZaduje zmeny v protokole, formulari
informovaného suhlasu alebo postupoch
naboru ucastnikov do klinického skusSania,
takéto zmeny sa nemoOzu uskutocnit, kym
nebude klinickda vyskumnd organizicia
informovana a neposkytne pisomné
schvalenie. Protokol, formular informovaného
suhlasu ani 7Ziadna reklama sa nesmu
upravovat’ bez predchadzajuceho pisomného
suhlasu klinickej vyskumnej organizacie a EK.
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3.2 Institution and Principal Investigator
shall also be responsible for adequately
informing the Trial Subject and for obtaining
an informed consent form signed by or on
behalf of each Trial Subject, which informed
consent form shall be approved by CRO and
the EC, prior to the Trial Subject’s
participation. The informed consent form shall
include the right for CRO, Janssen and its
designees and applicable  government
authorities to review raw Clinical Trial data,
including original subject records, in all
monitoring and auditing activities required to
ensure quality assurance and compliance with
the Protocol as well as all legal and regulatory
requirements. The informed consent form shall
also include the right for and its affiliates to
conduct additional reviews of the data to study
the safety and efficacy of the Study Product
and other products and treatments, to develop
a better understanding of disease or to improve
the efficiency of future clinical studies.

3.2 Zdravotnicke zariadenie a zodpovedny
skaSajici  su  tiez povinni  primerane
informovat’ ucastnikov klinického skuSania
a ziskat formuldre informovaného suhlasu
podpisané ucastnikmi klinického skusania
alebo vich mene, pricom tento formular
informované¢ho sthlasu schvali klinické
vyskumna organizacia a EK este pred ticast'ou
ucastnikov na klinickom skusSani. Formular
informovaného sthlasu musi obsahovat’ pravo
klinickej vyskumnej organizacie, spolo¢nosti
Janssen, jej zastupcov a prislusnych Statnych
organov na kontrolu nespracovanych udajov
z klinického skusania vratane originalnych

zaznamov ucastnikov  vramci  vSetkych
monitorovacich  a auditorskych  ¢innosti
potrebnych  na  zabezpeCenie  kvality

a dodrziavania protokolu, ako aj vSetkych
zdkonnych a regulaénych poziadaviek.
Formular informovaného suhlasu bude
obsahovat’ aj pravo jej pobociek vykonavat
dodatocné¢ kontroly tudajov s cielom
preskimat’ bezpecnost’ a t¢innost’ skusaného
produktu a inych produktov a lie¢bou s cielom
lepSie porozumiet’ ochoreniu alebo zlepsit
ucinnost’ budicich klinickych skusani.

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

3.3.  Spoloc¢nost’” Janssen zodpoveda za
splnenie vSetkych d’alSich formalit tykajucich
sa povoleni na vykonavanie klinického
skusania (napr. podanie ziadosti o povolenie
klinického skusania) a na vyrobu, dodavanie ¢i
dovoz skaSan¢ho produktu, aV pripade
potreby za ziskanie pisomného povolenia od
kompetentnych zdravotnickych tradov pred
zacatim klinického skuSania.
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4.  Reporting of Data and Adverse Events

4,  Nahlasovanie udajov a neziaducich
udalosti

4.1  Principal Investigator agrees to provide
CRO and Janssen periodically and in a timely
manner with all Clinical Trial results and other
data called for in the Protocol on properly
completed (written or electronic) case report
forms.

4.1  Zdravetnickezariadente-a Zodpovedny
skuSajuci suhlasi, Ze bude pravidelne a vcas
poskytovat’ klinickej vyskumnej organizacii a
spolo¢nosti  Janssen  vSetky  vysledky
klinického skusSania a d’alSie udaje pozadované
protokolom na riadne (pisomne alebo
elektronicky)  vyplnenych  zdznamovych
formuldrov ucastnikov klinického skiiSania.

4.2 Electronic Data Capture (""EDC"):
Principal Investigator will submit Clinical
Trial data using the electronic system provided
by Janssen or CRO. Institution/Principal
Investigator shall prevent unauthorized access
to the data by maintaining physical security of
the  computers and  ensuring  that
investigational staff maintains the
confidentiality of their passwords. Principal
Investigator shall also comply with CRO’s
instructions for data entry into the system,
which includes that investigational staff using
the system understands that their electronic
signatures are the legally binding equivalent of
handwritten signatures, and they attest to the
accuracy and completeness of the data entered.

4.2 Elektronicky zber udajov (d’alej len
»EDC*, Electronic Data  Capture):
Zdravotnicke—zariadenie—alebe Zodpovedny
skasajuci bude udaje z klinického skusSania
odosielat’ pomocou elektronického systému,
ktory zabezpeci spolo¢nost’ Janssen or CRO.
Zdravotnicke zariadenie alebo zodpovedny
sktiSajici zabrdnia nepovolenému pristupu
Ktymto udajom udrziavanim fyzického
zabezpecCenia pocitaCov a zaistenim toho, ze
personal skuisania bude svoje hesla uchovavat
ako doverné. Zodpovedny skuSajici musi
dodrziavat’ pokyny klinickej vyskumne;j
organizacie na zadavanie tdajov do systému,
¢o zahfla aj to, ze personal skuSania
pouzivajuci tento systém berie na vedomie, ze
elektronické podpisy st pravne zavidznym
ekvivalentom ruénych podpisov a potvrdzuje
presnost’ a uplnost’ zadanych tdajov.

Institution /Principal Investigator agree to
collect all Clinical Trial data (electronic or
paper) in 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
procedures have been completed or test results
are available, unless otherwise specified in the
Protocol. Principal Investigator also agrees to
provide appropriate responses to queries

Zdravotnicke zariadenie alebo zodpovedny
skasajuci  suhlasia, Ze vSetky udaje
z klinického skusania (v elektronickej alebo
papierovej forme) budi zbierat' do zdrojovej

dokumentacie pred ich zadanim do
elektronického  zdznamového  formulara
ucastnika klinického skuSania (d’alej len

»elektronicky zdznamovy formular ucastnika
klinického skasania®). Elektronicky
zaznamovy formuldr ucastnika klinického
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received within five (5) working days of
receipt, unless otherwise specified in the
Protocol.

skiSania sa musi vyplnit do piatich (5)
pracovnych dni od dokoncenia procedur
V ramci navstev alebo dostupnosti vysledkov
vySetreni, pokial protokol neuvadza inak.
Zdravotnicke—zariadenie—alebo Zodpovedny
skusajuci tiez suhlasi, ze poskytne primerané
odpovede na prijaté otazky do piatich (5)
pracovnych dni od ich prijatia, pokial’ protokol
neuvadza inak.

In the event 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.

Ak zodpovedny skuSajuci alebo—it
zdravotnicke—zariadenie—nezada udaje do
elektronického  zdznamového  formulara
ucastnika klinického skusania alebo neodpovie
na otdzky vo vysSie uvedenych lehotéach,
spolo¢nost’ Janssen moéze podla vlastného
uvazenia ihned’ prijat napravné opatrenia.
Medzi tieto opatrenia moze patrit najma
doasné  pozastavenie  skriningu  alebo
zarad’ovania ucastnikov, dodatoc¢né
monitorovacie navstevy, zvazenie auditu
pracoviska klinického sktSania a mozné
ukoncenie ucasti pracoviska na klinickom
skuSani.

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

4.3  Zdravetniekezariadenie-a-Zodpovedny
sktSajuci tiez suhlasi, Ze spolo¢nosti Janssen
okamzite, najneskdr vSak do dvadsiatich
Styroch (24) hodin, ozndmi kazdi zavaznu
neziaducu udalost’ ainé dolezZité zdravotné
udalosti, ako je uvedené v protokole, ktoré
postihnll ktoréhokol'vek ucastnika klinického
skusania v klinickom skuSani. Zdravetnieke
zariadenie—a Zodpovedny skusSajuci  d’alej
stihlasi, ze doplni takéto hlasenie podrobnymi
pisomnymi spravami v sulade so vSetkymi
zakonnymi a regulacnymi poZiadavkami.

4.4 Timely, accurate and complete data
submission and query responses are necessary
to ensure payment in accordance with the

4.4 Vcasné, presné a kompletné zasielanie
udajov a odpovedi na otdzky je podmienkou na
uhradu platieb podl'a harmonogramu platieb
uvedeného v prilohe B tejto zmluvy.
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Payment Schedule, Exhibit B of this

Agreement.

5. Monitoring of Clinical Trial — Audit —
Inspections

5. Monitorovanie klinického skuSania —
Audit — In$pekcie

5.1  Monitoring — Audit 5.1  Monitorovanie — Audit
During and after the term of this V priebehu platnosti tejto zmluvy a po
Agreement,  Institution and  Principal | jej  uplynuti  zdravotnicke  zariadenie

Investigator agree to permit representatives of
CRO, Janssen and/or the competent health
authorities (including, if applicable, the US
FDA) to examine at any reasonable time
during normal business hours

a zodpovedny skusajaci suhlasia, ze klinickej
vyskumnej organizacii, spolocnosti Janssen
alebo kompetentnym zdravotnickym uradom
(vratane amerického Uradu pre kontrolu
potravin alie¢iv, ak sa to na skuSanie
vzt'ahuje) umoznia, aby mohli kedykol'vek
V primeranom ¢ase pocas beznej pracovnej
doby skontrolovat:

(1) the facilities where the Clinical
Trial is being conducted,

Q) priestory,
vykonava klinické skusanie,

Vv ktorych sa

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

(i) nespracované udaje
z klinického skuSania vratane originalnych
zaznamov ucastnikov  skuSania, ak to
podmienky formulédra informovaného suhlasu
a platné pravne predpisy povoluju,

(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

(iii) vsetky dalsie dolezité
informécie potrebné na potvrdenie, Ze sa
klinick¢é  skuSanie = vykonava v sulade
s protokolom  aplatnymi zakonnymi a
regulaénymi poZiadavkami vratane pravnych

privacy and security laws and regulations. predpisov 0 ochrane osobnych tudajov
a sukromia.
5.2  Inspections 5.2  InSpekcie
Institution and Principal Investigator Zdravotnicke zariadenie a zodpovedny
shall immediately notify CRO if a competent | skusajuci  okamzite oznamia  klinickej
health authority schedules or, without | vyskumnej organizacii, ak nejaky
scheduling, begins an inspection and shall | kompetentny zdravotnicky trad oznami

promptly, upon issuance, provide CRO a copy
of any health authority’s correspondence
resulting from any such inspection.

planovani inSpekciu alebo bez oznamenia
zacne neplanovanu in$pekciu, a bezodkladne
po vyhotoveni klinickej vyskumnej organizacii
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poskytnu kopiu akejkol'vek koreSpondencie
S prisluSnym zdravotnickym organom, ktora
vyplyva z takejto inSpekcie.

5.3 Institution and Principal Investigator
agree to take any reasonable actions requested
by CRO to cure deficiencies noted during an
audit or inspection. In addition, CRO or its
designees shall have the right to review and
approve any correspondence to a competent
health authority generated as a result of such
health authority’s inspection prior to
submission by Institution or Principal
Investigator and, to the extent not prohibited
by law or by the applicable health authority,
the right to have a representative present
during any inspection.

5.3 Zdravotnicke zariadenie a zodpovedny
skuSajiici  sthlasia, ze podniknu vSetky
primerané opatrenia, ktoré klinicka vyskumna
organizacia pozaduje na napravu nedostatkov
zistenych pocas auditu alebo inSpekcie.
Klinickd vyskumnd organizécia alebo jej
zastupcovia maju navyse pravo na posudenie
aschvélenie koreSpondencie  prislusnému
zdravotnickemu organu, ktora je vysledkom
inSpekcie daného zdravotnickeho organu, a to
eSte skor ako ju inStiticia alebo zodpovedny
skuSajuci  odosle, avrozsahu, ktory
nezakazuju prévne predpisy alebo prislusny
zdravotnicky trad, maju pravo mat pocas
akejkol'vek inSpekcie pritomného zastupcu.

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

5.4  Ustanovenia odsekov 5.1, 5.2 a5.3
zostanu v platnosti aj po vypovedani alebo
skonceni platnosti tejto zmluvy.

6. Compliance with Applicable Laws 6. Dodrziavanie platnych pravnych
predpisov
6.1  The parties agree to conduct the | 6.1  Zmluvné strany suhlasia, ze budi

Clinical Trial and maintain records and data
during and after the term of this Agreement in
compliance with all applicable legal and
regulatory requirements, as well as with
generally accepted conventions such as the
Declaration of Helsinki and the ICH-GCP
guidelines.

vykonavat' klinické skuSanie a uchovavat
zdznamy audaje pocas doby platnosti tejto
zmluvy a po jej uplynuti v stilade so vSetkymi
platnymi  zakonnymi a  regulacnymi
poziadavkami, ako aj so vSeobecne
uznavanymi konvenciami, akou je napriklad
Helsinska deklaracia a smernice
Medzinarodnej konferencie o harmonizéacii —
Spravna klinickd prax (d’alej len ,,smernica
ICH-GCP*).
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6.1B In exceptional circumstances, Janssen
or CRO may agree to store Clinical Trial
documents on behalf of Institution and/or
Principal Investigator at a mutually agreed
third party site. Such documents will only be
accessed with the written consent of Institution
and/or Principal Investigator. In case of
retrieval of the Clinical Trial documents,
stored on behalf of Institution and/or Principal
Investigator, prior notice to and authorization
by Janssen or CRO is required. If Principal
Investigator wants to assign the Clinical Trial
records to another party or move them to
another location, prior notice to and
authorization by Janssen or CRO is required.
Janssen or CRO will notify Institution and/or
Principal Investigator in writing when related
records are no longer needed which under the
applicable regulations is a minimum of 5 years
after completion of the Clinical Trial.

6.1B Za vynimo¢nych okolnosti mozu
spolo¢nost’ Janssen alebo klinickd vyskumna
organizacia suhlasit, Ze budi dokumenty

klinického skuSania uchovavat v mene
zdravotnickeho zariadenia alebo
zodpovedného skusajiceho na vzajomne

dohodnutom pracovisku tretej strany. Pristup
k takymto dokumentom bude mozny len na
zaklade pisomného suhlasu zdravotnickeho
zariadenia alebo zodpovedného skusajaceho.
V pripade potreby vyzdvihnutia dokumentov
klinického skuSania uchovavanych v mene

zdravotnickeho zariadenia alebo
zodpovedného skuSajuceho sa vyzaduje
predchddzajice = oznamenie spolo¢nosti

Janssen alebo klinickej vyskumnej organizacii
ajej povolenie. Ak bude zodpovedny
skasajuci  chciett  presunut  zaznamy
z klinického sktiSania na iné miesto, vyzaduje
sa predtym pisomné oznamenie spolo¢nosti
Janssen alebo klinickej vyskumnej organizacii
ajej povolenie. Spolo¢nost’ Janssen alebo
klinickd vyskumné organizécia bude pisomne
informovat’ zdravotnicke zariadenie alebo
zodpovedného skusajuceho, ked zdznamy uz
nebudii potrebné, ¢o je podla platnych
pravnych predpisov minimalne 5 rokov po
dokonceni klinického skuSania.

6.2  Healthcare Compliance with Anti-
Corruption Laws and Foreign Corrupt
Practices Act (“FCPA”)

6.2 Dodrziavanie protikorupénych
pravnych predpisov v oblasti zdravotnej
starostlivosti  azakon o zahrani¢nych
korupénych praktikach (d’alej len ,, FCPA*)
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Institution represents and warrants that neither
Institution nor any of its affiliates, nor any of
their respective directors, officers, employees
or agents and Principal Investigator (all of the
foregoing, including affiliates collectively,
“Institution Representatives”) has taken any
action that would result in a violation by such
persons of local or international anti-bribery
laws, rules or regulations applicable to either
or both Institution and Janssen (collectively the
“Anti-Corruption Laws”).

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

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

Institution shall maintain effective internal
accounting control and shall make sure all
aspects of this Clinical Trial are recorded in its
books and records in an accurate, complete and
truthful way and that the documents on which

Zdravotnicke zariadenie vyhlasuje a zarucuje
sa, ze ani ono samo, ani ziadna z jeho
pobociek, ziadny z ich riaditel'ov, tradnikov,
zamestnancov ¢i agentov ani zodpovedny
skasajici (vSetky vySSie uvedené subjekty
vratane pobociek dalej oznacované ako
»Zastupcovia  zdravotnickeho zariadenia®)
neprijali Ziadne opatrenia, ktoré by viedli
K poruSeniu  tychto  miestnych  alebo
medzinarodnych protikorupénych pravnych
predpisov, pravidiel anariadeni, ktoré sa
vztahujiit na  zdravotnicke  zariadenie
a spolo¢nost’ Janssen (spolu ako
,protikorup¢éné pravne predpisy) takouto
osobou.

Zdravotnicke zariadenie priamo ani nepriamo
nevykond Ziadne platby, neponukne ani
neprevedie ziadnu hodnotn vec, ani neschvali
ani neprislubi ziadnu platbu, ponuku ani
prevod akejkol'vek hodnotnej veci ziadnemu
Statnemu predstavitel'ovi, Statnemu
zamestnancovi,  politickej  strane  ani
kandidéatovi na politickil funkciu ani Ziadnej
tretej strane na ucely ovplyvnenia rozhodnuti
tykajucich sa spolo¢nosti Janssen a/alebo jej
podnikania spdsobom, ktory by poruSoval
protikorup&né pravne predpisy.

Zdravotnicke zariadenie a zastupcovia
zdravotnickeho zariadenia podnikajii a budu
podnikat’ v stlade s protikorupcnymi
pravnymi predpismi a zdravotnicke zariadenie
bude mat zavedené potrebné postupy na
zabranenie podplacaniu a korupcii zastupcami
zdravotnickeho zariadenia, kteryeh—stcaston

Zdravotnicke zariadenie bude
ucinn  interni kontrolu  Uctovnictva
a zabezpe¢i, aby boli vSetky aspekty
klinického skuSania zaznamenané v uctovnych

udrziavat’
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such books and records are based are in all
major aspects accurate, complete and
true. Institution shall maintain and provide
Janssen and/or CRO and its auditors and other
representatives with access to records
(financial and otherwise) and supporting
documentation related to the subject matter of
the Agreement as may be requested by Janssen
and/or CRO in order to document or verify
compliance with the provisions of this Section;
and

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

ainych zaznamoch presne, Uplne a pravdivo
a aby doklady, z ktorych takéto Gétovné a iné
zaznamy vychadzaju, boli presné, uplné
a pravdivé vo vSetkych hlavnych aspektoch.
Institucia bude viest’ zaznamy (finan¢né aj in¢)

apodporni  dokumentaciu  tykajicu  sa
predmetu tejto zmluvy a poskytne k nim
spolocnosti ~ Janssen  a/alebo  klinickej

vyskumnej organizacii a jej auditorom a
ostatnym zastupcom pristup, o ¢o ju moze
poziadat’ spolocnost’ Janssen a/alebo klinicka
vyskumna organizacia S cielom
zdokumentovat’ alebo overit dodrziavanie
ustanoveni tohto ¢lanku; a

Bez ohl'adu na ¢lanok 2 (Doba platnosti a
vypovedanie  zmluvy) a  ¢lanok 10
(Odskodnenie) plati, Ze ak inStitucia nedodrzi
niektoré z ustanoveni tohto ¢lanku, takéto
porusenie sa bude povazovat za zavazné
porusenie zmluvy a pri kazdom takomto
poruseni bude mat’ spolo¢nost’ Janssen a/alebo

klinickd  vyskumnd  organizicia  pravo
vypovedat’ zmluvu s okamzitou i€¢innost’ou na
zaklade pisomného oznamenia

zdravotnickemu zariadeniu bez toho, aby mali
spolocnost’ Janssen a klinickd vyskumna

organizécia akukol'vek financnu
zodpovednost  alebo  akukolvek  inu
zodpovednost’ vyplyvajicu z takéhoto
ukoncenia.

6.3  Privacy & Data Security 6.3  Ochrana osobnych udajov

a siukromia

6.3.1 Each party agrees that its collection,
processing and disclosure of any data relating
to an identified or identifiable individual
(“Personal Information™) in connection with
this Agreement is and will be in compliance
with  applicable data protection laws,

6.3.1 Kazd4d zmluvnd strana sthlasi, ze jej
zber, spracovanie a spristupniovanie
akychkol'vek  udajov tykajtcich sa
identifikovanej alebo identifikovatel'nej osoby
(d’alej len ,,0sobné udaje) v suvislosti s touto
zmluvou je abude vstlade s platnymi
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including, where applicable, the EU General
Data Protection Regulation (the “GDPR”), and
that it has obtained all rights and consents
necessary to collect, process and disclose the
Personal Information. When collecting and
processing Personal Information, the parties
agree to take appropriate measures to
safequard the Personal Information, to
maintain the confidentiality of Trial Subject
related health and medical information, to
properly inform the concerned data subjects
about the collection and processing of their
Personal Information, to grant data subjects
reasonable access to their  Personal
Information, to address other data subject
rights as per applicable law, and to prevent
access by unauthorized persons.

pravnymi predpismi 0 ochrane osobnych
udajov vratane (podl'a okolnosti) vS§eobecného
nariadenia EU o ochrane tdajov (d’alej len
,hariadenie GDPR®), a Ze ziskala vSetky prava
a suhlasy potrebné na zber, spractivanie
a zverejnovanie osobnych udajov. Pri zbere
a spracuvani osobnych udajov zmluvné strany
stihlasia, ze podniknu primerané opatrenia na
ochranu  osobnych  tudajov, zachovaju
dovernost’ zdravotnych a klinickych udajov
ucastnikov klinického skuiSania, budu riadne
informovat’ prislusné dotknuté osoby o zbere
a spracuvani ich osobnych udajov, poskytni
dotknutym osobam primerany pristup k ich
osobnym udajom, budii venovat pozornost
dals$im pravam dotknutych o0s6b podla
platnych pravnych predpisov a zabrdnia
V pristupe neopravnenym osobam.

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

6.3.2 Zdravotnicke zariadenie a zodpovedny
skasajuci  zavedu  primerané technické
a organizacné opatrenia, aby zabezpecili taka
uroveii  bezpecnosti  osobnych  udajov
spracuvanych v suvislosti s touto zmluvou,
aka je primerana danému riziku.

6.3.3 Institution and Principal Investigator
represent, warrant and covenant that Personal
Information related to Trial Subjects, when
supplied to Janssen and/or CRO, will be
pseudonymized to replace any information that
directly identifies a Trial Subject with a subject
identification code. Principal Investigator will
not provide Janssen or CRO with the key or
code that enables Trial Subjects to be re-
identified. Institution ~ and  Principal
Investigator will notify Janssen and/or CRO
immediately if Institution and/or Principal
Investigator discovers that any Data (defined
in Section 7.1) concerning Trial Subjects
provided to Janssen and/or CRO does not
satisfy this requirement. Principal Investigator

6.3.3 Zdravotnicke zariadenie a zodpovedny
skasajaci vyhlasuju, zarucuja a zavizuju sa, ze

osobné udaje tykajice sa ucCastnikov
klinického skuSania dodané spolocnosti
Janssen  a/alebo  klinicke;  vyskumne;j

organizacii sa budu pseudonymizovat’, pricom
sa kazdy udaj priamo identifikujtci ucastnika
skoSania nahradi identifikacnym koédom
ucastnika. Zodpovedny skusajuci neposkytne
spolo¢nosti Janssen ani klinickej vyskumne;j
organizacii kl'u¢ ani koéd, ktoré umoziuji
opédtovnu identifikdciu ucastnikov skusania.
Zdravotnicke  zariadenie  azodpovedny
sktiSajuci budi spolo¢nost’” Janssen a/alebo
klinicka  vyskumnu organizdciu okamzite
informovat, ak zistia, ze niektoré tudaje
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will cooperate with all Janssen and/or CRO
requests to mitigate any harm resulting from
any such disclosure of Data. In such an event,
Institution and Principal Investigator will
deliver corrected Data to Janssen and/or CRO
as promptly as possible at no extra expense to
Janssen and/or CRO.

(definované¢ v c¢lanku 7.1)  tykajice sa
Gi¢astnikov klinického skii$ania nespliaji tito
poziadavku. Zodpovedny skusajici poskytne
spolocnosti ~ Janssen  a/alebo  klinickej
vyskumnej organizacii sucinnost’ pri rieseni
vSetkych jej poziadaviek na napravu kazdej
Skody, ktora vyplyva z takéhoto zverejnenia
udajov. Vtakom pripade zdravotnicke
zariadenie a zodpovedny skuSajtci ¢o najskor
dodajui spolocnosti Janssen a/alebo klinickej
vyskumnej organizacii opravené¢ udaje bez
d’alsich nakladov pre spoloc¢nost’ Janssen
a/alebo klinickl vyskumnl organizaciu.

6.3.4 In case of a breach of security leading
to the accidental or unlawful destruction, loss,

alteration, unauthorized disclosure of, or
access to, Personal Information data
transmitted, stored or otherwise processed
(“Privacy Incident”), Institution and/or

Principal Investigator will immediately after
becoming aware of a Privacy Incident notify
Janssen and/or CRO. Such notification shall
specify the nature of the Privacy Incident, the
categories and approximate number of data
subjects and Personal Information records
impacted by such Privacy Incident. Institution
and Principal Investigator agree to fully
cooperate with Janssen and/or CRO,
investigate and resolve any such Privacy
Incident and provide Janssen and/or CRO any
information necessary to provide notifications.

6.3.4 V pripade narusenia  bezpecnosti
vediiceho k ndhodnému alebo nezdkonnému
zniCeniu, strate, zmene, neopravnenému
zverejneniu  alebo pristupu k prenasanym,
uchovavanym alebo inak spraciivanym
osobnym udajom (dalej len ,incident
narusenia sukromia®), bude institicia alebo
zodpovedny skusajtci informovat’ spolocnost’
Janssen  a/alebo  klinickt  vyskumni
organizaciu ihned’ potom, ako sa o takomto
incidente  naruSenia  sukromia  dozvie.
V takomto ozndmeni musi byt uvedena
podstata incidentu naruSenia stkromia,
kategorie a priblizny pocet dotknutych osob
a zdznamy osobnych udajov, ktoré takyto
incident naruSenia sukromia ovplyvilujul.
Institucia a zodpovedny skusajuci stihlasia, Ze
budi vplnej miere spolupracovat’ so
spolocnostou Janssen a/alebo klinickou
vyskumnou organizaciou, preSetria a vyrieSia
kazdy takyto incident naruSenia sukromia
aposkytni  spolo¢nosti  Janssen a/alebo
klinickej vyskumnej organizacii = vSetky
informacie potrebné na poskytnutie oznameni.

6.3.5 Institution and Principal Investigator
agree to fully cooperate with respect to any
data protection impact assessments and/or

6.3.5 Zdravotnicke zariadenie a zodpovedny
skusajuci suhlasia, ze buda v plnej miere
spolupracovat’ pri akychkol'vek hodnoteniach
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prior consultations that may be required with
respect to the processing of Personal
Information under the Agreement.

dosahu opatreni na ochranu osobnych tudajov
alebo predchadzajucich konzultacii, ktoré
mozu byt  potrebné v suvislosti  so
spracuvanim osobnych udajov podla tejto
zmluvy.

6.3.6 Institution and Principal Investigator
shall not engage any third party, including any
affiliate or subcontractor, as data processor (as
defined under applicable data protection law)
for the performance of their respective
activities under this Agreement, without
Janssen’s prior written approval. In the event
Janssen consents to such third party data
processor, Institution  and Principal
Investigator (i) shall be responsible for
ensuring that any permitted third-party data
processor complies with this Agreement, the
applicable data protection law and regulations,
and (i) shall be fully liable to Janssen for all
actions of such third-party data processors.

6.3.6 Bez predchadzajiceho pisomného
suhlasu spolo¢nosti Janssen zdravotnicke
zariadenie  ani  zodpovedny  skuSajuci

nepoveria ziadnu tretiu stranu ani Ziadnu svoju
pobocku ¢i subdodavatel’a ulohou
sprostredkovatel’a udajov (v zmysle
definovanom v platnych pravnych predpisoch
0 ochrane osobnych udajov), aby vykonaval
ich prislusné Ccinnosti podla tejto zmluvy.
V pripade, ze spolo¢nost’ Janssen takuto tretiu
stranu Vv ulohe sprostredkovatela udajov
odsuhlasi, zdravotnicke zariadenie
a zodpovedny skuSajuci (i) zodpovedaju za
zabezpecenie toho, aby kazda takato povolena
tretia strana v ulohe sprostredkovatel'a idajov
dodrziavala tato zmluvu aplatné pravne
predpisy 0 ochrane osobnych udajov a (ii)
budt spoloc¢nosti Janssen v plnej miere rucit’
za kazdé konanie takejto tretej strany v tlohe
sprostredkovatel’a idajov.

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

6.3.7 Osobné udaje tykajuce sa
zodpovedného skusajiiceho a vsetkych ¢lenov
personalu skiSania (napr. meno, adresa
nemocnice alebo Kliniky, telefonne Ccislo,
zivotopis) sa mozu prenasat’ do inych pobociek
spolo¢nosti Johnson & Johnson na ucely
monitorovania liekov, implementécie,
zdokumentovania a kontrolovania klinickych
skaSani, ako aj na ucely kontaktovania
uvedenych o0s6b aich prislusnych tradov na
celom svete v pripade budtcich skuSani alebo
vyskumov, na ktorych sa mozu podielat.
Zmluvné strany tieZ suhlasia s pouZivanim
osobnych udajov, ktoré poskytne zodpovedny
sktSajici, na riadenie internych sktSani a na
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and complete way in other systems, in
compliance with this Section.

zabezpecCenie toho, aby boli kontaktné udaje
obsiahnuté v inych systémoch doveryhodnym
a kompletnym sposobom aV sulade s tymto
¢lankom.

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

The 2021 SCCs which are incorporated into
Exhibit D 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
“Union”, “EU,” “Member State” will be
interpreted as references to Switzerland and

6.3.8 Spoloc¢nost’ Janssen mé pravo prenasat’
osobné udaje do dalsich pobociek skupiny
spolo¢nosti  Johnson & Johnson aich
prislusnym  zastupcom ako  klinickym
vyskumnym organizacidm na celom svete.
V sulade s tym sa osobné udaje mozu prenasat’
do krajin mimo Eurépskeho hospodarskeho
priestoru (EHP), ako st napriklad Spojené
$taty americké, ktorym podla EU v sGiéasnosti
chybaju primerané¢ pravne predpisy na
zabezpecenie dostato¢nej ochrany osobnych
udajov. Bez ohladu na vySSie uvedené,
spolo¢nost  Janssen, pobocky  skupiny
spolo¢nosti Johnson & Johnson a ich prislusni
zastupcovia a klinicka vyskumna organizacia
budu uplatnovat primerané bezpecnostné
opatrenia na ochranu stkromia, aby takéto
osobné tdaje chranili spdsobom pozadovanym
v EHP. Osobné udaje sa moézu spristupniovat’ aj
na zéklade poziadaviek  jednotlivych
kontrolnych uradov alebo platnych pravnych
predpisov, napriklad na hlasenie zavaZznych
neziaducich udalosti.

SZD zroku 2021, ktoré sa zaclenené do
prilohy D a tejto zmluvy, ako keby boli v plnej
miere uvedené vtejto zmluve, sa bude
vztahovat' na akykol'vek prenos osobnych
udajov, na ktoré sa vztahuje vSeobecné
nariadenie EU o ochrane tdajov ((EU)
2016/679) (d’alej len ,,GDPR*), vSeobecné
nariadenie Spojeného kralovstva o ochrane
udajov  azdkon Spojené¢ho  kralovstva
0 ochrane tudajov zroku 2018 (spolocne
»zakony Spojeného kralovstva o ochrane
osobnych udajov*) alebo Svajciarsky federalny
zakon o ochrane osobnych udajov (dalej len
,FADP®) strane so sidlom mimo EHP,
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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.

Spojeného kralovstva a Svajciarska
s vynimkou rozsahu, v akom sa na prenos
vztahuje rozhodnutie o primeranosti. Ak sa
prenos tyka osobnych udajov, na ktoré sa
vztahuje FADP, vietky odkazy v SZD z roku
2021 na ,,Uniu®, ,,EU%, ,.¢lensky §tat“ sa buda
interpretovat’ ako odkazy na Svajéiarsko
aodkazy na pravne predpisy EU sa budu
interpretovat’ ako prislusné ustanovenia
FADP. Ak sa prenos tyka osobnych udajov, na
ktoré sa vztahuju pravne predpisy Spojené¢ho
kralovstva o ochrane tdajov, vSetky odkazy
v SZD zroku 2021 na ,,Uniu*, , EU“ alebo
»Clensky Stat“ sa budi interpretovat’ ako
odkazy na Spojené kralovstvo a odkazy na
pravne predpisy EU sa budu interpretovat’ ako
prislusné ustanovenia pravnych predpisov
Spojeného kralovstva o ochrane tidajov.

Na tucely ¢lanku 17 SZD zroku 2021 sa
zmluvné strany dohodli, ze SZD z roku 2021
sa budu riadit’ pravnymi predpismi Svajéiarska
tykajucimi sa prenosu osobnych udajov
podliehajucimi FADP a pravnymi predpismi
Spojeného kralovstva tykajucimi sa prenosu
osobnych udajov podliehajucimi zdkonom
Spojeného kral'ovstva o ochrane tdajov.

Na tucely ¢&lanku 18 SZD zroku 2021 sa
zmluvné strany dohodli, ze akykol'vek spor
vyplyvajici zo SZD z roku 2021 budu riesit
SvajcCiarske sudy pre prenosy osobnych udajov
podlichajaice ~ FADP asady Spojeného
kralovstva pre prenosy osobnych udajov
podliehajuce zdkonom Spojeného kralovstva
0 ochrane tudajov.

Na tgely prilohy IL.C SZD zroku 2021 sa
zmluvné strany dohodli, Ze Federalna komisia
pre ochranu udajov  ainformacie vo
Svajéiarsku je prislusnym dozornym organom
pre prenosy osobnych udajov, na ktoré sa
vztahuje FADP, aUrad komiséra pre
informdacie Spojeného kralovstva pre prenosy
osobnych udajov, na ktoré sa vzt'ahuji pravne
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predpisy Spojen¢ho kralovstva o ochrane

udajov.

6.3.9 Janssen has provided certain details
regarding its Personal Information handling
practices, concerning Personal Information
related to Principal Investigator and any
investigational staff, including data subject
rights, in Exhibit C. 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 Exhibit C.

Janssen
o svojich

6.3.9 V prilohe C
uvaddza niektoré  podrobnosti
postupoch pri zaobchadzani s osobnymi
udajmi, ktoré¢ sa tykaju zodpovedného
sktiSajuceho a personalu skuSania, vratane
prav dotknutych oséb. Zodpovedny skusajici
suhlasi, Ze kazdého clena personalu skuSania,
od ktorého sa v priebehu klinického skuSania
zbieraju osobné udaje v rozsahu tejto zmluvy,
bude informovat’ o postupoch pouzivanych pri
zaobchadzani s osobnymi Udajmi, ktoré st
uvedené v prilohe C.

spolo¢nost’

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

party.

6.4 Ak sa zisti, ze ktordkol'vek cast’ tejto
zmluvy je vrozpore splatnymi pravnymi
predpismi, zmluvné strany sthlasia, ze
v dobrej viere prerokujii Upravy ustanovenia
alebo ustanoveni, ktoré su v rozpore
S platnymi pravnymi predpismi. Ak sa
zmluvné strany nedokdzu dohodnut’ na novych
alebo upravenych podmienkach potrebnych na
uvedenie celej zmluvy do suladu s pravnymi
predpismi, ktorakol'vek zmluvna strana moze
tuto zmluvu vypovedat’ pisomnou vypoved’ou
s vypovednou lehotou Sest'desiatich (60)
kalendarnych dni od dorucenia vypovede
poslednej zo zmluvnych stran.

7. Ownership of Data — Confidentiality
— Registry — Publication

7. Vlastnictvo udajov — Zachovanie
micanlivosti — Registracia — Publikovanie
vysledkov

7.1 Ownership of Data 7.1  Vlastnictvo idajov

All case report forms and other data, Vsetky zaznamové formulare
including without limitation, written, printed, | Gcastnikov klinického sktsania a ostatné idaje
graphic, video and audio material, and | najmd  vratane  pisomného, tladeného,
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information contained in any computer data
base or computer readable form, generated by
Institution and/or Principal Investigator or
other personnel involved with the Clinical
Trial in the course of conducting the Clinical
Trial (the “Data”) shall be the property of
Janssen or its designee, which may utilize the
Data in any way it deems appropriate, subject
to and in accordance with applicable data
protection laws and the terms of this
Agreement. Any copyrightable work created in
connection with the performance of the
Clinical Trial and contained in the Data
(except any publication by the Principal
Investigator as provided for in Section 7.4)
shall be considered a “work made for hire” to
the fullest extent permitted by law and owned
by Janssen or its designee. Institution and/or
Principal Investigator may not use the Data for
any commercial purposes including the filing
of a patent application or the filing of the Data
in support of any pending or future patent
application either for its own benefit or for the
benefit of any for-profit entity, including use
of Data in support of research for or in
collaboration with a for-profit entity. The
provisions of this paragraph shall survive the
termination or expiration of this Agreement.

grafického, obrazového a zvukového
materidlu a informécie obsiahnuté
v akejkol'vek pocitacove] databaze alebo
Vv pocitacom  Citatelnom  formate, ktoré
vytvorilo zdravotnickeho zariadenie,

zodpovedny skusajici alebo iny personal
zapojeny do klinického skuSania pocas
vykondvania klinického skusania (d’alej len
,udaje) si vlastnictvom spolo¢nosti Janssen
alebo nou poveren¢ho zastupcu, ktord moze
vyuzivat udaje 'ubovolnym sposobom, ktory
uzna za vhodny, v sulade s platnymi pravnymi
predpismi 0 ochrane  osobnych  udajov
a podmienkami tejto zmluvy. Vsetky prace
chranené autorskymi pravami, vytvorené
Vv suvislosti s vykonavanim klinického
skiSania a obsiahnuté v udajoch (okrem
publikacii zodpovedného skusajuceho podla
¢lanku 7.4) sa povazuji za ,,pracu vykonanu za
odmenu“ v plnom rozsahu povolenom
zakonom asu vlastnictvom spolo¢nosti
Janssen alebo jej zastupcu. Zdravotnicke
zariadenie ani zodpovedny skuSajuci nesmi
udaje pouzit’ na ziadne komercné ucely vratane
podania patentovej prihlaSky alebo podania
udajov na podporu akejkol'vek nevybavenej
alebo buducej patentovej prihlasky, ¢i uz vo
vlastny prospech alebo v prospech inej
ziskove] organizdcie, vratane pouZzivania
udajov na podporu vyskumu pre ziskovl
organizaciu  alebo v spolupraci s ou.
Ustanovenia tohto odseku zostanti v platnosti
aj po vypovedani alebo vyprsani tejto zmluvy.

7.2  Confidentiality

7.2 Zachovanie ml¢anlivosti

All information, including, but not
limited to, information relating to the Study
Product, the Protocol, or the operations of
Janssen and its affiliates, such as patent

Vsetky informacie najmd vratane
informacii o skiSanom produkte, protokole
alebo c¢innostiach spoloc¢nosti Janssen a jej
pobociek, ako st napriklad Ziadosti

applications, formulas, manufacturing | o prideleniu patentu, vzorce, vyrobné postupy,
processes, basic scientific data, prior clinical | zakladné vedecké udaje, udaje
research data and formulation information | z predchadzajuceho  klinického  vyskumu
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supplied by Janssen or CRO to Institution or

Principal Investigator or other personnel
involved with the Clinical Trial and not
previously  published (the  “Janssen

Confidential Information”), as well as Data are
considered confidential and shall remain the
sole property of Janssen or its affiliated
companies. Both during and after the term of
this Agreement, Institution and Principal
Investigator will use diligent efforts to
maintain in confidence and use only for the
purposes contemplated in this Agreement:

ainformacie o liekovej  forme,  ktoré
spolo¢nost’ Janssen alebo klinickd vyskumna
organizacia poskytla zdravotnickemu
zariadeniu, zodpovednému skusajucemu alebo
inému persondlu podielajuicemu sa na
klinickom skus$ani, a ktoré neboli v minulosti
publikované (d’alej len ,,doverné informécie
spolocnosti Janssen®), sa povazuji za doverné
a zostavaju vyluénym vlastnictvom
spolo¢nosti Janssen alebo tiou povereného
zastupcu. Pocas platnosti tejto zmluvy aj po jej
uplynuti  su  zdravotnicke  zariadenie
a zodpovedny skusajici povinni vynakladat

primerané Usilie na to, aby zachovali
dovernost apouzivali len na ucely
predpokladané v tejto zmluve:

(i) Janssen Confidential | (i) dbverné informacie spolo¢nosti

Information, Janssen,

(i) information which a reasonable | (ii) informacie, o ktorych mozno

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

logicky predpokladat, Zze su ddoverné
a chranené vlastnickymi pravami spolo¢nosti
Janssen a nou povereného zastupcu a ktoré sa
zverejnia prostrednictvom alebo v zastipeni
spolocnosti Janssen zdravotnickemu
zariadeniu alebo zodpovednému skuSajicemu

(iii) the Data.

a
(iii)

udaje.

The preceding obligations shall not
apply to Janssen Confidential Information,
Data, or information that falls under Section

Predchadzajuce zavizky sa nevzt'ahuju
na doverné informdacie spolocnosti Janssen,
udaje ani informacie, ktoré spadaji pod

7.2(ii): ¢lanok 7.2(ii):

a) which has been published | a) ktoré sa  zverejnili  bez

through no fault of Institution or Principal | zavinenia institicie alebo zodpovedného

Investigator, skusajuceho,

b) which  Janssen agrees in | b) ktorych pouzitie alebo

writing, may be used or disclosed, or zverejnenie  spolo¢nost’” Janssen pisomne
schvalila alebo

C) which ~ is  published in|c) ktoré sa publikuju podl'a ¢lanku

accordance with the Publication Section
(Section 7.4) of this Agreement.

»Publikovanie vysledkov* (¢lanok 7.4) tejto
zmluvy.
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The provisions in this paragraph shall
survive the termination or expiration of this
Agreement.

Ustanovenia tohto odseku zostanu
Vv platnosti aj po vypovedani alebo vyprsani
tejto zmluvy.

7.3. Registry

7.3. Registracia

Prior to the initiation of enrollment, Janssen
will 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
ICMJE for studies intended to be published in
the international peer-reviewed literature
(http://www.icmje.org); or (iii) from company
sponsored trials of both investigational and
marketed medicines and products that are
adequately-designed and  well-controlled,
whether or not required by (i) or (ii) of this
Section above. 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.

Pred spustenim zarad’ovania ma spoloc¢nost’
Janssen pravo verejne zaregistrovat sthrny
protokolov akontaktné udaje pracoviska
klinickych skuSani, ktorych zadavatelom je
spoloc¢nost, ktoré¢ su zamerané na skusané aj
predavané lieky a ktoré spliiajii aspoii jedno
z nasledujucich kritérii: (i) spolo¢nost’ Janssen
alebo jedna zjej pobociek ich musi
zaregistrovat’ v sulade s platnymi pravnymi
predpismi, (i1) registraciu  pozaduje
Medzindrodny vybor redaktorov lekarskych
Casopisov  (International ~Committee of
Medical Journal Editors, ICMJE) v pripade
skasani, ktoré sa maji  publikovat
v medzinarodnej oponentsky posudzovanej
literatare (http://www.icmje.org) alebo (iii) st
Z primerane planovanych a dostatocne
kontrolovanych klinickych skasani
financovanych spolo¢nostou zameranych na
skusané aj registrované lieky a produkty, bez
ohladu na to, ¢i sa ich registrdcia poZaduje
podla vyssie uvedenych bodov (i) alebo (i1).
Registracia prebehne na webove] stranke
Nérodnej kniznice mediciny Spojenych Statov
(United States National Library of Medicine)
www.clinicaltrials.gov, ktora je zriadena na
tento ucel. Na ucely registracie mozno okrem
toho vyuzit' porovnatelné oficidlne webové
stranky a webové stranky spolo¢nosti Janssen
a jej pobociek.

Any person accessing a clinical trial
listing for a clinical trial on
www.clinicaltrials.gov may elect to complete
an online eligibility-screening questionnaire
made available through Janssen funding. For

Kazda osoba, ktora na webovej stranke
www.clinicaltrials.gov otvori zoznam
klinickych skuSani, moéze vyplnit' online
dotaznik na vstupné hodnotenie vhodnosti
potencidlnych ucastnikov, ktory je dostupny
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Trial Subjects screened as potentially eligible
in Institution's and/or Principal Investigator’s
geographical area, Principal Investigator will
receive a report with the completed screen and
the Trial Subject's contact information.
Principal Investigator agrees to follow-up on
the report and to document such follow-up in
source records.

vd’aka finan¢nej podpore spolo¢nosti Janssen.
Za tcastnikov klinického sktsania, ktorych
skriningové  vySetrenie = vyhodnoti  za
potencialne vhodnych v zemepisnej oblasti
zdravotnickeho zariadenia alebo
zodpovedného skusajuceho, dostane
zodpovedny skusajuci spravu s vyplnenim
skriningom a kontaktnymi udajmi na ti¢astnika
klinického skuSania. Zodpovedny skusajici
suhlasi, ze nadviaze kontakt s 0sobou
uvedenou Vv tejto sprave a zdokumentuje takéto

nadviazanie  kontaktu = do  zdrojovych
Z4dznamov.
7.4.  Publication 7.4.  Publikovanie vysledkov

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

V suvislosti s akymikol'vek udajmi
alebo inymi informéciami vytvorenymi pri
poskytovani sluzieb podla tejto zmluvy
zdravotnickym zariadenim, zodpovednym
skuSajicim  alebo  inym  personidlom
podielajucim sa na tomto klinickom skuSani
alebo v ich mene, ma spolo¢nost’ Janssen alebo
flou povereny zdstupca prednostné pravo
zverejnit’ a/alebo odprezentovat’ na verejnosti
udaje z klinického sktSania, ¢i uz vo forme
ustnej prezentacie na kongrese, alebo
publikovanim, a to bez suhlasu zdravotnickeho
zariadenia alebo zodpovedného skuSajuceho.
Ak sa nebude klinické skuSanie publikovat
v oponentsky posudzovanej literatire do
dvanastich (12) mesiacov od dokoncenia
klinického sktiSania, spolo¢nost’ Janssen alebo
fou povereny zastupca ma navySe pravo
zverejnit’ vysledky z klinického sktiSania na
webovej stranke vysledkov  z klinickych
skusani vo forme stru¢ného suhrnu klinického
skusania vo formate ICH-E-3, ak to bude
mozné. Zdravotnicke zariadenie a zodpovedny
skuSajlici maji pravo publikovat' vysledky
klinického sktsSania avSetky praktické
skusenosti a informécie, ktoré je potrebné
uviest v akejkol'vek publikacii vysledkov
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that creation of the Data was supported in part
by Janssen or its designee.

zZ klinického skusania alebo ktoré su potrebné
pre inych odbornikov na overenie si tychto
vysledkov z klinického sktiSania.
Zdravotnicke zariadenie a zodpovedny
sktSajuci v publikacii uvedu vyhlasenie, ze

vytvaranie Udajov  Ciastoéne  podporila
spolo¢nost’ Janssen alebo fiou povereny

zastupca.
If a particular Clinical Trial is part of a Ak je niektoré klinick¢é skuSanie
multicenter Clinical Trial, Institution and | sacastou multicentrického klinického
Principal Investigator for such Clinical Trial | skusania, zdravotnicke zariadenie

shall not publish data derived from the
individual Study Site until the combined
results from the completed Clinical Trial have
been published in a joint, multicenter
publication of the Clinical Trial results.
However, if such a multicenter publication is
not submitted within eighteen (18) months
after conclusion, abandonment or termination
of the Clinical Trial at all sites, or after Janssen
confirms there will be no multicenter Clinical
Trial publication, Institution and/or Principal
Investigator may publish the results from the
Study Site individually in accordance with this
Section.

a zodpovedny skusajuci takéhoto klinického
skisania nesmu publikovat’ udaje odvodené
zjedného pracoviska klinického skuSania,
kym sa spojené vysledky z dokonceného
klinického skusania nebudi publikovat’
v spoloénej multicentrickej publikacii
vysledkov z klinického skuiSania. Ak sa vSak
takato multicentricka publikécia nepredlozi do
osemnastich (18) mesiacov od ukoncenia,
zruSenia alebo zastavenia klinického skusania
na vsetkych pracoviskach alebo potom, ako
spolocnost’ Janssen potvrdi, ze sa z klinického
skiSania neuverejni Ziadna multicentrickd
publikécia, zdravotnicke zariadenie alebo
zodpovedny skuSajuci moézu  publikovat
vysledky z daného pracoviska klinického
skaSania individudlne, v stlade s tymto
¢lankom.

If Institution and/or  Principal
Investigator wish to publish information from
the Clinical Trial, a copy of the manuscript
must be provided to Janssen for review at least
sixty (60) calendar days prior to submission for
publication or presentation. Upon request,
Janssen and Institution and/or Principal
Investigator will arrange expedited reviews for
abstracts, poster presentations or other
materials, as appropriate. Notwithstanding the
foregoing, no paper that incorporates Janssen

Ak maju zdravotnicke zariadenie
alebo  zodpovedny  skuSajuci  zaujem
publikovat’ informdcie z klinického skusania,
musia spolo¢nosti Janssen predloZit kopiu
rukopisu na preskimanie najmenej Sest'desiat
(60) kalendarnych dni pred odovzdanim
publikacie do tlace alebo pred jej prezentaciou.
Spolo¢nost’ Janssen, zdravotnicke zariadenie
azodpovedny skuSajuci na poziadanie
zabezpecia urychlené posudenie abstraktov,
plagatovych  prezentacii  alebo  inych
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Confidential Information will be submitted for
publication without Janssen’s prior written
consent. If requested in writing, Institution
and/or Principal Investigator will withhold
such publication for up to an additional sixty
(60) calendar days to allow for filing of a
patent application.

materidlov. Bez ohl'adu na vysSie uvedené sa
ziadna pisomnost, ktora obsahuje doverné
informacie spolo¢nosti  Janssen, nesmie
odovzdat do tlate bez predchadzajuceho
pisomného suhlasu spolo¢nosti Janssen. Na
zaklade Tuto pripomienku  nemozeme
akceptovat, nakolko  skusajuci team su
zamestnanci Zz, prosime o prehodnotenie
pripomienky.pisomnej ziadosti zdravotnicke
zariadenie alebo zodpovedny skusajuci
zadrzia vydanie takejto publikacie o d’alSich
maximalne Sest'desiat (60) kalendarnych dni,
aby umoznil podanie patentovej prihlasky.

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

7.5 Zdravotnicke zariadenie
a zodpovedny skuSajuci zarucuju, ze vsetci
spolusktSajici a ostatny personal, ktory sa
podiela na klinickom skuSani, budu
dodrziavat’ ustanovenia tohto ¢lanku.

8. Patents

8. Patenty

It is recognized and understood that the
inventions and technologies of Janssen and its
affiliates, Institution and Principal Investigator
existing as of the Effective Date are their
separate property respectively and are not
affected by this Agreement. All rights to any
discovery or invention, whether patentable or
not, conceived or conceived and reduced to
practice as a result of the work conducted
under this Agreement (an “Invention”) shall
belong to Janssen or its designee. Institution
and Principal Investigator shall promptly
disclose to Janssen any Invention. Institution
and Principal Investigator agree to assign (and
shall cause all Clinical Trial investigators and
other personnel involved with the Clinical
Trial to assign) to Janssen or its designee the
sole and exclusive ownership of all Inventions.
Janssen shall have the right, but not the

Zmluvné strany uznédvaji aberu na
vedomie, Zze  vyndlezy  atechnologie
spolocnosti  Janssen alebo jej pobociek,
zdravotnickeho zariadenia a zodpovedného
skuSajiiceho, ktoré  existuyju  ku diu
nadobudnutia U¢innosti tejto zmluvy, su ich
prislusSnym vlastnictvom anie s touto
zmluvou dotknuté. Vsetky prava na akykol'vek
objav alebo vynalez, ¢i uz patentovatelny
alebo nie, vynajdeny alebo vynajdeny
azavedeny do praxe ako vysledok prac
vykonanych na zéklade tejto zmluvy (d’alej len
,»vynalez‘), patria spolo¢nosti Janssen alebo jej
Zastupcovi. Zdravotnicke zariadenie
a zodpovedny skusajuci okamzite odovzdaju
spolocnosti  Janssen  kazdy  vynalez.
Zdravotnicke  zariadenie = a zodpovedny
sktiSajuci suhlasia, Ze postipia spolo¢nosti
Janssen alebo jej poverenému zdstupcovi
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obligation, to file, prosecute and enforce any
patents related to any Invention. Institution
and Principal Investigator shall execute, and
shall have its employees and all Clinical Trial
investigators and other personnel involved
with the Clinical Trial execute, all documents
necessary to transfer all right, title and interest
in and to any Invention to Janssen or its
designee and shall be responsible for
performing all those activities and making all
payments and compensation for all such
Inventions made by its employees and/or
professors, as provided for under applicable
law, to permit Janssen or its designee to own
and use all such Inventions.

(a zabezpecia, aby tak urobili vSetci skasajuci
klinického skuSania a ostatny persondl, ktory
sa podiela na klinickom skusani) vyluéné
a vyhradné vlastnictvo vSetkych vynalezov.
Spolo¢nost’ Janssen ma pravo, nie vsSak
povinnost, podat’ patentova  prihlasku,
doméhat’ sa a vynutit' si akykol'vek patent
tykajici sa kazdého vynélezu. Zdravotnicke
zariadenie a zodpovedny skusajuci podpiSu
a zabezpecia, aby aj ich zamestnanci, vSetci
skusajuci  klinického skGSania a ostatny
personal podielajici sa na klinickom skuSani
podpisali, vSetky dokumenty potrebné na
prevod vsetkych prav, vlastnickych narokov
apodielov na akomkolvek vynéleze na
spolocnost’ Janssen alebo jej zastupcu.
Zaroven zodpovedaju za vykonanie vSetkych
takychto ¢innosti a uhradenie vsetkych platieb
aodmien za vSetky takého vyndlezy, ktoré
vynasli ich zamestnanci alebo profesori, ako to
stanovuju  platné pravne predpisy, aby
spolo¢nost’  Janssen alebo miou povereny
zastupca mohli vlastnit' a pouzivat' takéto
vyndlezy.

Institution warrants that Principal
Investigator and all others performing services
under this Agreement are employees or agents
of Institution and are obligated to assign to
Institution all inventions and discoveries made
in the course of their employment or agency,
either by written agreement or by the terms of
their employment.

Zdravotnicke zariadenie zarucuje, Ze
zodpovedny skusSajuci a vSetky ostatné osoby
poskytujuce sluzby podla tejto zmluvy su
zamestnancami alebo zastupcami
zdravotnickeho zariadenia ast povinni
postipit’ zdravotnickemu zariadeniu vSetky
vynalezy a objavy vynajdené v priebehu ich
pracovného pomeru alebo zastupovania, ¢i uz
pisomnou dohodou alebo podmienkami ich
pracovného pomeru.

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

Ustanovenia tohto c¢lanku zostant
v platnosti aj po vypovedani alebo vyprSani
tejto zmluvy.
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9. Compensation

9. Odmena

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

9.1 Rozpocet aodmena, ktora sa ma
zaplatit' za klinické skuSanie, si uvedené
Vv prilohe B. Platba bude splatnd a uhradena
Vv sulade s harmonogramom platieb uvedenym
V prilohe B.

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

9.2 Zmluvné strany potvrdzuju a suhlasia,
ze odmena apodpora, ktoru klinickd
vyskumna organizacia poskytuje
zdravotnickemu  zariadeniu alebo
zodpovednému skusajicemu na zaklade tejto
zmluvy, predstavuje spravodliva trhovu
hodnotu za vyskumné sluzby poskytnuté
zdravotnickym zariadenim alebo
zodpovednym skusajucim, ze bola dohodnuté
za obvyklych trhovych podmienok a ze nebola
uréena sposobom, ktory berie do uvahy objem
¢1 hodnotu akychkol'vek odporti¢ani alebo
inych zadkaziek inak vytvorenych medzi
spolo¢nostou Janssen, jej pobockami a
zdravotnickym zariadenim alebo
zodpovednym skusajicim. Ni¢ z toho, o je
uvedené v tejto zmluve, sa v ziadnom pripade

nema  povazovat  za  zdvdzok  ani
ovplyviiovanie zdravotnickeho zariadenia
alebo  zodpovedného skusSajuceho, aby

akejkol'vek fyzickej alebo pravnickej osobe
odporucali, aby si kupila vyrobky spolo¢nosti
Janssen alebo vyrobky subjektu pridruzené¢ho
K spolo¢nosti Janssen.

9.3 Neither Institution nor Principal
Investigator shall bill any third party for any
Study Product or other items or services
furnished by Janssen or CRO in connection
with the Clinical Trial, or any services
provided to Trial Subjects in connection with
the Clinical Trial for which payment is made
as part of the Clinical Trial.

9.3  Zdravotnicke zariadenie ani
zodpovedny skusajiici nebudu Ziadnej tretej
osobe Uctovat’ ziadny skusSany produkt, iné
predmety ¢i sluzby poskytnuté spolo¢nostou

Janssen  alebo  klinickou  vyskumnou
organizaciou v suvislosti s klinickym
sktiSanim, ani ziadne sluzby poskytnuté

ucastnikom klinického sku$ania v suvislosti
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s klinickym sktSanim, ktoré su hradené

Vv ramci klinického sku$ania.

9.4 Institution and Principal Investigator will
invoice their services under this Agreement
exclusively to CRO.

9.4 Zdravotnicke zariadenie a hlavny skusajici
budu svoje sluzby podla tejto zmluvy
fakturovat’ vyhradne klinickej vyskumnej
organizacii.

10. Indemnification 10. Odskodnenie
10.1 Janssen shall defend, indemnify and | 10.1  Spolo¢nost’ Janssen ochrani, odSkodni
hold harmless Institution, its trustees, officers, | a zbavi zodpovednosti zdravotnicke

agents and employees (including Principal
Investigator and co-investigators) from any
and all losses, costs, expenses, liabilities,
claims, actions and damages, based on a
personal injury to a Trial Subject directly
caused by use of the Study Product in
accordance with the Protocol during the course
of the Clinical Trial.

zariadenie, jej splnomocnencov, funkcionarov,
zastupcov a zamestnancov (vratane
zodpovedného skasajuceho
a spoluskusajucich) za vsetky pripadné straty,
naklady, vydavky, =zavdzky, pohladavky,
zaloby a skody, ktoré by vznikli z dovodu
urazu ucastnika klinického skusania priamo
sposobeného pouzitim skusaného produktu
v sulade s protokolom v priebehu klinického
skuSania.

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

10.2  Povinnost’ spolo¢nosti Janssen
uvedend vysSie v clanku 10.1 sa neuplatni
aspolo¢nost’  Janssen neponesie ziadnu
zodpovednost’ za odSkodnenie ani vydavky,
ale prave naopak, zdravotnicke zariadenie
ochrani, odskodni azbavi zodpovednosti
spolo¢nost’ Janssen za zaloby ¢i naroky, ktoré
by akymkol'vek sposobom vznikli alebo boli
sposobené umyselnym, 'ahkomysel'nym alebo
nedbanlivym  konanim, opomenutim ¢i
zanedbanim odborne;j starostlivosti
zdravotnickym zariadenim alebo
ktorymkol'vek  zjeho  splnomocnencov,
funkcionarov, zastupcov ¢i zamestnancov
(vratane zodpovedného skuSajuceho
a spoluskasajacich), alebo ktoré by vznikli
alebo boli zapri€¢inené ich konanim v rozpore

regulatory requirements. S ustanoveniami tejto zmluvy
alebo protokolom alebo pisomnymi
odporti¢aniami a pokynmi klinickej
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vyskumnej organizacie alebo spolo¢nosti
Janssen v suvislosti s pouzivanim skuSaného

produktu, alebo vrozpore sakymikol'vek
platnymi zakonnymi a regulacnymi
poziadavkami.

10.3 The obligation of the indemnifying
party hereunder shall apply only if the other
party provides prompt notification upon
receipt of notice of any claim or suit, permits
the indemnifying party and its attorneys and
personnel to handle and control the defense of
such claims or suits, including pretrial, trial or
settlement, and the indemnified party fully
cooperates and assists in such defense,
provided that the indemnifying party shall not
be relieved of its obligations hereunder if the
indemnified party’s failure to notify the
indemnifying party does not prejudice the
defense of such claim. The indemnified party
further agrees that it will not settle or
compromise any such claim or suit without the
prior written consent of the indemnifying

party.

10.3 Povinnost’ odsSkodnujiucej zmluvnej
strany podl'a tohto ¢lanku plati len vtedy, ak
odskodnend zmluvna strana bezodkladne po
prijati oznamenia o akomkol'vek naroku alebo
sudnom konani doruci oznamenie
odskodnujucej zmluvnej strane, povoli
odskodnujucej zmluvnej strane, jej pravnym
zastupcom  ajej  zamestnancom,  aby
zabezpecili ariadili obranu proti takymto
narokom alebo obhajobu v sidnych konaniach
vratane ,,predstdneho” konania, stdneho
konania alebo zmieru a ak odskodnena strana
v plnom rozsahu spolupracuje a pomaha pri
takejto obhajobe, za predpokladu, ze
odskodniujuca strana nebude oslobodend od
svojich zavizkov vyplyvajucich z tejto
zmluvy, ak neinformovanie odSkodiujlce;j
strany odSkodiovanou stranou neovplyvni

obhajobu takéhoto ndroku. Odskodnend
zmluvnd strana dalej suhlasi, ze bez
predchédzajiceho pisomného suhlasu

odskodnujucej zmluvnej strany nevyrovna
ziaden narok ani Zalobu ani neurobi
kompromis v stvislosti so Ziadnym z takychto
narokov ¢i sudnych sporov.

10.4 CRO expressly disclaims any liability in
connection with the Study Product, including
any liability for any claim arising out of a
condition caused by or allegedly caused by any
Study procedures associated with such product
except to the extent that such liability is caused
by the negligence, willful misconduct or
breach of this Agreement by CRO.

10.4 Klinicka vyskumna organizacia vyslovne
odmieta akukol'vek zodpovednost’ v stvislosti
so skuSanym produktom vratane akejkol'vek
zodpovednosti za  pripadné  naroky
vyplyvajlice zo stavu spdsobeného alebo
udajne sposobené¢ho akymikol'vek postupmi
skuSania spojené so skuSanym produktom,
okrem  rozsahu, vakom je takato
zodpovednost’” sposobenda nedbanlivost'ou,
umyselnym pochybenim alebo porusovanim
zmluvy klinickou vyskumnou organizaciou.
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11. Insurance

11. Poistenie

11.1 Institution shall secure and maintain in
full force and effect through the performance
of the Clinical Trial (and following termination
of the Clinical Trial to cover any claims arising
from the Clinical Trial) insurance coverage
for:

11.1

na
pokrytie vsSetkych narokov vyplyvajucich
z klinického  skuSania) si  zdravotnicke
zariadenic  zabezpe¢i abude udrziavat
V plnom rozsahu platné a ti¢inné poistné krytie
Za.

(1) medical professional and/or

medical malpractice liability; and

(1 zodpovednost' za zanedbanie
odbornej a/alebo lekarskej starostlivosti a

(i) general liability.

(i) v§eobecnu zodpovednost'.

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

11.2 Pocas realizécie klinického skuSania
(@aj po ukonceni klinického skuSania na
pokrytie vSetkych narokov vyplyvajucich
z klinického skuSania) si spolo¢nost’ Janssen
zabezpeci a bude udrziavat' v plnom rozsahu
platné aucinné poistné krytie potrebné pre
klinické skusanie alebo inak pozadované
platnymi pravnymi predpismi, v sumach
zodpovedajucich  podnikatel'skej  ¢innosti
spolo¢nosti Janssen aV sulade s platnymi
zakonnymi a regula¢nymi poziadavkami.

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

11.3 Kazdéa zmluvna strana, ktora je povinna
mat’ podla tejto zmluvy uzavreté poistenie, sa
zavézuje poskytnit’ druhej zmluvnej strane na
zaklade jej Ziadosti potvrdenie o poisteni
preukazujice pozadované poistné krytie.

12. Financial Disclosure — Conflict of
Interest — Debarment

12. Zverejnenie finanénych informacii —
Konflikt zdujmov — Vylucenie

12.1 Institution and Principal Investigator
agree to provide all information to CRO or
Janssen necessary to comply with any
disclosure requirements mandated by any
competent health authority (including, if

12.1  Zdravotnicke zariadenie a zodpovedny
sktiSajuci suhlasia, ze klinickej vyskumnej
organizacii  alebo  spoloCnosti  Janssen
poskytnu vSetky informécie potrebné na
splnenie vSetkych poziadaviek na zverejnenie
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applicable, the US FDA), relevant trade
association or similar body, or other applicable
national or local laws, including any
information required to be disclosed in
connection with any financial relationship
between Janssen, its affiliates and agents of the
Johnson & Johnson group of companies on one
hand, and on the other hand,
Institution/Principal  Investigator/any  co-
investigator involved in the Clinical Trial/any
other agent or employee of Institution or

Principal  Investigator.  This  disclosure
requirement may require disclosure of
information involving immediate family

members of those involved in the Clinical
Trial.

nariadenych  niektorym  z kompetentnych
zdravotnickych organov (vratane amerického
Uradu pre kontrolu potravin a liediv
V prislusnych pripadoch), prislusnou

obchodnou asociaciou ¢i podobnym organom,
alebo nariadenych inymi platnymi narodnymi
¢1 miestnymi pravnymi predpismi, vratane
vSetkych informécii, ktoré sa musia zverejnit’
V suvislosti s akymkol'vek finan¢nym
vztahom medzi spolo¢nostou Janssen, jej
pobockami a zastupcami skupiny spoloc¢nosti
Johnson & Johnson na jednej strane
a zdravotnickym zariadenim, zodpovednym
skusajicim, akymkol'vek spoluskiSajucim
zapojenym do klinického skuSania alebo
akymkol'vek inym zastupcom ¢i
zamestnancom  zdravotnickeho zariadenia
alebo zodpovedného skusajiceho na strane
druhej. Této poziadavka na zverejnenie idajov
si moze vyzadovat zverejnenie informacii,
ktoré sa tykaji najblizS§ich rodinnych
prislusnikov  0sob  podielajucich sa na
klinickom skti§ani.

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

12.2  Zdravotnicke zariadenie a zodpovedny
sktiSajuci potvrdzuji, Ze medzi zmluvnymi
stranami neexistuje Ziadny konflikt zaujmov,
ktory by branil alebo ovplyvioval konanie
zodpovedného skuSajuceho v stlade s touto
zmluvou, a potvrdzuju, Ze ich konanie v stilade
S touto zmluvou neporusuje ziadne iné dohody
S tretimi osobami. Zdravotnicke zariadenie
a zodpovedny skusSajuci okamzite upovedomia
klinickih  vyskumnu organizaciu, ak pocas
realizacie tejto zmluvy nastane konflikt
Zaujmov.

12.3  Principal Investigator confirms he/she:

12.3  Zodpovedny skusajuci potvrdzuje, Ze:

(1) is not debarred by a competent
health authority (including, if applicable, the
US FDA); and

(1) nie je vyluceny kompetentnym
zdravotnickym organom (vratane amerického
Uradu pre kontrolu potravin a lie¢iv) a
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(i) has not been sentenced for
malpractice related to the conduct of clinical
trials.

(i) nebol odstdeny za zanedbanie
odbornej starostlivosti V stvislosti
s vykonavanim klinickych skusani.

Institution and Principal Investigator shall not
employ, contract with or retain any person
directly or indirectly to perform services under
this Agreement if such a person

Zdravotnicke zariadenie a zodpovedny
skasajuci nezamestnaju, zmluvne nezaviazu
ani si neponechaji v zmluvnom vzt'ahu ziadnu
osobu, ktora by priamo alebo nepriamo
poskytovala sluzby na zaklade tejto zmluvy, ak
také4to osoba:

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

() je vylucena kompetentnym
zdravotnickym orgdnom (vratane amerického
Uradu pre kontrolu potravin a lie¢iv) a

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

(i) bola odsudena za zanedbanie
odbornej starostlivosti V stvislosti
s vykonavanim klinickych skusani.

Upon written request from CRO, Institution
and Principal Investigator shall, within ten (10)
calendar days, provide written confirmation
that it has complied with the foregoing
obligation. This shall be an ongoing
representation and warranty during the term of
this Agreement and Institution and Principal
Investigator shall immediately notify CRO of
any change in the status of the representation
and warranty set forth in this Section.

Zdravotnicke  zariadenie  a zodpovedny
skasajuci do desiatich (10) kalendarnych dni
od prijatia pisomnej ziadosti klinickej
vyskumnej organizdcie vystavia pisomné
potvrdenie o tom, ze konajt v sulade s vyssie
uvedenou povinnostou. Toto potvrdenie sa
poCas trvania platnosti zmluvy bude
povazovat’ za dlhodobé vyhlasenie a zaruku
a zdravotnicke  zariadenie  a zodpovedny
skusajuci bezodkladne upozornia klinicku
vyskumnu organizaciu na kazdi zmenu stavu
takéhoto vyhlasenia a zaruky ustanovenych
V tomto ¢lanku.

13. Independent Contractor

13. Nezavisly dodavatel’

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

Zdravotnicke zariadenie a zodpovedny
sktiSajuci konaju ako nezavisli dodavatelia
podl’a tejto zmluvy a nie su zamestnancami ani
zastupcami klinickej vyskumnej organizacie
ani spolo¢nosti Janssen.

14. Publicity

14. Propagacia
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None of the parties shall use the name
of any other party or any affiliate for
promotional purposes without the prior written
consent of the party whose name is proposed
to be used, nor shall either party disclose the
existence or substance of this Agreement
except as required by law.

Ziadna zo zmluvnych stran nesmie
pouzit meno druhej zmluvnej strany alebo
akejkol'vek pobocCky na propagacné ucely bez
predchadzajiceho pisomného stihlasu
zmluvnej strany, ktorej meno sa ma pouzit.
Rovnako nesmie ziadna zmluvna strana
zverejnit’ informdacie o existencii ¢i obsahu
tejto zmluvy s vynimkou pripadov, ak to
vyzaduje zakon.

15. Notice

15. Oznamenia

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

Vsetky ozndmenia posielané na
zaklade tejto zmluvy sa musia odosielat
postou prvou triedou, faxom alebo dorucit
osobne, s predplatenym poStovnym, na
nasledujuce adresy:

TO:

John Albanese

555 US Highway 22 W
Bridgewater, NJ 08807, USA

COPY TO:

Janssen Research & Development, L.L.C.
Admin, Contracting and Compliance Services
1125 Trenton-Harbourton Road

Titusville, NJ 08560, USA

Facsimile:

ADRESAT:

John Albanese

555 US Highway 22 W
Bridgewater, NJ 08807, USA

KOPIA:

Janssen Research & Development, L.L.C.
Spravca, zmluvné sluzby a sluzby kompliancie
1125 Trenton-Harbourton Road

Titusville, NJ 08560, USA

Fax:

TO:

IQVIA RDS Slovakia, s.r.o.

Vajnorska 100/B, 83104 Bratislava, Slovak
Republic

COPY TO:

IQVIA RDS Inc.

Global Legal Department
100 IMS Drive
Parsippany, NJ 075054
USA

Attention: General Counsel
Email:

ADRESAT:

IQVIA RDS Slovakia, s.r.0.

Vajnorska 100/B, 83104 Bratislava, Slovenska
republika

KOPIA:

IQVIA RDS Inc.

Global Legal Department
100 IMS Drive
Parsippany, NJ 075054
USA

Adresat: General Counsel
E-mail:
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To Institution:

Pre zdravotnicke zariadenie:

Fakultna nemocnica Trencin, Legionarska 28,
911 71, Trencin, Slovak Republic

Fakultna nemocnica Trencin, Legionarska 28,
911 71 Trencin, Slovenska republika

To Principal Investigator:

Pre zodpovedného skiiSajuiceho:

Jan Martis, MD Neurologicke oddelnie
Fakultna nemocnica Trencin, Legionarska 28,
911 71, Trencin, Slovak Republic

MUDr. Jan Martis, Neurologické oddelenie
Fakultnd nemocnica Trenc¢in, Legionarska 28,
911 71 Trencin, Slovenska republika

16. Assignment

16. Postupenie

Each of CRO and Janssen shall have
the right to assign this Agreement to any of its
respective affiliates and in addition, Janssen
may assign this Agreement to any third party.
In the event of such an assignment, CRO or
Janssen, as the case may be, shall use
reasonable efforts to provide prior written
notice thereof to Institution. Neither Institution
nor Principal Investigator shall assign its rights
or duties under this Agreement to another
without prior written consent of CRO and
Janssen. Any assignment in violation of this
Section 16 will be null and void. Subject to the
foregoing, this Agreement shall bind and inure
to the benefit of the respective parties and their
successors and assigns.

Klinickd vyskumnd organizicia aj
spolo¢nost’ Janssen maji pravo postapit’ tito
zmluvu svojim  pobockam  a spolo¢nost’
Janssen smie tito zmluvu navySe postupit
akejkol'vek tretej strane. V pripade takéhoto
postipenia vynalozi podla situdcie klinicka
vyskumnd organizacia alebo spolo¢nost’
Janssen primerané usilie na to, aby o tom
vopred pisomne informovala zdravotnicke
zariadenie. Zdravotnicke zariadenie
ani zodpovedny skusajici nesmu postapit’
svoje prava ani povinnosti vyplyvajice z tejto
zmluvy inym osobdm bez predchadzajiceho
pisomného suhlasu klinickej vyskumne;j
organizacie a spolocnosti Janssen. Akékol'vek
postupenie v rozpore s tymto ¢lankom 16 bude
zruSen¢ aneplatné. Pri  splneni vysSie
uvedenych podmienok je tito zmluva zavdzna
aucinna v prospech prisluSnych zmluvnych
stran a ich pravnych nastupcov a postupnikov.

17. Miscellaneous

17. RoOzne ustanovenia

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

17.1 Tato zmluva sa mdZe menit, doplnat’ &

upravovat’ len na zéklade pisomnych
dokumentov podpisanych zmluvnymi
stranami.
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17.2 If a provision of the Agreement conflicts
with a provision of the Protocol, the Protocol
takes precedence on matters of medicine,
science and conduct of the Clinical Trial. This
Agreement takes precedence in any other
conflicts

17.2 Ak je ktorékol'vek ustanovenie tejto
zmluvy v rozpore s akymkol'vek ustanovenim
protokolu, protokol ma prednost’
v zalezitostiach mediciny, vedy a vykondvania
klinického skusania. V pripade akychkol'vek
inych rozporov maju prednost’ ustanovenia
tejto zmluvy

17.3 If any of the provisions defined under the
Exhibits conflicts with any of the provisions of
this Agreement, the terms of the Exhibits will
take precedence.

17.3 Ak je akékol'vek  ustanovenie
ktorejkol'vek prilohy v rozpore
s ktorymkol'vek zustanoveni tejto zmluvy,
podmienky prilohy maji prednost’.

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

17.4 Zdravotnicke zariadenie a zodpovedny
skaSajuci rozumeju a suhlasia s tym, ze
klinickd vyskumna organizdcia tuto zmluvu
podpisuje vo vlastnom mene ako zmluvna
strana prijimajuca sluzby v ramci tejto zmluvy,
a navyse ju tieZ samostatne podpisuje v mene
a v prospech spolo¢nosti Janssen.

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

175 Ak sa ktorakol'vek cast’ tejto zmluvy
stane nevymahatelnou, zvy$na cCast zmluvy
zostane platna.

17.6 This Agreement constitutes the
complete agreement of the parties with respect
to the subject matter hereof. It expressly
supersedes any prior or contemporaneous oral
or written representations or agreements. The
Exhibits form an integral part of the
Agreement.

17.6  Tato zmluva predstavuje Gplni dohodu
medzi zmluvnymi stranami s ohl'adom na jej
predmet.  Vyslovne  nahrddza  vSetky
predchadzajice alebo subezné ustne ¢i
pisomné vyhlasenia alebo dohody. Prilohy
tvoria neoddelitelnu stcast’ tejto zmluvy.

17.7  The following provisions and any other
term or condition which by its nature is clearly
intended to survive the termination or
expiration of this Agreement will survive the
termination or expiration of this Agreement:
16,5,6,7,8,10,11,12, 14,16 and 17.

17.7 Nasledujlice ustanovenia a vSetky
ostatné podmienky, ktoré st povahou jasne
urcené na to, aby platili aj po vypovedani alebo
skonceni platnosti tejto zmluvy, budu platit aj
po vypovedani ¢i skonceni platnosti tejto
zmluvy: 1.6,5,6,7,8,10,11,12 14,16 a 17.
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18. Controlling Law

18. Rozhodné pravo

In the event of any dispute arising
between the parties in relation to the terms of
this Agreement, the parties shall use their best
endeavors to resolve the matter on an amicable
basis. This Agreement shall be governed by
and shall be construed in accordance with the
laws of Slovakia without regard to any
conflicts of law provisions. The parties consent
to the appropriate court of competent
jurisdiction for the resolution of all disputes or
controversies between the parties hereto that
the parties are unable to settle amicably.

V pripade akéhokol'vek sporu, ktory
vznikne  medzi  zmluvnymi  stranami
v suvislosti s podmienkami tejto  zmluvy,
zmluvné strany vynalozia vSetko usilie na to,
aby sa takyto spor vyrieSil zmierom. Tato
zmluva sa riadi avyklada podla prava
Slovenskej republiky bez ohladu na kolizne
ustanovenia. Zmluvné strany  suhlasia
S vyhradnou  jurisdikciou  kompetentnych
sudov pri rieseni vSetkych sporoch medzi
zmluvnymi stranami, ktoré nie su zmluvné
strany schopné urovnat’ mimosudne.

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

NA DOKAZ TOHO zmluvné strany
podpisali tito zmluvu prostrednictvom svojich
splnomocnenych zastupcov s G¢innostou od
datumu nadobudnutia G¢innosti.

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

Signature Podpis

Date Datum

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 42 of 248

Strana 42 z 248




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

IQVIA RDS Slovakia s.r.0. v mene Janssen
Signature Podpis

Date Datum

Institution Za zdravotnicke zariadenie Fakultnd nemocnicu Trenéin /Fakultna nemocnica

Trencin

Signature Podpis

Date Datum

Signature Podpis

Date Datum

Principal Investigator Zodpovedny skusajtici Jan Martis MD/MUDr. Jan Martis

Signature Podpis

Date Datum
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Exhibits:

Prilohy:

Exhibit A — Protocol and its subsequent
amendments

Priloha A — Protokol a jeho nasledné dodatky

Exhibit B — Financial Provisions including
Materials and Equipment

PrilohaB — Ustanovenia s finan¢nymi
podmienkami vratane materialov a vybavenia

Exhibit C — Personal Information concerning
Principal Investigator and any Investigational
Staff

Priloha C — Osobné udaje tykajtce sa
zodpovedného skusajuceho a ktoréhokol'vek
¢lena personalu skusania

EXHIBIT D — EU Standard Contractual
Clauses (Controller to Controller)

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

Exhibit E: Home Healthcare Provider Annex

Priloha E: Priloha poskytovatela domacej
zdravotnej starostlivosti
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Exhibit B — Financial Provisions including
Materials and Equipment for institution

PrilohaB - Ustanovenia s finanénymi
podmienkami vratane materialov a vybavenia
pre Zdravotnicke zariadenie

Protocol No. 70033093STR3001: “A Phase 3,
Randomized, Double-Blind, Parallel-Group,
Placebo-Controlled Study to Demonstrate the
Efficacy and Safety of Milvexian, an Oral Factor
Xla Inhibitor, for Stroke Prevention after an
Acute Ischemic Stroke or High-Risk Transient
Ischemic Attack”

Protokol ¢. 70033093STR3001:
,Randomizované, dvojito zaslepené, placebom
kontrolované¢ klinické sktSanie fazy 3 s
paralelnymi skupinami na preukézanie ucinnosti
a bezpecnosti milvexianu, peroralneho inhibitora
faktora Xla, na prevenciu cievnej mozgovej
prihody po akutnej ischemickej cievnej mozgovej
prihode alebo vysokorizikovom tranzitdrnom
ischemickom ataku*

(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) »Prispevok na tcastnika“ predstavuje
vSetky fixné a variabilné vydavky suvisiace s
klinickym skuSanim s vynimkou poloziek
uvedenych v nizsie uvedenom ¢lanku 3 (Vydavky
pracoviska) a c¢lanku 4 (Ind kompenzacia) za
predpokladu, ze boli uskuto¢nené vSetky
navstevy popisané v clanku 2.

The Per-Subject Fee for this Study is: €

Prispevok na ucastnika v ramci tohto klinického
sktsania je: €

(2) Payment Milestone Table(s):

(2) Tabul’ka (tabul’ky) miPnikov platieb:

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 Amendment dated 02
November 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.

Platby v ramci milnikov v niZSie uvedenej
tabulke (tabulkach) predstavuji spravodliva
trhovi hodnotu za vykonavanie vyskumnych
sluzieb podrobne popisanych v Harmonograme
¢innosti v ramci dodatku k protokolu z 2.
novembra 2022, ktory sa v tomto dokumente
uvadza ako Priloha A. Zmluvné strany sa dohodli,
ze v pripade, ak nasledné dodatky protokolu
klinického skusania povedu k podstatnej zmene
vo vyskumnych sluzbach, kompenzécia sa upravi
tak, aby zodpovedala novej spravodlivej trhovej
hodnote vyskumnych sluzieb prostrednictvom
pisomné¢ho dodatku podpisaného vSetkymi
zmluvnymi stranami.
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MILESTONES* /
MIENIKY*

Visit Amount /
Suma za navstevu

Screening Onsite /
Skrining na pracovisku

Randomization Onsite /

Randomizacia na pracovisku

Week 4/Month 1/
4. tyzder/1. mesiac

Onsite /
Na pracovisku

Home Health /
Domaca zdravotnicka
starostlivost’

Week 13/Month 3/
13. tyZdeii/3. mesiac

Onsite /
Na pracovisku

Home Health /
Domaca zdravotnicka
starostlivost’

Week 26/Month 6 /
26. tyZzder/6. mesiac

Onsite /
Na pracovisku

Home Health /
Domaca zdravotnicka
starostlivost’

Week 39/Month 9/
39. tyZden/9. mesiac

Onsite /
Na pracovisku

Home Health /
Domaca zdravotnicka
starostlivost’

Week 52/Month 12 /
52. tyzden/12. mesiac

Onsite /
Na pracovisku

Home Health /
Domaca zdravotnicka

starostlivost’
Week 65/Month 15/ Virtual /
65. tyZden/15. mesiac Virtualne

Onsite /

Na pracovisku
Week 78/Month 18 / Onsite /

78. tyzden/18. mesiac

Na pracovisku

Home Health /
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MILESTONES* /
MIENIKY*

Visit Amount /
Suma za navS§tevu

Domaca zdravotnicka

starostlivost’
Week 91/Month 21/ Virtual /
91. tyZden/21. mesiac Virtuilne

Onsite /

Na pracovisku
Week 104/Month 24 / Onsite /

104. tyzden/24. mesiac

Na pracovisku

Home Health /
Domaca zdravotnicka
starostlivost’

Week 117/Month 27

(cost will repeat as needed every
26 weeks/6 months if GTED** has
not been met)

117. tyZden/27. mesiac

(wdavky sa zopakuju podla
potreby kazdych 26 tyZdnov/6
mesiacov, ak nebol dosiahnuty
GTED**)

Virtual /
Virtualne

Onsite /
Na pracovisku

Week 130/Month 30 (cost will
repeat as needed every 26 weeks/6
months if GTED has not been met)
/

Onsite /
Na pracovisku

Home Health /
Domaca zdravotnicka

130. tyzderi/30. mesiac (vydavky | starostlivost’

sa zopakuju podla potreby

kazdych 26 tyzdnov/6 mesiacov,

ak nebol dosiahnuty GTED)

End of Treatment Onsite /

Ukoncenie liecby na pracovisku

End of Study / Virtual /

Koniec klinického skusania Virtualne
Onsite /

Na pracovisku

Per-Subject Fee

(Total assumes onsite visits with exception of the following
visits assumed as virtual: Week 65/Month 15, Week
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MILESTONES* /
MIENIKY*

Visit Amount /
Suma za navS§tevu

needed, and End of Study) /
Poplatok za ucastnika

a koniec klinického skusania)

91/Month 21, Week 117/Month 27 with repeat cost as

(Celkova suma predpoklada navstevy na pracovisku s
vynimkou nasledujucich navstev, ktoré sa povazZuju za
virtudlne: 65. tyzden/15. mesiac, 91. tyzden/21. mesiac, 117.
tyzden/27. mesiac s opakovanymi vydavkami podla potreby

N/A means Not Applicable

Irelevantné znamen4, Ze sa neuplatiuje

*Onsite visits may be completed at secondary
clinic

*Navstevy na pracovisku sa mozu uskuto€nit’ na
sekundarnej klinike

**GTED: Global Targeted End Date

**GTED: Globélny cielovy datum ukoncenia

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

Celkové sumy su bez DPH. Ak to bude
relevantné, DPH bude uhradend tak, ako je
uvedené v ¢lanku 5 listiny k tomuto dokumentu.

(3) Site Costs (3) Vydavky pracoviska
0 Local Ethics Committee/Institutional | [J Poplatky miestnej etickej
Review Board (EC/IRB) Fees: EC/IRB fees | komisii/intitucionalnej  kontrolnej  rade

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.

[EK/IKR]: Poplatky EK/IKR budt refundované.
Platba bude spracovand po doruceni originalu
faktary  alebo  alternativnej  podkladove;j
dokumentacie, v ktorych sa uvadzaju skutocné
poplatky bez marze. SPOLOCNOST JANSSEN
NEBUDE UHRADY POUKAZOVAT PRIAMO
IKR.

m Screen Failure Payments: Janssen shall
reimburse Institution for screen failures at a
rate listed for Screening Onsite visit in the
milestone table in Section 2 above per screen
failure with a cap of 10 screen failure
payments, regardless of enrollment, in the
order the subjects are screened. After the initial

= Uhrady za neuspe$ny skrining: Spolo¢nost’
Janssen refunduje inStitGcii  nelspes$né
skriningy vo vyske uvedenej pri skriningove;j
navsteve v pracovisku v tabul’ke mil'nikov vo
vysSie uvedenom Clanku 2 za kazdy
neuspesny skrining, pricom bude uplatneny
limit 10 uhrad za neuspe$ny skrining bez
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cap of 10 Screen failures has been achieved,
additional screen failure payments will require
written approval by the Janssen or CRO.
Processing of payment shall begin upon
completed screening CRF pages submitted to
CRO along with any additional information,
which may be requested by CRO to
appropriately document the subject screening
procedures and in accordance with Section 5
below and upon approval by the CRO.

ohl'adu na zarad’'ovanie, a to v poradi, v akom
sa ucastnici podrobia skriningu. Po dosiahnuti
pociatocného  limitu 10  neuspesnych
skriningov sa na d’alSie uhrady neuspesnych
skriningov bude vyzadovat pisomny sthlas
spolocnosti  Janssen  alebo  zmluvnej
vyskumnej organizacie. Spracovanie platby sa
zacne po vyplneni stranok ziznamového
formuldra ucastnika klinického skuasania
[CRF] urcenych pre skrining predloZzenych
zmluvnej vyskumnej organizacii spolu s
d’alsimi informaciami, o ktoré moze zmluvna
vyskumna organizacia poziadat' na nalezité
zdokumentovanie procedur skriningu u
ucastnikov, a v sulade s nizSie uvedenym
¢lankom 5 a po schvaleni zo strany zmluvnej
vyskumnej organizacie.

(4) Other Compensation:

(4)  Ina kompenzicia:

Janssen or its designee shall pay as applicable for | m
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
hospital
program su
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
previously
diagnosed or not; and (iv) the Study Product or
such Protocol procedure was administered in

routinely covered by medical or
insurance or other governmental

condition or illness, whether

accordance with the Protocol.

a nevyhnutné vydavky vynalozené

bezne

kryté

zdravotnym

ktoréhokol'vek

alebo ochoreniu bez ohladu na
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Spolo¢nost’ Janssen alebo nim poverené tretie
osoby uhradia podl'a relevantnosti primerané

bezodkladnu liecbu neziaducej udalosti u
ucastnika, ak sa zisti, ze dand neziaduca
udalost’ priamo suvisela s podanim skusaného
produktu alebo s procedirou vyzadovanou
vyluéne na tcely uskutociiovania protokolu, a
to pod podmienkou, Ze: (i) takéto vydavky nie
alebo
nemocniénym poistenim alebo inym Statnym
programom poskytujiicim takéto krytie; (ii)
dant neZiaducu udalost’ nemoZno pripisat
nedbanlivosti alebo pochybeniu zo strany
institacie, zodpovedného skusajiceho alebo
spoluskusajuceho,
zamestnanca alebo zastupcu zdravotnickeho
zariadenia alebo zodpovedného skusajticeho,
(111) dant neZiaducu udalost’ nemoZzno pripisat’
nijakému uZz existujicemu zdravotnému stavu

diagnostikovanie v minulosti, a (iv) skusany




produkt alebo takato procedura podla
protokolu bola podana 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 Janssens 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 nevyhnutné vydavky,
ktoré¢ vznikni na zéklade povolenia podla
vysSie uvedeného odseku, musia byt
rozClenené do poloziek a predlozené v
samostatnej faktare CRO na posudenie a
schvalenie prostrednictvom interného
programu Janssen refundacie zdravotnickych
vydavkov [MER]. Vydavky, ktoré¢ st
opravnené podla tohto ¢lanku, sa spracuju
prostrednictvom procesu uhradzania platieb
uvedené¢ho v tejto Zmluve alebo v poisteni
klinického skuSania spolo¢nosti Janssen
podl'a interného schvalovaciecho procesu
spolocnosti  Janssen a podla miestnych
predpisov.

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 platby za intt kompenzéciu za¢ne
po doruCeni faktury v sulade s nizSie
uvedenym clankom 5 a so schvélenim zo
strany zmluvnej vyskumnej organizicie.
Kazdy vydavok v nizSie uvedenej tabulke
predstavuje sumu za polozku, pokial’ nie je v
stipci Dalgie informacie uvedené inak.

Total
Item/ Additional Information / Amount /
Polozka Dalsie informacie Celkova

suma

Re-Consenting of a Subject
at a regularly scheduled

study visit /

Opakovany stihlas
ucastnika pri pravidelne
naplanovanej navSteve v

ramci klinického skuSania

Sponsor pre-approved /

Vopred schvalené zadavatel'om
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Item / Additional Information / Amount /
Polozka DalSie informacie Celkova
suma

Total

Re-Consenting of a Subject
outside a regularly
scheduled study visit /

Opakovany stuhlas
ucastnika mimo pravidelne
naplinovanej navStevy v
ramci klinického skuSania

1.
1.
Additional Informed
Consent/
Dodato¢ny informovany
suhlas
2.
2.

stihlasu tehotnej partnerky

Informed consent included
in the visit totals in the
milestone table in Section 2
above according to the
Schedule of Activities of
the Protocol /

Informovany suhlas je
zahrmuty v celkovych
uhradach za navstevu v
tabul’ke  milnikov ~ vo
vyssie uvedenom clanku 2
v stlade s
harmonogramom ¢innosti
v ramci protokolu

For  pregnant  partner
informed consent /

Formular informovaného

Lost to Follow-up Attempt /

Pokus kontaktovat’ subject
nedostupného pre d’alSie requir
sledovanie equire

A maximum of 10 attempts per

Additional reimbursement to

will  be reimbursed.

Sponsor pre-approval. /

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 51 of 248

Strana 51z 248




Item /
Polozka

Total

Additional Information / Amount /
DalSie informacie Celkova
suma

Bude uhradenych maximalne 10
pokusov na jedného ucastnika. Na
d’alsiu refundéaciu bude potrebné
schvalenie zadavatel'om.

Unscheduled Visits /
Neplanované navstevy

Processing of Unscheduled
Visits shall begin upon
completed CRF pages
submitted to CRO along with
any additional information,
which may be requested by
CRO/

Spracovanie neplanovanych
navstev sa zacne po vyplneni

stranok zaznamového
formulara ucastnika
klinického skuSania
predlozZenych zmluvnej

vyskumnej organizacii spolu s
dalsimi informaciami, o ktoré
moze zmluvna  vyskumnd
organizdcia poziadat

1. Visit cost to be paid in
conjunction with any other
assessments listed below
when conducted outside of
aregularly scheduled visit/

1. Vydavky na navstevu budu
uhradené spolu ]
akymikol'vek inymi nizSie
uvedenymi hodnoteniami
pri vykonani mimo
pravidelne planovanej
navstevy

2. This fee covers the cost of
Staff time /

2. Tento poplatok pokryva
naklady na ¢as personalu

Local Urine Pregnancy /

Miestny tehotensky test z
mocu

Local Serum Pregnancy /

Miestny tehotensky test zo
séra

1. At Screening /

1. Pri skriningu

2. Asclinically indicated /

2. Podra klinickej indikacie
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Item /
Polozka

Additional Information /
DalSie informacie

Total
Amount /
Celkova
suma

Repeat/Additional Central

Lab Sampling /

Opakovany/dodatocny
odber vzoriek pre centralne
laboratorium

Central Lab Sampling is
included in the visit totals in
the milestone table in Section 2
above according to the
Schedule of Activities of the
Protocol /

Odber vzoriek pre centralne
laboratérium je zahrnuty v
celkovych uhradach za
navstevu v tabulke milnikov
vo vysSie uvedenom ¢lanku 2 v
sulade s harmonogramom
¢innosti v ramci protokolu

At Week 104/Month 24 and
yearly after Week 104/Month
24 if GTED has not been
reached by Week 104/Month
24/

V 104. tyzdni/24. mesiaci a
kazdoro¢ne po 104. tyzdni/24.
mesiaci, ak GTED nebol
dosiahnuty do 104. tyzdna/24.
mesiaca

As needed for safety reasons or
technical issues with sample /

Podla potreby kvoli
bezpecnosti alebo pre
technicke problémy SO
vzorkami

For monitoring of liver
enzymes and total bilirubin at
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Item /
Polozka

Total

Additional Information / Amount /
DalSie informacie Celkova
suma

any time per the investigator’s
discretion /

4. Na monitorovanie pecenovych
enzymov a celkového
bilirubinu kedykol'vek podla
uvazenia skuSajiiceho

5. Asclinically indicated /

5. Podra klinickej indikacie

Central PK/PD/Biomarker
Sampling /

Odber vzoriek na centralny
rozbor FK/FD/biomarkerov

1. PK Sample at Week
4/Month 1 and Week
26/Month 6 for participants
in the PK subset /

1. Vzorka na FK v 4
tyzdni/l. mesiaci a 26.
tyZdni/6.  mesiaci u
ucastnikov v podskupine
na rozbor FK

2. PD and biomarker Sample
at Randomization, Week
4/Month 1, and Week
26/Month 6 for selected
participants /

2. Vzorka na FD a
biomarkery pri
randomizécii, v 4. tyzdni/1.
mesiaci a 26. tyzdni/6.
mesiaci u  vybranych

ucastnikov
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Total

Item / Additional Information / Amount /
Polozka DalSie informacie Celkova
suma

1. At Screening if not

Local Hematology / collected as standard-of-

care after the onset of the
Miestny hematologicky index event and prior to
rozbor randomization /

1. Pri skriningu, ak sa

nevykonal \% ramci
Standardnej  starostlivosti
po prepuknuti

registrovanej udalosti a
pred randomizaciou

2. At Randomization and
post-randomization if
laboratory tests are unable
to be performed by a
central laboratory /

Local Chemistry / 2. Pri randomizéicii a po
. . randomizacii, ak
Miestny chemicky rozbor laboratore testy nie je
mozné vykonat v

centralnom laboratoriu

3. For study participants with
a serious or severe
cutaneous adverse event/

3. U ucastnikov klinického
skusania s tazkou alebo
zavaznou koznou
neziaducou udalost'ou

Local Cystatin C/ At Randomization and post-
randomization if laboratory tests

Miestne vySetrenie | are unable to be performed by a

zamerané na cystatin C central laboratory /
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Total

Item / Additional Information / Amount /
Polozka DalSie informacie Celkova
suma
Pri randomizacii a po
randomizicii, ak laboratdrne testy
nie je mozné vykonat v
centralnom laboratoriu
Local Liver  Function | As clinically indicated if
Testing  (includes  Total | laboratory tests are unable to be
Bilirubin) / performed by a central laboratory /

Miestne funkéné vySetrenie
pecene (vrdtane celkového
bilirubinu)

Podla klinickej indikéacie, ak
laboratérne testy nie je mozné
vykonat’ v centralnom laboratoriu

Local INR & aPTT/

Miestne INR a aPTT

Prior to study randomization for
participants who received
thrombolysis and/or mechanical
thrombectomy /

Pred randomizaciou v ramci
klinického skuSania u ucastnikov,
ktorym bola podand trombolyza
a/alebo mechanicka trombektomia

Repeat/Additional NIHSS /

Opakovana/dodatocna
NIHSS

Repeat/Additional Modified
Rankin Scale /

Opakovana/dodatocna
modifikovana  Rankinova
stupnica

1. NIHSS and Modified
Rankin Scale are included
in the visit totals in the
milestone table in Section 2
above according to the
Schedule of Activities of
the Protocol /

1. NIHSS a modifikovana
Rankinova stupnica su
zahrnut¢ v celkovych
uhraddch za navstevu v
tabul’ke  milnikov ~ vo
vyssie uvedenom clanku 2
\4 sulade S
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Item / Additional Information /
Polozka DalSie informacie

Total
Amount /
Celkova
suma

harmonogramom ¢innosti
v ramci protokolu

At the time of event for a
stroke event that is reported
after randomization and
again at approximately 3
months after the event /

V case udalosti v pripade
cievnej mozgovej prihody,
ktora sa nahldsi po
randomizacii, a znova
priblizne po 3 mesiacoch
od udalosti

Repeat/Additional TOAST
Classification /

Opakovana/dodatocna
klasifikacia TOAST

TOAST classification is
included in the visit totals
in the milestone table in
Section 2 above according
to the Schedule of
Activities of the Protocol /

Klasifikacia TOAST je
zahrmmutd v celkovych
uhradach za navstevu v
tabulke  milnikov ~ vo
vysSie uvedenom c¢lanku 2
\4 stlade s
harmonogramom ¢innosti
v ramci protokolu

For recurrent stroke events
/

Pri recidivujucich
cievnych mozgovych
prihodéach
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Total

Repeat/Additional  ePRO
Collection /

Opakované/dodato¢né
zistovanie ePRO

Item / Additional Information / Amount /
Polozka Dalsie informacie Celkova
suma
1. ePRO collection is

included in the visit totals
in the milestone table in
Section 2 above according
to the Schedule of
Activities of the Protocol /

Zistovanie  ePRO  je
zahrmut¢é v celkovych
uhradach za névstevu v
tabu’ke  milnikov  vo
vysSie uvedenom c¢lanku 2
v sulade s
harmonogramom ¢innosti
v ramci protokolu

Every 12 months after
Week 104/Month 24 visit /

Kazdych 12 mesiacov po
navsteve v 104. tyzdni/24.
mesiaci

pecei)

Repeat/Additional Physical
Exam (includes liver-focused
medical history) /

Opakované/dodato¢né
fyzikalne vySetrenie (vrdtane
chorobopisu zameraného na

Physical Exam is included
in the visit totals in the
milestone table in Section 2
above according to the
Schedule of Activities of
the Protocol /

Fyzikdlne vySetrenie je
zahrmut¢ v celkovych
uhradach za navstevu v
tabulke  milnikov ~ vo
vysSie uvedenom c¢lanku 2
v stlade s
harmonogramom ¢innosti
v rdmci protokolu
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Item /
Polozka

Additional Information /
DalSie informacie

Total
Amount /
Celkova
suma

2. For participants
discontinuing study
intervention for elevated
liver function testing /

2. U ucastnikov, ktori
prerusia uzivanie sktSanej
intervencie pre zvySené
hodnoty pri funkénych
vySetreniach pecCene

Adjudication Fee /

Poplatok za postudenie

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 uhradeny za  kazdy
kompletny pripad eCRF a balik (ak
je to relevantné) odoslany pri

potencialnom klinickom
ukazovateli.  Tieto  vydavky
zahffaji pripravu, preskiimanie,
predloZenie a rieSenie

pripomienok, nakolko je to
relevantné.
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N/A means Not Applicable Irelevantné  znamena, ze  sa
neuplatiiuje
(5) Payment Terms: (5) Platobné podmienky:

a) This EXHIBIT B is for completed
records for up to 496 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 15,000 valid
subjects. In the event 15,000 total valid
subjects are enrolled prior to a site’s
reaching its valid subject goal of 496,
further recruitment will be suspended.
Subjects not completing the trial will be
paid for on a prorated basis according to
confirmed completed visits and CRFs
received by Janssen. All payments will be
made for subject visits according to the
milestone table in Section 2 above. No
payment will be made for any subject
excluded from analysis because of
Protocol violations within the Study
personnel’s control. Reimbursement for
expenses related to screen failures will be
made as outlined in Section 3 above.

a) Tato PRILOHA B sa vzt'ahuje
na vyplnené¢ zdznamy u maximalne
496 platnych ucastnikov. Platny
ucastnik je definovany ako ucastnik,
ktory spifia poZiadavky na splnenie
podmienok pre zaradenie do
klinického  skGSania a  nema
vyznamné porusenia protokolu, ktoré
by vylucili jeho udaje z analyzy. Toto
klinické skusanie sa vykonavana
podl'a zasad konkurenéného vyberu.
Spolo¢nost’”  Janssen predpoklada
uzavretie zarad’'ovania po
randomizécii celkovo 15 000
platnych ucastnikov. V pripade, Ze
bude zaradenych spolu 15000
platnych tucastnikov predtym, ako
pracovisko dosiahne svoj ciel' 496
platnych ucastnikov, d’al$i nabor bude
pozastaveny.  UCastnikom,  ktori
nedokoncia klinické skuSanie, bude
vyplatend alikvotna ¢ast’ sumy podla
poc¢tu potvrdenych absolvovanych
navstev a zaznamového formulara
ucastnika klinického skusania
dorucenych  spolocnosti  Janssen.
Vsetky platby budi uhradené za
navstevy ucastnikov podla tabulky
mil'nikov vo vyssie uvedenom ¢lanku
2. Za ucastnika vyluceného z analyzy
z dovodu porusenia protokolu, ktoré
ma pod kontrolou sku$ajuci personal,
sa  nepoukdze ziadna  platba.
Refundovanie vydavkov suvisiacich s
neuspesnym skriningom sa uskutocni
tak, ako je to uvedené v vysSie
uvedenom ¢lanku 3.
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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) zdravotnicke zariadenie berie
na vedomie, Ze ide o multicentrické
klinick¢  skuSanie  uréené na
vyhodnotenie definovaného poctu
ucastnikov  klinického  skusania.
Predpoklada sa, ze kazdé
zdravotnicke zariadenie, ktora sa
zucastni na klinickom skusSani, zaradi
do  klinického skuSania  pocet
ucastnikov klinického skusania podl'a
jej dohody v rdmci tohto klinického
sktiSania. Ak sa to bude vyzadovat’ v
priecbehu  klinického skusania,
spolo¢nost’” Janssen moze poziadat
zdravotnicke zariadenie, aby zaradila
viac ucastnikov klinického skuSania,
nez je uvedené v povodnej zmluve.
Spolo¢nost” Janssen moZze v takychto
pripadoch poslat’ zdravotnickemu
zariadeniu pisomné povolenie zaradit’
dalsich ~ ucastnikov  klinického
skasania. Takisto naopak,
zdravotnicke zariadenie nemusi mat’
moznost’ zaradit' vysSie ustanoveny
pocet ucastnikov klinického sktiSania.
Po zaradeni cielového poctu
ucastnikov do klinického skuSania
pracoviskd, ktoré nezaradia zmluvny
pocet ucastnikov klinického sktiSania,
dostanu informacie a pokyny, Ze maju

ukonCit® zarad’ovania tucCastnikov
klinického skusSania.
c) Janssen will provide, through a | c) Spolo¢nost” Janssen poskytne

third-party vendor, an ePRO Tablet,
valued at € 740, for use as called for in the
Protocol. Upon termination of the Study at
Institution, the ePRO Tablet will be
returned in accordance with Janssen’s or
designee’s instructions.

prostrednictvom dodavatela tretej
strany tablet na ePRO v hodnote 740
€ na pouzitie podla poziadaviek
protokolu. Po skonc¢eni klinického
sktiSania v zdravotnickom zariadeni
sa tablet na ePRO odovzda v sulade s
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pokynmi spolocnosti Janssen alebo
poverenej 0soby.

d) 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 Ilimited 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

d) Stretnutia skusajucich:
Spolo¢nost” Janssen mdze odporucit’
alebo vyzadovat’, aby sa zodpovedny
skuSajuci  alebo  spoluskusajuci
povereny spolo¢nostou Janssen a
zdravotna sestra/koordinator v ramci
klinického skusania zacastnili na
stretnutiach vratane najma stretnutia
skasajuceho. Spolo¢nost’ Janssen
poskytne a uhradi vSetky primerané a
opravnené cestovné vydavky v sulade
so zasadami spoloCnosti Janssen
tykajucimi sa cestovania vratane
skromného ubytovania a stravy v
suvislosti s takymito stretnutiami.
Zmluvné strany sa dohodli, ze Gcast’
na takychto stretnutiach je primerana

receipt of invoice and supporting | a nevyhnutna na zabezpeCenie toho,

documentation in accordance with | aby vSetky strany podielajuce sa na

paragraph (O below. skusani jasne porozumeli protokolu a
jeho  poziadavkam.  Spracovanie
platby za¢ne po doruceni faktiry a
podkladovej dokumentacie v sulade s
nizSie uvedenym odsekom (0.

e) To be eligible for any payment, | e) Aby boli splnené podmienky

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 instructions and this Agreement.
Payments will be made, at a minimum, on
a biannually basis. These payments will
include milestone payments, as well as, all

pre thradu, procediry musia byt
vykonané v uplnom sulade s
protokolom a s touto Zmluvou, a
predloZzené tdaje musia byt Uplné,
spravne a zadané v elektronickom
zaznamniku udajov [EDC], v systéme
interaktivnej webovej odozvy
[IWRS] a v elektronickych vysledkov
hlasenych pacientmi [ePRO] v sulade
s pokynmi spolo¢nosti Janssen a s
touto  Zmluvou. Platby buda
poukazané minimalne polro¢ne Tieto
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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.

platby budu zahfiat platby pri
mil'nikoch, ako aj vsetky
vyfakturované a schvalené vydavky z
predchédzajiceho platobného cyklu.
Pocas klinického sktSania sa budu
vykonavat’ nepretrzité upravy platieb.
Vsetky zistené chybné platby budu
poukdzané pri najblizSich alebo
buducich platbach. Nevykonaji sa
ziadne platby, pokial sa nevyrieSia
vSetky chybné platby. Ak nebuda
ziadne Cakajuce alebo buduce platby,
institicia bezodkladne vrati preplatok
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.

Platby bude vystavovat zmluvna
vyskumnd organizdcia na zéklade
rozpoCtu na navstevy, frekvencie
uhrad a platobnych podmienok, ako je
uvedené vysSie. Platby budu
poukazané po doruCeni prislusnych
faktar vratane podkladovej
dokumentécie v ur€enej mene, ako sa
uvadza nizSie. Faktary budu splatné
do tridsiatich (30) dni od datumu
dorucenia faktary zmluvnej
vyskumnej  organizicii  vratane
akejkol'vek prislusnej podkladovej
dokumentacie.

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:

Faktary na uhradenie akychkol'vek
dodato¢nych platieb nad ramec
platieb uvedenych v tejto zmluve (t. j.
dodato¢né refundacie) musia byt
takisto odoslané zmluvnej vyskumne;j
organizacii a schvalené spolo¢nost’ou
Janssen. VSetky faktiry sa budua
predkladat’ nasledujicim spdsobom:

Invoices to be billed to:

Faktiry sa vystavia spolo¢nosti:

IQVIA RDS Slovakia, s.r.o.

IQVIA RDS Slovakia, s.r.o.

Vajnorska 100/B,

Vajnorska 100/B,

831 04 Bratislava - Slovakia

831 04 Bratislava, Slovensko
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Invoices to be sent to:

Faktiry sa odo$li na adresu:

Email original invoices including back up
to:

Originaly faktar vratane podkladovej
dokumentacie odoslite e-mailom na
adresu:

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

Okrem toho je mozné faktary
predkladat’ prostrednictvom portalu.
Prijemca platby dostal e-mail na
vytvorenie uctu na naSom platobnom
portali. Na portali bude mat’ prijemca
platby pristup k aktivitam tcastnika
podla  protokolu, bude moct’
predkladat’ faktary, ako aj zobrazit’ si
podrobnosti o vsetkych platbach
poukizanych zmluvnou vyskumnou
organizaciou.

Link to the Portal:

https://ctp.solutions.igvia.com

Prepojenie na
https://ctp.solutions.igvia.com

portal:

Emailed and uploaded invoices and
backup are preferred. In the event of
invoices in hard copy need to be sent,
please send to the following address:

Uprednostiiuju sa e-mailové a
nahrané faktiry a podkladové
dokumentacie. V pripade, ak je
potrebné odoslat’ vytlacené
faktury, odoSlite ich na nasledujicu
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

London, W2 1AF

United Kingdom

United Kingdom

The following information should be | Na fakture je potrebné uviest
included on the invoice: nasledujuce udaje:
e Complete INVESTIGATOR e Uvedte meno, adresu a
name, address and phone number telefonne Cislo
SKUSAJUCEHO

Invoice Date

Datum vystavenia faktary

e [nvoice Number

Cislo faktiry
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https://ctp.solutions.iqvia.com/
https://ctp.solutions.iqvia.com/

e Payee Name (must match Payee
indicated in CTA)

e Meno prijemcu platby (musi
sa zhodovat s menom
prijemcu platby uvedenym v
Zmluve o klinickom skusani)

e Payment Amount

e Suma na thradu

e Complete description of services
rendered

e Uplny popis poskytnutych
sluzieb

e Study Number:

e (Cislo klinického skuSania:

e Sponsor Name

e Nazov zadavatela

e Invoices should be printed on
site/institution letterhead

e Faktury je potrebné vytlacit
na  hlavickovom  papieri
pracoviska/institicie

All invoice and payment related inquiries
shall be addressed directly to IQVIA
Clinical Trial Payments at.

Vsetky otazky tykajuce sa faktar a
platieb je potrebné predlozit’ priamo
oddeleniu pre platby za klinické

skuSania  spolo¢nosti IQVIA na
adrese
Invoices and any accompanying | Vo faktirach a v akejkol'vek

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.

prilozenej dokumentacii sa nesmu
uvadzat’ ziadne osobné identifikacné
udaje ziadneho ucastnika klinického
skiSania najmd meno  alebo
priezvisko, inicialy, datum narodenia,
adresa, telefonne ¢islo, ¢islo preukazu
totoznosti, e-mailova adresa alebo
udaje kreditnej karty ucastnika
klinického skuSania. Ak sa vo
faktirach alebo v  akejkol'vek
prilozenej dokumentéicii  budi
uvadzat takéto udaje, zmluvna
vyskumna organizacia to oznami
prijemcovi platby. Prijemca platby

bude musiett znova predlozit’
zredigovanu fakturu a sprievodnu
dokumentaciu, ktora nebude
obsahovat’ ziadne osobné
identifikacné udaje ziadneho

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

9) Tato  zmluva  ustanovuje
vSetky fixné a variabilné vydavky
suvisiace s c¢innostami Vv ramci
klinického skusania. Polozky, ktoré
nie su Specificky uvedené vo vyssie
uvedenom ¢lanku 3 alebo ¢lanku 4 a
ktor¢ moOzu zahfiat napriklad
vydavky na persondl, vydavky na
Skolenia, poplatky laboratériu, RTG
snimky, hodnotiace stupnice a
dotazniky, poplatky koordinéatorovi
udajov a cestovné vydavky, su
uvedené v prispevkoch na ucastnika,
ako je uvedené v tabulkach milnikov
vo vyssie uvedenom ¢lanku 2. Okrem

toho nebudi poukdzané ziadne
dodato¢né refundécie tychto
vydavkov.

h) Taxes: Any consideration payable | h) Dane:  Akakol'vek  suma

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

splatné na zaklade tejto Zmluvy bude
bez DPH. Ak sa na akékol'vek sluzby
alebo  tovar  vztahuje @ DPH,
institicia/zodpovedny skusajuci musi
zmluvne] vyskumnej organizacii
vystavit' platnu faktaru s DPH na
transakciu, ktorou sa uhradza dana
odmena. Ak sa DPH nauactuje
omylom, institicia/zodpovedny
sktiSajuci vystavi dobropis. Ak sa
DPH nenauctuje a nasledne sa zisti, Ze
sa mala nauctovat’ alebo ju prislusné
dalové rady posudia ako splatnu za

consideration will be paid upon | dani odmenu, dana splatnda DPH za

presentation of a valid VAT invoice. uveden odmenu sa uhradi po
predloZeni platnej faktiry s DPH.

) For the avoidance of doubt, the | i) Aby nedoslo k

Principal  Investigator  and/or  the | pochybnostiam, zodpovedny
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Institution are responsible for providing
any and all compensation, benefits and/or
insurance to the investigational staff who
are employees or contractors of the
Institution..—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 ins urance.

sktiSajuci  a/alebo  zdravotnicke
zariadenie  je  zodpovedni  za
poskytovanie vsSetkych prislusnych
kompenzacii, prispevkov a/alebo
poistenia  skiSajuicemu  personalu
ktori st zamestnancami  alebo
vV zmluvnom vzt'ahu SO
Zdravotnickym zariadenim. M4 sa za
to a je vyslovne zrejmé, Ze skusajuci
a skGSajuci personal nesplnaji
podmienky pre podielanie sa ¢i
zahrmuti do akychkol'vek planov
prispevkov spolocnosti Janssen, jej
programov, zasad zamestnanosti,
postupov ¢i poistenia kompenzacii
zamestnancom.

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

) Zmluvné strany sa dohodli na
tom, Ze PRILOHA B tohto
dokumentu je sucastou Zmluvy a
objasiiuje  harmonogram  platieb
suvisiacich s touto Zmluvou. Platby
buda poukazané v sualade s
ustanoveniami PRILOHY B tohto
dokumentu, pricom posledna platba
bude poukdzand po tom, Cco
pracovisko splni  vSetky svoje
zavizky vyplyvajice z tejto Zmluvy a
vSetkych jej dodatkov. Zodpovedny
sktiajuci berie na vedomie a suhlasi s
tym, Ze jeho usudok tykajici sa
rozhodnutia a starostlivost’ o kazdého
ucastnika  nebude ovplyvneny
kompenzaciou, ktori praceviske
dostane za zaklade tohto dokumentu.
Zmluvné strany sa dohodli na tom, Ze
nizS§ie uvedeny prijemca platby je
opravneny prijemca platby v ramci
tejto Zmluvy a ze platby vyplyvajtce
z tejto Zmluvy buda poukazané iba
nasledujucemu prijemcovi platby:

Payee Name

Fakultna nemocnici Trencin
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Payee Address / Legionarska 28, 91171 Trencin

Adresa prijemcu platby Slovak Republic
VAT/Tax ID
IC DPH/DIC NA

Banking Information: /
Bankové tudaje:

Bank Name /
Nazov banky

Bank Street /
Ulica sidla banky

Bank City /
Mesto sidla banky

I§ank State/Province /
Stat sidla banky

Bank Postal Code /
Postové smerové Cislo sidla banky

Bank Country /
Krajina sidla banky

Receiving Account Currency /
Mena prijimajuceho uctu

IBAN /
IBAN

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

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 zmluvne dohodnutd mena platby nebude zhodovat’ s menou, v ktorej je
vedeny vas§ bankovy ucet, mozno budete musiet’ pouZzit’ sprostredkovatel'sku
banku. Podrobnosti vam poskytne vasa finanéna inStiticia. Ak sa bude
vyzadovat’ sprostredkovatel'skd banka, uved’te nazov banky, ¢islo uctu, ak je to
relevantné, a SWIFT kod sprostredkovatel'skej banky spolu s celou ostatnou

pozadovanou bankovou dispozwi‘ou.
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Contact Information /
Kontaktné udaje

Name of recipient sending invoices to /
Meno prijemcu, ktory posiela faktiary

Mgr. Alica Balazova

Phone number & Email /
Telefonne ¢Cislo a e-mailova adresa

Language Preference /
Predvoleny jazyk

Slovak

Name of payment recipient to receive payment
notification and details /

Meno prijemcu platby, ktorému budia dorucované
oznamenia a podrobnosti o platbe

Mgr. Alica Balazova

Phone number & Email /
Telefonne ¢islo a e-mailova adresa

Language Preference /
Predvoleny jazyk

Slovak
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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.

Zdravotnicke zariadenie bude mat’ tridsat’ (30)
dni od datumu dokoncenia posledného ucastnika
[LSO] v klinickom skusani na vyrieSenie
akychkol'vek nezrovnalosti v platbach, ktoré
vznikli pocas klinického skuSania.

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.

Zdravotnicke zariadenie musi predlozit’ vSetky
faktary najneskor do 45 dni od zaverecnej
navStevy v inStitGcii svisiace] s uzavretim
pracoviska. Spolo¢nost’ Janssen alebo zmluvna
vyskumnd organizdcia si vyhradzuje prévo
odmietnut’ uhradit’ faktiry predlozené po
uplynuti tejto 45-dnovej lehoty.

In case of changes in the Payee’s bank details,
Site is obliged to inform CRO in writing by
sending an email to

. CRO will contact Site to
obtain signed documentation of changes to
payee’s bank details. The parties agree that in
case of changes in payee bank details which do
not involve a change of Payee, tax numbers, or
tax exempt status, no further amendments are
required.

V pripade zmien bankovych tudajov prijemcu
platby je pracovisko povinné oznamit’ to pisomne
zmluvnej vyskumnej organizacii prostrednictvom

e-mailovej spravy na adresu
Zmluvna
vyskumnd  organizicia bude kontaktovat

pracovisko, aby ziskala podpisani dokumentaciu
o zmenach bankovych udajov prijemcu platby.
Zmluvné strany sa dohodli na tom, ze v pripade
zmien v bankovych udajoch prijemcu platby, pri
ktorych sa nemeni prijemca platby, daiové
identifika¢né Cisla, ani oslobodenie od dane, nie
je potrebny dodatok k Zmluve.

The Parties acknowledge that the designated
Payee is authorized to receive all of the payments
for the services performed under this Agreement.

Zmluvné strany beru na vedomie to, Ze povereny
prijemca platby je opravneny prijimat’ vSetky
platby za sluzby poskytnuté na zaklade tejto
Zmluvy.

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

Vsetky platby za toto klinické skusanie v stilade s
priloZenym rozpoctom bude zmluvna vyskumna
organizécia uhradzat’ elektronicky.
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Budget & Payment Schedule for principal
investigator

ROZPOCET A HARMONOGRAM
PLATIEB pre hlavného skusajiceho

Protocol No. 70033093STR3001: “A Phase 3,
Randomized, Double-Blind, Parallel-Group,
Placebo-Controlled Study to Demonstrate the
Efficacy and Safety of Milvexian, an Oral
Factor Xla Inhibitor, for Stroke Prevention
after an Acute Ischemic Stroke or High-Risk
Transient Ischemic Attack”

Protokol ¢. 70033093STR3001:
»Randomizované, dvojito zaslepené, placebom
kontrolované Kklinické skuSanie fazy 3 s

paralelnymi skupinami na preukazanie
ucinnosti a bezpecnosti milvexianu,
peroralneho inhibitora faktora Xla, na
prevenciu cievnej mozgovej prihody po

akutnej ischemickej cievnej mozgovej prihode
alebo vysokorizikovom tranzitérnom
ischemickom ataku“

(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) »Prispevok na ucastnika*® predstavuje
vSetky fixné a variabilné vydavky stvisiace s
klinickym skuSanim s vynimkou poloziek
uvedenych v nizsie uvedenom ¢lanku 3 (Vydavky
pracoviska) a ¢lanku 4 (Ind kompenzicia) za
predpokladu, Ze boli uskutocnené¢ vSetky
navstevy popisané v ¢lanku 2.

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

Prispevok na ucastnika v rameci tohto klinického
skasania je: €.

(2) Payment Milestone Table(s):

(2) Tabulka (tabul’ky) mil’nikov platieb:

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 Amendment dated 02
November 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.

Platby v rdmci milnikov v niZSie uvedenej
tabulke (tabulkach) predstavuji spravodliva
trhovi hodnotu za vykonavanie vyskumnych
sluzieb podrobne popisanych v Harmonograme
¢innosti v ramci dodatku k protokolu z 2.
novembra 2022, ktory sa v tomto dokumente
uvadza ako Priloha A. Zmluvné strany sa dohodli,
ze v pripade, ak nasledné dodatky protokolu
klinického skusania povedu k podstatnej zmene
vo vyskumnych sluzbach, kompenzécia sa upravi
tak, aby zodpovedala novej spravodlivej trhovej
hodnote vyskumnych sluzieb prostrednictvom
pisomného dodatku podpisaného vSetkymi
zmluvnymi stranami.
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Visit Amount /
MILESTONES* / Suma za navstevu
MIDNIKY* This payment is assigned to
principal investigator and will be
paid always, fixed amounth
Screening Onsite /
Skrining na pracovisku
Randomization Onsite /
Randomizicia na pracovisku
Week Onsite /
4/Month 1/ | Na pracovisku
4. tyzden/l. | Home Health /
mesiac Domaca zdravotnicka
starostlivost’
Week Onsite /
13/Month 3/ | Na pracovisku
13. tyzdeii/3. | Home Health /
mesiac Domaca zdravotnicka
starostlivost’
Week Onsite /
26/Month 6/ | Na pracovisku
26. tyzden/6. | Home Health /
mesiac Domaca zdravotnicka
starostlivost’
Week Onsite /
39/Month 9/ | Na pracovisku
39. tyzdeni/9. | Home Health /
mesiac Domaca zdravotnicka
starostlivost’
Week Onsite /
52/Month Na pracovisku
12/ Home Health /
52. Domaica zdravotnicka
tyzden/12. starostlivost’
mesiac
Week Virtual /
65/Month Virtualne
15/ Onsite /
65. Na pracovisku
tyzderi/15.
mesiac
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Visit Amount /

MILESTONES* / Suma za navstevu

MIDNIKY* This payment is assigned to
principal investigator and will be
paid always, fixed amounth

Week Onsite /

78/Month Na pracovisku

18/ Home Health /

78. Domaca zdravotnicka

tyZden/18. starostlivost’

mesiac

Week Virtual /

91/Month Virtualne

21/ Onsite /

91. Na pracovisku

tyzdeii/21.

mesiac

Week Onsite /

104/Month | Na pracovisku

24/ Home Health /

104. Domaca zdravotnicka

tyzder/24. starostlivost’

mesiac

Week Virtual /

117/Month | Virtualne

27 Onsite /

(cost  will | Na pracovisku

repeat as

needed every

26  weeks/6

months if

GTED** has

not been met)

117.

tyzden/27.

mesiac

(vwdavky sa

zopakuju

podla

potreby

kazdych 26

tyzdnov/6
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MILESTONES*/
MIENIKY*

Visit Amount /

Suma za navstevu

This payment is assigned to
principal investigator and will be
paid always, fixed amounth

mesiacov, ak
nebol
dosiahnuty
GTED**)

Week
130/Month

Onsite /
Na pracovisku

Home Health /
Domaca
starostlivost’

30 (cost will
repeat as
needed every
26  weeks/6
months if
GTED has
not been met)
/

130.
tyzderi/30.
mesiac
(vwdavky sa
zopakuju
podla
potreby
kazdych 26
tyzdnov/6
mesiacov, ak
nebol
dosiahnuty
GTED)

zdravotnicka

End of Treatment Onsite /
Ukonc¢enie lieCby na pracovisku

End of | Virtual /
Study / Virtualne
Koniec Onsite /
klinického | Na pracovisku
skusSania

Per-Subject Fee

(Total assumes onsite visits with exception of
the following visits assumed as virtual: Week
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MILESTONES*/
MIENIKY*

Visit Amount /

Suma za navstevu

This payment is assigned to
principal investigator and will be
paid always, fixed amounth

65/Month 15, Week 91/Month 21, Week
117/Month 27 with repeat cost as needed,
and End of Study) /

Poplatok za ucastnika

(Celkova suma predpokladd navstevy na
pracovisku s  vynimkou nasledujucich
navstev, ktoré sa povazuju za virtudlne: 65.
tyzden/15. mesiac, 91. tyzden/21. mesiac,
117. tyzden/27. mesiac s opakovanymi
vydavkami podla potreby a koniec klinického

skusania)

N/A means Not Applicable

Irelevantné znamen4, Ze sa neuplatiuje

*Onsite visits may be completed at secondary
clinic

*Navstevy na pracovisku sa mozu uskuto€nit’ na
sekundarnej klinike

**GTED: Global Targeted End Date

**GTED: Globélny cielovy datum ukoncenia

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

Celkové sumy su bez DPH. Ak to bude
relevantné, DPH bude uhradend tak, ako je
uvedené v ¢lanku 5 listiny k tomuto dokumentu.

Subject Stipends: The subject stipend is
intended to offset the Study subject’s costs
associated with travel expenses and meals, where
appropriate, incurred as a result of Study
participation, and shall be reflected in the
Informed Consent Form, as it will be provided to
the Study subject.

Odmeny pre ucéastnikov: Odmena pre tcastnika
je ur¢ena na kompenzaciu vydavkov suvisiacich s
cestovanim a stravovanim, nakolko je to
relevantné, ktoré ucastnikovi klinického skuiSania
vznikli v doésledku jeho ucasti na klinickom
skaSani, a budad wuvedené vo formulari
informovaného sthlasu, pretoZe budi poukazané
ucastnikovi klinického sktiSania.

Subject Reimbursement (cash payment):
Sponsor shall reimburse Investigator upon receipt
of invoice, with adequate documentation, for the
costs associated with a Study subject
reimbursement up to a maximum amount of €

Uhrady ucastnikom skid$ania uhradzané
ucastnikom v hotovosti

Zadavatel uhradi sktiSajucemu resp.
zdravotnickemu zariadeniu po prijati faktary s
primeranou dokumentdciou ndklady tucastnika
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per subject visit. This allowance per visit is
intended to offset the Study subject’s costs
associated with travel expenses and meals, where
appropriate, incurred as a result of Study
participation. In case expected actual travel costs
of a subject will exceed the herein approved
amount of € per visit/round trip, the Institution
agrees to request prior approval of CRO /Janssen
for a reimbursement of such additional costs. This
reimbursement shall be reflected in the Informed
Consent Form as it will be provided to the Study
subject. Processing of payment will begin upon
receipt of Institution invoice, including subject
number and visit dates. The reimbursement shall
be handed to individual Study Subjects by
Investigator in strict compliance with instructions
provided by Janssen or CRO. The investigator
will record the payment of the travel expenses
allowance to subjects using a document on
reimbursement of travel expenses signed by the
subject. Records of stipend payments shall be
provided to Janssen for review upon request.

skiiSania do maximalnej vysky EUR za
navitevu subjektu. Uelom tohto prispevku na
navstevu je kompenzovat' nadklady ucastnikom
skasania spojené s cestovnymi vydavkami a
stravou, ak je to vhodné, vzniknuté v ddsledku
ucasti na skuaSani. V pripade, Ze ocakdvané
skuto¢né cestovné naklady ucastnika presiahnu tu
schvalen sumu  EUR za navstevu/spiatocnu
cestu, zdravotnicke =zariadenie suhlasi, ze si
vyziada predchéadzajuci sthlas CRO/Janssen na
preplatenie takychto dodatocnych nakladov. Této
uhrada sa premietne do formuléra informovaného
suhlasu, ktory bude poskytnuty ucastnikovi
skuSania. Spracovanie platby sa zacne po prijati
faktiry zdravotnickeho zariadenia vratane cisla

ucastnika a datumov  navstevy. Uhradu
jednotlivym  ucastnikom skuSania odovzda
skuSajici v prisnom sulade s pokynmi

poskytnutymi spolo¢nostou Janssen alebo CRO.
Vyplatenie cestovného ucastnikom skuSajtci
zaeviduje dokladom o preplateni cestovnych
nakladov podpisanym tucastnikom. Zaznamy o
platbach sa na poziadanie poskytni spolo¢nosti
Janssen na kontrolu.

Subject Reimbursement (debit card payment):
Sponsor shall reimburse the costs associated with
a Study subject reimbursement up to a maximum
amount of €  per subject visit. This allowance
per visit is intended to offset the Study subject’s
costs associated with travel expenses and meals,
where appropriate, incurred as a result of Study
participation. Each subject will receive such
reimbursement through the provision of meal
debit card in the amount of  Euro per each visit.
This reimbursement shall be reflected in the
Informed Consent Form as it will be provided to
the Study subject Meal debit cards will be
provided by the Sponsor through CRO and will
be handed to the subjects by the Investigator. The
Investigator will keep a record proving the meal
card supply to each subject. Study Subject travel
and meal compensation payments shall be made

Uhrady ulastnikom ski$ania uhradzané
ucastnikom na debetni stravovaciu kartu

Zadavatel uhradi skasajucemu resp.
zdravotnickemu zariadeniu po prijati faktary s
primeranou dokumentédciou néklady ucastnika
skiSania do maximalnej vysky EUR za
navitevu subjektu. Uéelom tohto prispevku na
navstevu je kompenzovat' ndklady ucastnikom
skuSania spojené s cestovnymi vydavkami a
stravou, ak je to vhodné, vzniknuté v ddsledku
ucasti na skasani. Kazdy ucastnik dostane takuto
nahradu prostrednictvom debetnej stravovacej
karty vo vyske  eur za kazdu navStevu. Tato
uhrada sa premietne do formulara informovaného
stihlasu, ktory bude poskytnuty ucastnikovi
sktiSania. Debetné stravné karty na stravovanie
poskytne zadéavatel' prostrednictvom CRO a
ucastnikom ich odovzda skusajici. O odovzdani
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by CRO directly to the debit card of Subjects
based on their completed visits. Debit card refill
will be performed monthly. The Investigator will
provide cooperation and information needed to
CRO for refund of travel and meal expenses to the
subject.

debetnej stravovacej karty vedie skusSajuci
zaznam. Cestovné a stravné uhradza CRO priamo
na debetnu stravovaciu kartu u¢astnika na zéklade
ich absolvovanych navitev. Dopliianie debetnej
karty sa bude vykonavat mesacne. SkuSajuci
poskytne sucinnost’ audaje pre organizaciu
klinického vyskumu za 1felom refundacie
stravnych a cestovnych ndakladov ucastnikovi
sktSania.

(3) Site Costs

(3)  Vydavky pracoviska

0 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.

0 Poplatky miestnej etickej
komisii/inStitucionalnej  kontrolnej  rade
[EK/IKR]: Poplatky EK/IKR budu refundované.
Platba bude spracovand po doru€eni origindlu
faktiry  alebo  alternativnej  podkladove;j
dokumentécie, v ktorych sa uvadzaja skutocné
poplatky bez marze. SPOLOCNOST JANSSEN
NEBUDE UHRADY POUKAZOVAT PRIAMO
IKR.

m Screen Failure Payments: Janssen shall
reimburse Institution for screen failures at a
rate listed for Screening Onsite visit in the
milestone table in Section 2 above per screen
failure with a cap of 10 screen failure
payments, 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.
Processing of payment shall begin upon
completed screening CRF pages submitted to
CRO along with any additional information,
which may be requested by CRO to
appropriately document the subject screening
procedures and in accordance with Section 5
below and upon approval by the CRO.

» Uhrady za neuspesny skrining: Spolo¢nost’
Janssen refunduje inStitlcii  neuspesné
skriningy vo vyske uvedenej pri skriningove;j
navsteve v pracovisku v tabul’ke mil'nikov vo
vysSie uvedenom clanku 2 za kazdy
neuspesny skrining, pricom bude uplatneny
limit 10 ohrad za neuspesny skrining bez
ohl'adu na zarad’ovanie, a to v poradi, v akom
sa ucastnici podrobia skriningu. Po dosiahnuti
pociatoéného  limitu 10  neuspeSnych
skriningov sa na d’al§ie uhrady neuspesnych
skriningov bude vyZadovat’ pisomny suhlas
spolo¢nosti  Janssen  alebo  zmluvnej
vyskumnej organizacie. Spracovanie platby sa
zatne po vyplneni strdnok zaznamového
formuldra ucastnika klinického skuSania
[CRF] urCenych pre skrining predloZenych
zmluvnej vyskumnej organizacii spolu s
d’alSimi informaciami, o ktoré moze zmluvna
vyskumna organizacia poZziadat’ na naleZzité
zdokumentovanie procedur skriningu u
ucastnikov, a v sulade s nizSie uvedenym
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¢lankom 5 a po schvaleni zo strany zmluvne;j
vyskumnej organizicie.

For screen failures beyond the defined maximum
number, which are not reimbursable to
Institution, a subject stipend for the Study
subjects in the amount of € will be paid to
offset the Study subject’s costs associated with
travel expenses and meals, where appropriate,
incurred as a result of Study participation, and
shall be reflected in the Informed Consent Form,
as it will be provided to the Study subject.
Processing of payment shall begin upon receipt of
invoice detailing subject number and date of
screen failure and in accordance with Section 5
below and upon approval by the CRO.

Za neuspesné skriningy nad ramec definovaného
maximalneho poctu, ktoré nie je mozné
refundovat’ zdravotnickemu zariadeniu bude
poukdzana odmena pre ucastnika urcena pre
ucastnikov klinického skuSania vo vyske € na
kompenzaciu vydavkov suvisiacich s cestovanim
a stravovanim, pripadne ktoré¢ ucastnikovi
klinického sktSania vznikli v dosledku jeho
ucasti na klinickom sku$ani, a buda uvedené vo
formulari informovaného suhlasu, pretoze buda
poukazané ucastnikovi klinického skusania.
Spracovanie platby sa zacne po doruceni faktary,
v ktorej sa uvadza cislo ucastnika a datum
neuspesného skriningu, a v silade s niZsie
uvedenym c¢lankom 5 a po schvéleni zo strany
zmluvnej vyskumnej organizacie.

m Caregiver Reimbursement: Janssen shall
reimburse Institution upon receipt of invoice,
with adequate documentation, for the costs
associated with a caregiver reimbursement up
to a maximum amount of € per subject visit.
This allowance per visit is intended to offset
the caregiver’s costs associated with travel
expenses and meals, where appropriate,
incurred as a result of Study participation.
This reimbursement shall be reflected in the
Informed Consent Form as it will be provided
to the caregiver. Processing of payment will
begin upon receipt of Institution invoice with
third party invoice detail. Institution shall be
responsible for keeping records of stipend
payments made to Study subjects. Records of
stipend payments shall be provided to Janssen
for review upon request.

m Refundicia opatrovatelovi: Spolocnost’
Janssen uhradi zdravotnickemu zariadeniu po
doruCeni faktury spolu s adekvatnou
dokumentaciou  vydavky  suvisiace s
refundaciou opatrovatelovi do maximalnej
vysky  EUR za navstevu ucastnika. Tento
prispevok za navStevu je wureny na
kompenzaciu vydavkov opatrovatel’a
suvisiacich s cestovanim a stravovanim,
nakol’ko je to relevantné, ktoré vznikli v
dosledku tcasti na klinickom skasani. Tato
uhrada sa uvedie vo formulari informovaného
stihlasu, nakol’ko bude poukazana
opatrovatel'ovi. Spracovanie platby zacne po
doruceni  faktary inStiticie  spolu s
podrobnostami  faktiry  tretej  strany.
zdravotnicke zariadenie bude zodpovedné za
vedenie zaznamov o prispevkoch poukazanych
ucastnikom  klinického  skuSania.  Na
poziadanie  budli  spoloCnosti  Janssen
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predlozené na kontrolu zaznamy o platbach
prispevkov.

(4) Other Compensation:

(4)  Ina kompenzicia:

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

Spolo¢nost’ Janssen alebo nim poverené tretie
osoby uhradia podl'a relevantnosti primerané
a nevyhnutné vydavky vynalozené na
bezodkladnu liecbu neziaducej udalosti u
uCastnika, ak sa zisti, ze dand neziaduca
udalost’ priamo suvisela s podanim skusaného
produktu alebo s procedirou vyzadovanou
vylu¢ne na ucely uskutoc¢novania protokolu, a
to pod podmienkou, ze: (i) takéto vydavky nie
st bezne  kryt¢ zdravotnym  alebo
nemocni¢nym poistenim alebo inym $tatnym
programom poskytujicim takéto krytie; (ii)
dani neziaducu udalost nemozno pripisat’
nedbanlivosti alebo pochybeniu zo strany
inStitucie, zodpovedného skuSajuceho alebo
ktoréhokol'vek spoluskusajuceho,
zamestnanca alebo zastupcu zdravotnickeho
zariadenia alebo zodpovedného skusajuceho,
(ii1) danu neziaducu udalost’ nemozno pripisat’
nijakému uz existujicemu zdravotnému stavu
alebo ochoreniu bez ohladu na ich
diagnostikovanie v minulosti, a (iv) skasany
produkt alebo takato procedira podla
protokolu bola podand v sulade s protokolom.

m Such reasonable and necessary costs incurred
as permitted in the aforementioned paragraph
must be itemized and submitted in a separate
invoice to CRO for evaluation and approval
through Janssens 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 nevyhnutné vydavky,
ktoré¢ vznikni na zéklade povolenia podla
vysSie uvedeného odseku, musia byt
roz€lenené do poloziek a predloZzené v
samostatnej faktire CRO na posudenie a
schvalenie prostrednictvom interného
programu Janssen refundacie zdravotnickych
vydavkov [MER]. Vydavky, ktoré¢ st
opravnené podla tohto ¢lanku, sa spracuju
prostrednictvom procesu uhradzania platieb
uveden¢ho v tejto Zmluve alebo v poisteni
klinického skuSania spolo¢nosti Janssen
podla interného schvalovacieho procesu
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spolo¢nosti Janssen a podla miestnych
predpisov.

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 platby za inii kompenzéciu za¢ne
po doruceni faktiry v sulade s nizsie
uvedenym c¢lankom 5 a so schvalenim zo
strany zmluvnej vyskumnej organizacie.
Kazdy vydavok v nizSie uvedenej tabulke
predstavuje sumu za polozku, pokial’ nie je v
stipci Dalgie informacie uvedené inak.

Amount /

Suma
Item / Additional Information / Fixed costs to
Polozka DalSie informacie pirincipal

investigator will
be paid always

Re-Consenting
of a Subject at a
regularly
scheduled study
visit /

Opakovany
suhlas

pravidelne
naplanovanej Vopred
navsteve v | zadavatel'om
rameci
klinického
skusania

Re-Consenting
of a Subject

outside a
regularly
scheduled study
visit /

Gcastnika  pri | Sponsor pre-approved /

schvalené
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Amount /
Suma
Item/ Additional Information / Fixed costs to
Polozka DalSie informacie pirincipal
investigator will
be paid always
Opakovany
suhlas
ucéastnika mimo
pravidelne
naplanovanej
navstevy \4
rameci
klinického
skaSania
2. Informed consent
included in the visit
totals in the milestone
table in Section 2 above
according to  the
Schedule of Activities
of the Protocol /
3. Informovany suhlas je
Additional zahrnuty v celkovych
Informed uhradach za navstevu v
Consent / tabul’ke milnikov vo
vyssie uvedenom
Dodato¢ny Slanku 2 v sulade s
informovany harmonogramom
suhlas ¢innosti v ramci
protokolu
4. For pregnant partner
informed consent /
2. Formular informovaného
stihlasu tehotnej partnerky
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma
Fixed costs to
pirincipal

investigator will
be paid always

Lost to Follow-
up Attempt/

Pokus
kontaktovat’
nedostupného
pre d’alsie
sledovanie

A maximum of 10 attempts per
subject will be reimbursed.
Additional reimbursement to
require Sponsor pre-approval. /

Bude uhradenych maximalne

10 pokusov na jedného
ucastnika. Na dal$iu
refunddciu  bude potrebné

schvalenie zadavatel'om.

Unscheduled
Visits /

Neplanované
navstevy

Processing  of
Unscheduled
Visits shall begin
upon completed
CRF pages
submitted to
CRO along with
any additional
information,
which may be
requested by
CRO/

Spracovanie
nepldanovanych
navstev sa zacne
po vyplneni
stranok
zdznamového

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

3. Vydavky na navstevu
budti uhradené spolu s

akymikol'vek  inymi
nizsie uvedenymi
hodnoteniami pri
vykonani mimo
pravidelne planovane;j
navstevy

4. This fee covers the cost
of Staff time /

3. Tento poplatok pokryva
naklady na cas
personalu
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Fixed costs to
pirincipal
investigator will
be paid always

formulara
ucastnika
klinického
skusania
predlozenych
zmluvnej
vyskumnej
organizacii spolu
s dalsimi
informaciami, o
ktoré maoze
zmluvna
Vyskumna
organizacia
poziadat

Local Urine
Pregnancy /

Miestny
tehotensky test z
mocu

Local Serum
Pregnancy /

Miestny
tehotensky test
Z0 séra

2. At Screening /
3. Pri skriningu
4. Asclinically indicated /

3. Podla
indikacie

klinickej

Repeat/Additio
nal Central Lab
Sampling /

Opakovany/dod
atoény  odber

2. Central Lab Sampling is
included in the visit totals
in the milestone table in
Section 2 above according
to the Schedule of
Activities of the Protocol /
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Amount /

zahrmuty v celkovych
uhradach za navstevu v
tabul’ke mil'nikov vo vyssie
uvedenom ¢lanku 2 v
stlade s harmonogramom
¢innosti v rdmci protokolu

4. AtWeek 104/Month 24 and
yearly after Week
104/Month 24 if GTED has
not been reached by Week
104/Month 24 /

4. 'V 104. tyzdni/24. mesiaci
a kazdorocne po 104.
tyzdni/24.  mesiaci, ak
GTED nebol dosiahnuty do
104. tyzdia/24. mesiaca

5. As needed for safety
reasons or technical issues
with sample /

5. Podl'a  potreby  kvoli
bezpecnosti  alebo  pre
technické problémy so
vzorkami

6. For monitoring of liver
enzymes and total bilirubin
at any time per the
investigator’s discretion /

Suma
Item/ Additional Information / Fixed costs to
Polozka DalSie informacie pirincipal
investigator will
be paid always
vzoriek pre
centralne 3. Odber vzoriek pre
laboratérium centralne laboratérium je
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Iltem /
Polozka

Amount /

Suma
Additional Information / Fixed costs to
DalSie informacie pirincipal
investigator will
be paid always

6. Na monitorovanie
peceniovych enzymov a
celkového bilirubinu
kedykol'vek podla
uvazenia skusajuceho

7. As clinically indicated /

6. Podrla klinickej indikacie

Central
PK/PD/Biomar
ker Sampling /

Odber vzoriek
na centralny
rozbor
FK/FD/biomark
erov

2. PK Sample at Week
4/Month 1 and Week
26/Month 6 for
participants in the PK
subset /

3. Vzorka na FK v 4,
tyzdni/1. mesiaci a 26.
tyzdni/6. mesiaci u
ucastnikov \%
podskupine na rozbor
FK

4. PD and biomarker
Sample at
Randomization, Week
4/Month 1, and Week
26/Month 6 for selected
participants /

3. Vzorka na FD a
biomarkery pri
randomizacii, v 4.
tyzdni/l. mesiaci a 26.
tyZzdni/6. mesiaci u
vybranych t¢astnikov
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Item/
Polozka DalSie informacie pirincipal

Amount /
Suma
Additional Information / Fixed costs to

investigator will
be paid always

Local
Hematology / collected as standard-

Miestny of the index event and
hematologicky prior to randomization /
rozbor

2. At Screening if not

of-care after the onset

Local
Chemistry / 4

Miestny
chemicky
rozbor

3. Pri skriningu, ak sa
nevykonal v  rdmci
Standardne;j
starostlivosti po
prepuknuti
registrovanej udalosti a
pred randomizéciou

4. At Randomization and
post-randomization if
laboratory tests are
unable to be performed
by a central laboratory /

Pri randomizicii a po
randomizacii, ak
laboratorne testy nie je
mozné vykonat' v
centralnom laboratoriu

5. For study participants
with a serious or severe
cutaneous adverse
event/

4, U ucastnikov
klinického skuaSania s
tazkou alebo zavaznou
koZznou neziaducou
udalost'ou
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Amount /

Suma
Item/ Additional Information / Fixed costs to
Polozka DalSie informacie pirincipal
investigator will
be paid always
At Randomization and post-
.| randomization if laboratory
(L:o/cal Cystatin tests are unable to be
performed by a central
Miestne laboratory /
Zglssg?:lf na Pri  randomizacii a  po
cvstatin C randomizacii, ak laboratorne
y testy nie je mozné vykonat’ v
centralnom laboratoriu
Local Liver
ﬁ‘e‘;‘t?;'on As clinically indicated if
(inclu d%s Total laboratory tests are unable to be
Bilirubin) / performed by a central
laboratory /
'f\l"lfligi Podla klinickej indikacie, ak
Vvietrenie laboratorne testy nie je mozné
iéene (vrdtane vykonat’ v centrdlnom
Selkového laboratoriu
bilirubinu)
Prior to study randomization
for participants who received
thrombolysis and/or
I;S_cra}ll_ / INR - & mechanical thrombectomy /
Miestne INR a Pred randomizaciou v ramci
aPTT klinického skuSania u
ucastnikov,  ktorym  bola
podanda trombolyza a/alebo

mechanicka trombektémia
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma
Fixed costs to
pirincipal

investigator will
be paid always

Repeat/Additio
nal NIHSS /

Opakovana/dod
ato¢na NIHSS

Repeat/Additio
nal Modified
Rankin Scale /

Opakovana/dod
ato¢na
modifikovana
Rankinova
stupnica

2. NIHSS and Modified
Rankin  Scale are
included in the visit
totals in the milestone
table in Section 2 above
according to  the
Schedule of Activities
of the Protocol /

3. NIHSS a modifikovana
Rankinova stupnica st
zahrnuté v celkovych
uhradach za navstevu v
tabul’ke milnikov vo
vyssie uvedenom
Clanku 2 v sulade s
harmonogramom
¢innosti \%
protokolu

ramci

4. At the time of event for
a stroke event that is
reported after
randomization and
again at approximately
3 months after the event
/

udalosti v
pripade cievnej
mozgovej prihody,
ktora sa nahlasi po
randomizacii, a znova
priblizne po 3
mesiacoch od udalosti

3. V C(Case
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Iltem /
Polozka

Amount /

Suma
Additional Information / Fixed costs to
DalSie informacie pirincipal

investigator will
be paid always

Repeat/Additio
nal TOAST
Classification /

Opakovana/dod
atoCna
klasifikacia
TOAST

2. TOAST classification
is included in the visit
totals in the milestone
table in Section 2 above
according to  the
Schedule of Activities
of the Protocol /

3. Klasifikadcia TOAST je
zahrnutd v celkovych
uhradach za navstevu v
tabul’ke milnikov vo
vyssie uvedenom
Clanku 2 v sulade s
harmonogramom
¢innosti \% ramci
protokolu

4. For recurrent stroke
events /

3. Pri recidivujucich
cievnych mozgovych
prihodach

Repeat/Additio

2. ePRO collection is
included in the visit
totals in the milestone

nal ePRO . i
. table in Section 2 above
Collection / .
according to  the
Opakované/dod S??ﬁdl;!e tOf ,IA/ctlvmes
atocné 0 € Frotoco
zistovanie . . )
3. Zistovanie ePRO je
ePRO , ,
zahrnuté¢ v celkovych
uhradach za navstevu v
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma
Fixed costs to
pirincipal

investigator will
be paid always

tabul’ke milnikov vo
vyssie uvedenom
Clanku 2 v sulade s
harmonogramom
¢innosti \%
protokolu

ramci

4. Every 12 months after
Week 104/Month 24
visit /

3. Kazdych 12 mesiacov
po navsteve v 104.
tyzdni/24. mesiaci

Repeat/Additio
nal Physical
Exam (includes
liver-focused
medical history) /

Opakované/dod
atocné fyzikalne
vySetrenie
(vratane
chorobopisu
zameraného na
pecei)

2. Physical Exam s
included in the visit
totals in the milestone
table in Section 2 above
according to  the
Schedule of Activities
of the Protocol /

3. Fyzikalne vysetrenie je
zahrnuté v celkovych
uhradach za navstevu v
tabul’ke milnikov vo

vysSie uvedenom
Clanku 2 v sulade s
harmonogramom
¢innosti \% ramci
protokolu

4. For participants

discontinuing
intervention

study
for
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Fixed costs to
pirincipal
investigator will
be paid always

elevated liver function
testing /

3. U castnikov, ktori
prerusia uzivanie
skiSanej  intervencie
pre zvySené hodnoty pri
funkénych vySetreniach
pecene

Specialist

Poplatok
konzultaciu
Specialistom

Consult Fee /

za
SO

1. For participants with
clinical manifestations
of liver injury or
concurrent  combined
ALT or AST >3 x ULN
and total bilirubin > 2 x
ULN/

1. U ucastnikov S
klinickymi ~ prejavmi
poskodenia pecene
alebo so subeznou
kombinaciou ALT
alebo AST > 3 x horna
hranica normalu a
celkového bilirubinu >
2 x horna hranica
normalu

2. For study participants
with a serious or severe

cutaneous adverse
event/
2. U udastnikov

klinického skuSania s
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Suma
Iltem / Additional Information / Fixed costs to
Polozka DalSie informacie pirincipal

Amount /

investigator will
be paid always

tazkou alebo zavaznou
koZnou
udalost’ou

neziaducou

Adjudication
Fee/

Poplatok za Bude

posudenie

ukazovateli.
zahfiaja
preskumanie,

To be reimbursed for each

complete case eCRF and
package (when applicable)
submitted for a potential

clinical endpoint. These costs
include preparation,
submission, and query follow-
up, as appropriate. /

uhradeny
kompletny pripad eCRF a balik
(ak je to relevantné) odoslany
pri potencialnom klinickom
Tieto vydavky

predlozenie a
rieSenie pripomienok, nakol’ko
je to relevantné.

review,

za kazdy

pripravu,

N/A means Not Applicable

Irelevantné znamenad, Ze sa neuplatiiuje

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

uvedené v ¢lanku 5 k toho dokumentu.

Celkové sumy su bez DPH. Ak to bude
relevantné, DPH bude uhradend tak, ako je

Home healthcare provider travel for Home
Health Visits as required by and performed in
accordance with the Protocol will be
reimbursed at a rate of € per kilometer
up to a maximum of 40 km per completed
visit. This amount will be paid in addition to

Cesty poskytovatela zdravotnej
starostlivosti na navStevy stvisiace s
domacou zdravotnou starostlivost'ou
pozadované a vykonané v sulade s

protokolom budu refundované vo vyske €
za Kkilometer maximalne za 40 km pri
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the visit cost listed in the milestone table in
Section 2 above. Processing of payment will
begin upon receipt of invoice documentation
in accordance with Section 5 below and
approval of the CRO.

uskuto¢nenej navsteve. Tato suma bude
uhradend spolu s vydavkami na navstevu
uvedenymi v tabulke milnikov vo vysSie
uvedenom c¢lanku 2. Spracovanie platby zacne
po doruceni fakturatnej dokumentacie v
sulade s nizSie uvedenym c¢lankom 5 a so
schvalenim zo strany zmluvnej vyskumne;j
organizacie.

(5) Payment Terms:

(5) Platobné podmienky:

a) This EXHIBIT B is for completed records
for up to 496 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
15,000 valid subjects. In the event 15,000 total
valid subjects are enrolled prior to a site’s
reaching its valid subject goal of 496, further
recruitment will be suspended. Subjects not
completing the trial will be paid for on a prorated
basis according to confirmed completed visits and
CRFs received by Janssen. All payments will be
made for subject visits according to the milestone
table in Section 2 above. No payment will be
made for any subject excluded from analysis
because of Protocol violations within the Study
personnel’s control. Reimbursement for expenses
related to screen failures will be made as outlined
in Section 3 above.

a) Tato PRILOHA B sa vzfahuje na
vyplnené zaznamy u maximalne 496 platnych
ucastnikov. Platny ucastnik je definovany ako
castnik, ktory spiha poziadavky na splnenie
podmienok pre zaradenie do klinického sktSania
a nema vyznamné porusenia protokolu, ktoré by
vylucili jeho udaje z analyzy. Toto klinické

skasanie sa  vykonavana podla  zasad
konkurenéného vyberu. Spolo¢nost’ Janssen
predpokladd  uzavretie = zaradovania  po
randomizécii  celkovo 15000  platnych

ucastnikov.V pripade, ze bude zaradenych spolu
15000 platnych ucastnikov predtym, ako
pracovisko dosiahne svoj ciel 496 platnych
ucastnikov, dal§$i nabor bude pozastaveny.
Utastnikom, ktori nedokond&ia klinické skusanie,
bude vyplatena alikvotna ¢ast’ sumy podla poctu
potvrdenych  absolvovanych  navStev  a
zaznamového formulara ucastnika klinického
sktiSania doru¢enych spolo¢nosti Janssen. VSetky
platby budi uhradené za névstevy ucastnikov
podla tabul’ky milnikov vo vys$Sie uvedenom
¢lanku 2. Za Ucastnika vyluaceného z analyzy z
doévodu poruSenia protokolu, ktor¢ ma pod
kontrolou skuSajiici personal, sa nepoukaZe
ziadna  platba.  Refundovanie = vydavkov
stivisiacich s neuspeSnym  skriningom sa
uskuto¢ni tak, ako je to uvedené v vysSie
uvedenom ¢lanku 3.

b) Institution acknowledges this is a
multicenter Study designed to evaluate a defined

berie na
klinické

b) zdravotnicke zariadenie
vedomie, ze ide o multicentrické
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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.

sktiSanie ur¢ené¢ na vyhodnotenie definovaného
poctu  ucastnikov  klinického  skusania.
Predpoklada sa, ze kazdé zdravotnicke
zariadenie, ktora sa zucastni na klinickom
sktSani, zaradi do klinického skuSania pocet
ucastnikov klinického skuSania podla jej dohody
v ramci tohto klinického sktsania. Ak sa to bude
vyzadovat’ v priebehu klinického skuSania,
spolo¢nost’ Janssen mdze poziadat’ zdravotnicke
zariadenie, aby zaradila viac ucastnikov
klinického skuSania, nez je uvedené v pdvodne;j
zmluve. Spoloc¢nost’ Janssen méze v takychto
pripadoch poslat zdravotnickemu zariadeniu
pisomné povolenie zaradit' d’alSich ucastnikov
klinického skuania. Takisto naopak,
zdravotnicke zariadenie nemusi mat’ moznost’
zaradit vySSie ustanoveny pocet ucastnikov
klinického skusania. Po zaradeni cielového poctu
ucastnikov do klinického skusania pracoviska,
ktoré nezaradia zmluvny pocet ucastnikov
klinického skuSania, dostani informacie a
pokyny, ze maju ukoncit’ zarad’'ovania ucastnikov
klinického sktiSania.

c) Janssen will provide, through a third-party
vendor, an ePRO Tablet, valued at € 740, for use
as called for in the Protocol. Upon termination of
the Study at Institution, the ePRO Tablet will be
returned in accordance with Janssen’s or
designee’s instructions.

C) Spolo¢nost’ Janssen poskytne
prostrednictvom dodavatel’a tretej strany tablet na
ePRO v hodnote 740 € na pouzZitie podla
poziadaviek protokolu. Po skonceni klinického
skusania v zdravotnickom zariadeni sa tablet na
ePRO odovzda v stlade s pokynmi spolo¢nosti
Janssen alebo poverenej osoby.

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

d) Kalibracia vybavenia: zdravotnicke
zariadenie je zodpovedné za zabezpecenie toho,
ze na kazdom =zariadeni, ktoré zdravotnicke
zariadenie vlastni a vyuziva v stlade s touto
Zmluvou, bude vykonand udrzba a/alebo
kalibracia podl'a odporacani vyrobcu alebo
CastejSie podl'a poziadaviek spolo¢nosti Janssen.
Na poziadanie buda spolocnosti Janssen
predloZzené zdznamy na overovanie kalibracie a
udrzby vybavenia. Za kalibracie, ktoré sa
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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 (0 below.

vykonavaju vylucne na ziadost' spolo¢nosti
Janssen a nie su sucastou odporucane;,
planovanej udrzby, ktord navrhuje vyrobca,
spolocnost’ Janssen uhradi zdravotnickemu
zariadeniu skuto¢né vydavky bez marze za kazdu
kalibraciu. Spracovanie platby za¢ne po doruceni
faktary a podkladovej dokumentécie v sulade s
nizSie uvedenym odsekom (0.

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 (0O
below.

e) Stretnutia  skuSajucich:  Spolo¢nost’
Janssen moze odporucit’ alebo vyzadovat’, aby sa
zodpovedny skuSajuci alebo spoluskusajuci
povereny spolo¢nostou Janssen a zdravotna
sestra/koordinator v ramci klinického sktSania
zlcastnili na stretnutiach vratane najma stretnutia
skasajuceho. Spolocnost’ Janssen poskytne a
uhradi vSetky primerané a opravnené cestovné
vydavky v sulade so zdsadami spolocnosti
Janssen tykajlicimi sa cestovania vratane
skromného ubytovania a stravy v suvislosti s
takymito stretnutiami. Zmluvné strany sa
dohodli, ze ucast’ na takychto stretnutiach je
primerand a nevyhnutnd na zabezpecenie toho,
aby vsetky strany podiel’ajuce sa na sktisani jasne
porozumeli protokolu a jeho poziadavkam.
Spracovanie platby zacne po doruceni faktury a
podkladovej dokumenticie v stlade s niZSie
uvedenym odsekom (0.

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 instructions and this
Agreement. Payments will be made, at a
minimum, on a biannually basis. These payments
will include milestone payments, as well as, all
invoiced and approved costs from the prior
payment cycle. Ongoing reconciliations will be

f) Aby boli splnené podmienky pre uhradu,
procediry musia byt’ vykonané v uplnom stlade
s protokolom a s touto Zmluvou, a predloZené
udaje musia byt uplné, spravne a zadané v
elektronickom zdznamniku udajov [EDC], v
systéme interaktivnej webovej odozvy [IWRS] a
v elektronickych vysledkov hldsenych pacientmi
[ePRO] v sulade s pokynmi spolo¢nosti Janssen a
s touto Zmluvou. Platby budd poukazané
minimalne polro¢ne Tieto platby budu zahfnat

platby pri  milnikoch, ako aj vSetky
vyfakturované a  schvalené vydavky z
predchddzajiiceho platobného cyklu. Pocas
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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.

klinického skGSania sa budi vykonavat
nepretrzité upravy platieb. Vsetky zistené chybné
platby budi poukazané pri najblizSich alebo
budtcich platbach. Nevykonaju sa Ziadne platby,
pokial’ sa nevyrieSia vSetky chybné platby. Ak
nebudu ziadne cakajice alebo buduce platby,
inStiticia bezodkladne vrati preplatok podla
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.

Platby bude vystavovat zmluvna vyskumna
organizacia na zaklade rozpoctu na navstevy,
frekvencie uhrad a platobnych podmienok, ako je
uvedené¢ vysSie. Platby buda poukazané po
doruceni prislusnych faktar vratane podkladove;j
dokumenticie v urCenej mene, ako sa uvadza
nizSie. Faktury budu splatné do tridsiatich (30)
dni od ditumu dorucenia faktiry zmluvnej
vyskumnej organizacii vratane akejkol'vek
prislusnej podkladovej dokumentacie.

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

Faktary na uhradenie akychkol'vek dodato¢nych
platieb nad rdmec platieb uvedenych v tejto
zmluve (t. j. dodato¢né refundécie) musia byt
takisto odoslané zmluvnej vyskumnej organizécii

in the following manner: a schvalené spolo¢nostou Janssen. Vsetky
faktiry sa budu predkladat nasledujucim
sposobom:

Invoices to be billed to: Faktiiry sa vystavia spolo¢nosti:

IQVIA RDS Slovakia, s.r.0. IQVIA RDS Slovakia, s.r.0.

Vajnorska 100/B, Vajnorska 100/B,

831 04 Bratislava - Slovakia 831 04 Bratislava, Slovensko

Invoices to be sent to: Faktiry sa odoS$li na adresu:

Email original invoices including back up to: Originaly faktur vratane podkladovej

dokumentécie odoslite e-mailom na adresu:

In addition invoices can be submitted via portal.
The Payee has received an email to create an
account in our Payments Portal. From the Portal
Payee will be able to access subject activities by

Okrem toho je mozné faktury predkladat
prostrednictvom portalu. Prijemca platby dostal
e-mail na vytvorenie G¢tu na naSom platobnom
portali. Na portdli bude mat prijemca platby
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protocol, submit invoices as well as view
payment details for all payments made by CRO.

pristup k aktivitdm ucastnika podla protokolu,
bude moct predkladat’ faktary, ako aj zobrazit’ si
podrobnosti o vSetkych platbach poukéazanych
zmluvnou vyskumnou organizciou.

Link to the Portal: https://ctp.solutions.igvia.com | Prepojenie na portal:
https://ctp.solutions.igvia.com
Emailed and uploaded invoices and backup | Uprednostiiuji sa e-mailové a nahrané

are preferred. In the event of invoices in hard
copy need to be sent, please send to the
following address:

faktiry a podkladové dokumentacie. V
pripade, ak je potrebné odoslat’ vytlacené
faktury, odoslite ich na nasledujicu 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

London, W2 1AF

United Kingdom

United Kingdom

The following information should be included on
the invoice:

Na fakture je potrebné uviest’ nasledujtice tidaje:

e Complete INVESTIGATOR name,

address and phone number

e Uvedte meno, adresu a teleféonne cislo
SKUSAJUCEHO

e Invoice Date

e Datum vystavenia faktury

e [nvoice Number

e Cislo faktary

e Payee Name (must match Payee indicated

e Meno prijemcu platby (musi sa zhodovat’

in CTA) s menom prijemcu platby uvedenym v
Zmluve o klinickom skaSani)
e Payment Amount e Suma na tthradu
e Complete description of services rendered e Uplny popis poskytnutych sluzieb
e Study Number: e (Cislo klinického skugania:
e Sponsor Name e Nézov zadavatela
e Invoices should be printed on e Faktary je potrebné vytlaCit na

site/institution letterhead

hlavickovom papieri pracoviska/inStitlicie

All invoice and payment related inquiries shall be
addressed directly to IQVIA Clinical Trial
Payments at

Vsetky otazky tykajuce sa faktur a platieb je
potrebné predlozit’ priamo oddeleniu pre platby
za klinické sktiSania spolocnosti IQVIA na adrese
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https://ctp.solutions.iqvia.com/
https://ctp.solutions.iqvia.com/

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.

Vo faktarach a v akejkol'vek prilozenej
dokumentécii sa nesmu uvadzat ziadne osobné
identifikacné  udaje = Ziadneho  ucastnika
klinického skuSania najmd meno alebo
priezvisko, inicidly, datum narodenia, adresa,
telefonne Ccislo, Cislo preukazu totoznosti, e-
mailova adresa alebo udaje kreditnej Kkarty
ucastnika klinického skusania. Ak sa vo fakturach
alebo v akejkol'vek prilozenej dokumentacii budu
uvadzat takéto udaje, zmluvnd vyskumna
organizacia to oznami prijemcovi platby.
Prijemca platby bude musiet znova predlozit’
zredigovanu faktaru a sprievodnu dokumentaciu,
ktora nebude obsahovat Ziadne osobné
identifikacné  udaje = Ziadneho  Ucastnika
klinického sktisania.

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

Prepojenie na
https://ctp.solutions.igvia.com

portal:

Emailed or uploaded invoices and backup are
preferred. In the event of invoices in hard copy
need to be sent, please send to the following
address:

Uprednostiiuju sa e-mailové alebo nahrané
faktary a podkladové dokumentacie. V
pripade, ak je potrebné odoslat’ vytlacené
faktiry, odoslite ich na nasledujicu adresu:

IQVIA Clinical Trial Payments

IQVIA Clinical Trial Payments

North Wharf Road, Paddington

North Wharf Road, Paddington

London, W2 1AF

London, W2 1AF

United Kingdom

United Kingdom

The following information should be included on
the invoice:

Na faktare je potrebné uviest’ nasledujice udaje:

1. Complete INVESTIGATOR name, address

1. Uvedte meno, adresu a telefonne Ccislo

and phone number SKUSAJUCEHO
2. Invoice Date 2. Datum vystavenia faktiry
3. Invoice Number 3. Cislo faktiry

a. Payee Name (must match Payee indicated in
CTA)

a. Meno prijemcu platby (musi sa zhodovat’ s
menom prijemcu platby uvedenym v Zmluve
o klinickom skuSani)

b. Payment Amount

b. Suma na thradu

c. Complete description of services rendered

c. Uplny popis poskytnutych sluzieb

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 98 of 248

Strana 98 z 248




d. Study Number:

d. Cislo klinického skigania:

e. Sponsor Name

Nazov zadavatela

@

f. Invoices should be printed on site/institution
letterhead

f. Faktary je potrebné vytlacit’ na hlavickovom
papieri pracoviska/institucie

All invoice and payment related inquiries shall be
addressed directly to IQVIA Clinical Trial
Payments at

Vsetky otazky tykajice sa faktar a platieb je
potrebné predlozit’ priamo oddeleniu pre platby
za klinické skuSania spolo¢nosti IQVIA na adrese

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.

Vo faktirach a v akejkol'vek priloZenej
dokumentécii sa nesmu uvadzat Ziadne osobné
identifikacné  udaje = ziadneho  ucastnika
klinického skaSania najmd meno alebo
priezvisko, inicialy, didtum narodenia, adresa,
telefonne Cislo, c¢islo preukazu totoznosti, e-
mailovd adresa alebo udaje kreditnej Kkarty
ucastnika klinického skuSania. Ak sa vo fakturach
alebo v akejkol'vek prilozenej dokumentécii budu
uvadzat’ takéto tudaje, zmluvnd vyskumna
organizadcia to oznami prijemcovi platby.
Prijemca platby bude musiet znova predlozit
zredigovanu faktaru a sprievodnti dokumentaciu,
ktord nebude obsahovat’ Ziadne osobné
identifikacné  udaje  ziadneho  tucastnika
klinického sktiSania.

) 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.

4)] Tato zmluva ustanovuje vSetky fixné a
variabilné vydavky suvisiace s ¢innostami v
ramci klinického sktisania. Polozky, ktoré nie su
Specificky uvedené vo vyssie uvedenom ¢lanku 3
alebo clanku 4 a ktoré mdzu zahfiiat’ napriklad
vydavky na personal, vydavky na Skolenia,
poplatky laboratériu, RTG snimky, hodnotiace
stupnice a dotazniky, poplatky koordinatorovi
udajov a cestovné vydavky, st uvedené¢ v
prispevkoch na ucastnika, ako je uvedené v
tabul’kach milnikov vo vysSie uvedenom c¢lanku
2. Okrem toho nebudi poukédzané ziadne
dodato¢né refundécie tychto vydavkov.
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h) Taxes: Any consideration payable under
this Agreement will be exclusive of VAT. Where
any services or goods are subject to VAT, a valid
VAT invoice must be issued by the
Institution/Principal Investigator to CRO in
respect of the transaction covered by the
consideration. If VAT is charged in error, the
Institution/Principal Investigator will issue a
credit note. If VAT is not charged Dbut
subsequently it is found that it should have been
charged or VAT is assessed by the relevant tax
authorities as being due on the consideration, the
VAT due upon said consideration will be paid
upon presentation of a valid VAT invoice.

h) Dane: Akékol'vek suma splatnd na
zaklade tejto Zmluvy bude bez DPH. Ak sa na
akékol'vek sluzby alebo tovar vztahuje DPH,
institicia/zodpovedny skusajici musi zmluvnej
vyskumnej organizacii vystavit’ platnu faktaru s
DPH na transakciu, ktorou sa uhradza dana
odmena. Ak sa DPH nadctuje omylom,
institacia/zodpovedny sktsajuci vystavi
dobropis. Ak sa DPH nenauctuje a nasledne sa
zisti, ze sa mala nauctovat’ alebo ju prislusné
danové turady posudia ako splatni za danu
odmenu, dana splatna DPH za uvedenii odmenu
sa uhradi po predlozeni platnej faktary s DPH.

) 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

) Aby nedoslo k  pochybnostiam,
zodpovedny skusajici a/alebo zdravotnicke
zariadenie st zodpovedni za poskytovanie
vSetkych prislusnych kompenzacii, prispevkov
a/alebo poistenia skiSajicemu personalu. M4 sa
za to a je vyslovne zrejmé, ze skuSajuci a
skii§ajuci personal nespifiaju podmienky pre
podielanie sa ¢i zahrnuti do akychkol'vek planov

plans,  programs, employment policies, | prispevkov spolo¢nosti Janssen, jej programov,

procedures or workers compensation insurance. | zasad zamestnanosti, postupov ¢i poistenia
kompenzicii zamestnancom.

j) The parties agree this EXHIBIT B is part | j) Zmluvné strany sa dohodli na tom, Ze

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

PRILOHA B tohto dokumentu je stdastou
Zmluvy a objasfiuje harmonogram platieb
stivisiacich s touto Zmluvou. Platby budu
poukazané v stlade s ustanoveniami PRILOHY
B tohto dokumentu, pricom posledna platba bude
poukdzana po tom, €o pracovisko splni vSetky
svoje zavazKy vyplyvajice z tejto Zmluvy a
vSetkych jej dodatkov. Zodpovedny skuSajuci
berie na vedomie a suhlasi s tym, ze jeho tisudok
tykajtci sa rozhodnutia a starostlivost’ o kazdého
ucastnika nebude ovplyvneny kompenziciou,
ktort pracovisko dostane za zdklade tohto
dokumentu. Zmluvné strany sa dohodli na tom, Ze
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Agreement will be made only to the following | niz§ie uvedeny prijemca platby je opravneny

payee:

prijemca platby v rdmci tejto Zmluvy a ze platby
vyplyvajlce z tejto Zmluvy budi poukazané iba
nasledujucemu prijemcovi platby:

Contract Payee /
Zmluvny prijemca platby

Payee Name
Meno/Nazov prijemcu platby

MUDr. Jan Martis

Payee Address /
Adresa prijemcu platby

VAT/Tax ID
IC DPH/DIC

Banking Information: /
Bankové udaje:

Bank Name /
Nazov banky

Bank Street /
Ulica sidla banky

Bank City /
Mesto sidla banky

Bank State/Province /
Stat sidla banky

Bank Postal Code /
Postové smerové Cislo sidla banky

Bank Country /
Krajina sidla banky

Receiving Account Currency /
Mena prijimajuceho uctu

IBAN /
IBAN

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

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. /
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Ak sa zmluvne dohodnuta mena platby nebude zhodovat' s menou, v ktorej je vedeny vas
bankovy ucet, mozno budete musiet’ pouzit’ sprostredkovatel'ski banku. Podrobnosti vam
poskytne vasa finan¢na institacia. Ak sa bude vyzadovat sprostredkovatel'skd banka, uved'te
nazov banky, ¢islo uctu, ak je to relevantné, a SWIFT kod sprostredkovatel'skej banky spolu
s celou ostatnou pozadovanou bankovou dispoziciou.

Contact Information /
Kontaktné udaje

Name of recipient sending invoices to /
Meno prijemcu, ktory posiela faktiary

MUDr. Jan Martis

Phone number & Email /
Telefonne ¢islo a e-mailova adresa

Language Preference /
Predvoleny jazyk

notification and details /

oznamenia a podrobnosti o platbe

Name of payment recipient to receive payment

Meno prijemcu platby, ktorému budii doru¢ované

Phone number & Email /
Telefonne ¢islo a e-mailova adresa

Language Preference /
Predvoleny jazyk

Principal investigator 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.

Hlavny sku$ajuci bude mat’ tridsat’ (30) dni od
datumu dokoncenia posledného tcastnika [LSO]
v klinickom sku$ani na vyrieSenie akychkol'vek
nezrovnalosti v platbach, ktoré vznikli pocas
klinického sktiSania.

Principal investigator 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.

Hlavny skiasajici musi predlozit’ vSetky faktury
najneskor do 45 dni od zavere¢nej navstevy v
inStitdcii  suvisiace] s uzavretim pracoviska.
Spolo¢nost’ Janssen alebo zmluvnd vyskumna
organizacia si vyhradzuje pravo odmietnut
uhradit’ faktury predloZzené po uplynuti tejto 45-
diovej lehoty.

In case of changes in the Payee’s bank details,
Site is obliged to inform CRO in writing by
sending an email to
CRO will contact

V pripade zmien bankovych tdajov prijemcu
platby je pracovisko povinné oznamit’ to pisomne
zmluvnej vyskumnej organizécii prostrednictvom
e-mailovej spravy na adresu
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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.

emea@ctp.solutions.igvia.com. Zmluvna
vyskumnd  organizacia bude kontaktovat
pracovisko, aby ziskala podpisant dokumentaciu
o zmenach bankovych udajov prijemcu platby.
Zmluvné strany sa dohodli na tom, ze v pripade
zmien v bankovych udajoch prijemcu platby, pri
ktorych sa nemeni prijemca platby, danové
identifika¢né Cisla, ani oslobodenie od dane, nie
je potrebny dodatok k Zmluve.

The Parties acknowledge that the designated
Payee is authorized to receive all of the payments
for the services performed under this Agreement.

Zmluvné strany beru na vedomie to, Ze povereny
prijemca platby je opravneny prijimat’ vSetky
platby za sluzby poskytnuté na zaklade tejto
Zmluvy.

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

Vsetky platby za toto klinické sktiSanie v sulade s
priloZzenym rozpo¢tom bude zmluvna vyskumna
organizacia uhradzat’ elektronicky.

Budget & Payment Schedule for Study team
member

ROZPOCET A HARMONOGRAM
PLATIEB pre Clena skugobného timu

Protocol No. 70033093STR3001: “A Phase 3,
Randomized, Double-Blind, Parallel-Group,
Placebo-Controlled Study to Demonstrate the
Efficacy and Safety of Milvexian, an Oral
Factor Xla Inhibitor, for Stroke Prevention
after an Acute Ischemic Stroke or High-Risk
Transient Ischemic Attack”

Protokol ¢. 70033093STR3001:
»Randomizované, dvojito zaslepené, placebom
kontrolované Kklinické skuSanie fazy 3 s

paralelnymi skupinami na preukazanie
ucinnosti a bezpecnosti milvexianu,
peroralneho inhibitora faktora Xla, na
prevenciu cievnej mozgovej prihody po

akutnej ischemickej cievnej mozgovej prihode
alebo vysokorizikovom tranzitornom
ischemickom ataku“

(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) »Prispevok na ucastnika*® predstavuje
vSetky fixné a variabilné vydavky suvisiace s
klinickym skaSanim s vynimkou poloziek
uvedenych v niZSie uvedenom ¢lanku 3 (Vydavky
pracoviska) a ¢lanku 4 (Ind kompenzécia) za
predpokladu, Ze boli uskutocnené¢ vsetky
navstevy popisané v ¢lanku 2.
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The Per-Subject Fee for this Study is:

Prispevok na ucastnika v ramci tohto klinického
skasania je:

(2) Payment Milestone Table(s):

(2) Tabul’ka (tabul’ky) miPnikov platieb:

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 Amendment dated 02
November 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.

Platby v ramci milnikov v nizSie uvedenej
tabulke (tabulkach) predstavuju spravodliva
trhova hodnotu za vykonavanie vyskumnych
sluzieb podrobne popisanych v Harmonograme
¢innosti v ramci dodatku k protokolu z 2.
novembra 2022, ktory sa v tomto dokumente
uvadza ako Priloha A. Zmluvné strany sa dohodli,
ze v pripade, ak nasledné dodatky protokolu
klinického skuSania povedu k podstatnej zmene
vo vyskumnych sluzbach, kompenzécia sa upravi
tak, aby zodpovedala novej spravodlivej trhovej
hodnote vyskumnych sluzieb prostrednictvom
pisomného dodatku podpisaného vSetkymi
zmluvnymi stranami.

MILESTONES* /
MIDNIKY *

Visit Amount /

Suma za navstevu

Payment per performance, it depends on who
is taking care of the subject

Screening Onsite /
Skrining na pracovisku

Randomization Onsite /
Randomizicia na pracovisku

Week Onsite /
4/Month 1/ | Na pracovisku
4. tyzden/l. | Home Health /
mesiac Domaca
zdravotnicka
starostlivost’
Week Onsite /
13/Month 3/ | Na pracovisku
13. tyzden/3. | Home Health /
mesiac Domaca
zdravotnicka
starostlivost’
Onsite /
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Visit Amount /
MILESTONES* / Suma za navstevu
MIDNIKY * Payment per performance, it depends on who
Is taking care of the subject

Week Na pracovisku
26/Month 6/ "Home Health /
26. tyzden/6. | Domaca
mesiac zdravotnicka

starostlivost’
Week Onsite /
39/Month 9/ | Na pracovisku
39. tyzdeii/9. | Home Health /
mesiac Domaca

zdravotnicka

starostlivost’
Week Onsite /
52/Month Na pracovisku
12/ Home Health /
52. Domaca
tyZden/12. zdravotnicka
mesiac starostlivost’
Week Virtual /
65/Month Virtuilne
15/ Onsite /
65. Na pracovisku
tyzdeii/15.
mesiac
Week Onsite /
78/Month Na pracovisku
18/ Home Health /
78. Domaca
tyZden/18. zdravotnicka
mesiac starostlivost’
Week Virtual /
91/Month Virtualne
21/ Onsite /
91. Na pracovisku
tyzderi/21.
mesiac

Onsite /

Na pracovisku
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MILESTONES* /
MIDNIKY *

Visit Amount /

Suma za navstevu

Payment per performance, it depends on who
Is taking care of the subject

Week Home Health /
104/Month | Domaca

24/ zdravotnicka
104. starostlivost’
tyzden/24.
mesiac

Week Virtual /
117/Month Virtualne

27 Onsite /

(cost  will | Na pracovisku
repeat as
needed every
26  weeks/6
months if
GTED** has
not been met)
117.
tyzdei/27.
mesiac
(wdavky sa
zopakuju
podla
potreby
kazdych 26
tyzdnov/6
mesiacov, ak
nebol
dosiahnuty
GTED**)

Week
130/Month

Onsite /
Na pracovisku

30 (cost will
repeat as
needed every
26  weeks/6
months if
GTED has

Home Health /
Domaca
zdravotnicka
starostlivost’
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MILESTONES* /
MIDNIKY *

Visit Amount /

Suma za navstevu

Payment per performance, it depends on who
Is taking care of the subject

not been met)
/
130.
tyzderi/30.
mesiac
(vwdavky sa
zopakuju
podla
potreby
kazdych 26
tyzdnov/6
mesiacov, ak
nebol
dosiahnuty
GTED)

End of Treatment Onsite /
Ukonc¢enie lie€by na pracovisku

End of | Virtual /
Study / Virtualne
Koniec Onsite /
klinického | Na pracovisku
skusSania

Per-Subject Fee

(Total assumes onsite visits with
exception of the following visits
assumed as virtual:  Week
65/Month 15, Week 91/Month 21,
Week 117/Month 27 with repeat
cost as needed, and End of Study)

/
Poplatok za ucéastnika
(Celkova  suma  predpoklada

navstevy na pracovisku s vynimkou
nasledujucich navstev, ktoré sa
povazuju  za  virtudlne:  635.
tyzden/15. mesiac, 91. tyzden/21.
mesiac, 117. tyzden/27. mesiac s
opakovanymi vydavkami podla
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Visit Amount /

MILESTONES* / Suma za navstevu

MIDNIKY * Payment per performance, it depends on who
Is taking care of the subject

potreby a koniec klinického

skusania)

N/A means Not Applicable

Irelevantné znamen4, Ze sa neuplatiiuje

*Onsite visits may be completed at secondary
clinic

*Navstevy na pracovisku sa mézu uskutocnit’ na
sekundarnej klinike

**GTED: Global Targeted End Date

**GTED: Globélny cielovy datum ukoncenia

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

Celkové sumy su bez DPH. Ak to bude
relevantné, DPH bude uhradend tak, ako je
uvedené v ¢lanku 5 listiny k tomuto dokumentu.

Subject Stipends: The subject stipend is
intended to offset the Study subject’s costs
associated with travel expenses and meals, where
appropriate, incurred as a result of Study
participation, and shall be reflected in the
Informed Consent Form, as it will be provided to
the Study subject.

Odmeny pre ucastnikov: Odmena pre ucastnika
je ur€end na kompenzaciu vydavkov suvisiacich s
cestovanim a stravovanim, nakolko je to
relevantné, ktoré uc¢astnikovi klinického skuiSania
vznikli v dosledku jeho tucasti na klinickom
skiSani, a budi wuvedené vo formulari
informovaného sthlasu, pretoZe budi poukazané
ucastnikovi klinického sktiSania.

(3) Site Costs (3) Vydavky pracoviska
0 Local Ethics Committee/Institutional | [J Poplatky miestnej etickej
Review Board (EC/IRB) Fees: EC/IRB fees | komisii/in§titucionalnej  kontrolnej  rade

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.

[EK/IKR]: Poplatky EK/IKR budu refundované.
Platba bude spracovand po dorueni originalu
faktary  alebo  alternativnej  podkladove;j
dokumentécie, v ktorych sa uvadzaji skutocné
poplatky bez marze. SPOLOCNOST JANSSEN
NEBUDE UHRADY POUKAZOVAT PRIAMO
IKR.

m Screen Failure Payments: Janssen shall
reimburse Institution for screen failures at a
rate listed for Screening Onsite visit in the

m  Uhrady za nedspeSny skrining: Spolo¢nost’
Janssen refunduje inStitucii  neuspeSné
skriningy vo vyske uvedenej pri skriningove;j
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milestone table in Section 2 above per screen
failure with a cap of 10 screen failure
payments, 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.
Processing of payment shall begin upon
completed screening CRF pages submitted to
CRO along with any additional information,
which may be requested by CRO to
appropriately document the subject screening
procedures and in accordance with Section 5
below and upon approval by the CRO.

navsteve v pracovisku v tabul’ke mil'nikov vo
vysSie uvedenom Clanku 2 za kazdy
neuspesny skrining, pricom bude uplatneny
limit 10 thrad za netspesny skrining bez
ohl'adu na zarad’'ovanie, a to v poradi, v akom
sa ucastnici podrobia skriningu. Po dosiahnuti
pociatocného  limitu 10  neuspesnych
skriningov sa na d’alSie uhrady neuspesnych
skriningov bude vyzadovat pisomny suhlas
spolocnosti  Janssen  alebo  zmluvnej
vyskumnej organizacie. Spracovanie platby sa
zacne po vyplneni stranok ziznamového
formuldra ucastnika klinického skuSania
[CRF] urcenych pre skrining predlozenych
zmluvnej vyskumnej organizicii spolu s
d’alsimi informaciami, o ktoré moze zmluvna
vyskumna organizacia poziadat’ na nalezité
zdokumentovanie procedur skriningu u
ucastnikov, a v sulade s nizSie uvedenym
¢lankom 5 a po schvaleni zo strany zmluvnej
vyskumnej organizacie.

For screen failures beyond the defined maximum
number, which are not reimbursable to
Institution, a subject stipend for the Study
subjects in the amount of € will be paid to offset
the Study subject’s costs associated with travel
expenses and meals, where appropriate, incurred
as a result of Study participation, and shall be
reflected in the Informed Consent Form, as it will
be provided to the Study subject. Processing of
payment shall begin upon receipt of invoice
detailing subject number and date of screen
failure and in accordance with Section 5 below
and upon approval by the CRO.

Za neuspesné skriningy nad rdmec definovaného
maximalneho poctu, ktoré nie je mozné
refundovat’ zdravotnickemu zariadeniu bude
poukdzana odmena pre UcCastnika urCend pre
ucastnikov klinického skuSania vo vyske € na
kompenzaciu vydavkov stvisiacich s cestovanim
a stravovanim, pripadne ktoré ucastnikovi
klinického sktSania vznikli v désledku jeho
ucasti na klinickom sktsani, a budu uvedené vo
formulari informovaného suhlasu, pretoze buda
poukizané ucastnikovi klinického skuSania.
Spracovanie platby sa zacne po doruceni faktuary,
v ktorej sa uvadza cislo Ucastnika a datum
netspeSn¢ho skriningu, a v sulade s nizSie
uvedenym ¢lankom 5 a po schvéleni zo strany
zmluvnej vyskumnej organizicie.

m  Caregiver Reimbursement: Janssen shall
reimburse Institution upon receipt of invoice,

m Refundacia opatrovatelovi: Spolo¢nost’
Janssen uhradi zdravotnickemu zariadeniu po
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with adequate documentation, for the costs
associated with a caregiver reimbursement up
to a maximum amount of € per subject visit.
This allowance per visit is intended to offset
the caregiver’s costs associated with travel
expenses and meals, where appropriate,
incurred as a result of Study participation.
This reimbursement shall be reflected in the
Informed Consent Form as it will be provided
to the caregiver. Processing of payment will
begin upon receipt of Institution invoice with
third party invoice detail. Institution shall be
responsible for keeping records of stipend
payments made to Study subjects. Records of
stipend payments shall be provided to Janssen
for review upon request.

doruceni faktary spolu s adekvatnou
dokumentaciou  vydavky  suvisiace s
refundaciou opatrovatelovi do maximalnej

vysky  EUR za navstevu ucastnika. Tento
prispevok za navStevu je urCeny na
kompenzaciu vydavkov opatrovatel’a

suvisiacich s cestovanim a stravovanim,
nakol’ko je to relevantné, ktoré vznikli v
dosledku tucasti na klinickom skuasani. Této
uhrada sa uvedie vo formulari informovaného
suhlasu, nakol’ko bude poukazana
opatrovatel'ovi. Spracovanie platby za¢ne po
doruceni  faktury inStiticie spolu s
podrobnostami  faktiry  tretej  strany.
zdravotnicke zariadenie bude zodpovedné za
vedenie zdznamov o prispevkoch poukazanych
ucastnikom  klinického  skaSania.  Na
poziadanie  budi  spolocnosti  Janssen
predlozené¢ na kontrolu zdznamy o platbach
prispevkov.

Other Compensation:

4 In4 kompenzicia:

Janssen or its designee shall pay as applicable for
the reasonable and necessary costs incurred for
the immediate treatment of an adverse event to
the subject if it is determined that the adverse
event was directly related to administration of the
Study Product or a procedure required solely for
the purpose of the conduct of the Protocol;
provided, however, that: (i) such costs are not
routinely covered by medical or
insurance or
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
diagnosed or not; and (iv) the Study Product or
such Protocol procedure was administered in
accordance with the Protocol.

hospital

other governmental program

illness, whether previously

Spoloc¢nost’ Janssen alebo nim poverené tretie
osoby uhradia podl'a relevantnosti primerané
a nevyhnutné vydavky vynaloZzené na
bezodkladnu lie¢bu neziaducej udalosti u
ucastnika, ak sa zisti, ze¢ dana neziaduca
udalost’ priamo suvisela s podanim skusaného
produktu alebo s procedirou vyzadovanou
vylu¢ne na Ucely uskuto¢novania protokolu, a
to pod podmienkou, Ze: (i) takéto vydavky nie
st bezne kryt¢ zdravotnym  alebo
nemocniénym poistenim alebo inym Statnym
programom poskytujacim takéto krytie; (ii)
dant neziaducu udalost nemoZno pripisat
nedbanlivosti alebo pochybeniu zo strany
institacie, zodpovedného skusajiiceho alebo
ktoréhokol'vek spoluskusajuceho,
zamestnanca alebo zastupcu zdravotnickeho
zariadenia alebo zodpovedného skuSajuceho,
(ii1) dant neZiaducu udalost nemozno pripisat’
nijakému uZ existujucemu zdravotnému stavu
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alebo ochoreniu bez ohladu na ich
diagnostikovanie v minulosti, a (iv) skisany
produkt alebo takato procedura podla
protokolu bola podana 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 Janssens 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 nevyhnutné vydavky,
ktoré¢ vznikni na zéklade povolenia podla
vysSie uvedeného odseku, musia byt
rozClenené do poloziek a predlozené v
samostatnej faktuire CRO na posudenie a
schvalenie prostrednictvom interného
programu Janssen refundacie zdravotnickych
vydavkov [MER]. Vydavky, ktoré¢ st
opravnené podla tohto ¢lanku, sa spracuju
prostrednictvom procesu uhradzania platieb
uvedené¢ho v tejto Zmluve alebo v poisteni
klinického skuSania spolo¢nosti Janssen
podl'a interného schvalovaciecho procesu
spolocnosti  Janssen a podla miestnych
predpisov.

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 platby za intt kompenzéciu zaéne
po doruceni faktary v sulade s nizSie
uvedenym clankom 5 a so schvélenim zo
strany zmluvnej vyskumnej organizacie.
Kazdy vydavok v niZSie uvedenej tabulke
predstavuje sumu za polozku, pokial’ nie je v
stipci Dalgie informacie uvedené inak.

Amount /

Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be

paid who performed
the procedure

Re-Consenting
of a Subject at a
regularly
scheduled study
visit /

Vopred
zadavatel'om

Sponsor pre-approved /

schvalené
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Amount /

Re-Consenting
of a Subject
outside a
regularly
scheduled study
visit /

Opakovany
stihlas
ucastnika mimo
pravidelne
naplanovanej
navstevy \4
ramci
klinického
skiSania

Suma

Item / Additional Information/ | Payment per

Polozka DalSie informacie performance will be
paid who performed
the procedure

Opakovany

suhlas

ucastnika  pri

pravidelne

naplanovanej

navsteve v

ramci

klinického

skusania

Consent / totals

Dodato¢ny Section

Additional 3. Informed
Informed included in the visit
in the
milestone table in
2 above
informovany according
suhlas Schedule

consent

to the
of

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 112 of 248

Strana 112 z 248




ltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

Activities of the
Protocol /

5. Informovany
suhlas je zahrnuty v
celkovych uhradach
za  navsStevu v
tabul’ke mil'nikov vo
vys§ie  uvedenom
¢lanku 2 v sulade s

harmonogramom
¢innosti v ramci
protokolu

6. For pregnant partner
informed consent /

2. Formular
informovaného suhlasu
tehotnej partnerky

Lost to Follow-

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

up Attempt / reimbursement to require
Sponsor pre-approval. /

Pokus

kontaktovat’ Bude uhradenych

nedostupného maximalne 10 pokusov na

pre d’alSie | jedného  ucastnika. Na

sledovanie dalsiu  refundaciu  bude
potrebné schvalenie
zadavatel'om.
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ltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

Unscheduled
Visits /

Neplanované
navstevy

Processing  of
Unscheduled
Visits shall begin
upon completed
CRF pages
submitted to
CRO along with
any additional
information,
which may be
requested by
CRO/

Spracovanie
neplanovanych
navstev sa zacne
po vyplneni
stranok
zdznamového
formulara
ucastnika
klinického
skusania
predlozZenych
zmluvnej
vyskumnej
organizacii spolu
s dalsimi
informdciami, o

3. Visit cost to be paid

in conjunction with
any other
assessments  listed
below when
conducted outside of
a regularly
scheduled visit /

Vydavky na
navstevu budu
uhradené spolu s
akymikol'vek inymi
niz§ie  uvedenymi
hodnoteniami  pri
vykonani mimo
pravidelne

planovanej navstevy

This fee covers the
cost of Staff time /

Tento poplatok
pokryva nédklady na
¢as personalu
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Amount /

Suma

Item / Additional Information/ | Payment per

Polozka DalSie informacie performance will be
paid who performed
the procedure

ktore moze

zmluvna

vyskumna

organizacia

poziadat

Local Urine

Pregnancy /

_ 3. At Screening /

Miestny

tehotensky test z 5. Pri skriningu

mocu

6. As clinically
Local  Serum indicated /
Pregnancy /
4. Podla klinickej
Miestny indikacie

tehotensky test
Zo séra

Repeat/Additio
nal Central Lab
Sampling /

Opakovany/dod
atoény  odber
vzoriek pre
centralne
laboratorium

Central Lab Sampling is
included in the visit
totals in the milestone
table in Section 2 above
according to the
Schedule of Activities of
the Protocol /

Odber  vzoriek  pre
centralne laboratorium
je zahrnuty v celkovych
uhradach za navstevu v
tabul’ke milnikov vo
vyssie uvedenom ¢lanku
2 % sulade s
harmonogramom
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ltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

¢innosti % ramci
protokolu

At Week 104/Month 24
and yearly after Week
104/Month 24 if GTED
has not been reached by
Week 104/Month 24 /

V  104. tyzdni/24.
mesiaci a kazdoro¢ne po
104. tyzdni/24. mesiaci,
ak GTED nebol
dosiahnuty do  104.
tyzdna/24. mesiaca

As needed for safety
reasons or technical
issues with sample /

Podla potreby kvoli
bezpec€nosti alebo pre
technické problémy so
vzorkami

For monitoring of liver
enzymes and total
bilirubin at any time per

the investigator’s
discretion /
Na monitorovanie

pecenovych enzymov a
celkového  bilirubinu
kedykol'vek podla
uvaZenia skusajuceho
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ltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

As clinically indicated /

Podla
indikacie

klinickej

Central
PK/PD/Biomar
ker Sampling /

Odber vzoriek
na centralny
rozbor
FK/FD/biomark
erov

3. PK Sample at Week
4/Month 1 and Week
26/Month 6  for
participants in the
PK subset /

5. Vzorka na FK v 4.
tyzdni/1. mesiaci a
26. tyzdni/6. mesiaci
u  ucastnikov v
podskupine na
rozbor FK

6. PD and biomarker
Sample at
Randomization,
Week 4/Month 1,
and Week 26/Month
6 for selected
participants /

4. Vzorka na FD a
biomarkery pri
randomizacii, v 4.
tyzdni/1. mesiaci a
26. tyzdni/6. mesiaci
u vybranych
ucastnikov
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Amount /

Hematology /

collected as
standard-of-care

Miestny after the onset of the
hematologicky index event and
rozbor prior to
randomization /
Pri skriningu, ak sa
nevykonal v rameci
Standardne;j
starostlivosti po
prepuknuti
registrovanej
udalosti a pred
randomizaciou
At Randomization
Local and post-
Chemistry / randomization if
laboratory tests are
Miestny unable to be
chemicky performed by a
rozbor central laboratory /

Pri randomizacii a
po randomizécii, ak
laboratérne testy nie
je mozné vykonat’ v
centralnom
laboratoriu

For study
participants with a
serious or severe

Suma

Item / Additional Information/ | Payment per

Polozka DalSie informacie performance will be
paid who performed
the procedure

Local At Screening if not
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Amount /

centralnom laboratoriu

Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be
paid who performed
the procedure
cutaneous  adverse
event/
5 U ucastnikov
klinického skuSania
s tazkou alebo
zavaznou  koznou
neziaducou
udalost'ou
At Randomization and post-
randomization if laboratory
Local Cystatin | tests are unable to be
C/ performed by a central
laboratory /
Miestne
vySetrenie Pri randomizacii a po
zamerané na | randomizacii, ak
cystatin C laboratérne testy nie je
mozné vykonat’ v

Local Liver
_Fr‘é‘gt‘i:;'on As clinically indicated if
(inclu d%s Total laboratory tests are unable to
Bilirubin) / be performed by a central
laboratory /
xl'ﬁfg‘li Podla klinickej indikacie,
vvietrenie ak laboratérne testy nie je
> , mozné vykonat’ \%
pecene (vratane . L.
celkového centralnom laboratoriu
bilirubinu)
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Amount /

podand trombolyza a/alebo
mechanické trombektomia

Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be
paid who performed
the procedure
Prior to study randomization
for participants who
received thrombolysis
Local INR & | and/or mechanical
aPTT/ thrombectomy /
Miestne INR a | Pred randomizaciou v ramci
aPTT klinického  skuSania u
ucastnikov, ktorym bola

Repeat/Additio 3. NIHSS and
nal NIHSS / Modified Rankin
Scale are included in
Opakovana/dod the visit totals in the
ato¢na NIHSS milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol /
Repeat/Additio
nal Modified 5. NIHSS a
Rankin Scale / modifikovana

Rankinova stupnica

Opakovani/dod st zahrnut¢é v

ato¢na celkovych thradach

modifikovana za  navStevu v

Rankinova tabul’ke mil'nikov vo

stupnica vys§ie  uvedenom
¢lanku 2 v stlade s
harmonogramom
Cinnosti v ramci
protokolu
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ltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

6. At the time of event

for a stroke event
that is reported after
randomization and
again at
approximately 3
months after the
event /

V case udalosti v
pripade cievnej
mozgovej prihody,
ktora sa nahlasi po

Repeat/Additio
nal TOAST
Classification /

Opakovana/dod
ato¢na
klasifikacia
TOAST

randomizacii, a
znova priblizne po 3
mesiacoch od
udalosti
TOAST
classification is

included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol /

Klasifikacia TOAST
je zahrnuta v
celkovych uhradach
za  navStevu Vv
tabul’ke mil'nikov vo
vysSie  uvedenom
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ltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

¢lanku 2 v sulade s
harmonogramom
¢innosti v ramci
protokolu

For recurrent stroke
events /

Pri  recidivujucich
cievnych
mozgovych
prihodach

Repeat/Additio
nal ePRO
Collection /

Opakované/dod
atocné
zistovanie
ePRO

ePRO collection is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol /

Zistovanie ePRO je
zahrnuté \%
celkovych uhradéach
za  navstevu v
tabul’ke mil'nikov vo
vys$§ie  uvedenom
Clanku 2 v sulade s
harmonogramom
¢innosti v ramci
protokolu
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ltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

Every 12 months

after Week
104/Month 24 visit /
Kazdych 12
mesiacov po

navsteve v 104.
tyzdni/24. mesiaci

Repeat/Additio
nal Physical
Exam (includes
liver-focused
medical history) /

Opakované/dod
atocné fyzikalne
vySetrenie
(vratane
chorobopisu
zameraného na
pecer)

Physical Exam is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol /

Fyzikalne vySetrenie
je  zahrnut¢ v
celkovych uhradach
za  navstevu v
tabul’ke mil'nikov vo
vysSie  uvedenom
¢lanku 2 v stlade s
harmonogramom
Cinnosti v ramci
protokolu

For participants
discontinuing study
intervention for
elevated liver

function testing /
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ltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

4, U ucastnikov, ktori

preruSia  uzivanie
sktiSanej intervencie
pre zvysené hodnoty
pri funk¢nych
vySetreniach peCene

Specialist
Consult Fee /

Poplatok
konzultaciu
Specialistom

za
N

For participants with
clinical
manifestations  of
liver injury or
concurrent
combined ALT or
AST > 3 x ULN and
total bilirubin > 2 x
ULN/

U ucastnikov s
klinickymi prejavmi
poskodenia pecene
alebo so subeznou
kombinaciou ALT
alebo AST > 3 x
horna hranica
normalu a celkového
bilirubinu > 2 x

horna hranica
normalu
For study

participants with a
serious or severe
cutaneous  adverse
event /
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Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be

Amount /

paid who performed

the procedure

3. U ucastnikov
klinického sktSania
s tazkou alebo
zavaznou  koznou
neziaducou
udalost'ou

Adjudication
Fee/

Poplatok
posudenie

Za

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 uhradeny za kazdy
kompletny pripad eCRF a
balik (ak je to relevantné)
odoslany pri potencidlnom

klinickom ukazovateli.
Tieto vydavky zahfiaja
pripravu, preskimanie,

predlozenie a  rieSenie
pripomienok, nakol’ko je to
relevantné.

N/A means Not Applicable

Irelevantné znamenad, Ze sa neuplatiiuje

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

Celkové sumy su bez DPH. Ak to bude
relevantné, DPH bude uhradend tak, ako je
uvedené v ¢lanku 5 k toho dokumentu.
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m  Home healthcare provider travel for Home
Health Visits as required by and performed in
accordance with the Protocol will be
reimbursed at a rate of € per kilometer
up to a maximum of 40 km per completed
visit. This amount will be paid in addition to
the visit cost listed in the milestone table in
Section 2 above. Processing of payment will
begin upon receipt of invoice documentation
in accordance with Section 5 below and
approval of the CRO.

m  Cesty

poskytovatela
starostlivosti na navstevy
domacou zdravotnou starostlivost'ou
pozadované a vykonané¢ v sulade s
protokolom budu refundované vo vyske €
za kilometer maximalne za 40 km pri
uskuto¢nenej navsteve. Tato suma bude
uhradend spolu s vydavkami na navstevu
uvedenymi v tabulke milnikov vo vyssie
uvedenom ¢lanku 2. Spracovanie platby zacne
po doruceni fakturatnej dokumentacie v
sulade s nizSie uvedenym c¢lankom 5 a so
schvdlenim zo strany zmluvnej vyskumnej
organizacie.

zdravotnej
savisiace s

(5) Payment Terms:

(5) Platobné podmienky:

a) This EXHIBIT B is for completed records
for up to 496 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
15,000 valid subjects. In the event 15,000 total
valid subjects are enrolled prior to a site’s
reaching its valid subject goal of 496, further
recruitment will be suspended. Subjects not
completing the trial will be paid for on a prorated
basis according to confirmed completed visits and
CRFs received by Janssen. All payments will be
made for subject visits according to the milestone
table in Section 2 above. No payment will be
made for any subject excluded from analysis
because of Protocol violations within the Study
personnel’s control. Reimbursement for expenses
related to screen failures will be made as outlined
in Section 3 above.

a) Tato PRILOHA B sa vzfahuje na
vyplnené zaznamy u maximdlne 496 platnych
ucastnikov. Platny ucastnik je definovany ako
castnik, ktory spiha poZiadavky na splnenie
podmienok pre zaradenie do klinického sktsania
a nema vyznamné porusenia protokolu, ktoré by
vylucili jeho udaje z analyzy. Toto klinické

skiSanie sa  vykonadvand podla  zdsad
konkuren¢ného vyberu. Spolo¢nost’ Janssen
predpokladd  uzavretie = zaradovania  po
randomizacii  celkovo 15000  platnych

ucastnikov.V pripade, Ze bude zaradenych spolu
15000 platnych ucastnikov predtym, ako
pracovisko dosiahne svoj ciel 496 platnych
ucastnikov, dals$i nabor bude pozastaveny.
Utastnikom, ktori nedokonéia klinické skdisanie,
bude vyplatena alikvotna ¢ast’ sumy podla poctu
potvrdenych  absolvovanych  navStev  a
zdznamového formulara tUcCastnika klinického
skasania dorucenych spolo¢nosti Janssen. Vsetky
platby budi uhradené za névstevy ucastnikov
podla tabul’ky milnikov vo vysSie uvedenom
¢lanku 2. Za ucastnika vylucené¢ho z analyzy z
dévodu porusenia protokolu, ktoré ma pod
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kontrolou skusajuci personal, sa nepoukdze
ziadna  platba.  Refundovanie  vydavkov
suvisiacich s netspesSnym skriningom sa
uskutocni tak, ako je to uvedené v vysSie
uvedenom ¢lanku 3.

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) zdravotnicke zariadenie berie na
vedomie, ze ide o multicentrické Kklinické
sktiSanie ur¢ené na vyhodnotenie definovaného
poctu  ucastnikov  klinického  skusSania.
Predpoklada sa, ze kazdé zdravotnicke
zariadenie, ktora sa zucastni na klinickom
sktiSani, zaradi do klinického skuSania pocet
ucastnikov klinického skusania podrl'a jej dohody
v ramci tohto klinického sktsania. Ak sa to bude
vyzadovat v priebehu klinického skuSania,
spolo¢nost’ Janssen mdze poziadat’ zdravotnicke
zariadenie, aby zaradila viac ucastnikov
klinického sktSania, nez je uvedené v povodnej
zmluve. Spolo¢nost’ Janssen méze v takychto
pripadoch poslat zdravotnickemu zariadeniu
pisomné povolenie zaradit' d’al§ich ucastnikov
klinického skuSania. Takisto naopak,
zdravotnicke zariadenie nemusi mat’ moznost’
zaradit' vySSie ustanoveny pocet ucastnikov
klinického skasania. Po zaradeni cielového poctu
ucastnikov do klinického skuSania pracoviska,
ktor¢ nezaradia zmluvny pocet ucastnikov
klinického skuasSania, dostani informacie a
pokyny, Ze majl ukon¢it’ zarad’ovania Gc€astnikov
klinického sktiSania.

C) Janssen will provide, through a third-party
vendor, an ePRO Tablet, valued at € , for use
as called for in the Protocol. Upon termination of
the Study at Institution, the ePRO Tablet will be
returned in accordance with Janssen’s or
designee’s instructions.

C) Spolo¢nost’ Janssen poskytne
prostrednictvom dodévatel’a tretej strany tablet na
ePRO v hodnote € na pouzitie podla
poziadaviek protokolu. Po skonceni klinického
skusania v zdravotnickom zariadeni sa tablet na
ePRO odovzda v stlade s pokynmi spolo¢nosti
Janssen alebo poverenej osoby.

d) Equipment Calibration: Institution
shall be responsible for ensuring Institution-

d) Kalibracia vybavenia: zdravotnicke
zariadenie je zodpovedné za zabezpecenie toho,
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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 (0 below.

7e na kazdom zariadeni, ktoré zdravotnicke
zariadenie vlastni a vyuziva v stlade s touto
Zmluvou, bude vykonana tdrzba a/alebo
kalibracia podla odporucani vyrobcu alebo
CastejSie podl'a poziadaviek spolo¢nosti Janssen.
Na poziadanie budi spoloc¢nosti Janssen
predlozené zdznamy na overovanie kalibracie a
udrzby vybavenia. Za kalibracie, ktoré sa
vykonavaju vylucne na ziadost' spolo¢nosti
Janssen a nie su sucastou odporucane;j,
planovanej udrzby, ktord navrhuje vyrobca,
spolocnost’ Janssen uhradi zdravotnickemu
zariadeniu skuto¢né vydavky bez marze za kazdu
kalibraciu. Spracovanie platby za¢ne po doruceni
faktary a podkladovej dokumentacie v sulade s
nizSie uvedenym odsekom (0.

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 (0
below.

e) Stretnutia ~ skusSajucich:  Spolo¢nost’
Janssen mdze odporucit’ alebo vyzadovat, aby sa
zodpovedny skuSajuci alebo spoluskusajuci
povereny spolo¢nostou Janssen a zdravotna
sestra/koordinator v ramci klinického sktSania
zlcastnili na stretnutiach vratane najma stretnutia
skasajuceho. Spolocnost’ Janssen poskytne a
uhradi vSetky primerané a opravnené cestovné
vydavky v stlade so zisadami spolo¢nosti
Janssen tykajucimi sa cestovania vratane
skromného ubytovania a stravy v suvislosti s
takymito stretnutiami. Zmluvné strany sa
dohodli, ze tucast’ na takychto stretnutiach je
primerand a nevyhnutnd na zabezpecenie toho,
aby vSetky strany podiel’ajuce sa na skuiSani jasne
porozumeli protokolu a jeho poziadavkam.
Spracovanie platby zacne po doruceni faktury a
podkladovej dokumenticie v sulade s nizSie
uvedenym odsekom (0.

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),

f) Aby boli splnené podmienky pre uhradu,
procediry musia byt vykonané v uplnom sulade
s protokolom a s touto Zmluvou, a predlozené
udaje musia byt Uplné, sprdvne a zadané v
elektronickom zaznamniku udajov [EDC], v
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Interactive Web Response System (IWRS) and
Electronic Patient Reported Outcomes (ePRO) in
accordance with Janssen’s instructions and this
Agreement. Payments will be made, at a
minimum, on a biannually 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.

systéme interaktivnej webovej odozvy [I[WRS] a
v elektronickych vysledkov hlasenych pacientmi
[ePRO] v sulade s pokynmi spolo¢nosti Janssen a
s touto Zmluvou. Platby budi poukazané
minimalne polrocne Tieto platby budt zahfnat
platby pri milnikoch, ako aj vSetky
vyfakturované a  schvéalené vydavky z
predchadzajuceho platobného cyklu. Pocas
klinického skGiSania sa budi vykonavat
nepretrzité upravy platieb. Vsetky zistené chybné
platby budi poukazané pri najblizSich alebo
budtcich platbach. Nevykonaju sa Ziadne platby,
pokial’ sa nevyrieSia vSetky chybné platby. Ak
nebudu ziadne cakajice alebo buduce platby,
inStiticia bezodkladne vrati preplatok podla
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.

Platby bude vystavovat zmluvna vyskumna
organizécia na zéklade rozpoCtu na navstevy,
frekvencie uhrad a platobnych podmienok, ako je
uvedené vysSie. Platby budi poukédzané po
doruceni prislusnych faktar vratane podkladove;j
dokumenticie v urCenej mene, ako sa uvadza
nizsie. Faktury budu splatné do tridsiatich (30)
dni od ditumu dorucenia faktiry zmluvnej
vyskumnej organizacii vratane akejkol'vek
prislusnej podkladovej dokumentécie.

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

Faktury na uhradenie akychkol'vek dodatocnych
platieb nad ramec platieb uvedenych v tejto
zmluve (t. j. dodato¢né refundacie) musia byt
takisto odoslané zmluvnej vyskumnej organizacii

in the following manner: a schvalené spolo¢nostou Janssen. Vsetky
faktary sa budd predkladat nasledujicim
sposobom:

Invoices to be billed to:

Faktiry sa vystavia spolo¢nosti:

IQVIA RDS Slovakia, s.r.0.

IQVIA RDS Slovakia, s.r.0.

Vajnorska 100/B,

Vajnorska 100/B,

831 04 Bratislava - Slovakia

831 04 Bratislava, Slovensko

Invoices to be sent to:

Faktiry sa odosli na adresu:
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Email original invoices including back up to:

Originaly faktar vratane podkladove;j
dokumentacie odoslite e-mailom na adresu:

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

Okrem toho je mozné faktury predkladat
prostrednictvom portalu. Prijemca platby dostal
e-mail na vytvorenie u¢tu na nasom platobnom
portali. Na portdli bude mat prijemca platby
pristup k aktivitdm ucastnika podla protokolu,
bude moct predkladat’ faktary, ako aj zobrazit’ si
podrobnosti o vSetkych platbach poukéazanych
zmluvnou vyskumnou organiziciou.

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

Prepojenie na
https://ctp.solutions.igvia.com

portal:

Emailed and uploaded invoices and backup
are preferred. In the event of invoices in hard
copy need to be sent, please send to the
following address:

Uprednostiiuji sa e-mailové a nahrané
faktiry a podkladové dokumentacie. V
pripade, ak je potrebné odoslat’ vytlacené
faktury, odoslite ich na nasledujticu 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

London, W2 1AF

United Kingdom

United Kingdom

The following information should be included on
the invoice:

Na faktare je potrebné uviest’ nasledujice udaje:

e Complete INVESTIGATOR
address and phone number

name,

° Uve,d’vte meno, adresu a telefonne cislo
SKUSAJUCEHO

e |nvoice Date

e Détum vystavenia faktiry

e Invoice Number

e Cislo faktiry

e Payee Name (must match Payee indicated

e Meno prijemcu platby (musi sa zhodovat

in CTA) s menom prijemcu platby uvedenym v
Zmluve o klinickom skaSani)
e Payment Amount e Suma na thradu
e Complete description of services rendered e Uplny popis poskytnutych sluZieb
e Study Number: e Cislo klinického skugania:
e Sponsor Name e Nazov zadavatela
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e Invoices should be
site/institution letterhead

printed on

e Faktary je potrebné vytlait na
hlavickovom papieri pracoviska/institcie

All invoice and payment related inquiries shall be
addressed directly to IQVIA Clinical Trial
Payments at

Vsetky otazky tykajuce sa faktir a platieb je
potrebné predlozit’ priamo oddeleniu pre platby
za klinické sktiSania spoloc¢nosti IQVIA na adrese

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.

Vo faktarach a v akejkol'vek prilozenej
dokumentacii sa nesmu uvadzat' ziadne osobné
identifikacné  udaje  Ziadneho  ucastnika
klinického skuSania najmd meno alebo
priezvisko, inicidly, datum narodenia, adresa,
telefonne cislo, Cislo preukazu totoznosti, e-
mailovd adresa alebo udaje kreditnej karty
ucastnika klinického skuSania. Ak sa vo faktirach
alebo v akejkol'vek prilozenej dokumentécii budu
uvadzat takéto udaje, zmluvnd vyskumna
organizdcia to oznami prijemcovi platby.
Prijemca platby bude musiet’ znova predlozit
zredigovanu faktiru a sprievodni dokumentéciu,

ktora nebude obsahovat Ziadne osobné
identifikacné  udaje = Ziadneho  Ucastnika
klinického skusania.

Link to the Portal: https://ctp.solutions.igvia.com | Prepojenie na portal:

https://ctp.solutions.igvia.com

Emailed or uploaded invoices and backup are
preferred. In the event of invoices in hard copy
need to be sent, please send to the following
address:

Uprednostiiuji sa e-mailové alebo nahrané
faktary a podkladové dokumentacie. V
pripade, ak je potrebné odoslat’ vytlacené
faktiry, odoslite ich na nasledujicu adresu:

IQVIA Clinical Trial Payments

IQVIA Clinical Trial Payments

North Wharf Road, Paddington

North Wharf Road, Paddington

London, W2 1AF

London, W2 1AF

United Kingdom

United Kingdom

The following information should be included on
the invoice:

Na fakttre je potrebné uviest’ nasledujuce udaje:
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4. Complete INVESTIGATOR name, address

4. Uvedte meno, adresu a telefonne Cislo

and phone number SKUSAJUCEHO

5. Invoice Date 5. Datum vystavenia faktry

6. Invoice Number 6. Cislo faktary

g. Payee Name (must match Payee indicated in | g. Meno prijemcu platby (musi sa zhodovat s
CTA) menom prijemcu platby uvedenym v Zmluve

o klinickom sktiSani)

h. Payment Amount h. Suma na thradu

i. Complete description of services rendered i. Uplny popis poskytnutych sluZieb

j. Study Number: j. Cislo klinického skusania:

k. Sponsor Name K. Nézov zadavatel'a

l. l.

Invoices should be printed on site/institution
letterhead

Faktury je potrebné vytlacit’ na hlavickovom
papieri pracoviska/institicie

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

Vsetky otazky tykajuce sa faktir a platieb je
potrebné predlozit’ priamo oddeleniu pre platby
za klinické skuSania spolo¢nosti IQVIA na adrese
emea@ctp.solutions.igvia.com.

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.

Vo faktirach a v akejkol'vek priloZzenej
dokumentacii sa nesmu uvadzat’ Ziadne osobné
identifikacné  udaje  ziadneho  tucastnika
klinického skuSania najmd meno alebo
priezvisko, inicialy, datum narodenia, adresa,
telefonne Cislo, ¢islo preukazu totoznosti, e-
mailova adresa alebo udaje kreditnej karty
ucastnika klinického skuSania. Ak sa vo fakturach
alebo v akejkol'vek prilozenej dokumentacii budu
uvadzat’® takéto udaje, zmluvnd vyskumna
organizacia to oznami prijemcovi platby.
Prijemca platby bude musiet’ znova predlozit
zredigovanu faktiru a sprievodni dokumentéciu,
ktord nebude obsahovat’ Ziadne osobné
identifikacné  udaje = Ziadneho  ucCastnika
klinického sktiSania.

) This agreement reflects all fixed and
variable costs related to Study activities. Items
not specifically referenced in Section 3 or Section
4 above, which might include, for example, staff
costs, training costs, laboratory fees, x-rays,

4)] Tato zmluva ustanovuje vSetky fixné a
variabilné vydavky suvisiace s ¢innostami v
ramci klinického sktisania. Polozky, ktoré nie su
Specificky uvedené vo vyssie uvedenom ¢lanku 3
alebo c¢lanku 4 a ktoré mdzu zahtiiat’ napriklad
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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.

vydavky na personal, vydavky na Skolenia,
poplatky laboratoriu, RTG snimky, hodnotiace
stupnice a dotazniky, poplatky koordinatorovi
udajov a cestovné vydavky, st uvedené¢ v
prispevkoch na ucastnika, ako je uvedené v
tabul’kach milnikov vo vysSie uvedenom c¢lanku
2. Okrem toho nebudi poukézané¢ ziadne
dodato¢né refundécie tychto vydavkov.

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

h) Dane: Akékol'vek suma splatnd na
zaklade tejto Zmluvy bude bez DPH. Ak sa na
akékol'vek sluzby alebo tovar vztahuje DPH,
institucia/zodpovedny skusajuci musi zmluvnej
vyskumnej organizécii vystavit' platnu faktaru s
DPH na transakciu, ktorou sa uhradza dana
odmena. Ak sa DPH nadctuje omylom,
institucia/zodpovedny skasajuci vystavi
dobropis. Ak sa DPH nenauctuje a nasledne sa
zisti, Ze sa mala nauctovat’ alebo ju prislusné
daniové trady posudia ako splatni za danu
odmenu, dana splatna DPH za uvedeni odmenu
sa uhradi po predlozeni platnej faktary s 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

i) Aby  nedoslo k  pochybnostiam,
zodpovedny skuSajuci a/alebo zdravetnicke
zariadenie st zodpovedni za poskytovanie

vSetkych prislusSnych kompenzécii, prispevkov
a/alebo poistenia skiSajicemu personalu. M4 sa
za to a je vyslovne zrejmé, Ze skuSajuci a
skui$ajlici personal nespliajuo podmienky pre
podiel’anie sa ¢i zahrnuti do akychkol'vek planov

plans,  programs, employment policies, | prispevkov spolo¢nosti Janssen, jej programov,

procedures or workers compensation insurance. | zasad zamestnanosti, postupov ¢i poistenia
kompenzicii zamestnancom.

j) The parties agree this EXHIBIT B is part | j) Zmluvné strany sa dohodli na tom, Ze

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

PRILOHA B tohto dokumentu je st&astou
Zmluvy a objastiuje harmonogram platieb
suvisiacich s touto Zmluvou. Platby buda
poukazané v stlade s ustanoveniami PRILOHY
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last payment being made after the site completes
all of its obligations under the Agreement and any
exhibits thereto. The Principal Investigator
acknowledges and agrees his or her judgment
with respect to his or her advice to and care of
each subject is not affected by the compensation
the site receives hereunder. The parties agree the
payee designated below is the proper payee for
this Agreement and payments under this
Agreement will be made only to the following
payee:

B tohto dokumentu, pricom posledna platba bude
poukazana po tom, ¢o pracovisko splni vsetky
svoje zavizky vyplyvajice z tejto Zmluvy a
vSetkych jej dodatkov. Zodpovedny skusajici
berie na vedomie a sthlasi s tym, Ze jeho usudok
tykajuci sa rozhodnutia a starostlivost’ o kazdého
ucastnika nebude ovplyvneny kompenzaciou,
ktor pracovisko dostane za zdéklade tohto
dokumentu. Zmluvné strany sa dohodli na tom, ze
nizSie uvedeny prijemca platby je opravneny
prijemca platby v ramci tejto Zmluvy a zZe platby
vyplyvajuce z tejto Zmluvy budu poukazané iba
nasledujiicemu prijemcovi platby:

Contract Payee /
Zmluvny prijemca platby

Payee Name
Meno/Nézov prijemcu platby

MUDr. Alena Filipkova

Payee Address /
Adresa prijemcu platby

VAT/Tax ID
IC DPH/DIC

Banking Information: /
Bankové tdaje:

Bank Name /
Nézov banky

Bank Street /
Ulica sidla banky

Bank City /
Mesto sidla banky

I:%ank State/Province /
Stat sidla banky

Bank Postal Code /
Postové smerové ¢Eislo sidla
banky

Bank Country /
Krajina sidla banky
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Receiving Account Currency /
Mena prijimajuceho uctu

IBAN /
IBAN

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

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 zmluvne dohodnutd mena platby nebude zhodovat s
menou, v ktorej je vedeny vas bankovy i¢et, mozno budete
musiet’ pouzit’ sprostredkovatel'skti banku. Podrobnosti vam
poskytne vasa finan¢na institicia. Ak sa bude vyzadovat
sprostredkovatel'skd banka, uved’te ndzov banky, ¢islo uctu,
ak je to relevantné, a SWIFT kod sprostredkovatel'skej banky
spolu s celou ostatnou pozadovanou bankovou dispoziciou.

Contact Information /
Kontaktné udaje

Name of recipient sending
invoices to /

Meno prijemcu, ktory posiela
faktry MUDr Alena Filipkova

Phone number & Email /
Telefonne Cislo a e-mailova
adresa

Language Preference /
Predvoleny jazyk

Name of payment recipient to
receive payment notification and
details /

Meno prijemcu platby, ktorému
budu doru¢ované oznamenia a
podrobnosti o platbe

Phone number & Email /
Teleféonne ¢islo a e-mailova
adresa
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Language Preference /
Predvoleny jazyk

Study team member 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.

Clen skii§obného timu bude mat’ tridsat’ (30) dni
od datumu dokoncenia posledného tucastnika
[LSO] v klinickom skasani na vyrieSenie
akychkol'vek nezrovnalosti v platbach, ktoré
vznikli pocas klinického sktiSania.

Study team member 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.

Clen skuSobného timu musi predlozit’ vietky
faktary najneskér do 45 dni od zaverecnej
navstevy v inStitucii slvisiace] s uzavretim
pracoviska. Spolo¢nost’ Janssen alebo zmluvna
vyskumnd organizdcia si vyhradzuje prévo
odmietnut’ uhradit’ faktry predlozené po
uplynuti tejto 45-diovej lehoty.

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

V pripade zmien bankovych tdajov prijemcu
platby je pracovisko povinné oznamit’ to pisomne
zmluvnej vyskumnej organizacii prostrednictvom
e-mailovej spravy na adresu . Zmluvna
vyskumnd  organizicia bude kontaktovat
pracovisko, aby ziskala podpisanti dokumentaciu
o zmenach bankovych udajov prijemcu platby.
Zmluvné strany sa dohodli na tom, ze v pripade
zmien v bankovych tudajoch prijemcu platby, pri
ktorych sa nemeni prijemca platby, dafové
identifikacné cisla, ani oslobodenie od dane, nie
je potrebny dodatok k Zmluve.

The Parties acknowledge that the designated
Payee is authorized to receive all of the payments
for the services performed under this Agreement.

Zmluvné strany bert na vedomie to, Ze povereny
prijemca platby je opravneny prijimat’ vSetky
platby za sluzby poskytnuté na zaklade tejto
Zmluvy.

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 136 of 248

Strana 136 z 248




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

Vsetky platby za toto klinické skusanie v sulade s
priloZenym rozpo¢tom bude zmluvna vyskumna
organizacia uhradzat’ elektronicky.

Budget & Payment Schedule for Study team
member

ROZPOCET A HARMONOGRAM
PLATIEB Clena skuSobného timu

Protocol No. 70033093STR3001: “A Phase 3,
Randomized, Double-Blind, Parallel-Group,
Placebo-Controlled Study to Demonstrate the
Efficacy and Safety of Milvexian, an Oral
Factor Xla Inhibitor, for Stroke Prevention
after an Acute Ischemic Stroke or High-Risk
Transient Ischemic Attack”

Protokol ¢. 70033093STR3001:
»Randomizované, dvojito zaslepené, placebom
kontrolované Kklinické skuSanie fazy 3 s

paralelnymi skupinami na preukazanie
ucinnosti a bezpecnosti milvexianu,
peroralneho inhibitora faktora Xla, na
prevenciu cievnej mozgovej prihody po

akutnej ischemickej cievnej mozgovej prihode
alebo vysokorizikovom tranzitornom
ischemickom ataku*

(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) »Prispevok na ucastnika® predstavuje
vSetky fixné¢ a variabilné vydavky stvisiace s
klinickym skuSanim s vynimkou poloziek
uvedenych v nizsie uvedenom ¢lanku 3 (Vydavky
pracoviska) a ¢lanku 4 (Ind kompenzicia) za
predpokladu, Ze boli uskutocnené¢ vSetky
navstevy popisané v ¢lanku 2.

The Per-Subject Fee for this Study is:

Prispevok na castnika v rdmeci tohto klinického
sktiSania je:

(2) Payment Milestone Table(s):

(2) Tabulka (tabul’ky) mil’nikov platieb:

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 Amendment dated 02
November 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.

Platby v rdmci milnikov v nizSie uvedenej
tabul’ke (tabulkdch) predstavuju spravodliva
trhovi hodnotu za vykonavanie vyskumnych
sluzieb podrobne popisanych v Harmonograme
¢innosti v radmci dodatku k protokolu z 2.
novembra 2022, ktory sa v tomto dokumente
uvadza ako Priloha A. Zmluvné strany sa dohodli,
ze v pripade, ak nasledné dodatky protokolu
klinického skuSania povedu k podstatnej zmene
vo vyskumnych sluZzbach, kompenzécia sa upravi
tak, aby zodpovedala novej spravodlivej trhovej
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hodnote vyskumnych sluzieb prostrednictvom
pisomného dodatku podpisaného vSetkymi
zmluvnymi stranami.

Visit Amount /
MILESTONES* / Suma za navstevu
MIDCNIKY* Payment per performance, it depends on who

is taking care of the subject

Screening Onsite /
Skrining na pracovisku

Randomization Onsite /
Randomizacia na pracovisku

Week Onsite /
4/Month 1/ | Na pracovisku

4. tyzden/l. | Home Health /

mesiac Domaca
zdravotnicka
starostlivost’

Week Onsite /

13/Month 3/ | Na pracovisku

13. tyZden/3. | Home Health /

mesiac Domaca
zdravotnicka
starostlivost’

Week Onsite /

26/Month 6/ | Na pracovisku

26. tyzderni/6. | Home Health /

mesiac Domaca
zdravotnicka
starostlivost’

Week Onsite /

39/Month 9/ | Na pracovisku

39. tyzdeni/9. | Home Health /

mesiac Domaca
zdravotnicka
starostlivost’
Week Onsite /
52/Month Na pracovisku
12/ Home Health /
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Visit Amount /
MILESTONES* / Suma za nvstevu
MIENIKY* Payment per performance, it depends on who
is taking care of the subject
52. Domaca
tyzden/12 zdravotnicka
mesiac starostlivost’
Week Virtual /
65/Month Virtualne
15/ Onsite /
65. Na pracovisku
tyzden/15.
mesiac
Week Onsite /
78/Month Na pracovisku
18/ Home Health /
78. Domaca
tyzden/18. zdravotnicka
mesiac starostlivost’
Week Virtual /
91/Month Virtualne
21/ Onsite /
91. Na pracovisku
tyzden/21.
mesiac
Week Onsite /
104/Month | Na pracovisku
24 / Home Health /
104. Domaca
tyZden/24. zdravotnicka
mesiac starostlivost’
Week Virtual /
117/Month | Virtualne
27 Onsite /
(cost  will | Na pracovisku
repeat as
needed every
26 weeks/6
months if
GTED** has
not been met)
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MILESTONES* /
MIDNIKY*

Visit Amount /
Suma za navstevu

Payment per performance, it depends on who
is taking care of the subject

(wdavky sa
zopakuju
podla
potreby
kazdych 26
tyzdnov/6
mesiacov, ak
nebol
dosiahnuty
GTED**)

Week
130/Month

Onsite /
Na pracovisku

30 (cost will
repeat as
needed every
26  weeks/6
months if
GTED has
not been met)
/

130.
tyzderi/30.
mesiac
(wdavky sa
zopakuju
podla
potreby
kazdych 26
tyzdnov/6
mesiacov, ak
nebol
dosiahnuty
GTED)

Home Health /
Domaca
zdravotnicka
starostlivost’

End of Treatment Onsite /
Ukoncdenie lie¢by na pracovisku
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Visit Amount /

MILESTONES* / Suma za navstevu
MIEPNIKY* Payment per performance, it depends on who

is taking care of the subject

End of | Virtual /
Study / Virtualne
Koniec Onsite /
klinického | Na pracovisku
skuSania

Per-Subject Fee

(Total assumes onsite visits with
exception of the following visits
assumed as virtual:  Week
65/Month 15, Week 91/Month 21,
Week 117/Month 27 with repeat
cost as needed, and End of Study)
/

Poplatok za ucastnika

(Celkova  suma  predpoklada
navstevy na pracovisku s vynimkou
nasledujucich navstev, ktoré sa
povazuju  za  Vvirtudlne:  65.
tyzden/15. mesiac, 91. tyzden/21.
mesiac, 117. tyzden/27. mesiac s
opakovanymi vydavkami podla
potreby a koniec klinického

skusania)
N/A means Not Applicable Irelevantné znamena, Ze sa neuplatiluje
*Onsite visits may be completed at secondary | *Navstevy na pracovisku sa mézu uskutocnit’ na
clinic sekundarnej klinike
**GTED: Global Targeted End Date **GTED: Globalny cielovy datum ukoncenia

Totals are VAT excluded. If applicable, VAT will | Celkové sumy st bez DPH. Ak to bude
be paid as outlined in Section 5 of this Exhibit. relevantné, DPH bude uhradena tak, ako je
uvedené v ¢lanku 5 listiny k tomuto dokumentu.

Subject Stipends: The subject stipend is | Odmeny pre acastnikov: Odmena pre ucastnika
intended to offset the Study subject’s costs | je uréend na kompenzaciu vydavkov suvisiacich s

Clinical Trial Agreement between CRO, Janssen and Institution and Zmluva o klinickom skusani medzi klinickou vyskumnou

Principal Investigator -Slovakia contract template - Version organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
September 2020 skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
PI Name: Jan Martis, MD Meno zodpovedného skusajuceho: MUDr. Jan Martis

Protocol #: 70033093STR3001 Project code: SZA55415 C. protokolu: 70033093STR3001 Project code: SZA55415

Page 141 of 248 Strana 141z 248




associated with travel expenses and meals, where
appropriate, incurred as a result of Study
participation, and shall be reflected in the
Informed Consent Form, as it will be provided to
the Study subject.

cestovanim a stravovanim, nakolko je to
relevantné, ktoré ucastnikovi klinického skiiSania
vznikli v dosledku jeho ucasti na klinickom
skiSani, a budd wuvedené vo formulari
informovaného sthlasu, pretoze budu poukdzané
ucastnikovi klinického sktisania.

(3) Site Costs

(3) Vydavky pracoviska

a 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.

0 Poplatky miestnej etickej
komisii/inStitucionalnej  kontrolnej  rade
[EK/IKRY]: Poplatky EK/IKR budt refundované.
Platba bude spracovand po doruceni origindlu
faktary  alebo  alternativnej  podkladove;j
dokumentacie, v ktorych sa uvadzaju skutocné
poplatky bez marze. SPOLOCNOST JANSSEN
NEBUDE UHRADY POUKAZOVAT PRIAMO
IKR.

m Screen Failure Payments: Janssen shall
reimburse Institution for screen failures at a
rate listed for Screening Onsite visit in the
milestone table in Section 2 above per screen
failure with a cap of 10 screen failure
payments, 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.
Processing of payment shall begin upon
completed screening CRF pages submitted to
CRO along with any additional information,
which may be requested by CRO to
appropriately document the subject screening
procedures and in accordance with Section 5
below and upon approval by the CRO.

= Uhrady za neispe$ny skrining: Spolo¢nost’
Janssen refunduje inStitGcii  neuspesné
skriningy vo vyske uvedenej pri skriningove;j
navsteve v pracovisku v tabul’ke mil'nikov vo
vysSie uvedenom Clanku 2 za kazdy
neuspesny skrining, pricom bude uplatneny
limit 10 ahrad za neaspe$ny skrining bez
ohl'adu na zarad’ovanie, a to v poradi, v akom
sa ucastnici podrobia skriningu. Po dosiahnuti
poc¢iatoéného  limitu 10  nelspeSnych
skriningov sa na d’alSie Uthrady neuspeSnych
skriningov bude vyzadovat pisomny sthlas
spolo¢nosti ~ Janssen  alebo  zmluvnej
vyskumnej organizacie. Spracovanie platby sa
zatne po vyplneni stranok zaznamového
formulara ucastnika klinického skuSania
[CRF] ur¢enych pre skrining predloZenych
zmluvne] vyskumnej organizacii spolu s
d’alsimi informaciami, o ktoré moze zmluvna
vyskumna organizéicia poziadat' na naleZzité
zdokumentovanie procedur skriningu u
ucastnikov, a v sulade s niZSie uvedenym
¢lankom 5 a po schvdleni zo strany zmluvne;j
vyskumnej organizacie.
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For screen failures beyond the defined maximum
number, which are not reimbursable to
Institution, a subject stipend for the Study
subjects in the amount of 26€ will be paid to
offset the Study subject’s costs associated with
travel expenses and meals, where appropriate,
incurred as a result of Study participation, and
shall be reflected in the Informed Consent Form,
as it will be provided to the Study subject.
Processing of payment shall begin upon receipt of
invoice detailing subject number and date of
screen failure and in accordance with Section 5
below and upon approval by the CRO.

Za neuspesné skriningy nad ramec definovaného
maximalneho poctu, ktoré nie je mozné
refundovat’ zdravotnickemu zariadeniu bude
poukdzand odmena pre ucastnika uréena pre
ucastnikov klinického skusania vo vyske 26 € na
kompenzaciu vydavkov suvisiacich s cestovanim
a stravovanim, pripadne ktoré ucastnikovi
klinického skusania vznikli v doésledku jeho
ucasti na klinickom skuSani, a budi uvedené vo
formulari informovaného suhlasu, pretoze budu
poukdzan¢ ucastnikovi klinického skusania.
Spracovanie platby sa za¢ne po doruceni faktary,
v ktorej sa uvadza cislo ucastnika a datum
neuspesného skriningu, a v sulade s nizsie
uvedenym ¢ldnkom 5 a po schvéleni zo strany
zmluvnej vyskumnej organizécie.

m Caregiver Reimbursement: Janssen shall
reimburse Institution upon receipt of invoice,
with adequate documentation, for the costs
associated with a caregiver reimbursement up
to a maximum amount of € per subject visit.
This allowance per visit is intended to offset
the caregiver’s costs associated with travel
expenses and meals, where appropriate,
incurred as a result of Study participation.
This reimbursement shall be reflected in the
Informed Consent Form as it will be provided
to the caregiver. Processing of payment will
begin upon receipt of Institution invoice with
third party invoice detail. Institution shall be
responsible for keeping records of stipend
payments made to Study subjects. Records of
stipend payments shall be provided to Janssen
for review upon request.

m Refundicia opatrovatelovi: Spolocnost’
Janssen uhradi zdravotnickemu zariadeniu po
doruCeni faktury spolu s adekvatnou
dokumentaciou  vydavky  suvisiace s
refunddciou opatrovatelovi do maximalnej
vysky  EUR za navstevu ucastnika. Tento
prispevok za navStevu je wureny na
kompenzaciu vydavkov opatrovatel’a
suvisiacich s cestovanim a stravovanim,
nakol’ko je to relevantné, ktoré vznikli v
dosledku tcasti na klinickom skasani. Tato
uhrada sa uvedie vo formulari informovaného
stihlasu, nakol’ko bude poukazana
opatrovatel'ovi. Spracovanie platby zacne po
doruceni  faktary  inStiticie  spolu s
podrobnostami  faktiry  tretej  strany.
zdravotnicke zariadenie bude zodpovedné za
vedenie zaznamov o prispevkoch poukazanych
ucastnikom  klinického  skiSania.  Na
poziadanie  budl  spoloCnosti  Janssen
predlozené na kontrolu zdznamy o platbach
prispevkov.

4 Other Compensation:

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

Spolo¢nost’ Janssen alebo nim poverené tretie
osoby uhradia podl'a relevantnosti primerané
a nevyhnutné vydavky vynaloZzené na
bezodkladnu liecbu neziaducej udalosti u
ucCastnika, ak sa zisti, ze dand neZziaduca
udalost’ priamo stvisela s podanim skusaného
produktu alebo s procedirou vyzadovanou
vyluéne na tcely uskutociiovania protokolu, a
to pod podmienkou, ze: (i) takéto vydavky nie
st bezne  kryt¢é zdravotnym  alebo
nemocni¢nym poistenim alebo inym Statnym
programom poskytujicim takéto krytie; (ii)
danu neziaducu udalost nemozno pripisat
nedbanlivosti alebo pochybeniu zo strany
inStitucie, zodpovedného skuSajuceho alebo
ktoréhokol'vek spoluskusajuceho,
zamestnanca alebo zastupcu zdravotnickeho
zariadenia alebo zodpovedného skusajuceho,
(ii1) danu neziaducu udalost’ nemozno pripisat’
nijakému uz existujicemu zdravotnému stavu
alebo ochoreniu bez ohladu na ich
diagnostikovanie v minulosti, a (iv) skisany
produkt alebo takato procedura podla
protokolu bola podana v sulade s protokolom.

m Such reasonable and necessary costs incurred
as permitted in the aforementioned paragraph
must be itemized and submitted in a separate
invoice to CRO for evaluation and approval
through Janssens 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 nevyhnutné vydavky,
ktoré vznikni na zaklade povolenia podla
vysSie uvedeného odseku, musia byt
roz€lenené do poloziek a predlozené v
samostatne] faktire CRO na posudenie a
schvalenie prostrednictvom interného
programu Janssen refundacie zdravotnickych
vydavkov [MER]. Vydavky, ktoré su
opravnené podla tohto ¢lanku, sa spracuju
prostrednictvom procesu uhradzania platieb
uvedeného v tejto Zmluve alebo v poisteni
klinického skuSania spolo¢nosti Janssen
podl'a interného schvalovacieho procesu
spolo¢nosti Janssen a podla 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 platby za inli kompenzaciu zacne
po doruceni faktury v sulade s nizsie
uvedenym clankom 5 a so schvalenim zo
strany zmluvnej vyskumnej organizicie.
Kazdy vydavok v nizSie uvedenej tabulke
predstavuje sumu za polozku, pokial’ nie je v
stipci Dalgie informacie uvedené inak.

Amount /

Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be

paid who performed
the procedure

Re-Consenting
of a Subject at a
regularly
scheduled study
visit /

Opakovany
suhlas
ucastnika
pravidelne
naplanovanej
navsteve v
ramci
klinického
skuSania

pri

Vopred
zadavatel'om

Re-Consenting
of a Subject
outside a
regularly
scheduled study
visit /

Opakovany
suhlas
ucastnika mimo
pravidelne

Sponsor pre-approved /

schvalené
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Amount /
Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be
paid who performed
the procedure
naplanovanej
navstevy \4
ramci
klinického
skuSania
1. Informed  consent
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol /
1. Informovany
Additional sthlas je zahrnuty v
Informed celkovych uhradach
Consent / za  navstevu Vv
tabul’ke mil'nikov vo
Dodato¢ny vy§Sie  uvedenom
informovany ¢lanku 2 v sulade s
suhlas harmonogramom
¢innosti v ramci
protokolu
2. For pregnant partner
informed consent /
2. Formular
informovaného suhlasu
tehotnej partnerky
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Iltem /
Polozka

Amount /

Suma
Additional Information/ | Payment per
DalSie informacie performance will be

paid who performed
the procedure

Lost to Follow-
up Attempt/

Pokus
kontaktovat’
nedostupného
pre d’alSie
sledovanie

A maximum of 10 attempts
per  subject will be
reimbursed. Additional
reimbursement to require
Sponsor pre-approval. /

Bude uhradenych
maximalne 10 pokusov na
jedného  tucastnika. Na
d’alsiu  refundaciu  bude
potrebné schvalenie
zadavatel'om.

Unscheduled
Visits /

Neplanované
navstevy

Processing  of
Unscheduled
Visits shall begin
upon completed
CRF pages
submitted to
CRO along with
any additional
information,
which may be
requested by
CRO/

Spracovanie
nepldanovanych
navstev sa zacne
po vyplneni

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

1. Vydavky na
navstevu budu
uhradené¢ spolu s
akymikol'vek inymi
nizSie  uvedenymi
hodnoteniami  pri
vykonani mimo
pravidelne
planovanej navstevy

2. This fee covers the
cost of Staff time /
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Amount /
Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be
paid who performed
the procedure
stranok
zdznamového 2. Tento poplatok
formulara pokryva néklady na
ucastnika ¢as personalu
klinického
skusania
predlozenych
zmluvnej
vyskumnej
organizdcii spolu
s dalsimi
informaciami, o
ktore moze
zmluvna
vyskumnd
organizacia
poziadat
Local Urine
Pregnancy /
_ 1. At Screening /
Miestny
tehotensky test z 1. Pri skriningu
mocu
2. As clinically
Local  Serum indicated /
Pregnancy /
2. Podla klinicke;j
Miestny indikacie
tehotensky test
70 séra
Repeat/Additio 1. _Central Lap Sampling i_s
nal Central Lab mcIude_d in th_e visit
Sampling / totals_ in the_: milestone
table in Section 2 above
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Amount /

je zahrnuty v celkovych
uhradach za navstevu v
tabul’ke milnikov Vo
vysSie uvedenom ¢lanku

2 % sulade s
harmonogramom
¢innosti \% ramci
protokolu

At Week 104/Month 24
and yearly after Week
104/Month 24 if GTED
has not been reached by
Week 104/Month 24 /

V  104. tyzdni/24.
mesiaci a kazdoro¢ne po
104. tyzdni/24. mesiaci,
ak GTED nebol
dosiahnuty do  104.
tyzdna/24. mesiaca

As needed for safety
reasons or technical
issues with sample /

Podla potreby kvoli
bezpecnosti alebo pre
technické problémy so
vzorkami

Suma

Item / Additional Information/ | Payment per

Polozka DalSie informacie performance will be
paid who performed
the procedure

according to the

Opakovany/dod Schedule of Activities of

atony  odber the Protocol /

vzoriek pre

centralne Odber  vzoriek  pre

laboratérium centralne laboratérium
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

For monitoring of liver
enzymes and total
bilirubin at any time per
the investigator’s
discretion /

Na monitorovanie
pecenovych enzymov a
celkového  bilirubinu
kedykol'vek podla
uvazenia skusajiiceho

As clinically indicated /

Podla
indikacie

klinickej

Central
PK/PD/Biomar
ker Sampling /

Odber vzoriek
na centralny
rozbor
FK/FD/biomark
erov

1. PK Sample at Week
4/Month 1 and Week
26/Month 6  for
participants in the
PK subset /

1. Vzorka na FK v 4.
tyZzdni/1. mesiaci a
26. tyZdni/6. mesiaci
u  Ucastnikov v
podskupine na
rozbor FK

2. PD and biomarker
Sample at
Randomization,
Week 4/Month 1,
and Week 26/Month
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

6 for selected
participants /

Vzorka na FD a
biomarkery pri
randomizacii, v 4.
tyzdni/1. mesiaci a
26. tyzdni/6. mesiaci
u vybranych
ucastnikov

Local
Hematology /

Miestny
hematologicky
rozbor

Local
Chemistry /

Miestny
chemicky
rozbor

At Screening if not
collected as
standard-of-care

after the onset of the
index event and
prior to
randomization /

Pri skriningu, ak sa
nevykonal v ramci
Standardne;j
starostlivosti po
prepuknuti
registrovanej
udalosti a  pred
randomizaciou

At Randomization
and post-
randomization if
laboratory tests are
unable to be
performed by a
central laboratory /
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Amount /
Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be
paid who performed
the procedure
2. Pri randomizécii a
po randomizécii, ak
laboratorne testy nie
je mozné vykonat' v
centralnom
laboratoriu
3. For study
participants with a
serious or severe
cutaneous  adverse
event/
3. U ucastnikov
klinického skusSania
s tazkou alebo
zavaznou  koznou
neziaducou
udalost'ou
At Randomization and post-
randomization if laboratory
Local Cystatin | tests are unable to be
C/ performed by a central
laboratory /
Miestne
vySetrenie Pri randomizacii a po
zameraneé na | randomizacii, ak
cystatin C laboratorne testy nie je
mozné vykonat’ \%
centralnom laboratoriu
Local Liver | ro linically indicated if
Function
; laboratory tests are unable to
Testing
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Iltem /
Polozka

Amount /

Suma
Additional Information/ | Payment per
DalSie informacie performance will be

paid who performed
the procedure

(includes Total

Bilirubin) / laboratory /

Miestne Podl'a klinickej indikacie,
funkéné ak laboratérne testy nie je
vySetrenie mozné vykonat’ \%
pefene (vratane | centralnom laboratériu
celkového

bilirubinu)

be performed by a central

Local INR &
aPTT/

Miestne INR a
aPTT

Prior to study randomization
for participants ~ who
received thrombolysis
and/or mechanical
thrombectomy /

Pred randomizaciou v ramci
klinického  skGSania u
ucastnikov, ktorym bola
podand trombolyza a/alebo
mechanicka trombektomia

Repeat/Additio
nal NIHSS /

Opakovana/dod
ato¢na NIHSS

Repeat/Additio
nal Modified

1. NIHSS and
Modified Rankin
Scale are included in
the visit totals in the
milestone table in
Section 2 above
according to the

Rankin Scale / Sch_ed_u_le of
Activities of the

Opakovana/dod Protocol /

atocna

modifikovana 1. NI H_SS , a

Rankinova modifikovana

stupnica Rankinova stupnica
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

sit  zahrnut¢ v
celkovych uhradach
za  navsStevu v
tabul’ke mil'nikov vo
vysSie  uvedenom
Clanku 2 v stilade s
harmonogramom
¢innosti v ramci
protokolu

At the time of event
for a stroke event
that is reported after
randomization and
again at
approximately 3
months after the
event /

V case udalosti v
pripade cievnej
mozgovej prihody,
ktord sa nahlasi po

randomizacii, a
znova priblizne po 3
mesiacoch od
udalosti
Repeat/Additio TOAST
nal TOAST classification is
Classification / included in the visit
totals in the

Opakovana/dod
ato¢na
Klasifikacia
TOAST

milestone table in
Section 2 above
according to the
Schedule of
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

Activities of the
Protocol /

Klasifikacia TOAST
je zahrnuta v
celkovych uhradach
za  navsStevu v
tabul’ke mil'nikov vo
vys$Sie  uvedenom
¢lanku 2 v sulade s
harmonogramom
¢innosti v ramci
protokolu

For recurrent stroke
events /

Pri  recidivujucich
cievnych
mozgovych
prihodéach

nal
Collection

atoéné
zistovanie
ePRO

Repeat/Additio

ePRO
/

Opakované/dod

ePRO collection is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol /

Zistovanie ePRO je
zahrnuté v
celkovych uhradach
za  navs§tevu v
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Polozka Dalsie

Iltem / Additional Information /

informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

tabul’ke mil'nikov vo
vysSie  uvedenom
Clanku 2 v sulade s
harmonogramom
¢innosti v ramci
protokolu

Every 12 months

after Week
104/Month 24 visit /
Kazdych 12
mesiacov po

navsteve v 104.
tyzdni/24. mesiaci

Repeat/Additio
nal Physical
Exam (includes
liver-focused
medical history) /

Opakované/dod
atocné fyzikalne
vySetrenie
(vratane
chorobopisu
zameraného na
pecern)

Physical Exam is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol /

Fyzikalne vySetrenie
je zahrnuté v
celkovych uhradach
za  navstevu v
tabul’ke mil'nikov vo
vysSie  uvedenom
¢lanku 2 v stlade s
harmonogramom
Cinnosti v ramci
protokolu
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

2. For participants

discontinuing study
intervention for
elevated liver
function testing /

U ucastnikov, ktori
prerusia  uZzivanie
skuSanej intervencie
pre zvysené hodnoty
pri funkénych
vySetreniach pecCene

Specialist
Consult Fee /

Poplatok
konzultaciu
Specialistom

za
so

For participants with
clinical
manifestations  of
liver  injury or
concurrent
combined ALT or
AST > 3 x ULN and
total bilirubin > 2 x
ULN/

U ucastnikov s
klinickymi prejavmi
poskodenia pecene
alebo so stbeznou
kombinaciou ALT
alebo AST > 3 x
horna hranica
normalu a celkového
bilirubinu > 2 x
horna hranica
normalu
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma
Payment per
performance will be

paid who performed
the procedure

2. For study
participants with a
serious or severe
cutaneous adverse
event /

2. U ucastnikov
klinického skuSania
s tazkou alebo
zavaznou  koznou
neziaducou
udalost’ou

Adjudication
Fee/

Poplatok
posudenie

Za

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 uhradeny za kazdy
kompletny pripad eCRF a
balik (ak je to relevantné)
odoslany pri potencialnom

klinickom ukazovateli.
Tieto vydavky zahfiiaju
pripravu, preskiimanie,

predlozenie a  rieSenie
pripomienok, nakol’ko je to
relevantné.

N/A means Not Applicable

Irelevantné znamen4, Ze sa neuplatiiuje
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Totals are VAT excluded. If applicable, VAT will
be paid as outlined in Section 5 of this Exhibit.

Celkové sumy su bez DPH. Ak to bude
relevantné, DPH bude uhradend tak, ako je
uvedené v ¢lanku 5 k toho dokumentu.

m  Home healthcare provider travel for Home
Health Visits as required by and performed in
accordance with the Protocol will be
reimbursed at a rate of € per kilometer
up to a maximum of 40 km per completed
visit. This amount will be paid in addition to
the visit cost listed in the milestone table in
Section 2 above. Processing of payment will
begin upon receipt of invoice documentation
in accordance with Section 5 below and
approval of the CRO.

m  Cesty poskytovatela zdravotnej
starostlivosti na navStevy shvisiace s
domaécou zdravotnou starostlivostou
pozadované a vykonané¢ v sulade s

protokolom budt refundované vo vyske

m € za kilometer maximalne za 40 km pri
uskuto¢nenej navsteve. Tato suma bude
uhradend spolu s vydavkami na navstevu
uvedenymi v tabulke milnikov vo vysSie
uvedenom c¢lanku 2. Spracovanie platby zacne
po doruceni faktura¢nej dokumenticie v
sulade s nizSie uvedenym c¢lankom 5 a so
schvélenim zo strany zmluvnej vyskumnej
organizacie.

(5) Payment Terms:

(5) Platobné podmienky:

a) This EXHIBIT B is for completed records
for up to 496 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
15,000 valid subjects. In the event 15,000 total
valid subjects are enrolled prior to a site’s
reaching its valid subject goal of 496, further
recruitment will be suspended. Subjects not
completing the trial will be paid for on a prorated
basis according to confirmed completed visits and
CRFs received by Janssen. All payments will be
made for subject visits according to the milestone
table in Section 2 above. No payment will be
made for any subject excluded from analysis
because of Protocol violations within the Study
personnel’s control. Reimbursement for expenses

a) Tato PRILOHA B sa vzfahuje na
vyplnené zaznamy u maximalne 496 platnych
ucastnikov. Platny ucastnik je definovany ako
Gdastnik, ktory spiia poZiadavky na splnenie
podmienok pre zaradenie do klinického skusania
a nema vyznamné porusenia protokolu, ktoré by
vylucili jeho udaje z analyzy. Toto klinické

skiiSanie sa  vykonavana podla  zasad
konkurenéného vyberu. Spolo¢nost’ Janssen
predpokladd  uzavretie = zaradovania  po
randomizéacii  celkovo 15000  platnych

ucastnikov.V pripade, Ze bude zaradenych spolu
15000 platnych tcastnikov predtym, ako
pracovisko dosiahne svoj ciel' 496 platnych
ucastnikov, d’alsi nabor bude pozastaveny.
Utastnikom, ktori nedokond&ia klinické sktanie,
bude vyplatena alikvotna ¢ast’ sumy podla poctu
potvrdenych  absolvovanych  navstev  a
zdznamového formulara ucastnika klinického
sktiSania doru¢enych spolo¢nosti Janssen. Vsetky
platby budi uhradené za navStevy ucastnikov
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related to screen failures will be made as outlined
in Section 3 above.

podla tabul’ky milnikov vo vysSie uvedenom
¢lanku 2. Za ucastnika vyliceného z analyzy z
doévodu porusenia protokolu, ktoré¢ ma pod
kontrolou skusajaci persondl, sa nepoukaze
ziadna  platba.  Refundovanie = vydavkov
stivisiacich s neuspeSnym  skriningom sa
uskuto¢ni tak, ako je to uvedené¢ v vyssie
uvedenom ¢lanku 3.

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) zdravotnicke zariadenie berie na
vedomie, ze ide o multicentrické Kklinické
skasanie ur¢ené na vyhodnotenie definovaného
poctu  ucastnikov  klinického sktsania.
Predpoklada sa, ze kazdé zdravotnicke
zariadenie, ktord sa zOCastni na klinickom
skasani, zaradi do klinického skuSania pocet
ucastnikov klinického skuSania podla jej dohody
v ramci tohto klinického skuSania. Ak sa to bude
vyzadovat v priebehu klinického skuSania,
spolo¢nost’ Janssen moze poziadat’ zdravotnicke
zariadenie, aby zaradila viac ucastnikov
klinického skusania, nez je uvedené v povodnej
zmluve. Spolo¢nost’ Janssen moéze v takychto
pripadoch poslat zdravotnickemu zariadeniu
pisomné povolenie zaradit' d’alSich ucastnikov
klinického skusania. Takisto naopak,
zdravotnicke zariadenie nemusi mat’ moznost’
zaradit' vyS$Sie ustanoveny pocet ucCastnikov
klinického skusania. Po zaradeni cielového poctu
ucastnikov do klinického skuSania pracoviska,
ktoré nezaradia zmluvny pocet ucastnikov
klinického skuaSania, dostani informacie a
pokyny, Ze maji ukoncit’ zarad’ovania Gcastnikov
klinického sktiSania.

C) Janssen will provide, through a third-party
vendor, an ePRO Tablet, valued at € , for use
as called for in the Protocol. Upon termination of
the Study at Institution, the ePRO Tablet will be
returned in accordance with Janssen’s or
designee’s instructions.

C) Spolo¢nost’ Janssen poskytne
prostrednictvom dodévatel’a tretej strany tablet na
ePRO v hodnote € na pouzitie podla
poziadaviek protokolu. Po skonceni klinického
skusania v zdravotnickom zariadeni sa tablet na
ePRO odovzda v sulade s pokynmi spolo¢nosti
Janssen alebo poverenej osoby.
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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 (O below.

d) Kalibracia vybavenia: zdravotnicke
zariadenie je zodpovedné za zabezpecenie toho,
ze na kazdom =zariadeni, ktoré zdravotnicke
zariadenie vlastni a vyuziva v stlade s touto
Zmluvou, bude vykonanda tdrzba a/alebo
kalibracia podl'a odporucani vyrobcu alebo
CastejSie podl'a poziadaviek spolo¢nosti Janssen.
Na poziadanie buda spolo¢nosti Janssen
predloZzené zdznamy na overovanie kalibracie a
udrzby vybavenia. Za kalibracie, ktoré sa
vykondvaju vyluéne na ziadost spolocnosti
Janssen a nie st sucastou odporacanej,
planovanej udrzby, ktora navrhuje vyrobca,
spolo¢nost’ Janssen uhradi zdravotnickemu
zariadeniu skutocné vydavky bez marze za kazdu
kalibraciu. Spracovanie platby za¢ne po dorucent
faktary a podkladovej dokumentécie v sulade s
nizsie uvedenym odsekom (0.

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 (0
below.

e) Stretnutia ~ sktSajicich:  Spolo¢nost’
Janssen moze odporucit’ alebo vyzadovat, aby sa
zodpovedny skuSajuci alebo spoluskuSajuci
povereny spolo¢nostou Janssen a zdravotna
sestra/koordinator v ramci klinického skuSania
zcastnili na stretnutiach vratane najma stretnutia
skusajiiceho. Spolo¢nost’ Janssen poskytne a
uhradi vSetky primerané a opravnené cestovné
vydavky v sulade so zdsadami spolocnosti
Janssen tykajucimi sa cestovania vratane
skromného ubytovania a stravy v suvislosti s
takymito stretnutiami. Zmluvné strany sa
dohodli, Ze ucast’ na takychto stretnutiach je
primerand a nevyhnutnd na zabezpecenie toho,
aby vSetky strany podiel'ajlice sa na sktSani jasne
porozumeli protokolu a jeho poziadavkam.
Spracovanie platby za¢ne po doruceni faktiry a
podkladovej dokumentacie v sulade s nizSie
uvedenym odsekom (0.

f) To be eligible for any payment, the
procedures must be performed in full compliance

f) Aby boli splnené podmienky pre uhradu,
procediry musia byt vykonané v uplnom sulade
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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 instructions and this
Agreement. Payments will be made, at a
minimum, on a biannually 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.

S protokolom a s touto Zmluvou, a predlozené
udaje musia byt uplné, spravne a zadané v
elektronickom zaznamniku udajov [EDC], v
systéme interaktivnej webovej odozvy [IWRS] a
v elektronickych vysledkov hlasenych pacientmi
[ePRO] v sulade s pokynmi spolo¢nosti Janssen a
s touto Zmluvou. Platby budd poukazané
minimdlne polro¢ne Tieto platby budu zahfnat
platby pri  milnikoch, ako aj vSetky
vyfakturované a  schvalené¢ vydavky z
predchadzajiceho platobného cyklu. Pocas
klinického skasania sa budi vykonavat
nepretrzité upravy platieb. Vsetky zistené chybné
platby budi poukéazané pri najblizSich alebo
budtcich platbach. Nevykonaju sa Ziadne platby,
pokial’ sa nevyrieSia vSetky chybné platby. Ak
nebudu ziadne cakajiice alebo buduce platby,
institucia bezodkladne vrati preplatok podla
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.

Platby bude vystavovat zmluvna vyskumna
organizacia na zéklade rozpoCtu na navstevy,
frekvencie uhrad a platobnych podmienok, ako je
uvedené vysSie. Platby budd poukédzané po
doruceni prisluSnych faktar vratane podkladove;j
dokumentécie v urcenej mene, ako sa uvadza
niz8ie. Faktury budu splatné do tridsiatich (30)
dni od datumu dorucenia faktiry zmluvnej
vyskumnej organizdcii vratane akejkol'vek
prisluSnej podkladovej dokumentécie.

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

Faktury na uhradenie akychkol'vek dodato¢nych
platieb nad rdmec platieb uvedenych v tejto
zmluve (t. j. dodatocné refundéicie) musia byt
takisto odoslané zmluvnej vyskumnej organizacii

in the following manner: a schvalené spolocnostou Janssen. Vsetky
faktary sa budd predkladat’ nasledujicim
spdsobom:

Invoices to be billed to:

Faktiry sa vystavia spolo¢nosti:

IQVIA RDS Slovakia, s.r.o.

IQVIA RDS Slovakia, s.r.o.

Vajnorska 100/B,

Vajnorska 100/B,

831 04 Bratislava - Slovakia

831 04 Bratislava, Slovensko
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Invoices to be sent to:

Faktiry sa odo$li na adresu:

Email original invoices including back up to:

Originaly faktar vratane podkladove;j
dokumentacie odoslite e-mailom na adresu:

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

Okrem toho je mozné faktiry predkladat
prostrednictvom portalu. Prijemca platby dostal
e-mail na vytvorenie U¢tu na naSom platobnom
portali. Na portali bude mat’ prijemca platby
pristup k aktivitdm ucastnika podla protokolu,
bude moct’ predkladat’ faktiry, ako aj zobrazit’ si
podrobnosti o vsetkych platbach poukazanych
zmluvnou vyskumnou organizaciou.

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

Prepojenie na
https://ctp.solutions.igvia.com

portal:

Emailed and uploaded invoices and backup
are preferred. In the event of invoices in hard
copy need to be sent, please send to the
following address:

Uprednostiiuji sa e-mailové a nahrané
faktiry a podkladové dokumentacie. V
pripade, ak je potrebné odoslat’ vytlacené
faktury, odoslite ich na nasledujticu 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

London, W2 1AF

United Kingdom

United Kingdom

The following information should be included on
the invoice:

Na faktare je potrebné uviest’ nasledujice udaje:

e Complete INVESTIGATOR
address and phone number

name,

e Uvedte meno, adresu a telefonne cislo
SKUSAJUCEHO

e |nvoice Date

e Détum vystavenia faktiry

e Invoice Number

e Cislo faktiry

e Payee Name (must match Payee indicated
in CTA)

e Meno prijemcu platby (musi sa zhodovat’
s menom prijemcu platby uvedenym v
Zmluve o klinickom skusani)

e Payment Amount

e Suma na thradu

o Complete description of services rendered

e Uplny popis poskytnutych sluzieb

e Study Number:

e (islo klinického skuSania:
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https://ctp.solutions.iqvia.com/
https://ctp.solutions.iqvia.com/

e Sponsor Name

e Nazov zadavatel'a

e Invoices should be
site/institution letterhead

printed on

e Faktiry je potrebné vytla¢it na
hlavickovom papieri pracoviska/institucie

All invoice and payment related inquiries shall be
addressed directly to IQVIA Clinical Trial
Payments at

Vsetky otazky tykajuce sa faktir a platieb je
potrebné predlozit’ priamo oddeleniu pre platby
za klinické sktiSania spoloc¢nosti IQVIA na adrese

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.

Vo faktarach a v akejkol'vek prilozenej
dokumentacii sa nesmu uvadzat' ziadne osobné
identifikacné  udaje = Ziadneho  ucastnika
klinického skaSania najmd meno alebo
priezvisko, inicidly, didtum narodenia, adresa,
telefonne cislo, Cislo preukazu totoznosti, e-
mailovd adresa alebo udaje kreditnej karty
ucastnika klinického skuSania. Ak sa vo faktirach
alebo v akejkol'vek prilozenej dokumentécii budu
uvadzat takéto udaje, zmluvnd vyskumna
organizdcia to oznami prijemcovi platby.
Prijemca platby bude musiet’ znova predlozit
zredigovanu faktiru a sprievodni dokumentéciu,

ktora nebude obsahovat Ziadne osobné
identifikacné  udaje = Ziadneho  Ucastnika
klinického skusania.

Link to the Portal: https://ctp.solutions.igvia.com | Prepojenie na portal:

https://ctp.solutions.igvia.com

Emailed or uploaded invoices and backup are
preferred. In the event of invoices in hard copy
need to be sent, please send to the following
address:

Uprednostiiuji sa e-mailové alebo nahrané
faktary a podkladové dokumentacie. V
pripade, ak je potrebné odoslat’ vytlacené
faktiry, odoslite ich na nasledujicu adresu:

IQVIA Clinical Trial Payments

IQVIA Clinical Trial Payments

North Wharf Road, Paddington

North Wharf Road, Paddington

London, W2 1AF

London, W2 1AF

United Kingdom

United Kingdom

The following information should be included on
the invoice:

Na faktare je potrebné uviest’ nasledujice udaje:
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7. Complete INVESTIGATOR name, address

7. Uvedte meno, adresu a telefonne Cislo

and phone number SKUSAJUCEHO

8. Invoice Date 8. Datum vystavenia faktiry

9. Invoice Number 9. Cislo faktary

m.Payee Name (must match Payee indicated in | m. Meno prijemcu platby (musi sa zhodovat’ s
CTA) menom prijemcu platby uvedenym v Zmluve

o klinickom sktiSani)

n. Payment Amount n. Suma na thradu

0. Complete description of services rendered 0. Uplny popis poskytnutych sluZieb

p. Study Number: p. Cislo klinického skugania:

g. Sponsor Name q. Nazov zadavatel'a

r. Invoices should be printed on site/institution | r. Faktury je potrebné vytla¢it’ na hlavickovom

letterhead

papieri pracoviska/institicie

All invoice and payment related inquiries shall be
addressed directly to IQVIA Clinical Trial
Payments at

Vsetky otazky tykajice sa faktar a platieb je
potrebné predlozit’ priamo oddeleniu pre platby
za klinické skuSania spolo¢nosti IQVIA na adrese

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.

Vo faktirach a v akejkol'vek priloZzenej
dokumentécii sa nesmu uvadzat' Ziadne osobné
identifikacné  udaje  ziadneho  tucastnika
klinického skuSania najmd meno alebo
priezvisko, inicialy, didtum narodenia, adresa,
telefonne Cislo, cislo preukazu totoznosti, e-
mailova adresa alebo udaje kreditnej karty
ucastnika klinického skuSania. Ak sa vo fakturach
alebo v akejkol'vek prilozenej dokumentacii budu
uvadzat’® takéto udaje, zmluvnd vyskumna
organizacia to oznami prijemcovi platby.
Prijemca platby bude musiet’ znova predloZit
zredigovanu faktiru a sprievodni dokumentéciu,
ktora nebude obsahovat Ziadne osobné
identifikacné  udaje = Ziadneho  ucCastnika
klinického sktiSania.

) This agreement reflects all fixed and
variable costs related to Study activities. Items
not specifically referenced in Section 3 or Section
4 above, which might include, for example, staff
costs, training costs, laboratory fees, x-rays,

4)] Tato zmluva ustanovuje vSetky fixné a
variabilné vydavky suvisiace s ¢innostami v
ramci klinického sktsania. Polozky, ktoré nie su
Specificky uvedené vo vyssie uvedenom ¢lanku 3
alebo c¢lanku 4 a ktoré mdzu zahtiiat’ napriklad
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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.

vydavky na personal, vydavky na Skolenia,
poplatky laboratoriu, RTG snimky, hodnotiace
stupnice a dotazniky, poplatky koordinatorovi
udajov a cestovné vydavky, st uvedené v
prispevkoch na ucastnika, ako je uvedené v
tabul’kach milnikov vo vysSie uvedenom c¢lanku
2. Okrem toho nebudi poukézané¢ ziadne
dodato¢né refundécie tychto vydavkov.

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

h) Dane: Akékol'vek suma splatnd na
zaklade tejto Zmluvy bude bez DPH. Ak sa na
akékol'vek sluzby alebo tovar vztahuje DPH,
institucia/zodpovedny skusajuci musi zmluvnej
vyskumnej organizécii vystavit' platnu faktaru s
DPH na transakciu, ktorou sa uhradza dana
odmena. Ak sa DPH nadctuje omylom,
institucia/zodpovedny skasajuci vystavi
dobropis. Ak sa DPH nenauctuje a nasledne sa
zisti, Ze sa mala naucétovat’ alebo ju prislusné
daniové trady posudia ako splatni za danu
odmenu, dana splatna DPH za uvedeni odmenu
sa uhradi po predlozeni platnej faktary s 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

i) Aby  nedoslo k  pochybnostiam,
zodpovedny skuSajuci a/alebo zdravetnicke
zariadenie st zodpovedni za poskytovanie

vSetkych prisluSnych kompenzécii, prispevkov
a/alebo poistenia skiSajicemu personalu. M4 sa
za to a je vyslovne zrejmé, Ze skuSajuci a
skui$ajlici personal nespliajuo podmienky pre
podiel’anie sa ¢i zahrnuti do akychkol'vek planov

plans,  programs, employment policies, | prispevkov spolo¢nosti Janssen, jej programov,

procedures or workers compensation insurance. | zasad zamestnanosti, postupov ¢i poistenia
kompenzicii zamestnancom.

j) The parties agree this EXHIBIT B is part | j) Zmluvné strany sa dohodli na tom, Ze

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

PRILOHA B tohto dokumentu je stéastou
Zmluvy a objastiuje harmonogram platieb
suvisiacich s touto Zmluvou. Platby buda
poukazané v stlade s ustanoveniami PRILOHY
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last payment being made after the site completes
all of its obligations under the Agreement and any
exhibits thereto. The Principal Investigator
acknowledges and agrees his or her judgment
with respect to his or her advice to and care of
each subject is not affected by the compensation
the site receives hereunder. The parties agree the
payee designated below is the proper payee for
this Agreement and payments under this
Agreement will be made only to the following
payee:

B tohto dokumentu, pricom posledna platba bude
poukazana po tom, ¢o pracovisko splni vsetky
svoje zavdzky vyplyvajice z tejto Zmluvy a
vSetkych jej dodatkov. Zodpovedny skusajici
berie na vedomie a sthlasi s tym, Ze jeho usudok
tykajuci sa rozhodnutia a starostlivost’ o kazdého
ucastnika nebude ovplyvneny kompenzaciou,
ktor pracovisko dostane za zdéklade tohto
dokumentu. Zmluvné strany sa dohodli na tom, ze
nizSie uvedeny prijemca platby je opravneny
prijemca platby v ramci tejto Zmluvy a zZe platby
vyplyvajuce z tejto Zmluvy budu poukazané iba
nasledujiicemu prijemcovi platby:

Contract Payee /
Zmluvny prijemca platby

Payee Name
Meno/Nézov prijemcu platby

MUDr Nikola Stolarikova

Payee Address /
Adresa prijemcu platby

VAT/Tax ID
IC DPH/DIC

Banking Information: /
Bankové udaje:

Bank Name /
Nézov banky

Bank Street /
Ulica sidla banky

Bank City /
Mesto sidla banky

Bank State/Province /
Stat sidla banky

Bank Postal Code /
Postové smerové ¢islo sidla
banky

Bank Country /
Krajina sidla banky
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Receiving Account Currency /
Mena prijimajuceho uctu

IBAN /
IBAN

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

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 zmluvne dohodnutd mena platby nebude zhodovat s menou, v
ktorej je vedeny vaS bankovy ucet, mozno budete musiet’ pouZzit’
sprostredkovatel'skii banku. Podrobnosti vam poskytne vasa finan¢na
inStitucia. Ak sa bude vyzadovat' sprostredkovatel'ska banka, uved'te
nazov banky, ¢islo ucétu, ak je to relevantné, a SWIFT kod
sprostredkovatel'skej banky spolu s celou ostatnou pozadovanou
bankovou dispoziciou.

Contact Information /
Kontaktné udaje

Name of recipient sending
invoices to /

Meno prijemcu, ktory posiela
faktary MUDr Nikola Stolarikova

Phone number & Email /
Telefonne Cislo a e-mailova
adresa

Language Preference /
Predvoleny jazyk

Name of payment recipient to
receive payment notification and
details /

Meno prijemcu platby, ktorému
budu doru¢ované oznamenia a
podrobnosti o platbe

Phone number & Email /
Teleféonne ¢islo a e-mailova
adresa

Language Preference /
Predvoleny jazyk
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Study team member 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.

Clen skii§obného timu bude mat’ tridsat’ (30) dni
od datumu dokoncenia posledného tucastnika
[LSO] v klinickom skuSani na vyrieSenie
akychkol'vek nezrovnalosti v platbach, ktoré
vznikli pocas klinického sktiSania.

Study team member 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.

Clen skuSobného timu musi predlozit vietky
faktary najneskér do 45 dni od zaverecnej
navstevy v inS$titicii suvisiacej] s uzavretim
pracoviska. Spolo¢nost’ Janssen alebo zmluvna
vyskumna organizacia si vyhradzuje pravo
odmietnut’ uhradit’ faktry predlozené po
uplynuti tejto 45-diiovej lehoty.

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.iqvia.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 tdajov prijemcu
platby je pracovisko povinné oznamit’ to pisomne
zmluvnej vyskumnej organizacii prostrednictvom

e-mailovej spravy na adresu
emea@ctp.solutions.igvia.com. Zmluvna
vyskumnd  organizacia bude kontaktovat

pracovisko, aby ziskala podpisant dokumentaciu
o zmenach bankovych udajov prijemcu platby.
Zmluvné strany sa dohodli na tom, ze v pripade
zmien v bankovych udajoch prijemcu platby, pri
ktorych sa nemeni prijemca platby, danové
identifikacné cCisla, ani oslobodenie od dane, nie
je potrebny dodatok k Zmluve.

The Parties acknowledge that the designated
Payee is authorized to receive all of the payments
for the services performed under this Agreement.

Zmluvné strany bertl na vedomie to, Ze povereny
prijemca platby je opravneny prijimat’ vSetky
platby za sluzby poskytnuté na zaklade tejto
Zmluvy.

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

Vsetky platby za toto klinické skuSanie v stilade s
priloZzenym rozpoctom bude zmluvna vyskumna
organizacia uhradzat’ elektronicky.

Budget & Payment Schedule for Study team
member

ROZPOCET A HARMONOGRAM
PLATIEB pre ¢lena skiiSobného timu
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Protocol No. 70033093STR3001: “A Phase 3,
Randomized, Double-Blind, Parallel-Group,
Placebo-Controlled Study to Demonstrate the
Efficacy and Safety of Milvexian, an Oral
Factor Xla Inhibitor, for Stroke Prevention
after an Acute Ischemic Stroke or High-Risk
Transient Ischemic Attack”

Protokol ¢. 70033093STR3001:
»Randomizované, dvojito zaslepené, placebom
kontrolované Klinické skasanie fazy 3 s

paralelnymi skupinami na preukazanie
ucinnosti a bezpecnosti milvexianu,
peroralneho inhibitora faktora Xla, na
prevenciu cievnej mozgovej prihody po

akutnej ischemickej cievnej mozgovej prihode
alebo vysokorizikovom tranzitérnom
ischemickom ataku“

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) »Prispevok na ucastnika“ predstavuje
vSetky fixné a variabilné vydavky stvisiace s
klinickym skuSanim s vynimkou poloziek
uvedenych v nizsie uvedenom ¢lanku 3 (Vydavky
pracoviska) a ¢lanku 4 (Ind kompenzicia) za
predpokladu, Ze boli uskutocnené¢ vSetky
navstevy popisané v ¢lanku 2.

The Per-Subject Fee for this Study is:

Prispevok na ucastnika v ramci tohto klinického
sktsania je:

(2) Payment Milestone Table(s):

(2) Tabulka (tabul’ky) milnikov platieb:

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 Amendment dated 02
November 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.

Platby v rdmci milnikov v niZSie uvedenej
tabulke (tabulkach) predstavuju spravodliva
trhovii hodnotu za vykonavanie vyskumnych
sluzieb podrobne popisanych v Harmonograme
¢innosti v radmci dodatku k protokolu z 2.
novembra 2022, ktory sa v tomto dokumente
uvadza ako Priloha A. Zmluvné strany sa dohodli,
ze v pripade, ak nasledné dodatky protokolu
klinického skuSania povedu k podstatnej zmene
vo vyskumnych sluzbach, kompenzécia sa upravi
tak, aby zodpovedala novej spravodlivej trhovej
hodnote vyskumnych sluzieb prostrednictvom
pisomného dodatku podpisaného vSetkymi
zmluvnymi stranami.
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Visit Amount /
MILESTONES* / Suma za navstevu
MILCNIKY* Payment per performance, it depends on who
is taking care of the subject
Screening Onsite /
Skrining na pracovisku
Randomization Onsite /
Randomizacia na pracovisku
Week Onsite /
4/Month 1/ | Na pracovisku
4. tyzden/1. | Home Health /
mesiac Domaca
zdravotnicka
starostlivost’
Week Onsite /
13/Month 3/ | Na pracovisku
13. tyzdeii/3. | Home Health /
mesiac Domaca
zdravotnicka
starostlivost’
Week Onsite /
26/Month 6/ | Na pracovisku
26. tyzdeni/6. | Home Health /
mesiac Domaca
zdravotnicka
starostlivost’
Week Onsite /
39/Month 9/ | Na pracovisku
39. tyzdeni/9. | Home Health /
mesiac Domaca
zdravotnicka
starostlivost’
Week Onsite /
52/Month Na pracovisku
12/ Home Health /
52. Domaca
tyZden/12. zdravotnicka
mesiac starostlivost’
Week Virtual /
65/Month Virtualne
15/ Onsite /
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Visit Amount /
MILESTONES* / Suma za navstevu
MIENIKY* Payment per performance, it depends on who
is taking care of the subject
65. Na pracovisku
tyzderi/15
mesiac
Week Onsite /
78/Month Na pracovisku
18/ Home Health /
78. Domaca
tyZden/18. zdravotnicka
mesiac starostlivost’
Week Virtual /
91/Month Virtualne
21/ Onsite /
91. Na pracovisku
tyzden/21.
mesiac
Week Onsite /
104/Month | Na pracovisku
24/ Home Health /
104. Domaca
tyZden/24. zdravotnicka
mesiac starostlivost’
Week Virtual /
117/Month | Virtualne
27 Onsite /
(cost  will | Na pracovisku
repeat as
needed every
26 weeks/6
months if
GTED** has
not been met)
117.
tyzden/27.
mesiac
(wdavky sa
zopakuju
podla
potreby
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LESTONES* /
ICNIKY™*

Visit Amount /
Suma za navstevu

Payment per performance, it depends on who
is taking care of the subject

Onsite /

130/Month | Na pracovisku

30 (cost will
repeat as
needed every
26  weeks/6
months if
GTED has
not been met)
/

130.
tyzdei/30.
mesiac
(wdavky sa
zopakuju
podla
potreby
kazdych 26
tyzdnov/6
mesiacov, ak
nebol
dosiahnuty
GTED)

Home Health /
Domaca
zdravotnicka
starostlivost’

End of Treatment Onsite /
Ukoncenie lieCby na pracovisku

End of | Virtual /
Study / Virtualne

Koniec Onsite /
klinického | Na pracovisku
skuSania

Per-Subject Fee
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LESTONES* /
[CNIKY™

EE

(Total assumes onsite visits with
exception of the following visits
assumed as virtual:  Week
65/Month 15, Week 91/Month 21,
Week 117/Month 27 with repeat
cost as needed, and End of Study)
/

Poplatok za ucastnika

(Celkova  suma  predpoklada
navstevy na pracovisku s vynimkou
nasledujucich navstev, ktoré sa
povazuju  za  Vvirtudlne:  65.
tyzden/15. mesiac, 91. tyzden/21.
mesiac, 117. tyzden/27. mesiac s

opakovanymi vydavkami podla
potreby a  koniec klinického
skusania)

Visit Amount /
Suma za navstevu

Payment per performance, it depends on who
is taking care of the subject

N/A means Not Applicable

Irelevantné znamen4, Ze sa neuplatiuje

*Onsite visits may be completed at secondary
clinic

*Navstevy na pracovisku sa mézu uskutocnit’ na
sekundarnej klinike

**GTED: Global Targeted End Date

**GTED: Globdlny cielovy ddtum ukoncenia

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

Celkové sumy su bez DPH. Ak to bude
relevantné, DPH bude uhradend tak, ako je
uvedené v ¢lanku 5 listiny k tomuto dokumentu.

Subject Stipends: The subject stipend is
intended to offset the Study subject’s costs
associated with travel expenses and meals, where
appropriate, incurred as a result of Study
participation, and shall be reflected in the
Informed Consent Form, as it will be provided to
the Study subject.

Odmeny pre ucéastnikov: Odmena pre Gcastnika
je ur¢ena na kompenzaciu vydavkov suvisiacich s
cestovanim a stravovanim, nakolko je to
relevantné, ktoré ucastnikovi klinického skuiSania
vznikli v doésledku jeho ucasti na klinickom
skaSani, a budd wuvedené vo formulari
informovaného stihlasu, pretoze budu poukdzané
ucastnikovi klinického sktiSania.

(3) Site Costs

(3) Vydavky pracoviska
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0 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.

0 Poplatky miestnej etickej
komisii/inStitucionalnej  kontrolnej rade
[EK/IKR]: Poplatky EK/IKR budt refundované.
Platba bude spracovand po doruceni originalu
faktiry  alebo  alternativnej  podkladove;j
dokumentécie, v ktorych sa uvadzaji skutocné
poplatky bez marze. SPOLOCNOST JANSSEN
NEBUDE UHRADY POUKAZOVAT PRIAMO
IKR.

m Screen Failure Payments: Janssen shall
reimburse Institution for screen failures at a
rate listed for Screening Onsite visit in the
milestone table in Section 2 above per screen
failure with a cap of 10 screen failure
payments, 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.
Processing of payment shall begin upon
completed screening CRF pages submitted to
CRO along with any additional information,
which may be requested by CRO to
appropriately document the subject screening
procedures and in accordance with Section 5
below and upon approval by the CRO.

= Uhrady za neispe$ny skrining: Spolo¢nost’
Janssen refunduje inStitucii  neuspeSné
skriningy vo vyske uvedenej pri skriningove;j
navsteve v pracovisku v tabul’ke mil'nikov vo
vysSie uvedenom Clanku 2 za kazdy
neuspesny skrining, pricom bude uplatneny
limit 10 uhrad za neuspe$ny skrining bez
ohl'adu na zarad’'ovanie, a to v poradi, v akom
sa ucastnici podrobia skriningu. Po dosiahnuti
poc¢iatocného  limitu 10  nelspesnych
skriningov sa na d’alSie uhrady neuspesnych
skriningov bude vyzadovat’ pisomny suhlas
spolo¢nosti ~ Janssen  alebo  zmluvnej
vyskumnej organizacie. Spracovanie platby sa
zacne po vyplneni stranok ziznamového
formuldra ucastnika klinického skuasania
[CRF] urCenych pre skrining predloZenych
zmluvnej vyskumnej organizacii spolu s
d’alSimi informaciami, o ktoré mo6ze zmluvna
vyskumnd organizdcia poziadat’ na naleZité
zdokumentovanie procedir skriningu u
ucastnikov, a v stlade s nizSie uvedenym
¢lankom 5 a po schvaleni zo strany zmluvne;j
vyskumnej organizécie.

For screen failures beyond the defined maximum
number, which are not reimbursable to
Institution, a subject stipend for the Study
subjects in the amount of € will be paid to offset
the Study subject’s costs associated with travel
expenses and meals, where appropriate, incurred
as a result of Study participation, and shall be

Za neuspesné skriningy nad ramec definovaného
maximalneho poctu, ktoré nie je mozZné
refundovat’ zdravotnickemu zariadeniu bude
poukdzana odmena pre ucCastnika urCend pre
ucastnikov klinického skuSania vo vyske € na
kompenzaciu vydavkov suvisiacich s cestovanim
a_stravovanim, pripadne ktoré ucastnikovi
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reflected in the Informed Consent Form, as it will
be provided to the Study subject. Processing of
payment shall begin upon receipt of invoice
detailing subject number and date of screen
failure and in accordance with Section 5 below
and upon approval by the CRO.

klinického sktSania vznikli v dosledku jeho
ucasti na klinickom sku$ani, a buda uvedené vo
formulari informovaného suhlasu, pretoze buda
poukazané ucastnikovi klinického skusania.
Spracovanie platby sa zacne po doruceni faktuary,
v ktorej sa uvadza cislo ucastnika a datum
neuspesného skriningu, a v sulade s nizsie
uvedenym ¢lankom 5 a po schvéleni zo strany
zmluvnej vyskumnej organizacie.

m Caregiver Reimbursement: Janssen shall
reimburse Institution upon receipt of invoice,
with adequate documentation, for the costs
associated with a caregiver reimbursement up
to a maximum amount of € per subject visit.
This allowance per visit is intended to offset
the caregiver’s costs associated with travel
expenses and meals, where appropriate,
incurred as a result of Study participation.
This reimbursement shall be reflected in the
Informed Consent Form as it will be provided
to the caregiver. Processing of payment will
begin upon receipt of Institution invoice with
third party invoice detail. Institution shall be
responsible for keeping records of stipend
payments made to Study subjects. Records of
stipend payments shall be provided to Janssen
for review upon request.

m Refundacia opatrovatelovi: Spolo¢nost’
Janssen uhradi zdravotnickemu zariadeniu po
doruCeni faktury spolu s adekvatnou
dokumentaciou  vydavky  suvisiace s
refunddciou opatrovatelovi do maximalne;j
vysky  EUR za navstevu ucastnika. Tento
prispevok za navStevu je ureny na
kompenzaciu vydavkov opatrovatel’a
suvisiacich s cestovanim a stravovanim,
nakol’ko je to relevantné, ktoré vznikli v
dosledku ucasti na klinickom skuSani. Téato
uhrada sa uvedie vo formuléri informovaného
sthlasu, nakol’ko bude poukézana
opatrovatel'ovi. Spracovanie platby zacne po
doruCeni  faktiry inStiticie  spolu s
podrobnostami  faktry  tretej  strany.
zdravotnicke zariadenie bude zodpovedné za
vedenie zdznamov o prispevkoch poukazanych
ucastnikom  klinického  skuSania.  Na
poziadanie  budi  spolo¢nosti  Janssen
predlozené na kontrolu zadznamy o platbach
prispevkov.

(4)  Other Compensation:

4 In4 kompenzicia:

Janssen or its designee shall pay as applicable for
the reasonable and necessary costs incurred for
the immediate treatment of an adverse event to
the subject if it is determined that the adverse
event was directly related to administration of the
Study Product or a procedure required solely for
the purpose of the conduct of the Protocol;

m  Spolo¢nost’ Janssen alebo nim poverené tretie
osoby uhradia podl'a relevantnosti primerané
a nevyhnutné vydavky vynaloZzené na
bezodkladnu liecbu neziaducej udalosti u
ucastnika, ak sa zisti, Zze dana neziaduca
udalost’ priamo suvisela s podanim skusaného
produktu alebo s procedirou vyzadovanou
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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.

vylu¢ne na ucely uskuto¢novania protokolu, a
to pod podmienkou, ze: (i) takéto vydavky nie
su  bezne kryt¢ zdravotnym  alebo
nemocni¢nym poistenim alebo inym $tatnym
programom poskytujacim takéto krytie; (ii)
dant neziaducu udalost nemozno pripisat
nedbanlivosti alebo pochybeniu zo strany
institucie, zodpovedného skuSajuceho alebo
ktoréhokol'vek spoluskusajuaceho,
zamestnanca alebo zastupcu zdravotnickeho
zariadenia alebo zodpovedného skuSajuceho,
(ii1) dant neziaducu udalost’ nemozno pripisat’
nijakému uz existujicemu zdravotnému stavu
alebo ochoreniu bez ohladu na ich
diagnostikovanie v minulosti, a (iv) skasany
produkt alebo takato procedura podla
protokolu bola podana 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 Janssens 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 nevyhnutné vydavky,
ktoré vzniknu na zéklade povolenia podla
vysSie uvedeného odseku, musia byt
roz€lenené do poloziek a predlozené v
samostatne] faktire CRO na posudenie a
schvalenie prostrednictvom interného
programu Janssen refundacie zdravotnickych
vydavkov [MER]. Vydavky, ktoré¢ st
opravnené podla tohto ¢lanku, sa spracuji
prostrednictvom procesu uhradzania platieb
uvedené¢ho v tejto Zmluve alebo v poisteni
klinického skuSania spolo¢nosti Janssen
podla interného schvalovacieho procesu
spolo¢nosti Janssen a podla miestnych
predpisov.

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

Spracovanie platby za inlt kompenzéaciu zacne
po doruceni faktiry v sulade s nizsie
uvedenym clankom 5 a so schvélenim zo
strany zmluvnej vyskumnej organizacie.
Kazdy vydavok v niZSie uvedenej tabulke
predstavuje sumu za polozku, pokial’ nie je v
stipci Dalsie informacie uvedené inak.
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Item / Additional Information/ | Payment per
Polozka DalSie informacie

Amount /
Suma

performance will be
paid who performed
the procedure

Re-Consenting
of a Subject at a
regularly
scheduled study
visit /

Opakovany
suhlas
ucastnika  pri
pravidelne
naplanovanej
navsteve \4
ramci

skuSania

Vopred
Re-Consenting | zadavatelom
of a Subject
outside a
regularly
scheduled study
visit /

Opakovany
suhlas
ucastnika mimo
pravidelne
naplanovanej
navstevy v
ramci
klinického
skuSania

klinického Sponsor pre-approved /

schvalené
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Iltem /
Polozka

Amount /

Suma

Additional Information/ | Payment per
DalSie informacie performance will be
paid who performed
the procedure

Additional
Informed
Consent /

Dodato¢ny
informovany
suhlas

2. Informed  consent
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol /

3. Informovany
suhlas je zahrnuty v
celkovych uhradach
za  navsStevu v
tabul’ke mil'nikov vo
vysS§ie  uvedenom
¢lanku 2 v stlade s
harmonogramom
¢innosti v ramci
protokolu

4. For pregnant partner
informed consent /

2. Formular
informovaného suhlasu
tehotnej partnerky

Lost to Follow-

A maximum of 10 attempts

up Attempt / per subject will be
reimbursed. Additional
Pokus ei bursed ddto_a
’ reimbursement to require
kontaktovat Sponsor pre-approval. /
nedostupného P pre-app '
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Amount /

Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be
paid who performed
the procedure
pre d’alSie
sledovanie Bude uhradenych
maximalne 10 pokusov na
jedného  tucastnika. Na
dalsiu  refundaciu  bude
potrebné schvalenie
zadavatel'om.

Unscheduled

upon completed

Visits / 2. Visit cost to be paid
Nepldnované in conjunction with
navstevy any c_>ther

assessments  listed
Processing  of below when
Unscheduled conducted outside of
Visits shall begin a regularly

scheduled visit /

CRF pages ,
submitted to 3. Vydavky ha
CRO along with navstevu budu
any additional uhraden¢  spolu s
information. akymikol'vek inymi
which may be nizSie  uvedenymi
requested by hodnoteniami  pri
CRO/ vykonani mimo
pravidelne
Spracovanie planovanej navstevy
ZZ[; ZZVO‘:;”)Z/ len o 4. This fee covers the
o vyplneni cost of Staff time /
Zirzczzlonlacového 3 Tent(,) , poplatok
formulara Iv)okryva nerlklady na
icasinika Cas personalu
klinického
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Amount /

Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be
paid who performed
the procedure
skusania
predlozenych
zmluvnej
vyskumnej
organizacii spolu
s dalsimi
informdciami, o
ktore moze
zmluvna
vyskumnd
organizdcia
poziadat
Local Urine
Pregnancy /
2. At Screening /
Miestny
tehotensky test z 3. Pri skriningu
mocu
4. As clinically
Local  Serum indicated /
Pregnancy /
3. Podla klinickej
Miestny indikécie

tehotensky test
70 séra

Repeat/Additio
nal Central Lab
Sampling /

Opakovany/dod
atony  odber
vzoriek pre
centralne
laboratorium

Central Lab Sampling is
included in the visit
totals in the milestone
table in Section 2 above
according to the
Schedule of Activities of
the Protocol /
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

Odber  vzoriek  pre
centrdlne laboratorium
je zahrnuty v celkovych
uhradach za néavstevu v
tabul’ke milnikov vo
vyssie uvedenom ¢lanku

2 \% sulade s
harmonogramom
¢innosti \ ramci
protokolu

At Week 104/Month 24
and yearly after Week
104/Month 24 if GTED
has not been reached by
Week 104/Month 24 /

V 104, tyzdni/24.
mesiaci a kazdoro¢ne po
104. tyzdni/24. mesiaci,
ak GTED nebol
dosiahnuty do  104.
tyzdna/24. mesiaca

As needed for safety
reasons or technical
issues with sample /

Podla potreby kvoli
bezpec€nosti alebo pre
technické problémy so
vzorkami

For monitoring of liver
enzymes and total
bilirubin at any time per
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Amount /
Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be
paid who performed
the procedure
the investigator’s
discretion /
Na monitorovanie
pecenovych enzymov a
celkového bilirubinu
kedykol'vek podla
uvazenia skusajuceho
As clinically indicated /
Podla klinickej
indikacie
2. PK Sample at Week
4/Month 1 and Week
26/Month 6  for
participants in the
PK subset /
3. Vzorka na FK v 4.
Central tyzdni/l. mesiaci a
PK/PD/Biomar 26. tyzdni/6. mesiaci
ker Sampling / U ucastnikov v
podskupine na
Odber vzoriek rozbor FK
na centralny
rozbor 4. PD and biomarker
FK/FD/biomark Sample at
erov Randomization,
Week 4/Month 1,
and Week 26/Month
6 for selected
participants /
3. Vzorka na FD a
biomarkery pri

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 183 of 248

Strana 183 z 248




Iltem /
Polozka

Amount /

Suma

Additional Information/ | Payment per
DalSie informacie performance will be
paid who performed
the procedure

randomizacii, v 4.
tyzdni/1. mesiaci a
26. tyzdni/6. mesiaci
u vybranych
ucastnikov

Local
Hematology /

Miestny
hematologicky
rozbor

Local
Chemistry /

Miestny
chemicky
rozbor

2. At Screening if not
collected as
standard-of-care
after the onset of the
index event and
prior to
randomization /

3. Pri skriningu, ak sa
nevykonal v ramci
Standardne;j
starostlivosti po
prepuknuti
registrovanej
udalosti a  pred
randomizaciou

4. At Randomization
and post-
randomization if
laboratory tests are
unable to be
performed by a
central laboratory /

4. Pri randomizacii a
po randomizécii, ak
laboratdrne testy nie
je mozné vykonat' v
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Amount /
Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be
paid who performed
the procedure
centralnom
laboratoriu
5. For study
participants with a
serious or severe
cutaneous  adverse
event/
4. U ucastnikov
klinického skusSania
s tazkou alebo
zavaznou  koznou
neziaducou
udalost'ou
At Randomization and post-
randomization if laboratory
Local Cystatin | tests are unable to be
Cc/ performed by a central
laboratory /
Miestne
vySetrenie Pri randomizacii a po
zameraneé na | randomizacii, ak
cystatin C laboratorne testy nie je
mozné vykonat’ \%
centralnom laboratériu
Local Liver | Ao linically indicated if
Function
; laboratory tests are unable to
Testing
. be performed by a central
(includes Total laboratory /
Bilirubin) / y
. Podl'a klinickej indikacie,
Miestne . ..
“ . ak laboratérne testy nie je
funk¢éné

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 185 of 248

Strana 185z 248




Amount /

podand trombolyza a/alebo
mechanické trombektomia

Suma
Item / Additional Information/ | Payment per
Polozka DalSie informacie performance will be
paid who performed
the procedure
vySetrenie mozné vykonat’ \%
pefene (vratane | centralnom laboratériu
celkového
bilirubinu)
Prior to study randomization
for participants who
received thrombolysis
Local INR & |and/or mechanical
aPTT/ thrombectomy /
Miestne INR a | Pred randomizaciou v ramci
aPTT klinického  skusSania u
ucastnikov, ktorym bola

Repeat/Additio 2. NIHSS and
nal NIHSS / Modified Rankin
Scale are included in
Opakovani/dod the visit totals in the
ato¢na NIHSS milestone table in
Section 2 above
according to the
Schedule of
Repeat/Additio Activities of the
nal Modified Protocol /
Rankin Scale /
3. NIHSS a
Opakovana/dod modifikovana
atoéna Rankinova stupnica
modifikovana su zahrnuté \%
Rankinova celkovych thradach
stupnica za  navStevu Vv

tabul’ke mil'nikov vo
vysSie  uvedenom
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

¢lanku 2 v sulade s
harmonogramom
¢innosti v ramci
protokolu

At the time of event
for a stroke event
that is reported after
randomization and
again at
approximately 3
months after the
event /

V cCase udalosti v
pripade cievnej
mozgovej prihody,
ktora sa nahlasi po
randomizacii, a
znova priblizne po 3
mesiacoch od
udalosti

Repeat/Additio
nal TOAST
Classification /

Opakovana/dod
ato¢na
klasifikacia
TOAST

TOAST
classification is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol /

Klasifikacia TOAST
je zahrnutd \4
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

celkovych uhradéach
za  navsStevu v
tabul’ke mil'nikov vo
vysSie  uvedenom
Clanku 2 v sulade s
harmonogramom
¢innosti v ramci
protokolu

For recurrent stroke
events /

Pri  recidivujucich
cievnych
mozgovych
prihodach

ePRO collection is
included in the visit

totals in the
milestone table in
Section 2 above
Repeat/Additio according to the
nal ePRO Schedule of
Collection / Activities of the
Protocol /
Opakované/dod
atocné Zistovanie ePRO je
zistovanie zahrnuté \Y
ePRO celkovych uhradach

za  navsStevu v
tabul’ke mil'nikov vo
vys$§ie  uvedenom
¢lanku 2 v sulade s
harmonogramom

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 188 of 248

Strana 188 z 248




Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

éinnosti v  ramci
protokolu

Every 12 months

after Week
104/Month 24 visit /
Kazdych 12
mesiacov po

navsteve v 104.
tyzdni/24. mesiaci

Repeat/Additio
nal Physical
Exam (includes
liver-focused
medical history) /

Opakované/dod
atocné fyzikalne
vySetrenie
(vratane
chorobopisu
zameraného na
pecern)

Physical Exam is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol /

Fyzikalne vySetrenie
je zahrnuté v
celkovych uhradach
za  navstevu v
tabul’ke mil'nikov vo
vysSie  uvedenom
clanku 2 v stlade s
harmonogramom
Cinnosti v ramci
protokolu

For participants
discontinuing study
intervention for
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Amount /

Suma

Payment per
performance will be
paid who performed
the procedure

elevated liver

U ucastnikov, ktori
preruSia  uzivanie
sktiSanej intervencie
pre zvysené hodnoty
pri funkénych
vySetreniach peCene

For participants with

manifestations  of
liver injury or

combined ALT or
AST >3 x ULN and
total bilirubin > 2 x

Iltem / Additional Information /
Polozka DalSie informacie
function testing /
clinical
concurrent
ULN /
Specialist

Consult Fee /

Poplatok za
konzulticiu so
Specialistom

U uacastnikov s
klinickymi prejavmi
poskodenia pecene
alebo so subeznou
kombinaciou ALT
alebo AST > 3 x
horna hranica
normalu a celkového
bilirubinu > 2 x

serious

horna hranica
normalu
4. For study

participants with a
or severe
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Iltem /
Polozka

Additional Information /
DalSie informacie

Amount /

Suma
Payment per
performance will be

paid who performed
the procedure

cutaneous adverse
event /

3. U ucastnikov
klinického sktSania
s tazkou alebo
zavaznou  koznou
neziaducou
udalost'ou

Adjudication
Fee/

Poplatok
posudenie

Za

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 uhradeny za kazdy
kompletny pripad eCRF a
balik (ak je to relevantné)
odoslany pri potencidlnom

klinickom ukazovateli.
Tieto vydavky zahfiaja
pripravu, preskimanie,

predlozenie a  rieSenie
pripomienok, nakol’ko je to
relevantné.

N/A means Not Applicable

Irelevantné znamen4, Ze sa neuplatiiuje
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Totals are VAT excluded. If applicable, VAT will
be paid as outlined in Section 5 of this Exhibit.

Celkové sumy su bez DPH. Ak to bude
relevantné, DPH bude uhradend tak, ako je
uvedené v ¢lanku 5 k toho dokumentu.

m  Home healthcare provider travel for Home
Health Visits as required by and performed in
accordance with the Protocol will be
reimbursed at a rate of € per kilometer
up to a maximum of 40 km per completed
visit. This amount will be paid in addition to
the visit cost listed in the milestone table in
Section 2 above. Processing of payment will
begin upon receipt of invoice documentation
in accordance with Section 5 below and
approval of the CRO.

m  Cesty poskytovatela zdravotnej
starostlivosti na navStevy shvisiace s
domaécou zdravotnou starostlivostou
pozadované a vykonané¢ v sulade s

protokolom buda refundované vo vyske
€ za Kkilometer maximalne za 40 km pri
uskuto¢nenej navsteve. Tato suma bude
uhradend spolu s vydavkami na navstevu
uvedenymi v tabulke milnikov vo vysSie
uvedenom c¢lanku 2. Spracovanie platby zacne
po doruceni faktura¢nej dokumenticie v
sulade s nizSie uvedenym c¢lankom 5 a so
schvélenim zo strany zmluvnej vyskumnej
organizacie.

(5) Payment Terms:

(5)  Platobné podmienky:

a) This EXHIBIT B is for completed records
for up to 496 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
15,000 valid subjects. In the event 15,000 total
valid subjects are enrolled prior to a site’s
reaching its valid subject goal of 496, further
recruitment will be suspended. Subjects not
completing the trial will be paid for on a prorated
basis according to confirmed completed visits and
CRFs received by Janssen. All payments will be
made for subject visits according to the milestone
table in Section 2 above. No payment will be
made for any subject excluded from analysis
because of Protocol violations within the Study
personnel’s control. Reimbursement for expenses

a) Tato PRILOHA B sa vzfahuje na
vyplnené zaznamy u maximalne 496 platnych
ucastnikov. Platny ucastnik je definovany ako
Gdastnik, ktory spiia poZiadavky na splnenie
podmienok pre zaradenie do klinického skuSania
a nema vyznamné porusenia protokolu, ktoré by
vylucili jeho udaje z analyzy. Toto klinické

skiiSanie sa  vykonavana podla  zasad
konkurenéného vyberu. Spolo¢nost’ Janssen
predpokladd  uzavretie = zaradovania  po
randomizéacii  celkovo 15000  platnych

ucastnikov.V pripade, Ze bude zaradenych spolu
15000 platnych tcastnikov predtym, ako
pracovisko dosiahne svoj ciel' 496 platnych
ucastnikov, d’alsi nabor bude pozastaveny.
Utastnikom, ktori nedokond&ia klinické sktanie,
bude vyplatena alikvotna ¢ast’ sumy podla poctu
potvrdenych  absolvovanych  navstev  a
zdznamového formulara ucastnika klinického
sktiSania doru¢enych spolo¢nosti Janssen. Vsetky
platby budi uhradené za navStevy ucastnikov
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related to screen failures will be made as outlined
in Section 3 above.

podla tabul’ky milnikov vo vysSie uvedenom
¢lanku 2. Za ucastnika vyliceného z analyzy z
doévodu poruSenia protokolu, ktoré ma pod
kontrolou skusajaci persondl, sa nepoukaze
ziadna  platba.  Refundovanie = vydavkov
stivisiacich s neuspeSnym  skriningom sa
uskuto¢ni tak, ako je to uvedené¢ v vyssie
uvedenom ¢lanku 3.

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) zdravotnicke zariadenie berie na
vedomie, ze ide o multicentrické Kklinické
skasanie ur¢ené na vyhodnotenie definovaného
poctu  ucastnikov  klinického sktiSania.
Predpoklada sa, ze kazdé zdravotnicke
zariadenie, ktord sa zOCastni na klinickom
skasani, zaradi do klinického skuSania pocet
ucastnikov klinického skuSania podrla jej dohody
v ramci tohto klinického skuSania. Ak sa to bude
vyzadovat v priebehu klinického skuSania,
spolo¢nost’ Janssen moze poziadat’ zdravotnicke
zariadenie, aby zaradila viac ucastnikov
klinického skusania, nez je uvedené v povodnej
zmluve. Spolo¢nost’ Janssen modze v takychto
pripadoch poslat zdravotnickemu zariadeniu
pisomné povolenie zaradit' d’alSich ucastnikov
klinického skusania. Takisto naopak,
zdravotnicke zariadenie nemusi mat’ moznost’
zaradit' vyS$Sie ustanoveny pocet ucCastnikov
klinického skusania. Po zaradeni cielového poctu
ucastnikov do klinického skuSania pracoviska,
ktoré nezaradia zmluvny pocet ucastnikov
klinického skuaSania, dostani informacie a
pokyny, Ze maji ukoncit’ zarad’ovania Gcastnikov
klinického sktiSania.

C) Janssen will provide, through a third-party
vendor, an ePRO Tablet, valued at € , for use
as called for in the Protocol. Upon termination of
the Study at Institution, the ePRO Tablet will be
returned in accordance with Janssen’s or
designee’s instructions.

C) Spolo¢nost’ Janssen poskytne
prostrednictvom dodévatel’a tretej strany tablet na
ePRO v hodnote € na pouzitie podla
poziadaviek protokolu. Po skonceni klinického
skusania v zdravotnickom zariadeni sa tablet na
ePRO odovzda v sulade s pokynmi spolo¢nosti
Janssen alebo poverenej osoby.
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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 (O below.

d) Kalibracia vybavenia: zdravotnicke
zariadenie je zodpovedné za zabezpecenie toho,
ze na kazdom =zariadeni, ktoré zdravotnicke
zariadenie vlastni a vyuziva v stlade s touto
Zmluvou, bude vykonanda tdrzba a/alebo
kalibracia podl'a odporucani vyrobcu alebo
CastejSie podl'a poziadaviek spolo¢nosti Janssen.
Na poziadanie budi spolocnosti Janssen
predloZzené zdznamy na overovanie kalibracie a
udrzby vybavenia. Za kalibracie, ktoré sa
vykondvaju vyluéne na ziadost spolocnosti
Janssen a nie st sucastou odporacanej,
planovanej udrzby, ktora navrhuje vyrobca,
spolo¢nost’ Janssen uhradi zdravotnickemu
zariadeniu skutocné vydavky bez marze za kazdu
kalibraciu. Spracovanie platby za¢ne po dorucent
faktary a podkladovej dokumentécie v sulade s
nizsie uvedenym odsekom (0.

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 (0
below.

e) Stretnutia ~ sktSajicich:  Spolo¢nost’
Janssen moze odporucit’ alebo vyzadovat, aby sa
zodpovedny skuSajuci alebo spoluskuSajuci
povereny spolo¢nostou Janssen a zdravotna
sestra/koordinator v ramci klinického skuSania
zucastnili na stretnutiach vratane najma stretnutia
skusajiiceho. Spolo¢nost’ Janssen poskytne a
uhradi vSetky primerané a opravnené cestovné
vydavky v sulade so zdsadami spolocnosti
Janssen tykajucimi sa cestovania vratane
skromného ubytovania a stravy v suvislosti s
takymito stretnutiami. Zmluvné strany sa
dohodli, Ze ucast’ na takychto stretnutiach je
primerand a nevyhnutnd na zabezpecenie toho,
aby vSetky strany podiel'ajlice sa na sktSani jasne
porozumeli protokolu a jeho poziadavkam.
Spracovanie platby za¢ne po doruceni faktiry a
podkladove] dokumenticie v stlade s niZSie
uvedenym odsekom (0.

f) To be eligible for any payment, the
procedures must be performed in full compliance

f) Aby boli splnené podmienky pre uhradu,
procediry musia byt vykonané v uplnom sulade

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 194 of 248

Strana 194 z 248




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 instructions and this
Agreement. Payments will be made, at a
minimum, on a biannually 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.

S protokolom a s touto Zmluvou, a predlozené
udaje musia byt uplné, spravne a zadané v
elektronickom zaznamniku udajov [EDC], v
systéme interaktivnej webovej odozvy [IWRS] a
v elektronickych vysledkov hlasenych pacientmi
[ePRO] v sulade s pokynmi spolo¢nosti Janssen a
s touto Zmluvou. Platby budd poukazané
minimdlne polro¢ne Tieto platby budu zahfnat
platby pri  milnikoch, ako aj vSetky
vyfakturované a  schvalené¢ vydavky z
predchadzajiceho platobného cyklu. Pocas
klinického skasania sa budi vykonavat
nepretrzité upravy platieb. Vsetky zistené chybné
platby budi poukéazané pri najblizSich alebo
budtcich platbach. Nevykonaju sa Ziadne platby,
pokial’ sa nevyrieSia vSetky chybné platby. Ak
nebudu ziadne cakajiice alebo buduce platby,
institucia bezodkladne vrati preplatok podla
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.

Platby bude vystavovat zmluvna vyskumna
organizacia na zéklade rozpoCtu na navstevy,
frekvencie uhrad a platobnych podmienok, ako je
uvedené vysSie. Platby budd poukédzané po
doruceni prisluSnych faktar vratane podkladove;j
dokumentécie v urcenej mene, ako sa uvadza
niz8ie. Faktury budu splatné do tridsiatich (30)
dni od datumu dorucenia faktiry zmluvnej
vyskumnej organizdcii vratane akejkol'vek
prisluSnej podkladovej dokumentécie.

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

Faktury na uhradenie akychkol'vek dodato¢nych
platieb nad rdmec platieb uvedenych v tejto
zmluve (t. j. dodatocné refundéicie) musia byt
takisto odoslané zmluvnej vyskumnej organizacii

in the following manner: a schvalené spolocnostou Janssen. Vsetky
faktary sa budd predkladat’ nasledujicim
spdsobom:

Invoices to be billed to:

Faktiry sa vystavia spolo¢nosti:

IQVIA RDS Slovakia, s.r.o.

IQVIA RDS Slovakia, s.r.o.

Vajnorska 100/B,

Vajnorska 100/B,

831 04 Bratislava - Slovakia

831 04 Bratislava, Slovensko
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Invoices to be sent to:

Faktiry sa odo$li na adresu:

Email original invoices including back up to:

Originaly faktar vratane podkladove;j
dokumentacie odoslite e-mailom na adresu:

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

Okrem toho je mozné faktiry predkladat
prostrednictvom portalu. Prijemca platby dostal
e-mail na vytvorenie U¢tu na naSom platobnom
portali. Na portali bude mat’ prijemca platby
pristup k aktivitdm ucastnika podla protokolu,
bude moct’ predkladat’ faktiry, ako aj zobrazit’ si
podrobnosti o vsetkych platbach poukazanych
zmluvnou vyskumnou organizaciou.

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

Prepojenie na
https://ctp.solutions.igvia.com

portal:

Emailed and uploaded invoices and backup
are preferred. In the event of invoices in hard
copy need to be sent, please send to the
following address:

Uprednostiiuji sa e-mailové a nahrané
faktiry a podkladové dokumentacie. V
pripade, ak je potrebné odoslat’ vytlacené
faktury, odoslite ich na nasledujticu 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

London, W2 1AF

United Kingdom

United Kingdom

The following information should be included on
the invoice:

Na faktare je potrebné uviest’ nasledujice udaje:

e Complete INVESTIGATOR
address and phone number

name,

e Uvedte meno, adresu a telefonne cislo
SKUSAJUCEHO

e |nvoice Date

e Détum vystavenia faktiry

e Invoice Number

e Cislo faktiry

e Payee Name (must match Payee indicated
in CTA)

e Meno prijemcu platby (musi sa zhodovat’
s menom prijemcu platby uvedenym v
Zmluve o klinickom skusani)

e Payment Amount

e Suma na thradu

o Complete description of services rendered

e Uplny popis poskytnutych sluzieb

e Study Number:

e (islo klinického skuSania:
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e Sponsor Name

e Nazov zadavatel'a

e Invoices should be
site/institution letterhead

printed on

e Faktiry je potrebné vytla¢it na
hlavickovom papieri pracoviska/institucie

All invoice and payment related inquiries shall be
addressed directly to IQVIA Clinical Trial
Payments at

Vsetky otazky tykajuce sa faktir a platieb je
potrebné predlozit’ priamo oddeleniu pre platby
za klinické sktiSania spoloc¢nosti IQVIA na adrese

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.

Vo faktarach a v akejkol'vek prilozenej
dokumentacii sa nesmu uvadzat' ziadne osobné
identifikacné  udaje = Ziadneho  ucastnika
klinického skaSania najmd meno alebo
priezvisko, inicidly, didtum narodenia, adresa,
telefonne cislo, Cislo preukazu totoznosti, e-
mailovd adresa alebo udaje kreditnej karty
ucastnika klinického skuSania. Ak sa vo faktirach
alebo v akejkol'vek prilozenej dokumentécii budu
uvadzat takéto udaje, zmluvnd vyskumna
organizdcia to oznami prijemcovi platby.
Prijemca platby bude musiet’ znova predlozit
zredigovanu faktiru a sprievodni dokumentéciu,

ktora nebude obsahovat Ziadne osobné
identifikacné  udaje = Ziadneho  Ucastnika
klinického skusania.

Link to the Portal: https://ctp.solutions.igvia.com | Prepojenie na portal:

https://ctp.solutions.igvia.com

Emailed or uploaded invoices and backup are
preferred. In the event of invoices in hard copy
need to be sent, please send to the following
address:

Uprednostiiuji sa e-mailové alebo nahrané
faktary a podkladové dokumentacie. V
pripade, ak je potrebné odoslat’ vytlacené
faktiry, odoslite ich na nasledujicu adresu:

IQVIA Clinical Trial Payments

IQVIA Clinical Trial Payments

North Wharf Road, Paddington

North Wharf Road, Paddington

London, W2 1AF

London, W2 1AF

United Kingdom

United Kingdom

The following information should be included on
the invoice:

Na faktare je potrebné uviest’ nasledujice udaje:
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10. Complete INVESTIGATOR name, address

10. Uvedte meno, adresu a telefonne ¢islo

and phone number SKUSAJUCEHO
11. Invoice Date 11. Datum vystavenia faktary
12. Invoice Number 12. Cislo faktiry

s. Payee Name (must match Payee indicated in
CTA)

S. Meno prijemcu platby (musi sa zhodovat’ s
menom prijemcu platby uvedenym v Zmluve
o klinickom sktiSani)

t. Payment Amount

Suma na uhradu

u. Complete description of services rendered

Uplny popis poskytnutych sluzieb

v. Study Number:

Cislo klinického skusania:

w. Sponsor Name

. Nézov zadavatel’a

X. Invoices should be printed on site/institution
letterhead

Xlg|<|= ™

Faktury je potrebné vytlacit’ na hlavickovom
papieri pracoviska/institicie

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

Vsetky otazky tykajice sa faktar a platieb je
potrebné predlozit’ priamo oddeleniu pre platby
za klinické skuSania spolo¢nosti IQVIA na adrese
emea@ctp.solutions.igvia.com.

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.

Vo faktirach a v akejkol'vek priloZzenej
dokumentécii sa nesmu uvadzat' Ziadne osobné
identifikacné  udaje  ziadneho  tucastnika
klinického skuSania najmd meno alebo
priezvisko, inicialy, ddtum narodenia, adresa,
telefonne Cislo, ¢islo preukazu totoznosti, e-
mailova adresa alebo udaje kreditnej karty
ucastnika klinického skuSania. Ak sa vo fakturach
alebo v akejkol'vek prilozenej dokumentacii budu
uvadzat’® takéto udaje, zmluvnd vyskumna
Organizacia to oznami prijemcovi platby.
Prijemca platby bude musiet’ znova predlozit
zredigovanu faktiru a sprievodni dokumentéciu,
ktora nebude obsahovat Ziadne osobné
identifikacné  udaje = Ziadneho  ucCastnika
klinického sktiSania.

) This agreement reflects all fixed and
variable costs related to Study activities. Items
not specifically referenced in Section 3 or Section
4 above, which might include, for example, staff
costs, training costs, laboratory fees, x-rays,

4)] Tato zmluva ustanovuje vSetky fixné a
variabilné vydavky suvisiace s ¢innostami v
ramci klinického sktisania. Polozky, ktoré nie su
Specificky uvedené vo vyssie uvedenom ¢lanku 3
alebo c¢lanku 4 a ktoré mdzu zahtiiat’ napriklad
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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.

vydavky na personal, vydavky na Skolenia,
poplatky laboratoriu, RTG snimky, hodnotiace
stupnice a dotazniky, poplatky koordinatorovi
udajov a cestovné vydavky, st uvedené¢ v
prispevkoch na ucastnika, ako je uvedené v
tabul’kach milnikov vo vysSie uvedenom c¢lanku
2. Okrem toho nebudi poukézané¢ ziadne
dodato¢né refundécie tychto vydavkov.

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

h) Dane: Akékol'vek suma splatnd na
zaklade tejto Zmluvy bude bez DPH. Ak sa na
akékol'vek sluzby alebo tovar vztahuje DPH,
institucia/zodpovedny skusajuci musi zmluvnej
vyskumnej organizécii vystavit' platnu faktaru s
DPH na transakciu, ktorou sa uhradza dana
odmena. Ak sa DPH nadctuje omylom,
institucia/zodpovedny skasajuci vystavi
dobropis. Ak sa DPH nenauctuje a nasledne sa
zisti, Ze sa mala nauctovat’ alebo ju prislusné
daniové trady posudia ako splatni za danu
odmenu, dana splatna DPH za uvedeni odmenu
sa uhradi po predlozeni platnej faktary s 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

i) Aby  nedoslo k  pochybnostiam,
zodpovedny skuSajuci a/alebo zdravetnicke
zariadenie st zodpovedni za poskytovanie

vSetkych prisluSnych kompenzécii, prispevkov
a/alebo poistenia skiSajicemu personalu. M4 sa
za to a je vyslovne zrejmé, Ze skuSajuci a
sktiSajuci personal nespifaju podmienky pre
podiel’anie sa ¢i zahrnuti do akychkol'vek planov

plans,  programs, employment policies, | prispevkov spolo¢nosti Janssen, jej programov,

procedures or workers compensation insurance. | zasad zamestnanosti, postupov ¢i poistenia
kompenzicii zamestnancom.

j) The parties agree this EXHIBIT B is part | j) Zmluvné strany sa dohodli na tom, Ze

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

PRILOHA B tohto dokumentu je stéastou
Zmluvy a objastiuje harmonogram platieb
suvisiacich s touto Zmluvou. Platby budu
poukazané v stlade s ustanoveniami PRILOHY
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last payment being made after the site completes
all of its obligations under the Agreement and any
exhibits thereto. The Principal Investigator
acknowledges and agrees his or her judgment
with respect to his or her advice to and care of
each subject is not affected by the compensation
the site receives hereunder. The parties agree the
payee designated below is the proper payee for
this Agreement and payments under this
Agreement will be made only to the following
payee:

B tohto dokumentu, pricom posledna platba bude
poukazana po tom, ¢o pracovisko splni vsetky
svoje zavdzky vyplyvajice z tejto Zmluvy a
vSetkych jej dodatkov. Zodpovedny skusajici
berie na vedomie a sthlasi s tym, ze jeho tsudok
tykajuci sa rozhodnutia a starostlivost’ o kazdého
ucastnika nebude ovplyvneny kompenzaciou,
ktor pracovisko dostane za zdéklade tohto
dokumentu. Zmluvné strany sa dohodli na tom, ze
nizSie uvedeny prijemca platby je opravneny
prijemca platby v ramci tejto Zmluvy a zZe platby
vyplyvajuce z tejto Zmluvy budu poukazané iba
nasledujiicemu prijemcovi platby:

Contract Payee /
Zmluvny prijemca platby

Payee Name
Meno/Nézov prijemcu platby

MUDr Natalia Hlubekova

Payee Address /
Adresa prijemcu platby

VAT/Tax ID
IC DPH/DIC

Banking Information: /
Bankové udaje:

Bank Name /
Nézov banky

Bank Street /
Ulica sidla banky

Bank City /
Mesto sidla banky

I:%ank State/Province /
Stat sidla banky

Bank Postal Code /
Postové smerové Cislo sidla banky

Bank Country /
Krajina sidla banky

Receiving Account Currency /
Mena prijimajuceho uctu

IBAN /

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 200 of 248

Strana 200 z 248




Swift Code (8 or 11 Characters) /
Swift kod (8 alebo 11 znakov) SUBASKBX

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 zmluvne dohodnutd mena platby nebude zhodovat’ s menou, v ktorej je
vedeny vas bankovy ucet, mozno budete musiet’ pouzit® sprostredkovatel'sku
banku. Podrobnosti vam poskytne vasa finan¢na institticia. Ak sa bude vyzadovat’
sprostredkovatel'ska banka, uved’te nazov banky, ¢islo uctu, ak je to relevantné,
a SWIFT kod sprostredkovatel’skej banky spolu s celou ostatnou pozadovanou
bankovou dispoziciou.

Contact Information /
Kontaktné udaje

Name of recipient sending invoices to /

Meno prijemcu, ktory posiela faktiry MUDr Natalia Hlubekova

Phone number & Email /
Telefonne ¢islo a e-mailova adresa

Language Preference /
Predvoleny jazyk

Name of payment recipient to receive
payment notification and details /

Meno prijemcu platby, ktorému budid
doruované oznamenia a podrobnosti o

platbe

Phone number & Email /
Telefonne ¢islo a e-mailova adresa

Language Preference /
Predvoleny jazyk

Study team member 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.

Clen skugobného timu bude mat’ tridsat’ (30) dni
od datumu dokoncenia posledného ucastnika
[LSO] v klinickom skasani na vyrieSenie
akychkol'vek nezrovnalosti v platbach, ktoré
vznikli pocas klinického skuSania.

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 201 of 248

Strana 201 z 248




Study team member 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.

Clen skuSobného timu musi predlozit’ vietky
faktary najneskor do 45 dni od zaverecnej
navStevy v inStitdcii svisiacej s uzavretim
pracoviska. Spolo¢nost’ Janssen alebo zmluvna
vyskumnd organizdcia si vyhradzuje prévo
odmietnut’ uhradit’ faktiry predlozené po
uplynuti tejto 45-dnove;j lehoty.

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.iqvia.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 udajov prijemcu
platby je pracovisko povinné oznamit’ to pisomne
zmluvnej vyskumnej organizacii prostrednictvom

e-mailovej spravy na adresu
emea@ctp.solutions.igvia.com. Zmluvna
vyskumnd  organizacia bude kontaktovat

pracovisko, aby ziskala podpisant dokumentaciu
o zmenach bankovych udajov prijemcu platby.
Zmluvné strany sa dohodli na tom, ze v pripade
zmien v bankovych tidajoch prijemcu platby, pri
ktorych sa nemeni prijemca platby, danové
identifikac¢né Cisla, ani oslobodenie od dane, nie
je potrebny dodatok k Zmluve.

The Parties acknowledge that the designated
Payee is authorized to receive all of the payments
for the services performed under this Agreement.

Zmluvné strany bert na vedomie to, Ze povereny
prijemca platby je opravneny prijimat vsetky
platby za sluzby poskytnuté na zaklade tejto
Zmluvy.

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

Vsetky platby za toto klinické skusanie v stilade s
priloZenym rozpoctom bude zmluvna vyskumna
organizécia uhradzat’ elektronicky.

EXHIBIT C - Personal Information
concerning Principal Investigator and any
Investigational Staff

PRILOHA C — Osobné tidaje tykajice
sa zodpovedného skusajiceho
a personalu skdsSania

This notice explains the personal information
handling practices of Janssen with respect to
information about Principal Investigator and any

Toto vyhlasenie vysvetl'uje postupy, ktoré
spolo¢nost’ Janssen pouziva  pri
zaobchadzani s osobnymi udajmi, vo
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investigational staff. It explains how Janssen or
parties processing personal information on behalf
of Janssen such as CRO collects personal
information, and with whom Janssen may share it.
It also explains the rights the Principal
Investigator and any investigational staff have
with regard to this personal information. This
notice applies to all personal information,
regardless of whether the information is stored
electronically or in hard copy.

o zodpovednom

a ktoromkol'vek  ¢lenovi
skasania. Vysvetl'uje, ako
spolo¢nost’ Janssen alebo strany, ktoré
osobné  udaje v mene
Janssen (ako je klinicka

vztahu k informaciam
sktiSajucom
personalu

spracuvaju
spolocnosti
vyskumna organizacia) ziskava osobné
udaje ich moze poskytovat.
Vysvetluje aj prava, ktoré mé zodpovedny
sktSajuci a personal skusania vo vzt'ahu
Kk tymto osobnym udajom. Toto vyhlasenie
sa tyka vsetkych osobnych udajov bez
ohl'adu na to, ¢i sa tieto idaje uchovavaju
v elektronickej alebo papierovej forme.

a komu

This privacy notice should be provided by the
Principal Investigator to any investigational staff.

Toto vyhlasenie o ochrane osobnych tidajov
poskytnut’
kazdému ¢lenovi persondlu skusania.

musi zodpovedny skusSajuci

Privacy Notice — Principal Investigator and
investigational staff

Vyhlasenie o ochrane osobnych adajov —
zodpovedny skusajuci a personal
skiiSania

Personal Information Collection

Zber osobnych udajov

Janssen and agents such as CRO 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.

Spolo¢nost” Janssen a zastupcovia (ako je
klinickd vyskumnd organizicia), ktori
spracivaju osobné  udaje v mene
spolo¢nosti Janssen, zbieraju a spractivaju
va$e osobné udaje. Tieto idaje moézu ziskat’
priamo od vas, od inStitacie, s ktorou
spolupracujete na ucely tohto klinického
vyskumu,  zverejnych  informac¢nych
zdrojov alebo zinformacnych zdrojov
tretich stran.

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

Typy osobnych udajov, ktoré spolocnost’
Janssen zbiera, zavisia od Ulohy, ktort pre
spolo¢nost’ Janssen alebo jej pobocky
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laws, but may include the following categories of
information:

plnite, ako aj od platnych pravnych
predpisov. Mozu vsak medzi ne patrit’ aj
nasledujuce kategorie informécii:

. Name; . meno,

o Contact information (e.g. address, | ® kontaktné udaje (napr. adresa,
telephone number, e-mail address); telefonne ¢islo, e-mailova adresa),

. Age and/or date of birth; . vek a/alebo datum narodenia,

o Government identification number (if | o Statne identifikacné cislo (ak sa
applicable); pouziva),

o Training and qualifications, including | e vzdelanie akvalifikacia vratane

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

informacii o tom, ¢i mate platna a aktivnu
licenciu na vykon lekarskeho povolania
alebo iné¢ odborné osvedcenie (podla
potreby) a¢i sa na vas nevztahuje zakaz
¢innosti vydany kompetentnym
zdravotnickym orgdnom,

o Organizational or institutional affiliations; | e uvazky v organizaciach
a inStitaciach,
o Professional programs and activities in | e odborné programy a ¢innosti, na

which you may have participated,;

ktorych ste sa pripadne ztcastnili,

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

o finanné  informacie  suvisiace
najmé s odmenami a thradami za ¢innosti

v ramci klinickych skuSani,

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

o posobnost’ v spolo¢nosti Janssen
alebo jej pobockach alebo kontakt s nimi,
ich produktmi a sluzbami,

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

° informacie  ziskané  pomocou

prieskumov ainym priamym kontaktom
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S vami.

How Janssen Uses and Discloses Personal
Information

Ako spolo¢nost’ Janssen

a zverejiuje osobné udaje

pouziva

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:

Vase osobné udaje sa buda spracuvat’ na
nasledujice ucely, spolo¢nosti
Janssen a jej pobockam slazia na splnenie si
povinnosti podla platnych pravnych
predpisov a v potrebnej miere na plnenie
zmluvy o klinickom skusani:

ktoré

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

o na posudenie, ¢i ste vo vztahu ku
klinickému skusaniu spdsobily konat’
Vv tlohe zodpovedného skusajuceho alebo
¢lena personalu skusania,

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

. na poskytnutie Skolenia a pristupu
K nastrojom a d’al$im zdrojom, ktoré mozu

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

byt potrebné na vykonanie klinického
skusSania,
° na riadenie klinického skuSania

vratane monitorovania a auditu ¢innosti
v ramci klinického skusania,

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

. na pripravu a odosielanie podani,
korespondencie a komunikacie so Statnymi
kontrolnymi uradmi
S klinickym sktSanim,

v savislosti

o To conduct safety reporting and | e na podavanie  bezpe¢nostnych

pharmacovigilance activities relating to the | hlaseni a vykonavanie ¢innosti

clinical trial; farmakovigilancie v stvislosti s klinickym
skuSanim,

o To publish results of the clinical trial as | e na publikovanie vysledkov
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defined in the Clinical Trial Agreement;

klinického skusania, ako to definuje zmluva
0 klinickom skuSani,

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

o na zverejnenie platieb a d’alsich
hodnotnych prevodov institucii,
zodpovednému  skuSajucemu  a d’al$im

¢lenom personalu skusania, ktoré sluzi na
splnenie pravnych predpisov o nahlasovani
na ucely transparentnosti najmi vratane
zadkona Spojenych americkych
0 transparentnosti platieb lekarom
(Physician Payments Sunshine Act) a jeho
vykonavacich predpisov, ako aj kddexov
0 spravnej praxi vtomto sektore alebo
noriem, ktorym spolo¢nost’ Janssen a jej

Statov

pobocky podliehaju,

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

o na iné ucely pozadované platnymi
pravnymi predpismi alebo potrebné na
plnenie zmluvy o klinickom skusani.

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

Na zéklade legitimnych zaujmov podla
zakona budu spolo¢nost’ Janssen a jej
pobocky spractivat’ vase osobné udaje na
nasledujtce ucely:

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

o na obcasné
potencialnych

zvazovanie vyberu
pracovisk sktiSania
a skusajucich pre buduce klinické skusSania,

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

o na  vykondvanie  prieskumov,

riadenie internych §tudii,
postupov a praxe
S vykonavanim klinickych

a d’alsich ¢innosti

zlepSovanie
V suvislosti

skusani
suvisiacich SO
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zdravotnym vyskumom.

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

Na dosiahnutie vyssie uvedenych ucelov sa
osobn¢ udaje spristupnia:

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

. d’al$im pobockam skupiny
spolo¢nosti  Johnson & Johnson aich
prislusnym zastupcom. Zoznam tychto
pobociek je k dispozicii na webovej stranke

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

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

o Statnym uradom a etickym
komisiam v rdznych jurisdikcidch na celom

svete,

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

. zastupcom, ako st napriklad
zmluvné vyskumné organizacie alebo d’alsi
externi poskytovatelia sluzieb, ktori
spracuvaju  osobné  udaje v mene

spolo¢nosti Janssen.

Cross Border Transfer

Prenos do zahranicia

Your personal information may be stored and
processed in any country where Janssen and its
affiliates have facilities or agents, including the
United States. Some non-European Economic
Area (EEA) countries are recognized by the
European Commission as providing an adequate
level of data protection according to EEA
standards (the full list of these countries is
available here: https://ec.europa.eu/info/law/law-
topic/data-protection/data-transfers-outside-
eu/adequacy-protection-personal-data-non-eu-
countries_en. For transfers from the EEA to

Vase osobné¢ udaje sa mdézu uchovavat
a spracuvat’ v ktorejkol'vek krajine, v ktorej
ma spolocnost’ Janssen ajej pobocky
alebo  zastupcov,
Spojenych S$tatov americkych. Niektoré
krajiny mimo Eurdpskeho hospodarskeho
priestoru (EHP) Eurdpska komisia uznala
ako krajiny poskytujice primerant uroven
ochrany osobnych udajov podla noriem
EHP (Uplny zoznam tychto krajin je
dostupny na tejto webovej stranke:
https://ec.europa.eu/info/law/law-

prevadzky vratane
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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.

topic/data-protection/data-transfers-
outside-eu/adequacy-protection-personal-
data-non-eu-countries_en. V pripade
prenosu udajov z EHP do krajin, ktoré
Eurdpska komisia nepovazuje za krajiny
zarucujuce dostatocntl ochranu, spolo¢nost’
Janssen zabezpecila, aby sa zaviedli
primerané opatrenia vratane zaistenia, aby
bol prijemca tdajov viazany Standardnymi
zmluvnymi dolozkami EU alebo mal
zavedeny kodex spravania Ci certifikaciu na
ochranu osobnych udajov schvalenu EU.
Ak chcete ziskat kopiu tychto opatreni,
obratte sa na naSu kontaktni osobu
zodpovednti za ochranu tidajov v rimci EU,
ktorej kontaktné tidaje st uvedené nizsie v
¢lanku ,Kontaktné 1daje spoloc¢nosti
Janssen®.

Data Subject Rights

Prava dotknutych osob

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

Ak si zelate prezerat, opravit,, aktualizovat’,
obmedzit spracivanie
osobné udaje, ktoré spolo¢nost’ Janssen
a/alebo klinickd vyskumnd organizacia

alebo odstranit’

moze uchovavat’ vo svojich systémoch,
alebo ak by ste chceli poziadat’ o ziskanie
elektronickej kopie svojich osobnych
udajov na ucely ich prenosu do inej
spolo¢nosti (v rozsahu, v akom vam tieto
prava zaruCuju platné pravne predpisy),
mozete kontaktovat’ spoloCnost’ Janssen
pomocou udajov uvedenych nizsie v ¢lanku
,Kontaktné tudaje spolocnosti Janssen®.
Spolo¢nost’ Janssen odpovie na Ziadost’
v stlade s platnymi pravnymi predpismi.
Upozoriiujeme vsak, ze urcité osobné udaje
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mozu byt oslobodené¢ od ziadosti podla
platnych pravnych predpisov o ochrane
osobnych udajov alebo inych pravnych
predpisov.

Retention Period

Obdobie uchovavania

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

Spolo¢nost’ Janssen bude vase osobné udaje
uchovavat’ dovtedy, kym to bude potrebné
alebo povolené v stvislosti s tcelom alebo
uCelmi, na ktoré sa ziskali. Na uréenie
spravneho  obdobia
pouzivaju nasledujuce kritéria: (i) obdobie,
pocas ktorého spolo¢nost’ Janssen s vami
udrziava ur€ity vztah, (ii) ¢i existuje nejaka
zdkonnd povinnost, ktorej spolocnost
Janssen alebo jej pobocky podliehaju, a (iii)
¢i je uchovéavanie vhodné vzhladom na

uchovavania sa

pravne postavenie spolocnosti Janssen
(napriklad vo vztahu k preml¢acim
lehotam, sudnym sporom alebo

vySetrovaniam regula¢nymi Gradmi).

Contacting Janssen

Kontaktné udaje spolo¢nosti Janssen

The Janssen can be contacted as specified below:

Spolo¢nost’ Janssen moZete kontaktovat
prostrednictvom nasledujticich udajov:

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

Janssen-Cilag International NV,
Turnhoutseweg 30, B-2340 Beerse,
Belgicko, EU

You may also contact the Data Protection Officer
responsible for the relevant country or region, if
applicable, In case of
contacting the Data Protection Officer,
information such as country location, as well as

V pripade potreby modzete kontaktovat' aj
osobu zodpovedni za ochranu osobnych
udajov v prislusnej krajine alebo oblasti na
e-mailovej adrese

Ak sa obrétite na
tato zodpovednu osobu, mali by ste uviest’
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clinical trial number/name should be included to
allow the request to be managed appropriately.

informacie, ako je nazov krajiny, v ktorej sa
nachadzate,
klinického sktsania, aby sa ziadost’ mohla

atiez C¢islo alebo nazov

primerane spracovat’.

Lodging and Complaint with a Regulator

Podanie st’aZznosti kontrolnému orgianu

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

Staznost’ mozete podat’ dozornému tradu
kompetentnému vo vaSej krajine alebo
oblasti. Kontaktné tidaje mozno najst' na
tejto webovej
http://ec.europa.eu/justice/data-
protection/article-29/structure/data-
protection-authorities/index_en.htm

stranke:
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EXHIBIT E - EU Standard Contractual
Clauses (Controller to Controller)

SECTION I
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.

(b) The Parties:

(1) 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 |LA
(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 LA (hereinafter each ‘data importer’)
have agreed to these standard contractual
clauses (hereinafter: ‘Clauses’).

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

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

Clause 2 Effect and invariability of the
Clauses

PRILOHA E - Standardné zmluvné
dolozky EU (od prevadzkovatel’a
k prevadzkovatelovi)

] ODDIEL I
Dolozka 1 Ucel a rozsah poésobnosti

a) Utelom tychto Standardnych
zmluvnych doloziek je zabezpecit sulad s
poziadavkami nariadenia Eurépskeho
parlamentu a Rady (EU) 2016/679 z 27. aprila
2016 o ochrane fyzickych 0sob pri spracuvani
osobnych udajov a o vol'nom pohybe takychto
udajov (vSeobecné nariadenie 0 ochrane
tdajov) (1) pri prenose osobnych tdajov do
tretej krajiny.

b) Zmluvné strany:

) fyzicka alebo pravnicka osoba, organ
verejnej moci, agentdra alebo iny orgén (d’alej
len ,subjekt”), ktoré uskutoCtiuji prenos
osobnych udajov, ako sa uvddza 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
(d’alej len ,,dovozca udajov*®),

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

C) Tieto doloZzky sa uplatituju 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 neoddelitelni sucast’ tychto
doloziek.

Dolozka 2 U¢inok a nemennost’ doloZiek
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@ 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 the data exporter and/or data importer,
with the following exceptions:

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

a) V tychto dolozkdch sa stanovuju
primerané zaruky vratane vymahatelnych prav
dotknutych o0s6b a ucinnych pravnych
prostriedkov napravy podla ¢lanku 46 ods. 1 a
¢lanku 46 ods. 2 pism. c) nariadenia (EU)
2016/679, a pokial’ ide o prenosy udajov od
prevadzkovatelov sprostredkovatel'om a/alebo
od sprostredkovatelov sprostredkovatel'om,
Standardné zmluvné dolozky podl'a ¢lanku 28
ods. 7 nariadenia (EU) 2016/679, pokial nie st
zmenené, okrem pripadu, ked sa vyberd
vhodny modul/moduly, pripadne ked sa
dopinaji alebo aktualizuju informacie v
dodatku. To zmluvnym strandm nebrani v tom,
aby zahrnuli Standardné zmluvné dolozky
stanovené v tychto dolozkach do SirSej zmluvy
a/alebo doplnili iné dolozky ¢i dodatocné
zaruky za predpokladu, Ze nie si v priamom
ani nepriamom rozpore s tymito dolozkami ani
neobmedzuju zakladné prava alebo slobody
dotknutych osdb.

b) Tymito dolozkami nie st dotknuté
povinnosti, ktoré sa vztahuji na vyvozcu
idajov na zéklade nariadenia (EU) 2016/679.

Dolozka 3 Opravnené tretie strany

a) Dotknuté osoby sa mozu tychto
doloZiek dovolavat a vymahat ich ako
opravnené tretie strany vo vztahu k vyvozcovi
udajov a/alebo dovozcovi udajov s tymito

(i)  Clause 8 —Clause 8.5 (e) and Clause | vynimkami:

8.9(b); i) dolozka 1, dolozka 2, dolozka 3,
(i) (intentionally left blank); dolozka 6, dolozka 7,

(iv)  Clause 12 —Clause 12(a) and (d); i) dolozka 8 — dolozka 8.5 pism. e)
(v) Clause 13; a dolozka 8.9 pism. b);

(vi)  Clause 15.1(c), (d) and (e); iii) (4myselne ponechané prazdne);

(vii)  Clause 16(e); iv) dolozka 12 — dolozka 12 pism. a) a d);
(vii) Clause 18 —Clause 18(a) and (b). V) dolozka 13;

(b) Paragraph (a) is without prejudice to | vi) dolozka 15.1 pism. ¢), d) a e);

rights of data subjects under Regulation (EU) | vii)  dolozka 16 pism. e);

2016/679. viii)  dolozka 18 — dolozka 18 pism. a) a b).
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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.

(©) 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 I.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 exporter or as a data importer,
by completing the Appendix and signing
Annex LA.

(b) Once it has completed the Appendix
and signed Annex A, the acceding entity shall
become a Party to these Clauses and have the
rights and obligations of a data exporter or data

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

Dolozka 4 Vyklad

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

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

C) Tieto dolozky sa nesmu 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 dohdd 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 najmid kateglrie
prenasanych osobnych udajov a ucel, na ktory
sa prenasaju, su uvedené v prilohe I Casti B.

Dolozka 7 — nepovinna DoloZka o pristupeni

a) Subjekt, ktory nie je zmluvnou stranou
tychto doloziek, mdze so suhlasom zmluvnych
stran kedykol'vek pristapit’ k tymto dolozkam
ako vyvozca alebo dovozca tdajov vyplnenim
dodatku a podpisanim prilohy I ¢asti A.

b) Po vyplneni dodatku a podpisani
prilohy I Casti A sa pristupujuci subjekt stane
zmluvnou stranou tychto doloziek a bude mat’
prava a povinnosti vyvozcu alebo dovozcu
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importer in accordance with its designation in
Annex LA.

(©) 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
PARTIES

Clause 8 Data protection safeguards

The data exporter warrants that it has used
reasonable efforts to determine that the data
importer is able, through the implementation
of appropriate technical and 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 1.B. It may only
process the personal data for another purpose:
(1) 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

(ili)  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:

M of its identity and contact details;

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 I _
ZMLUVNYCH STRAN

POVINNOSTI

Dolozka 8 Zaruky v oblasti ochrany udajov

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

8.1 Obmedzenie tcelu

Dovozca tudajov je opravneny spracuvat
osobné udaje len na osobitné ucely prenosu
stanovené v prilohe I ¢asti B. Osobné udaje
moze spracuvat’ na iny ucel len vtedy, ak:

i) ziskal predchadzajtci suhlas dotknutej
osoby;

i) je to nevyhnutné na  ucely
preukazovania, uplatiovania alebo ochrany
pravnych néarokov v kontexte konkrétneho
spravneho alebo sudneho konania, pripadne
konania v oblasti regulacie; alebo

iii)  je to nevyhnutné v zaujme ochrany
zivotne dolezitych zdujmov dotknutej osoby
alebo inej fyzickej osoby.

8.2 Transparentnost’

a) S cielom umoZnit’ dotknutym osobam
ucinne uplatnovat’ prava podl'a dolozky 10 ich
dovozca tdajov priamo alebo prostrednictvom

(i)  of the categories of personal data | vyvozcu tdajov informuje:
processed; ) 0 svojej totoznosti a kontaktnych
udajoch;
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(iii)  of the right to obtain a copy of these
Clauses;

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

i) o kategoriach spracuvanych osobnych
udajov;

iii) o prave ziskat’ kopiu tychto doloziek;
Iv) v pripade umyslu uskutoc¢nit’ nasledny
prenos osobnych udajov akejkol'vek tretej
strane o prijemcovi alebo kategdriach
prijemcov (podla potreby s cielom poskytnut’
zmysluplné informdcie), ucele a dovode tohto
nasledného prenosu podl'a dolozky 8.7.

b) Pismeno a) sa neuplatiiuje, ak po prvé
dotknutd osoba uz ma informécie vratane
pripadu, ked takéto informécie uz poskytol
vyvozca udajov, alebo ak sa po druhé
poskytnutie informacii ukaze ako nemozné
alebo by si vyzadovalo neprimerané usilie
dovozcu udajov. V druhom pripade dovozca
udajov v €o najvacsej 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 dovernych informacii
vratane osobnych dajov mézu zmluvné strany
pred poskytnutim képie dodatku odstranit’ ¢ast’
jeho textu, pricom vSak poskytnii zmysluplné
zhrnutie, ak by dotknuta osoba inak nebola
schopna pochopit’ jeho obsah alebo uplatiiovat’
svoje prava. Zmluvné strany na poZiadanie
oznamia dotknutej osobe dovody odstranenia
textu, pokial mozno bez toho, aby doslo k
prezradeniu odstranenych informécii.

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

8.3  Spravnost’ a minimalizacia udajov

a) Kazda 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 udaje, ktoré su nespravne z hl'adiska
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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.

(©) 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

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

ucelov spracuvania, bezodkladne vymazali
alebo opravili.

b) Ak jedna zo zmluvnych stran zisti, ze
osobné udaje, ktoré preniesla alebo ziskala, st
nespravne alebo neaktualne, bez zbyto¢ného
odkladu o tom informuje druht zmluvnu
stranu.

C) Dovozca tdajov zabezpeci, aby osobné
udaje boli primerané, relevantné a obmedzené
na rozsah, ktory je nevyhnutny vzhl'adom na
ucely spracuvania.

8.4  Minimalizacia uchovavania
Dovozca udajov nesmie uchovavat osobné
udaje dlhSie nez je nevyhnutné na ucely, na
ktoré sa spractivaju. Na ucely splnenia si tejto
povinnosti zavedie vhodné technické alebo
organiza¢né opatrenia vratane vymazu alebo
anonymizacie (%) udajov a vsetkych zaloh v
momente uplynutia obdobia uchovavania.

8.5  Bezpecnost’ spracuvania

a) Dovozca udajov a pocCas prenosu aj
vyvozca udajov prijmu vhodné technické a
organiza¢né opatrenia na zaistenie bezpecnosti
osobnych tudajov vratane ochrany pred
porusenim bezpe€nosti, ktoré vedie k
nahodnému alebo nezakonnému zniceniu,
strate, zmene, 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
spractvania, ako aj rizika pre dotknutl osobu,
ktoré suvisia so spraciivanim. Zmluvné strany
zvézia najmd pouzitie Sifrovania alebo
pseudonymizacie, a to aj po€as prenosu, ak
mozno vd’aka nim splnit’ i€el spractivania.

b) Zmluvné strany sa dohodli na
technickych a organizacnych opatreniach
uvedenych v prilohe II. Dovozca tdajov je
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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 Il. 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
notification shall contain i) a description of the
nature of the breach (including, where
possible, categories and approximate number
of data subjects and personal data records
concerned), ii) its likely consequences, iii) the
measures taken or proposed to address the
breach, and iv) the details of a contact point
from whom more information can be obtained.
To the extent it is not possible for the data
importer to provide all the information at the
same time, it may do so in phases without
undue further delay.

(f In case of a personal data breach that is
likely to result in a high risk to the rights and
freedoms of natural persons, the data importer
shall also notify without undue delay the data

povinny vykondvat® pravidelné kontroly s
cielom zabezpecit, aby tieto opatrenia
nepretrzite poskytovali primerantt Uroven
bezpecnosti.

C) Dovozca udajov zabezpeci, aby sa
osoby opravnené spracuvat osobné udaje
zaviazali, Ze zachovaji dovernost udajov,
alebo aby sa na ne vztahovala primerana
zdkonna povinnost zachovéavat" dovernost
udajov.

d) V pripade porusenia ochrany osobnych
udajov tykajiceho sa osobnych udajov
spracuvanych dovozcom udajov podla tychto
doloziek prijme dovozca Udajov primerané
opatrenia na napravu poruSenia ochrany
osobnych udajov vrdtane opatreni na
zmiernenie jeho moznych nepriaznivych
ucinkov.

e) V pripade porusenia ochrany osobnych
udajov, ktoré moéze predstavovat riziko pre
prava a slobody fyzickych osob, zasle o tom
dovozca udajov bez zbytocného odkladu
ozndmenie vyvozcovi udajov a prislusSnému
dozornému orgénu podl'a dolozky 13. Takéto
ozndmenie obsahuje 1) opis povahy poruSenia

(podla moznosti  vratane kategorii a
priblizného poctu  dotknutych oséb a
zaznamov o osobnych udajoch); 1)

pravdepodobné nasledky porusenia; iii) 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 informacie stcasne, mozno
ich poskytnat’” vo viacerych etapach bez
d’alSieho zbyto¢ného odkladu.

f) V pripade poruSenia ochrany osobnych
udajov, ktoré pravdepodobne povedie k
vysokému riziku pre prava a slobody
fyzickych  os6b, dovozca udajov bez
zbyto¢ného odkladu ozndmi dotknutym
osobam porusenie ochrany osobnych udajov a
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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
i) 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
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 (3) (in the same country as
the data importer or in another third country,
hereinafter ‘onward transfer’) unless the third

povahu tohto poruSenia, v pripade potreby v
spolupraci s vyvozcom udajov, spolu s
informaciami uvedenymi v pismene €) bodoch
i1) az iv), okrem pripadov, ak dovozca tdajov
prijal opatrenia na vyrazné znizenie rizika pre
prava alebo slobody fyzickych osob, alebo ak
by si oznadmenie vyzadovalo neprimerané
usilie. Vtedy dovozca udajov namiesto toho
uverejni oznamenie alebo prijme podobné
opatrenie na informovanie verejnosti o
poruseni ochrany osobnych udajov.

9) Dovozca udajov zdokumentuje vsetky
relevantné skutocnosti tykajice sa porusenia
ochrany osobnych udajov vratane jeho
ucinkov a vSetkych prijatych opatreni na
napravu a vedie o nich zdznamy.

8.6  Citlivé udaje

Ak prenos zahfiia osobné udaje odhal'ujice
rasovy alebo etnicky pdvod, politické nazory,
nabozenské alebo filozofické presvedcenie
alebo clenstvo v odborovych organizaciach,
genetické alebo biometrické udaje na ucely
jedine¢nej identifikéacie fyzickej osoby, udaje
tykajuce sa zdravia alebo sexualneho Zivota ¢i
sexualnej orientdcie osoby, alebo udaje
tykajlice sa odstudenia za trestné ¢iny (d’alej len
»citlivé udaje”), uplathuje dovozca udajov
osobitné obmedzenia a/alebo dodato¢né
zaruky prisposobené osobitnej povahe udajov
a suvisiacim rizikdm. Moze to zahfiat
obmedzenie okruhu zamestnancov, ktori maja

pristup k osobnym Udajom, dodato¢né
bezpecnostné opatrenia (napriklad
pseudonymizicia) a/alebo dodatocné

obmedzenia v stvislosti s d’alSim poskytnutim.

8.7  Nasledné prenosy

Dovozca udajov poskytne osobné idaje tretej
strane nachadzajicej sa mimo Eurdpskej Unie
() (v rovnakej krajine ako dovozca tudajov
alebo v inej tretej krajine, d’alej len ,,nasledny
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party is or agrees to be bound by these Clauses,
under the appropriate Module. Otherwise, an
onward transfer by the data importer may only
take place if:

(i) it is to a country benefitting from an
adequacy decision pursuant to Article 45 of
Regulation (EU) 2016/679 that covers the
onward transfer;

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

(vi) where none of the other conditions
apply, the data importer has obtained the
explicit consent of the data subject for an
onward transfer in a specific situation, after
having informed him/her of its purpose(s), the
identity of the recipient and the possible risks
of such transfer to him/her due to the lack of
appropriate data protection safeguards. In this
case, the data importer shall inform the data
exporter and, at the request of the latter, shall
transmit to it a copy of the information
provided to the data subject.
Any onward transfer is subject to compliance
by the data importer with all the other
safeguards under these Clauses, in particular
purpose limitation.

prenos) len vtedy, ak je tato tretia strana
viazana tymito dolozkami alebo suihlasi s tym,
ze bude tymito dolozkami viazand, a to v
sulade s prislusSnym modulom. Inak mdze
dovozca udajov uskutocnit’ nasledny prenos
len v tychto pripadoch:

i) uskutociiuje sa do krajiny, na ktoru sa
vzt'ahuje rozhodnutie o primeranosti podla
¢lanku 45 nariadenia (EU) 2016/679, ktorého
predmetom je nasledny prenos;

i) tretia strana inak  zabezpeluje
primerané zaruky podl'a ¢lankov 46 alebo 47
nariadenia (EU) 2016/679 v suvislosti s
predmetnym spractivanim;

iii) tretia strana uzavrie s dovozcom
udajov dohodu o z&vdznom nastroji
zabezpecCujucom rovnaku uroven ochrany
udajov ako podrla tychto doloziek a dovozca

udajov  poskytne kopiu 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 regulacie; alebo

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

vi)  ak sa neuplatiiuje ziadna z uvedenych
podmienok, dovozca udajov ziskal vyslovny
sthlas dotknutej osoby s naslednym
prenosom v konkrétnej situdcii po tom, ako ju
informoval o jeho ucele, totoZnosti prijemcu
a moznych rizikéach takéhoto prenosu pre fiu z
dovodu nedostatku primeranych zaruk v
oblasti ochrany tudajov. V tomto pripade
dovozca tdajov informuje vyvozcu udajov a
na jeho ziadost’ mu odovzda kopiu informacii
poskytnutych dotknutej osobe.

Na ucely akéhokol'vek néasledného prenosu sa

vyzaduje, aby dovozca udajov dodrziaval
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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

vSetky ostatné zaruky podla tychto doloziek,
osobitne obmedzenie ucelu.

8.8  Spracuvanie na ziklade poverenia
dovozcu idajov

Dovozca udajov zabezpeci, aby akakol'vek
osoba konajica na zadklade jeho poverenia
vratane sprostredkovatela spracuvala udaje
vylu¢ne podl'a jeho pokynov.

8.9 Dokumentacia a splnenie povinnosti

a) Kazdd zmluvna strana musi byt
schopna preukazat’ splnenie svojich povinnosti
podla tychto doloziek. Dovozca udajov
uchovdva najmi prislusnit dokumentéciu
tykajuicu  sa  spracovatel'skych  Cinnosti
vykonavanych v rdmci jeho zodpovednosti.

b) Dovozca udajov na poziadanie
spristupni tuto dokumentéaciu prislusnému
dozornému orgéanu.
Dolozka 9 d’alSich
sprostredkovatelov

VyuZivanie

(4myselne ponechané prazdne)
Dolozka 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 zbytoného
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 zrozumitel'nej a 'ahko dostupnej forme,
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data importer shall take appropriate measures
to facilitate such enquiries, requests and the
exercise of data subject rights. Any
information provided to the data subject shall
be in an intelligible and easily accessible form,
using clear and plain language.

(b) In particular, upon request by the data
subject the data importer shall, free of charge:
(i) provide confirmation to the data
subject as to whether personal data concerning
him/her is being processed and, where this is
the case, a copy of the data relating to him/her
and the information in Annex I; if personal
data has been or will be onward transferred,
provide information on recipients or categories
of recipients (as appropriate with a view to
providing meaningful information) to which
the personal data has been or will be onward
transferred, the purpose of such onward
transfers and their ground pursuant to Clause
8.7; and provide information on the right to
lodge a complaint with a supervisory authority
in accordance with Clause 12(c)(i);

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

(ili)  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.

(© 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

pricom musia byt
jednoducho.

b) Na ziadost’ dotknutej osoby dovozca
udajov predovsetkym bezplatne:

i) poskytne dotknutej osobe potvrdenie o
tom, Ci sa spracuvaju osobné udaje, ktoré sa jej
tykaji; ak ano, kopiu udajov, ktoré sa jej
tykaji, a informdcie v prilohe I; ak osobné
udaje boli alebo budi nasledne prenasané,
poskytne informécie o prijemcoch alebo
kategoériach prijemcov (podl'a potreby s
cielom poskytnut’ zmysluplné informacie),
ktorym osobné udaje boli alebo budu nasledne
prenasané, ucel takychto naslednych prenosov
a ich dovod podla dolozky 8.7; a poskytne
informécie o prave podat’ staznost’ dozornému
organu v stulade s dolozkou 12 pism. ¢) bodom
i);

i) opravi nespravne alebo netplné udaje
tykajtce sa dotknutej osoby;

iii)  vymaze osobné udaje tykajice sa
dotknutej osoby, ak sa takéto udaje spractivaju
alebo spracuvali v rozpore s dolozkami,
ktorych  cielom je zabezpeCit prava
opravnenej tretej strany, alebo ak dotknuté
osoba odvola suhlas, na ktorom je spracuvanie
zaloZené.

C) Ak dovozca udajov spraciva osobné
udaje na uely priameho marketingu,
spracuvanie na tieto ucely ukonci, ak dotknuta
osoba proti tomu namieta.

d) Dovozca udajov nie je opravneny
zalozit' rozhodnutie len na automatizovanom
spracivani prendSanych osobnych udajov
(dalej len ,automatizované rozhodnutie),
ktoré by vyvoldvalo pravne ucinky tykajlce sa
dotknutej osoby alebo by ju podobne
vyznamne ovplyvilovalo, okrem pripadu, ze by
s tym dotknuta osoba vyslovne stihlasila alebo
dovozca tidajov ma na to opravnenie podla
pravnych predpisov krajiny ur€enia, pokial’ sa
v tychto pradvnych predpisoch stanovuji

formulované¢ jasne a
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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:

(1) 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.

)] 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 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.

vhodné opatrenia na zaruCenie prav a
opravnenych zaujmov dotknutej osoby.
V takom pripade je dovozca udajov

samostatne alebo v spolupraci s vyvozcom
udajov povinny:

) informovat  dotknuti  osobu o
zamySl'anom automatizovanom rozhodnuti a
dosledkoch, ako aj o suvisiacej logike, a

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

e) Ak su ziadosti dotknutej osoby
neprimerané najma z dovodu ich opakujucej sa
povahy, dovozca idajov moze bud’ vyuctovat’
primerany poplatok zohl'adiujuci
administrativne nédklady v stvislosti 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 spolo¢nosti na ochranu
jedného z ciel'ov uvedenych v ¢lanku 23 ods. 1
nariadenia (EU) 2016/679.

4)] Ak ma dovozca udajov v umysle
zamietnut’ Ziadost’ dotknutej osoby, informuje
dotknutli osobu o ddvodoch zamietnutia a
moznosti  podat’  staznost’”  prisluSnému
dozornému organu a/alebo domdahat sa
napravy na sude.

Dolozka 11 Naprava

a) Dovozca udajov informuje dotknuté
osoby v transparentnom a l'ahko dostupnom
formate  prostrednictvom  individualneho
oznamenia alebo na svojom webovom sidle o
kontaktnom mieste, ktoré je opravnené
vybavovat st'aZznosti. Bezodkladne sa zaobera
vSetkymi staznostami, ktoré dostane od
dotknutej osoby.
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(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:

(1) 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.

) 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

(@ 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

b) V pripade sporu medzi dotknutou
osobou a jednou zo zmluvnych stran, ktory sa
tyka dodrziavania ustanoveni tychto doloziek,
vynaloZzi tato zmluvna strana maximalne usilie
na rychle vyrieSenie sporu formou zmieru.
Zmluvné strany sa navzajom informuju o
takychto sporoch a v pripade potreby
spolupracuju na ich riesen.

C) Ak sa dotknutd osoba odvoldva na
pravo opravnenej tretej strany podla dolozky
3, dovozca tudajov akceptuje rozhodnutie
dotknutej osoby:

i) podat’ staznost’ dozornému organu v
¢lenskom $tate svojho obvyklého pobytu alebo
miesta vykonu prace, alebo prisluSnému
dozornému organu podl'a dolozky 13;

i) postupit’ spor prislusnym sadom v
zmysle dolozky 18.
d) Zmluvné strany suhlasia s tym, aby

dotknutu osobu zastupoval neziskovy subjekt,
organizécia alebo zdruzenie za podmienok
stanovenych v ¢lanku 80 ods. 1 nariadenia
(EU) 2016/679.

e) Dovozca udajov je povinny riadit’ sa
rozhodnutim, ktoré je zavdzné podla platnych
pravnych predpisov EU alebo &lenského §tatu.
f) Dovozca udajov vyjadruje suhlas s
tym, Ze rozhodnutie dotknute; osoby nebude
mat’ vplyv na jej hmotné a procesné prava
domahat sa napravy v stlade s platnymi
pravnymi predpismi.

Dolozka 12 Zodpovednost’

a) Kazdd zmluvna strana je zodpovedna
voCi druhej zmluvnej strane za akukol'vek
ujmu, ktora jej sposobi v dosledku poruSenia
tychto doloziek.

b) Kazdd zmluvna strana je zodpovedna
voci dotknutej osobe za aktkol'vek majetkovi
alebo nemajetkova ujmu, ktord spdsobi
dotknutej osobe porusenim prav oprdvnenej
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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.

(©) 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 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 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

tretej strany podla tychto doloziek, pricom
dotknutd osoba ma narok na nahradu uvedenej
uyymy. Tym nie je dotknuta zodpovednost’
vyvozcu udajov podla nariadenia (EU)
2016/679.

C) Ak je za ujmu spdsobenu dotknutej
osobe v dosledku porusenia tychto doloziek
zodpovedna viac ako jedna zmluvna strana,
tieto zmluvné strany zodpovedaju spolocne a
nerozdielne, pricom dotknutd osoba je
opravnend podat’ zalobu na sud proti
ktorejkol'vek z tychto zmluvnych stran.

d) Zmluvné strany sa dohodli, ze v
pripade, ked nesie zodpovednost podla
pismena c) jedna zmluvna strana, je opravnena
ziadat’ od druhej zmluvnej strany vratenie Casti
nahrady vyjadrujicej jej zodpovednost za
ujmu.

e) Dovozca tdajov sa nemdze odvolavat
na konanie sprostredkovatel'a alebo d’alSicho
sprostredkovatela s cielom zbavit' sa svojej
vlastnej zodpovednosti.

Dolozka €. 13 DohPad

a) [Ak je vyvozca udajov usadeny v
¢lenskom §tate EU:]  Dozorny organ
zodpovedny =za zabezpeCenie toho, aby
vyvozca udajov dodrziaval ustanovenia
nariadenia (EU) 2016/679 v oblasti prenosu
udajov podrla prilohy I ¢asti C, ma postavenie
prisluSného dozorného organu.

[Ak vyvozca idajov nie je usadeny v ¢lenskom
stite EU, ale patri do tizemnej pdsobnosti
nariadenia (EU) 2016/679 v stlade s ¢lankom
3 ods. 2, pricom ur¢i zastupcu podla clanku 27
ods. 1 nariadenia (EU) 2016/679:] Dozorny
organ clenského Statu, v ktorom je podla
prilohy I Casti C usadeny zastupca v zmysle
&lanku 27 ods. 1 nariadenia (EU) 2016/679, ma
postavenie prislusného dozorného orgéanu.

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 224 of 248

Strana 224z 248




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) 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

[Ak vyvozca idajov nie je usadeny v ¢lenskom
state EU, ale patri do tizemnej pdsobnosti
nariadenia (EU) 2016/679 v stlade s ¢lankom
3 ods. 2 bez toho, aby musel urcit’ zastupcu
podla ¢lanku 27 ods. 2 nariadenia (EU)
2016/679:] Dozorny organ jedného z
Clenskych S§tatov, v ktorom sa nachadzaju
dotknuté osoby, ktorych osobné udaje sa
prenaSaju v sulade s tymito dolozkami v
suvislosti s tovarom alebo sluzbami, 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 zavizuje, Ze sa
podriadi jurisdikcii prislusného dozorného
organu a bude s nim spolupracovat’ v rdmci
akychkol'vek konani, ktorych cielom je
zabezpeCit' dodrziavanie tychto doloziek.
Dovozca udajov sa najmé zavizuje reagovat
na otazky, podriadit’ sa auditom a konat' v
stulade s opatreniami prijatymi dozornym
organom vratane napravnych a
kompenzacnych opatreni. Dozornému organu
poskytne pisomné potvrdenie, ze boli prijaté
potrebné opatrenia.

ODDIEL Il — MIESTNE PRAVNE
PREDPISY A POVINNOSTI V PRIPADE
PRISTUPU ORGANOV VEREJNEJ
MOCI

Dolozka 14 Miestne pravne predpisy a prax,
ktoré maja vplyv na dodrziavanie doloZiek
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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 (EU) 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:

(i) the specific circumstances of the
transfer, including the length of the processing
chain, the number of actors involved and the
transmission channels used; intended onward
transfers; the type of recipient; the purpose of
processing; the categories and format of the
transferred personal data; the economic sector
in which the transfer occurs; the storage
location of the data transferred;

(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

a) Zmluvné strany vyhlasuji, Zze nemaja
ziadny dévod povazovat pravne predpisy a
prax v tretej krajine uréenia, pokial ide o
spracuvanie osobnych udajov dovozcom
udajov vratane akychkol'vek poziadaviek na
poskytovanie osobnych udajov alebo opatreni,
ktorymi sa povoluje pristup organov verejnej
moci, za prekézku, ktora by branila dovozcovi
udajov v plneni jeho povinnosti vyplyvajucich
z tychto doloziek. Uvedené vychadza z
vykladu, podla ktorého pravne predpisy a
prax, ktoré reSpektuju podstatu zakladnych
prav a slobdd a neprekracuji ramec toho, ¢o je
nevyhnutné a primerané v demokratickej
spolo¢nosti na zabezpecenie jedného z ciel'ov
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 vyhlasenim v pismene a) naleZzite
zohl'adnili najma tieto prvky:

i) osobitné okolnosti prenosu vratane
dizky  spracovatel'ského retazca, poétu
zapojenych aktérov a pouzitych prenosovych
kandlov; zamyslané nasledné prenosy; typ
prijemcu; ucel spraciivania; kategorie a format
prenaSanych osobnych udajov; odvetvie
hospodérstva, v ktorom sa prevod uskutociiuje;
miesto uchovavania prenasanych udajov;

i) pravne predpisy a prax tretej krajiny
urCenia — vratane tych, podla ktorych sa
vyzaduje poskytovanie udajov organom
verejne] moci alebo povoluje pristup tychto
organov, — ktoré su relevantné vzhl'adom na
osobitné okolnosti prenosu, ako aj uplatnitel'né
obmedzenia a zaruky (°);

iii) vSetky prislusné zmluvné, technické
alebo organiza¢né zaruky zavedené na
doplnenie zaruk podl'a tychto doloziek vratane
opatreni uplatiovanych pocas prenosu a
spracivania osobnych 1udajov v krajine
urcenia.
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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).

)] 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 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.

C) Dovozca udajov vyhlasuje, Ze pri
vykonavani posudenia podla pismena b)
vynalozil maximalne tsilie na to, aby poskytol
vyvozcovi udajov relevantné informadcie, a
zavizuje sa nadalej 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 dokumentéciu spristupnit’
prislusnému dozornému organu.

e) Dovozca  udajov  sa  zavdzuje
bezodkladne oznamit’ vyvozcovi tdajov, ¢1 ma
po vyjadreni suhlasu s tymito dolozkami pocas
trvania zmluvy dévod domnievat sa, Ze sa na
neho vztahuju 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’ o poskytnutie
udajov) tykajiceho sa uplatnenia takychto
pravnych predpisov v praxi, ktoré nie je v
sulade s poziadavkami podl'a pismena a).

f) V nadvéznosti na oznadmenie podla
pismena e) alebo ak ma vyvozca udajov inak
dovod domnievat’ sa, Ze dovozca udajov uz
nemoze plnit svoje povinnosti podla tychto
doloziek, vyvozca udajov bezodkladne urci
vhodné opatrenia (napriklad technické alebo
organiza¢né opatrenia na zaistenie bezpecnosti
a dovernosti), ktoré ma prijat’ vyvozca tdajov
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 spracuvanie
osobnych udajov podla tychto doloziek. Ak
ma zmluva viac ako dve zmluvné strany,
vyvozca Udajov ju mdze vypovedat’ len vo
vzt'ahu k prislu§nej zmluvnej strane, pokial’ sa
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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:

(1) 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.

(© Where permissible under the laws of
the country of destination, the data importer
agrees to provide the data exporter, at regular
intervals for the duration of the contract, with
as much relevant information as possible on
the requests received (in particular, number of
requests, type of data requested, requesting

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  zavidzuje
bezodkladne zaslat' oznamenie vyvozcovi
udajov a pripadne dotknutej osobe (v pripade
potreby s pomocou vyvozcu udajov), ak:

i) dostane pravne zaviazni ziadost' od
organu verejnej moci vratane sidnych organov
podl'a pravnych predpisov krajiny urcenia o
poskytnutie osobnych udajov prenasanych
podla tychto doloziek; takéto oznamenie
obsahuje  informéacie o  pozadovanych
osobnych udajoch, ziadajicom organe,
pravnom zadklade ziadosti a poskytnutej
odpovedi; alebo

i) sa dozvie o akomkol'vek priamom
pristupe organov verejnej moci k osobnym
udajom prenaSanym podla tychto doloziek v
stlade s pravnymi predpismi krajiny urcenia;
takéto oznamenie obsahuje vSetky informacie,
ktoré ma dovozca k dispozicii.

b) Ak sa dovozcovi udajov zakazuje
podla pravnych predpisov krajiny urcenia
zaslat’ oznamenie vyvozcovi udajov a/alebo
dotknutej osobe, dovozca udajov sa zavizuje
vynalozit maximalne usilie na ziskanie
vynimky zo zidkazu s cielom oznamit c¢o
najviac informacii a ¢o najskor. Dovozca
udajov sa zavédzuje zdokumentovat’ svoje
maximalne usilie tak, aby ho mohol na Ziadost’
vyvozcu udajov preukazat’.
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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

C) Ak to pravne predpisy krajiny urCenia
umoznuju, dovozca udajov sa zavizuje, ze
pocas trvania zmluvy bude vyvozcovi udajov
v pravidelnych intervaloch poskytovat’ ¢o
najviac relevantnych informécii o prijatych
ziadostiach (najmd pocet ziadosti, druh
pozadovanych udajov, Ziadajaci organ, ¢i boli
ziadosti napadnuté a vysledok suvisiacich
konani atd’.).

d) Dovozca tudajov sa zavdzuje, ze
informacie podla pismen a) az ¢) uchova pocas
trvania zmluvy a na poziadanie ich spristupni
prislusnému dozornému organu.

e) Pismena a) az ¢) sa uplatnuju bez toho,
aby bola dotknuta povinnost’ dovozcu udajov
podl'a dolozky 14 pism. e) a dolozky 16, a to
bezodkladne informovat’ vyvozcu udajov, ak
nie je schopny konat v stlade s tymito
dolozkami.

15.2 Preskiumanie zakonnosti a
minimalizacia idajov
a) Dovozca  udajov  sa  zavdzuje

preskimat’ zakonnost’ Ziadosti o poskytnutie
udajov, naymd ¢i je zachovand pravomoc
Ziadajliceho orgénu verejnej moci, a ziadost’
napadnut’, ak po dokladnom posudeni dospeje
k zaveru, Ze existuju opodstatnené dovody
domnievat’ sa, zZe zZiadost’ je nezdkonna podl'a
pravnych predpisov krajiny urcenia, platnych
zavazkov podla medzinarodného prava a
zasad  Ustretovosti v medzinarodnych
vztahoch. Dovozca Udajov je za rovnakych
podmienok povinny vyuzivat moZnosti
odvolania. Pri napadnuti Ziadosti dovozca
udajov navrhne nariadenie predbeznych
opatreni s cielom pozastavit' G¢inky ziadosti
dovtedy, kym prislusSny sudny organ
nerozhodne vo veci samej. Pozadované osobné
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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.

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).

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

(1) 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

udaje poskytne az vtedy, ked’ je na to povinny
podl'a platnych procesnych pravidiel. Tymito
poziadavkami nie su dotknuté povinnosti
dovozcu udajov podla dolozky 14 pism. e).

b) Dovozca  udajov  sa  zavdzuje
zdokumentovat' prislusné pravne posudenie,
ako aj akékol'vek napadnutie Zziadosti o
poskytnutie udajov, a v rozsahu povolenom
pravnymi predpismi krajiny urcenia spristupni
dokumentiaciu  vyvozcovi  udajov. Na
poziadanie spristupni tuto dokumentaciu aj
prislusnému dozornému orgéanu.

C) Dovozca tudajov sa zavdzuje, ze Vv
ramci odpovede na ziadost o poskytnutie
udajov  poskytne minimalne dovolené
mnozstvo informacii, a to na zaklade
primeraného vykladu Ziadosti.
ODDIEL IV -  ZAVERECNE
USTANOVENIA

Dolozka 16 Nedodrzanie doloZiek a
ukoncenie platnosti

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 podla tychto doloziek, vyvozca
udajov pozastavi prenos osobnych udajov
dovozcovi udajov, kym sa opit’ nedosiahne
stlad alebo neddjde k ukonceniu platnosti
zmluvy. Dolozka 14 pism. f) tym nie je
dotknuta.

C) Vyvozca 1Udajov je  opravneny
vypovedat’ zmluvu v rozsahu, v akom sa tyka
spracivania osobnych tudajov podla tychto
doloziek, ak:

) vyvozca udajov  preruSil prenos
osobnych udajov dovozcovi udajov podla
pismena b) a dodrziavanie tychto doloziek sa
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supervisory authority regarding its obligations
under these Clauses.

In these cases, it shall inform the competent
supervisory authority of such non-compliance.
Where the contract involves more than two
Parties, the data exporter may exercise this
right to termination only with respect to the
relevant Party, unless the Parties have agreed
otherwise.

(d) Personal data that has been transferred
prior to the termination of the contract
pursuant to paragraph (c) shall at the choice of
the data exporter immediately be returned to
the data exporter or deleted in its entirety. The
same shall apply to any copies of the data. The
data importer shall certify the deletion of the
data to the data exporter. Until the data is
deleted or returned, the data importer shall
continue to ensure compliance with these
Clauses. In case of local laws applicable to the
data importer that prohibit the return or
deletion of the transferred personal data, the
data importer warrants that it will continue to
ensure compliance with these 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

neobnovi v primeranej lehote a v kazdom
pripade do jedného mesiaca od prerusenia;

i) dovozca udajov zavaznym alebo
trvalym sposobom porusuje tieto dolozky;
alebo

i) dovozca udajov poruSuje zavdzné
rozhodnutie prislusného sudu alebo dozorného
organu, pokial’ ide o jeho povinnosti podla
tychto doloziek.

V tychto pripadoch informuje o tomto poruseni
prislusny dozorny organ. Ak ma zmluva viac
ako dve zmluvné strany, vyvozca udajov ju
moze vypovedat’ len vo vztahu k prislusnej
zmluvnej strane, pokial sa zmluvné strany
nedohodli inak.

d) Osobné tudaje, ktoré boli prenesené
pred vypovedanim zmluvy podla pismena c),
sa bezodkladne vratia vyvozcovi udajov alebo
v celom rozsahu vymazu, a to podl'a toho, pre
ktort z moznosti sa vyvozca udajov rozhodne.
To isté plati v pripade kopii udajov. Dovozca
udajov vyda vyvozcovi udajov potvrdenie o
tom, ze tdaje boli vymazané. Dovozca udajov
zabezpecuje dodrziavanie tychto doloziek
dovtedy, kym ned6jde k vymazaniu alebo
vrateniu udajov. Pokial’ ide o miestne pravne
predpisy uplatnitelné na dovozcu udajov,
ktorymi sa zakazuje vratenie alebo vymazanie
prenesenych osobnych tudajov, dovozca
udajov  vyhlasuje, Ze bude nadalej
zabezpecovat' stlad 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 suhlas s tym, ze bude viazana
tymito dolozkami, ak 1) Eurdpska komisia
prijme rozhodnutie podla ¢lanku 45 ods. 3
nariadenia (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
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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  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.

ktorej sa osobné udaje prenasaju. Tym nie st
dotknuté ostatné povinnosti vztahujuce sa na
predmetné spractvanie podla nariadenia (EU)
2016/679.

Dolozka 17 Rozhodné pravo

Tieto dolozky sa riadia pravom ¢lenského Statu
Europskej tnie, ak toto pravo priznava uc¢inok
pravam opravnenej tretej strany. Zmluvné
strany sa dohodli, ze tymto prdvom je pravny
poriadok krajiny institicie, ako je uvedené
vzmluve o Kklinickom skaSani. (uvedte
Clensky §tat).

Dolozka 18 VoI’ba siidu a pravomoci

1. Narozhodovanie sporov vyplyvajicich
z tychto doloziek su prislusné sudy ¢lenského
statu EU.

2. Zmluvné strany sa dohodli, ze tymito
sudmi st sady krajiny inStitacie, ako je

uvedené v zmluve o klinickom sktsani.
(uved’te Clensky §tat).
3. Dotknuta osoba moze podat’ navrh na

zacatie konania proti vyvozcovi udajov a/alebo
dovozcovi udajov aj na stdoch clenského
Statu, v ktorom ma obvykly pobyt.
4. Zmluvné strany sa dohodli, ze sa
podriadia pravomoci tychto sudov.

DODATOK

VYSVETLIVKA:

Musi byt mozZné jasne rozliSovat’ informdcie
uplatnitelné na jednotlivé prenosy alebo
kategérie prenosov a v tomto ohlade
identifikovat’ ulohy jednotlivych zmluvnych
strdn v postaveni vyvozcov udajov a/alebo
dovozcov udajov. V tomto ohlade nie je
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ANNEX |

A. LIST OF PARTIES
Data exporter(s):
1. Name: Fakultna nemocnici Trencin
Address: Legionarska 28, 911 71 Trencin,
Slovenska republika
Contact person’s name, position and
contact details: MUDr. Jan Marti§
Activities relevant to the data transferred
under these Clauses: See Clinical Trial
Agreement.
Signature and date: See signature of the
Clinical Trial Agreement, which these SCCs
relate to.
Role (controller/processor): Controller

Contact information to the Data
Exporter(s) DPO: [enter info]

Data importer(s):

1. Name: A. 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

nevyhnutné, aby doslo k vyplneniu a podpisu

osobitnych dodatkov pre kazdy
prevod/kategoriu prevodov a/alebo zmluvny
vztah, ak tito transparentnost mozno

dosiahnut’ prostrednictvom jedného dodatku.
Ak je vSak potrebné zabezpecit dostatocnu
jasnost’, mali by sa pouzit’ samostatné dodatky.

PRILOHA 1

A. ZOZNAM ZMLUVNYCH STRAN
Vyvozca udajov:
1. Meno: Fakultna nemocnica Trencin.
Adresa: Legionarska 28, 911 71 Trencin,
Slovenské republika
Meno, pozicia a kontaktné
kontaktnej osoby: MUDr. Jan Marti$
Cinnosti relevantné pre tdaje prenasané
podPa tychto doloZiek: Pozrite si zmluvu
0 klinickom sktsani.
Podpis a datum: Pozrite si podpis zmluvy
o klinickom skusani, na ktor sa tieto SZD
vzt'ahuja.
Uloha (prevadzkovatel’/sprostredkovatel):
Prevadzkovatel

udaje

Kontaktné udaje zodpovednej osoby
vyvozeu (vyvozcov) udajov: [zadajte
informacie]

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  Cast’
s oznamenim v zmluve 0 klinickom skaSani.
Cinnosti relevantné pre udaje prenaiané
podla tychto doloziek: Pozrite si zmluvu
0 klinickom skusani

Janssen Research &
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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

Podpis a datum: Pozrite si podpis zmluvy
0 klinickom skuagani, na ktora sa tieto SZD
vztahuju.

Uloha (prevadzkovatel’/sprostredkovatel):
Prevadzkovatel

Kontaktné tudaje zodpovednej
dovozcu (dovozcov) udajov:

osoby

B. POPIS PRENOSU

Kategorie dotknutych osdb, ktorych osobné
udaje sa prenasaju

PrendSané¢  osobné 1Udaje sa  tykaja
nasledujucich kategorii dotknutych osob:

. Ucastnici  vedeckého a lekarskeho
vyskumu.
. Vyskumni  pracovnici  vedeckého

a lekarskeho vyskumu aich zamestnanci,
okrem iného aj vritane lekarov a inych
zdravotnickych pracovnikov zapojenych do
vykondvania vedeckého vyskumu.

. Iné osoby =zapojené do vedeckého
a lekarskeho vyskumu vyvozcu tdajov (ktoré
mozu okrem iného zahmat konzultantov,
zastupcov poskytovatel'ov sluzieb
a obchodnych partnerov, Statnych uradnikov
a jednotlivcov, ktori hlasia neziaduce udalosti
a staznosti na kvalitu produktov).

Kategorie prenaSanych osobnych udajov
PrenaSané  osobné Udaje sa  tykaju
nasledujucich kategorii udajov:

. V pripade ucastnikov vedeckého
a lekarskeho vyskumu mozu osobné tudaje
zahrnat: kl'icové informacie, iné relevantné
identifikatory (napr. ¢islo pacienta), pohlavie,
vek alebo vekovl  kategériu  (napr.
dospievajuci, dospeli, starSi TI'udia) alebo
datum narodenia (ak je to potrebné), suvisiaci
zdravotny stav (stavy), zdravotni anamnézu
a prislu$ni rodinn anamnézu.
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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.

. 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 Il
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 trail, 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

. V pripade poskytovatelov zdravotnej
starostlivosti alebo inych kontaktnych miest,
vedeckych a lekarskych sktsajucich aich
zamestnancov ainych osob zapojenych do
vedeckého alekarskeho vyskumu mozu
osobné udaje zahfnat: kontaktné udaje a iné
suvisiace informacie, ako st meno, adresa, e-
mail atelefébnne tdaje, pohlavie a odborné
licencie a pridruzenia poskytnuté ako stcéast’
ich povereni.

PrenaSané citlivé tudaje (v relevantnych
pripadoch) a uplatiiované obmedzenia alebo
zaruky, ktoré v plnej miere zohl'adiiuji povahu
udajov a suvisiace rizikd, ako napriklad prisne
obmedzenie tucelu, obmedzenia pristupu
(vratane pristupu len pre personal, ktory
absolvoval $pecializovani odbornt pripravu),
vedenie zdznamov o pristupe k udajom,
obmedzenia naslednych prenosov alebo
dodato¢né bezpecnostné opatrenia.

. Pre Ucastnikov vyskumu mozu citlivé
udaje zahtnat: kl'ucové kdédované informacie
tykajuce sa urCitych zdravotnych stavov
a liecby, zdravotné informacie tykajice sa
neziaducich udalosti a staznosti na kvalitu
produktu (ak su poskytnuté vyvozcovi tidajov)
a demografické informacie, ktoré mozZu
zahfiat’ rasu, etnicky povod alebo in¢ citlivé

udaje, ktoré mozu byt relevantné pre
neziaducu udalost (ak st poskytnuté
vyvozcovi udajov).

. Pozrite si  bezpeCnostné opatrenia

v prilohe II. Bezpecnostné opatrenia zahfiaju
pristup len pre zamestnancov, ktori
absolvovali Specializované Skolenie, vedenie
zdznamov o pristupe k udajom, obmedzenia
d’alSiecho prenosu akddovanie informacii
kl'acom.

Frekvencia prenosu (napriklad ¢i sa tudaje
prenasaju jednorazovo alebo sustavne).

. Udaje sa nepretrzite prenasaju podla
poziadaviek protokolu skuSania.
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the purpose of executing a clinical trail, 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 satisty 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 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:

Povaha spractivania

. Spraciivanie sa tyka vykonavania
Klinického  skaSania, ako je  dalej
Specifikované v protokole sktiSania.

Ugel prenosu a d’al§ieho spractivania tdajov

. Prenos osobnych udajov tykajucich sa
ucastnikov vyskumu sa vykondva na tucely
vykonavania klinického skusSania, ako je d’alej
uvedené v protokole skusania.

. Osobné¢ udaje tykajice sa inych
kategorii dotknutych osdb sa spracivaju na
ucely vykonévania ¢innosti podl'a tejto zmluvy
apodla potreby na splnenie akychkol'vek
zakonnych alebo regula¢nych povinnosti.
Obdobie uchovavania osobnych udajov alebo,
ak to nie je mozné, kritéria na jeho urcenie

. Vsetky osobné udaje sa budu
uchovavat’ tak dlho, ako je to potrebné
vzhl'adom na regula¢né a zdkonné poziadavky
na uchovadvanie zdznamov suvisiacich
sklinickym  skuSanim ana  splnenie
vyskumnych cielov spojenych s klinickym
skasanim.

V pripade prevodov sprostredkovatel'om alebo
dals$im  sprostredkovatelom uvedte aj
predmet, povahu a trvanie spractivania

. Akykol'vek prevod d’alSim
sprostredkovatel'om sa vykonava pre rovnaky
predmet a povahu, ako je opisané vyssie. Dalsi
sprostredkovatel’ bude spractvat’ osobné udaje
iba dovtedy, kym je to potrebné na to, aby
takyto dalsi sprostredkovatel poskytoval
sluzby prevadzkovatel'ovi, a potom vrati alebo
odstrani vSetky osobné¢ udaje na zaklade
pokynov prevadzkovatel'a, ktory ma uzavreta
zmluvu s d’al§im sprostredkovatel'om.

C. PRISLUSNY DOZORNY ORGAN
Prenos od sprostredkovatel’a k

sprostredkovatel'ovi Uved’te prislusny dozorny
organ v sulade s dolozkou 13
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https://edpb.europa.eu/about-edpb/about-
edpb/members_en

ANNEX |1
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,
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);

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 organizaéné¢ opatrenia treba
opisat konkrétne, nie vSeobecne. Pozri aj
vSeobecnu poznamku na prvej strane dodatku,
najma pokial’ ide o potrebu jasne uviest’, ktoré
opatrenia sa  vztahuji na  konkrétny
prevod/subor presunov.

Opis technickych a organiza¢nych opatreni
prijatych dovozcom udajov (vratane vsetkych
prislusnych certifikécii) s cielom zabezpecit
primeranil urovenl bezpecnosti, pricom sa
zohl'adni povaha, rozsah, kontext a tucel
spractivania, ako aj rizika pre prava a slobody
fyzickych osob.

1. Zasady a normy informacnej

bezpecnosti
Dovozca udajov zavedie bezpecnostné
poziadavky  pre  persondl  a vSetkych

subdodavatelov, poskytovatel'ov sluzieb alebo
zastupcov, ktori maji pristup k osobnym
udajom. Ich ciel'om je:
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. 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

. zabranit’ neopravnenym osobam ziskat’
pristup k systémom spracuvania osobnych
udajov (kontrola fyzického pristupu);

. zabranit pouzivaniu systémov na
spracuvanie osobnych udajov bez opravnenia
(kontrola logického pristupu),

. zabezpecit, aby osoby opravnené
pouzivat' systém na spraciivanie osobnych
udajov ziskali pristup iba k takym osobnym
udajom, ku ktorym maji ndrok na pristup
v stulade sich pristupovymi pravami, a aby
Vv priebehu spractivania alebo pouzivania a po
uchovavani osobné tdaje nemohli byt Citané,
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 aaby cielové subjekty pre
akykol'vek  prenos  osobnych  udajov
prostrednictvom zariadeni na prenos udajov
mohli byt vytvorené a overené¢ (kontrola
prenosu udajov);

— zabezpeCit' vytvorenie kontrolného
zaznamu na zdokumentovanie toho, ¢i a kym
boli osobné udaje zadané, upravené alebo
odstranené¢ zo spraciivania osobnych udajov
(kontrola vstupu);

— zabezpecCit',
spracivali  vylucne
(kontrola pokynov);

. zabezpelit, aby osobné udaje boli
chrdnené pred nahodnym zni¢enim alebo
stratou (kontrola dostupnosti); a

. zabezpecit', aby osobné udaje ziskané
na rézne ucely mohli byt spractivané
samostatne (kontrola rozdelenia).

aby
v sulade

sa osobné¢ udaje
s pokynmi

Tieto pravidl4 su aktudlne a revidované vzdy,
ked sa  vykonaju  prislusné  zmeny
V informa¢nom systéme, ktory pouziva alebo
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The Data Importer will maintain commercially
reasonable security systems at all Data
Importer sites at which an information system
that uses or houses Personal Data is located.
The Data 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.

obsahuje osobné udaje, alebo v tom, ako je
tento systém organizovany.

2. Fyzicka bezpecnost’

Dovozca udajov bude udrziavat komerc¢ne
primerané bezpecnostné systémy na vsetkych
pracoviskdch dovozcu udajov, na ktorych sa
nachadza informacny systém, ktory pouziva
alebo obsahuje osobné tidaje. Dovozca udajov
primerane obmedzuje pristup k takymto
osobnym udajom.

Pre vsetky datové centra bola zavedena
kontrola fyzického pristupu. Neopravneny
pristup je  zakdzany  prostrednictvom
biometrického skenovania a monitorovania
bezpec¢nostnej kamery 24 hodin denne, 7 dni
Vv tyzdni. Fyzicka bezpecnost’ ddtového centra
kontroluje nezavisla firma.

Monitorovacia kamera na vstupnych dverach
je nainStalovanéd aje zavedené bezpecnostné
monitorovanie spravou budovy.

3. Organiza¢na bezpecnost’

Pri likvidacii 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 budu vyradené
zinventara. Ked média opustia priestory,
v ktorych sa subory nachadzaji v désledku
udrzby, zaviedli sa postupy na zabrdnenie
neopravnenému ziskavaniu osobnych tudajov,
ktoré su na nich ulozené.

Dovozca tidajov zaviedol bezpe€nostné zasady
a postupy na klasifikéaciu citlivych
informacénych aktiv, objasnenie
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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.

5. Access Control

Only authorized staff can grant, modify or
revoke access to an information system that
uses or houses Personal Data.

User administration procedures define user
roles and their privileges, how access is
granted, changed and terminated; addresses
appropriate segregation of duties; and defines
the logging/monitoring requirements and
mechanisms.

All employees of the Data Importer are
assigned unique User-IDs.

Access rights are implemented adhering to the
“least privilege” approach.

The Data Importer implements commercially
reasonable physical and electronic security to
create and protect passwords.

6. Virus and Malware Controls
The Data Importer installs and maintains anti-
virus and malware protection software on the
system.

7. Personnel

bezpecnostnych povinnosti a podporu

povedomia zamestnancov.

Vsetky incidenty tykajuce sa bezpecnosti
osobnych udajov sa spravuju v stlade
S prislusSnymi postupmi reakcie na incidenty.

Vsetky citlivé udaje prendsané
poskytovatelom sluzieb st Sifrované pocas
prepravy ana prenosnych zariadeniach alebo
médiéch.

4. Bezpecnost’ siete

Dovozca udajov udrziava bezpecnost’ siete
pomocou komer¢ne dostupného vybavenia
abeznych technik v odvetvi vratane bran
firewall, systémov na detekciu naruseni,
zoznamov kontroly pristupu a smerovacich
protokolov.

5. Riadenie pristupu

Len opradvneni zamestnanci moézu udelit,
upravit’ alebo zrusit’ pristup k informa¢nému
systému, ktory pouziva alebo obsahuje osobné
udaje.

Postupy spravy pouZzivatel'ov definuji ulohy
pouzivatel'ov a ich opravnenia, ako sa udeluje,
meni aukoncuje pristup, rieSia vhodné
rozdelenie povinnosti a definuju poziadavky
a mechanizmy na
zaznamenavanie/monitorovanie.

Vsetkym zamestnancom dovozcu Udajov su
priradené jedinecné identifikéatory
pouzivatela.

Pristupové prava sa zavadzaju v sulade
S pristupom s najmensim privilégiom.
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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

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.

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
Skolenie pracovnikov o ich bezpecnostnych
povinnostiach. Tento program zahiiia Skolenie
0 povinnostiach klasifikacie tidajov, kontroly
fyzickej bezpecnosti, bezpefnostné postupy
a nahlasovanie bezpecnostnych incidentov.

Poskytovatel’ sluzieb ma jasne definované
ulohy azodpovednosti pre zamestnancov.
Skrining sa vykonava pred zamestnanim,
priCom podmienky zamestnania sa uplatituju
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 tUdajov zavedie prislusné plany
obnovy po havarii aobnovy podnikania.
Dovozca udajov pravidelne kontroluje plan
kontinuity podnikania aj hodnotenie rizik.
Plany kontinuity podnikania sa pravidelne
testuju a aktualizuja, aby sa zabezpecilo, Ze st
aktualne a u¢inné.

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 241 of 248

Strana 241z 248




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. The Union data
protection legislation, including Regulation
(EU) 2016/679, is covered by the EEA
Agreement and has been incorporated into
Annex Xl thereto. Therefore, any disclosure by
the data importer to a third party located in the

V pripade prenosov sprostredkovatel'om alebo
d’al$im sprostredkovatel'om opiSte aj osobitné
technické a organizacné opatrenia, ktoré ma
prijat’ sprostredkovatel  alebo dalsi
sprostredkovatel’, aby mohol poskytnat’ pomoc
prevadzkovatel'ovi, a v pripade prenosov od
sprostredkovatela k d’alSiemu
sprostredkovatel'ovi vyvozcovi dajov

V pripade, ze sa niektori d’alsi
sprostredkovatelia zapoja do spracuvania
osobnych udajov, musia sa uplatnit’ technické
a organizacné opatrenia, ako je uvedené
vyssie.

1 Ak je vyvozca udajov sprostredkovatelom,
na ktorého sa vztahuje nariadenie (EU)
2016/679 a ktory kona v mene institucie alebo

organu  Unie ako prevadzkovatel, tak
uplatiiovanim tychto doloZiek sa pri zapojeni
iného sprostredkovatel’a (dalsie

sprostredkovanie), na ktorého sa nevztahuje
nariadenie (EU) 2016/679, zabezpeGuje aj
sulad s clankom 29 ods. 4 nariadenia
Europskeho parlamentu a Rady (EU)
2018/1725 z 23. oktoébra 2018 o ochrane
fyzickych o0s0b pri spracivani osobnych
udajov inStiticiami, organmi, Uradmi a
agentirami Unie a o vol'nom 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’ su tieto
doloZky a povinnosti v oblasti ochrany udajov,
ktoré st stanovené v zmluve alebo inom
pravnom akte uzavretom medzi
prevadzkovatelom a  sprostredkovatelom
podla ¢lanku 29 ods. 3 nariadenia (EU)
2018/1725, vo vzajomnom sulade. Plati to
najmd v pripade, ked sa prevadzkovatel a
sprostredkovatel’ odvoldvajii na S$tandardné
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EEA does not qualify as an onward transfer for
the purpose of these Clauses.

4 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.

zmluvné dolozky wuvedené v rozhodnuti
2021/915.

2 Je teda nevyhnutné, aby boli udaje
anonymizované tak, aby nikto nemohol
jednotlivca identifikovat’, ako sa to uvadza v
oddévodneni 26 nariadenia (EU) 2016/679,
pricom tento postup musi byt’ nezvratny.

% Dohodou o Eurépskom hospodarskom
priestore (d’alej len ,,Dohoda o EHP*) sa
vnutorny trh Eurdpskej unie rozSiruje o tri
Staty EHP — Island, Lichtenstajnsko a Norsko.
Na pravne predpisy Unie v oblasti ochrany
osobnych tudajov 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
nachadzajiucej sa v EHP sa na ucely tychto
doloZziek nepovazuje za nasledny prenos.

4 Tato lehotu moZno prediZit najviac o dva
mesiace, a to v nevyhnutnom rozsahu a s
ohladom na zlozitost a pocet Zziadosti.
Dovozca udajov nalezite a bezodkladne
informuje dotknutii osobu o kazdom takomto
prediZeni.

% Pokial ide o vplyv tychto pravnych predpisov
a praxe na dodrziavanie tychto dolozZiek, v
ramci celkového posudenia mozno zohladnit’
rozne prvky. Medzi tieto prvky mozno zahrnat
relevantné a zdokumentované praktické
skusenosti s predchadzajicimi pripadmi
ziadosti organov verejnej moci o poskytnutie
udajov alebo neexistenciu takychto ziadosti,
ktor¢  sa  vztahuji na  dostatocne
reprezentativny casovy ramec. Ide najmi o
interné zaznamy alebo ini dokumentaciu,
ktoré boli vypracuvané priebezne v sulade s
naleZitou starostlivostou a certifikované na
urovni vysSiecho manazmentu, ak mozno tieto
informacie  zdkonne poskytovat’  tretim
stranam. Pokial mozno na zdklade tychto
praktickych skasenosti dospiet’ k zdveru, Ze
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dovozcovi udajov ni¢ nebrani v dodrziavani
tychto doloziek, treba uviest aj dalSie
relevantné  objektivne  prvky,  pricom
zmluvnym  strandm  prinalezi  dokladne
posudit’, ¢i tieto prvky ako celok maji
dostato¢ni vdhu na podporu tohto zaveru,
pokial'  ide o ich spolahlivost a
reprezentativnost. Zmluvné strany musia
predovSetkym prihliadnut’ na to, ¢i su ich
praktické skusenosti potvrdené, a teda nie v
rozpore s verejnymi alebo inak dostupnymi a
spolahlivymi informéciami o existencii alebo
neexistencii ziadosti v rdmci toho isté¢ho
odvetvia a/alebo uplatiovanim pravnych
predpisov v praxi, ako je napriklad judikatara
a spravy nezavislych organov dohl'adu.
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Exhibit E: Home Healthcare Provider
Annex

Institution and Janssen have the option to
conduct certain Clinical Trial procedures, as
specifically identified in the Protocol, via
subject home visits. To support Institution’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 Institution.

1) Institution understands and agrees that:

a)  Prior to selecting any HHCP,
Institution shall ensure that: (1)
the EC has approved home care
visits both as part of the Protocol
and the informed consent form.
The obligations of this Section
1(a) are in addition to the
obligations of Section 3 of the
Agreement ‘Ethics Committee
(EC) — Informed Consent —
Authorizations’

b)  Institution is not obligated to use
the services of the Home Health
Agency;

c) Institution, 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

Priloha E: Priloha poskytovatel’a domacej
zdravotnej starostlivosti

Zdravotnicke zariadenie a spolocnost’ Janssen
maji moznost vykonavat urCité postupy
klinického skuSania, ako su Specificky
uvedené v protokole, prostrednictvom navstev
ucastnika doma. Na podporu usilia
zdravotnickeho zariadenia spolo¢nost’ Janssen
poverila poskytovatela sluzieb (d’alej len
»agentlra pre domacu zdravotnu
starostlivost™), aby identifikoval a pontkol
poskytovatelom zdravotnej starostlivosti,
ktorych mozu  zamestndvat  externé
zdravotnicke alebo oSetrovatel'ské agentiry
(dalej len ,,poskytovatel (poskytovatelia)
domacej zdravotnej starostlivosti  alebo
HHCP*) na vykonavanie navstev v oblasti
domacej zdravotnej starostlivosti pod vedenim
zdravotnickeho zariadenia.

berie na

1) zdravotnicke zariadenie

vedomie a suhlasi, ze:

a) pred vyberom akéhokol'vek
HHCP zabezpeci, aby: (1) EK
schvélila  navStevy v ramci
domacej starostlivosti ako sucast’
protokolu aj formulara
informovaného stihlasu. Zavizky
uvedené v tejto Casti 1 pism. a)
doplnaju  povinnosti uvedené
Vv Casti 3 zmluvy ,,Etickd komisia
(EK) — Informovany suhlas —
Povolenia“;

b)  zdravotnicke zariadenie nie je

povinn0 pouzivat sluzby
agentury pre domdacu zdravotnu
starostlivost’;
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credentials of the HHCPs to PI to C)  zdravotnicke  zariadenic  je
facilitate this process; prostrednictvom  zodpovedného
skusajuceho plne zodpovedna za
d) Institution shall be responsible vykon svojho odborného usudku
for training the HHCP only on pri  vybere kvalifikovaného
Institution-specific processes or zdravotnickeho pracovnika
requirements and Home Health Z moznosti ponukanych
Agency shall provide training, agenturami pre domécu
and provide documentation of zdravotnu starostlivost’ a za to, Ze
such training, as described in the agentira pre domacu zdravotnu
Site Information and Talking starostlivost’ poskytne
Points document; informacie o povereniach HHCP
zodpovednému skuSajucemu na
e)  Principal Investigator is fully ul’ah¢enie tohto procesu;
responsible for directing and
overseeing the activities of the d)  zdravotnicke zariadenie bude
HHCP in the conduct of the zodpovednO za Skolenie HHCP
Clinical Trial, including, but not iba 0 procesoch alebo
limited to ensuring HHCP poziadavkach Specifickych pre
activities are in strict compliance zdravotnicke zariadenie
with the Protocol and the terms a agentura pre domacu zdravotnu
and conditions of the Agreement; starostlivost’ poskytne S$kolenie
a dokumentaciu o takomto
f)  Institution and Principal Skoleni, ako je  opisané
Investigator are responsible for v dokumente Informacie
complying with the processes for 0 pracovisku a body rozhovoru;
using the HHCP provided by
Janssen in any training, e)  zodpovedny skusajuci je plne
instructions or manuals, the so zodpovedny za riadenie a dohl'ad
called “Site Information and nad c¢innostami HHCP  pri
Talking Points” document and vykonévani klinického skuSania,
the “HHV Site Guide” shared by okrem iného aj  vratane
Janssen, including,  without zabezpecenia toho, aby cinnosti
limitation, processes that may be HHCP boli v prisnom sulade
applicable to booking HHCP s protokolom  a podmienkami
visits, data entry, activity zmluvy;
oversight and accessing and
reviewing source data generated f)  zdravotnicke zariadenie
by the HHCP; a zodpovedny  skasajuci  su
zodpovedni za dodrziavanie
g)  Neither Principal Investigator or postupov  vyuzivania HHCP
Institution shall direct nor permit poskytovanych  spolo¢nostou
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any HHCP to engage in any
activities not directly required
under the Protocol;

h) Home Health Agency and
HHCPs are acting in the capacity
of  independent contractors
hereunder and not as employees
or agents of Janssen; and

i)  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.

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. Institution 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.

Janssen  vkazdom = Skoleni,
pokynoch alebo  priruckéch,
v dokumente ,,Informacie

0 pracovisku a body rozhovoru*
a v prirucke pre pracovisko HHV
poskytovane;j spolo¢nostou
Janssen, okrem iného aj vratane
procesov, ktoré sa mozu
vzt'ahovat’ na rezervaciu navstev
HHCP,  zadavanie  udajov,
dohl'ad nad aktivitou a pristup
K zdrojovym udajom
vygenerovanym HHCP
a kontrolu zdrojovych tudajov;

g) ani zodpovedny skusajici, ani
inStiticia nebudt riadit’ ani
dovolit’ ziadnemu HHCP, aby sa
zapojil do akychkol'vek ¢innosti,
ktoré sa nevyzaduju priamo
podla protokolu;

h)  agentura pre domacu zdravotnu
starostlivost a HHCP konaju ako
nezavisli dodavatelia podla tejto
zmluvy anie si zamestnancami
ani  zastupcami  spolo¢nosti
Janssen; a

)] akékol'vek otazky tykajuce sa
zamestnania tykajice sa HHCP,
okrem iného aj  vratane
odmenovania, platu za
dovolenku, praceneschopnosti,
dochodkovych davok, déavok
socialneho zabezpecenia,
kompenzacii pre pracovnikov,

davok v pripade zdravotného
postihnutia alebo
Vv nezamestnanosti alebo
zamestnaneckych davok

akéhokol'vek druhu, sa musia

Clinical Trial Agreement between CRO, Janssen and Institution and
Principal Investigator -Slovakia contract template - Version
September 2020

Pl Name: Jan Martis, MD

Protocol #: 70033093STR3001 Project code: SZA55415

Zmluva o klinickom skusani medzi klinickou vyskumnou
organizaciou, spolo¢nostou Janssen, institiciou a zodpovednym
skusajucim — vzor zmluvy pre Slovensko — verzia z septembra 2020
Meno zodpovedného skusajuceho: MUDr. Jan Martis

C. protokolu: 70033093STR3001 Project code: SZA55415

Page 247 of 248

Strana 247 z 248




adresovat’ agentire pre domacu
zdravotnt starostlivost’.

2) Podla samostatnej dohody spolo¢nosti
Janssen s agentirou pre domacu zdravotni
starostlivost  bude  spolo¢nost’  Janssen
zodpovedna za naklady spojené so sluzbami
HHCP, ak sa vykonéavaji v sulade s touto
prilohou. zdravotnicke zariadenie nenesie
ziadnu zodpovednost' za platby za sluzby
agentury pre domacu zdravotnu starostlivost’
alebo akychkol'vek HHCP.

3) Agentira pre domdacu zdravotnu
starostlivost’ sa riadi zmluvnymi podmienkami
podla platnych pravnych predpisov o ochrane
udajov  vratane vSeobecného nariadenia
0 ochrane tudajov, ak je to relevantné. Od
agentiry pre domdacu zdravotnu starostlivost’
sa vyzaduje, aby spracuvala vSetky osobné
udaje pod dohladom, vedenim a dohl'adom
zodpovedného  skusajuceho. Zodpovedny
skasajici ma narok na prava opravnenej tretej
strany ana presadzovanie zmluvnych
podmienok, ktorymi sa riadi spractivanie
osobnych udajov agentirou pre domacu
zdravotn1 starostlivost’.
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