AMENDMENT No. 1

DODATOK ¢&. 1

to the Clinical Trial Agreement

k Zmluve o klinickom ska3ani

This Amendment No. 1 (hereinafter referred
to as the “Amendment”) to the Clinical trial
Agreement (“Agreement”) become valid on
the date of last signature and shall become
effective day following the publication in the
Central registry of contracts (the “Effective
Date™).

Tento Dodatok & 1 (dalej ,.Dodatok*)

k Zmluve o klinickom ska3ani (dalej
wZmluva“)  nadobtda platnost  dfiom
posledného  podpisu  a G¢innost  defi

nasledujici po dni zverejnenia v Centrdlnom
registri zmlav (d’alej len “defi G&innosti™)

and is made by and between:

a uzatvaraji ho zmluvné strany:

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¢nost’ zaloZzena v US, so
sidlom na adrese 920 Route 202 South
Raritan, New Jersey 08869, USA

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

ID No.: 45942269,

TAX ID No.: 2023154133,

VAT Tax No.: SK2023154133,

Filed in the Companies register of the District
Court Bratislava I, 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

Fakultna nemocnica Nitra, Spitalska 6, 950
01 Nitra, Slovak Republic, (Institution)
and

Peter Minarik, MD, PhD with working place
Angiologicka ambulancia, Fakultna
nemocnica Nitra, Spitalska 6, 950 01 Nitra,
Slovak Republic, Slovak Republic (the
“Principal Investigator™)

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 sidu Bratislava I, oddiel: Sro,
vl.g: 69023/B v zastipeni: MVDr. Jarmila
Wagnerova na zéklade Splnomocnenia zo
diia 25.2.2021 (d’alej len , klinicka vyskumna
organizacia®)

a

Fakultnda nemocnica Nitra, so sidlom
Spitélska 6, 950 01 Nitra, Slovenska

republika (dalej len  “Zdravotnicke
zariadenie™)

A

Doc. MUDr. Peter Minarikk, PhD,

s pracoviskom Angiologickd ambulancia,
Fakultnd nemocnica Nitra, so sidlom
Spitdlska 6, 950 01 Nitra, Slovenska
republika Slovenskd republika (d’alej len

wZodpovedny skuSajuci alebo Hlavny
skusajici®),
each a Party and together as the Parties. samostatne  “Zmluvnd strana” spolotne

“Zmluvné strany”.
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Clinical Trial number / Cislo klinického skigania: 70033093AFL3002

Study Product / Skusany liek: Milvexian

Protocol title / Nézov protokolu:"Phase 3, Randomized, Double-Blind, Double-Dummy,

Parallel Group, Active Controlled Study to Evaluate the Efficacy and
Safety of Milvexian, an Oral Factor XIa Inhibitor, Versus Apixaban
in Participants with Atrial Fibrillation”

»Randomizované, dvojito zaslepené, dvojito maskované, paralelné,
aktivne kontrolované klinické skuSanie fazy 3 na vyhodnotenie
ucinnosti a bezpe¢nosti milvexianu, peroralneho inhibitora faktora
Xla, oproti apixabanu u u¢astnikov s fibrilaciou predsieni*

EUdraCT number / Cislo EudraCT: 2022-501419-15

Study Site / Pracovisko skusania:

Angiologicka ambulancia, Fakultna nemocnica Nitra, Spitalska 6, 950 01 Nitra, Slovak

Republic

Angiologickd ambulancia, Fakultnd nemocnica Nitra, so sidlom Spitalska 6, 950 01 Nitra,

Slovenska republika

Whereas, the Parties have executed the
Agreement on 7.12.2023 as later amended;
and

Nakolko, strany uzatvorili Zmluvu, s
ucinnostou od dna 7.12.2023 v zneni
neskorsich dodatkov ; a

WHEREAS, Protocol Amendment 2 was
amended and approved by the Regulatory
Authority on 3™ June 2024 (“Approval
Date™); and

Nakol’ko Dodatok ¢&.2 Protokolu bol
doplneny a schvaleny Organom dohl'adu diia
3 juna 2024 (“Den schvalenia protokolu™); a

Whereas, the parties have further expressed
their desire to amend certain terms of the
Agreement, as hereinafter set forth.

Zmluvné strany vyjadrili Zelanie zmenit' a
doplnit’ ur¢ité podmienky zmluvy, ako sa
uvadza d’alej.

Now therefore, in consideration of the mutual
covenants set forth herein, the parties hereto
agree as follows:

Na zéklade vzijomnych zaviizkov uvedenych
v tomto dokumente sa zmluvné strany
dohodli takto:
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1. Definitions

1. Definicie

For the purpose of this Amendment all
capitalized terms used herein shall have the
same meaning as set forth in the Agreement,
except as expressly stated otherwise herein.

Na ucely tohto dodatku maja vietky tu
pouZivané zakladné pojmy rovnaky vyznam,
aky sa uvadza v zmluve, pokial' sa v tomto
dokumente vyslovne neuvadza inak.

[ 1. Exhibit B (Budget and Payment)

Effective as of Approval Date, Exhibit B
(Budget and Payment Schedule) attached to
the Agreement is hereby amended by
deleting it in its entirety and replacing it with
Exhibit B-1 (Budget and Payments Schedule)
attached to this Amendment, which reflects
changes due to Protocol Amendment 2.

1. Priloha B (Rozpotet a rozpis platieb)

S u¢innost'ou odo diia schvalenia, Priloha B
(Rozpotet a rozpis platieb) prilozenym k
tejto Zmluve sa tymto cely dopliia tak, Ze sa
cela Priloha B vypusta, a nahrddza sa novou
Prilohou B-1 (Rozpolet a rozpis platieb)
ktora obsahuje zmeny uvedené v Dodatok ¢€.2
Protokolu.

All above stated provisions shall be effective
as from the Effective Date. Except as
specifically provided herein, all other terms
and conditions in the Agreement shall remain
unchanged and in full force and effect and
this Amendment shall not be construed to
amend or waive any provisions of the
Agreement except as specifically set forth
above.

Vsetky vyS3ie uvedené  ustanovenia
nadobudaju uU¢innost’ datumom uU¢innosti.
Pokial' sa v tomto dokumente vyslovne
neuvadza inak, vietky ostatné podmienky
zmluvy zostdvaju nezmenené a plne platné a
u¢inné a tento dodatok sa nebude
interpretovat’ ako zmena a doplnenie ani
zrieknutie sa akéhokol'vek ustanovenia
zmluvy, pokial sa to vyslovne neuvadza
vysSie.

IN WITNESS WHEREOF, the parties hereto
have caused this this Amendment to be
executed in three original copies by their duly
authorized representatives as of the Effective
Date, each party acknowledging receipt of
one original copy.

NA DOKAZ SUHLASU S VYSSIE
UVEDENYM zmluvné strany zabezpetili,
aby ich riadne opravneni zastupcovia
podpisali tento dodatok v troch originaloch,
pri¢om kazda zo zmluvnych stran potvrdzuje
prevzatie jedného originalu.
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On behalf of Janssen & Research Development LLC V mene spolo¢nosti Janssen
Represented by:

IQVIA RDS Slovakia, s.r.o. / Zastipena: IQVIA RDS Slovakia, s.r.o.

Signature/Podpis__ Datey/Ditum: /{Tf OUL VAT
RDS Slovakia, 610
100/B. 831 04 Brahslava
1CO: 45 942 266
IQVIA RDS Slovak RDS Slovakia, s.r.0.
Signature/Podpis D‘a}{mém: /ﬁ 0cA L ?_(r
1 &
DS Slovakia, 5.1-0
00/8, 831 04 Bratislava
O: 45 942 269
Institution/Zdravotni |
: ; 29.10. 202
Signature/Podpis Date:/Déatum:

Principal investigator/Zc

Signature/Podpis Date:/Datum: %l / 4 5177 2024
—— / y
!
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Exhibit B 1 — Financial Exhibit for Institution

Priloha B 1- Finanén4 priloha pre
Zdravotnicke zariadenie

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

Protokol ¢, 70033093 AFL3002:
»~Randomizované, dvojito zaslepené, dvojito
maskované klinické skaSanie fazy 3 s
paralelnymi skupinami a aktivnou kontrolou
na posudenie TUlinnosti a bezpe€nosti
Milvexianu, peroralneho inhibitora faktora
Xla v porovnani s Apixabanom u Gi¢astnikov s |
fibrilaciou predsieni*

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

(1) .Poplatok za u&astnika® predstavuje :
vietky fixné a variabilné naklady spojené s

klinickym ska3anim s vynimkou poloZiek
uvedenych v &asti 3 (Nédklady pracoviska) a
Casti 4 (Ind odmena) niZ3ie, za predpokladu, Ze |
budu vykonané vSetky navstevy opisané v

Casti 2.

The Per-Subject Fee for this Study is: € 1403.

Poplatok za tuastnika v tomto klinickom
skusani je: 1403€.

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 07
February 2024 provided herein by reference in
Exhibit A. Parties agree in the event
subsequent protocol amendments result in a
material change to the research services,
compensation will be adjusted to reflect the
new fair market value of the research services
through a written amendment signed by all
parties hereto.

Platobné medzniky v tabulke(-ach) niZSie
predstavujii objektivnu trhovii hodnotu za
vykonanie sluzieb vyskumu. uvedenych v
rozpise ¢innosti v dodatku protokolu zo diia
7.februara 2024, na ktory odkazuje priloha A.
Zmluvné strany sa dohodli, Ze v pripade, ak
budi neskorSie dodatky k protokolu viest’ k
podstatnej . zmene v sluZbich vyskumu,
odmena bude prostrednictvom pisomného
dodatku, ktory podpiSu vietky zmluvné strany
tohto dokumentu, upravena tak, aby
vyjadrovala objektivnu trhovii hodnotu sluzieb

creening Visit/ Skriningové navsteva

_v}'wskm_nu.

Day 1: Randomization/ 1, defi; Randomizacia

Screening/Day 1; Randomization
(Only applicable if Screening and Randomization
occur on the same day)/
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MILESTONES/ MEDZNIKY

(Plati, len ak sa skrining a randomizéacia uskuto¢nia v

rovnaky deri)
SELECT SITES ONLY
Day 1 PD/Biomarker Sample/
LEN VYBRANE PRACOVISKA 459
Farmakodynamicka (pharmacodynamics, PD) vzorka
na biologické ukazovatele v 1. defi
Onsite/ Na pracovisku 1047 |
Week 4/ 4. tyzden Home Health/ Domaca 1047
zdravotna navsteva
SELECT SITES ONLY
Week 4 PK Sample/
LEN VYBRANE PRACOVISKA 153
Farmakokineticka (pharmacokinetics, PK) vzorka v
4. tyzdni
SELECT SITES ONLY
Week 4 PD/Biomarker Sample/
LEN VYBRANE PRACOVISKA 439
PD/Vzorka na biologické ukazovatele v 4. tyZdni
Onsite/ Na pracovisku 89,1 |
Week 13/ 13. tyzdeii Home Health/ Domaca 89.1
zdravotna navsteva
Onsite/ Na pracovisku 104.7
Week 26/ 26. tyzden Home Health/ Doméaca
zdravotnd névsteva 104,7
SELECT SITES ONLY
Week 26 PK Sample/ .
LEN VYBRANE PRACOVISKA 1
PK vzorka v 26. tyZdni
SELECT SITES ONLY
Week 26 PD/Biomarker Sample/ 153
LEN VYBRANE PRACOVISKA '
PD/Vzorka na biologické ukazovatele v 26. tyZdni
B Onsite/ Na pracovisku 298
Week 39/ 39, tyzdeit Home Health/ Doméca 798
: : zdravotnd ndviteva _
Onsite/ Na pracovisku 104,7
Week 52/ 52, tyzdett | Home Health/ Domdca 1042
' zdravotnd naviteva_ "
Virtual/ Virtudlna L
Week 65/ 65, tyzdeit Onsite/ Na pracovisku 58,8
Week 78/ 78, tyzdets Onsite/ Na pracovisku 89,1
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MILESTONES/ MEDZNIKY

Visit
(EURO)/
navstevu
(EUR) |
Home Health/ Doméca
zdravotna navsteva 2.1
- Virtual/ Virtualna 41,4
Week 91/91. ty2de Onsite/ Na pracovisku 58.8
Week 104/ Onsite/ Na pracovisku 104,7
104. tyde Home Health/ Domaca 1047
zdravotna navsteva
Week 117 Virtual/ Virtuslna 414
(Can repeat every 26
weeks until *GTED)/
117. tyzdesi
(Mbze sa opakovat Onsite/ Na pracovisku 8.8
kazdych 26 tyzdiov
az do *GTED)
Week 130 Onsite/ Na pracovisku 954
(Can repeat every 26
weeks until GTED)/
130. tyzdeii Home Health/ Doméaca
(M&Ze sa opakovat zdravotné navsteva 24
kazdych 26 tyzdiov
az do GTED)
Onsite/ Na pracovisku 110,1 |
End of Treatment/ Domaca zdravotna
Koniec lie¢by navsteva/Domaéca zdravotna 110,1
navsteva ;
End of Study/ Onsite/ Na pracovisku 63,3
Koniec klinického ; S,
skuSania Mactoal) ‘-"_““‘““a 432
Per-Subject Fee

(Excludes Home visits where applicable,
Screening/Day 1:Randomization, Day 1 :
PD/Biomarker Sample, Week 4 PK Sample, Week 4
PD/Biomarker Sample, Week 26 PK Sample, Week
26 PD/Biomarker Sample, Week 65 Onsite, Week 91
Onsite, Week 117 Onsite, and End of Study Virtual
visits,)/

Poplatok za i¢astnika
(Nezahffia doméace navstevy, ak sa to uplatituje,
skrining/1, defi: randomizdcia, PD/Vzorka na
biologické ukazovatele v 1, deil, PK vzorka v
4, tyzdni, PD/Vzorka na biologické ukazovatele v
4, tyZdni, PK vzorka v 26, tyZdni, PD/Vzorka na
biologické ukazovatele v 26, tyZdni, na pracovisku v
65. tyZdni, na pracovisku v 91, tyZdni, na pracovisku

Amendment to EMEA Clinical Trial Agreement Page 7 of 57/ Strana 7 z 57

Version December 2016

Protocol no: 70033093AFL3002 Project code: GZA02743

PI Doc. Mudr. Peter Minarik SVK_en_Template CTA EMEA Amendment to CTA_Translated on 27-Jan-2021-1



v 117. tyZdni a virtudlne navstevy na konci
klinického skusania.)

N/A means Not Applicable/ N/A znamen4 neuplatiiuje sa.
*GTED means Global Targeted Endpoint Date/ *GTED znamen4 d4tum celkového
cieleného koncového parametra (cielového ukazovatel'a)

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. Principal Investigator
selects one of following possibilities for subject
stipends.

Odmeny pre ucastnika Cielom odmeny pre
Ucastnika klinického skiSania je kompenzovat
n ] inickeé iSania_spojené s
cestovnymi vydavkami a stravou, ktoré vzniknua v
0 icasti v Klini sktiSani, a tito odmena
bude uvedené vo formuléri informovaného sithlasu,
kedZe bude poskytnutd ucastnikovi klinického
skusania, Zodpovedny skusajici si vyberie jednu
znasledujucich mozZnosti pre uhradu néhrad

ucastnikom klinického skusania.

| (2) _ Site Costs

2. Néklady pracoviska

Start-Up Fee: : :

A non-refundable Start-Up Fee of 1685€ will be
paid to Institution for start-up related activities
(e.g., preparation of regulatory documents,
preparation, administration, and submission of
protocol and related documents to the
Institutional Review Board (IRB), etc.).
Processing of payment will begin upon receipt
of invoice accompanied with supporting
documentation in accordance with Section 5
below and approval of the CRO, This payment
is considered full and final compensation for all
activities associated with study initiation

Poplatok na rozbeh skisania:

Nenavratny jednorazovy poplatok na roybeh
skiSania vo vySke 1685€ uréeny pre Zdravotnicke
zariadenie za aktivity spojené so zadiatkom
skuSania.(napr priprava podkladov pre organy
dohladu, administrativa, podania ect). Platba sa
uskutoCni po obdrzani faktiry po obdrZani vietkej
dokumentacie ku klinickému sk\Saniu. Této platba
predstavuje kone¢nu a plnohodnotni

kompenzaciuza Einnosti spojené s otvorenim centra
skdSania,

= 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

" Poplatky miestnej etickej
komisii/kontrolnému orgdnu zariadenia (EK/IRB):
Poplatky EK/IRB budi nahradené. Platba sa zatne
spracivat’ po prijati origindlnej faktiry alebo
alternativnej podpornej dokumenticie s uvedenim

skutoénej vySky poplatkov bez  prirdZky.
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actual charges without markup. JANSSEN
WILL NOT PAY LOCAL IRB DIRECTLY.

SPOLOCNOST  JANSSEN  NEVYKONA
PLATBU PRIAMO MIESTNEJ IRB.

= Screen Failure Payments:

m_ Platby za netispe$ny skrining:

A maximum of 10 screen failure payments will
be made, regardless of enrollment, in the order
the subjects are screened. After the initial cap of
10 Screen failures has been achieved, additional
screen failure payments will require written
approval by the Janssen or CRO. Janssen shall
reimburse Institution for screen failures at a rate
listed for the corresponding Screening Visit,
Day 1: Randomization, and Screening/Day 1:
Randomization in the milestone table in Section
2 above per screen failure. Screen failure
payment includes visits that are complete and
visits that are not complete. Completed visits
and visits that are not complete will be
reimbursed at 100% of the visit cost amount in
accordance with the milestone table in Section 2
above. Processing of payment shall begin upon
completed screening CRF pages submitted to
CRO along with any additional information,
which may be requested by CRO to
appropriately document the subject screening
procedures and in accordance with Section 5
below, and approval by the CRO.

Bude vykonanych najviac 10 platieb za netspe$ny
skrining bez ohl'adu na prijatie i¢astnika, v poradi,
v akom ucastnici absolvovali skrining. Po
dosiahnuti ivodnej hranice 10 platieb za netspe$ny
skrining bude d’al3ie platby za netispe$ny skrining
musiet’” schvalit' spolo¢nost’ Janssen alebo CRO.
Spolo¢nost’ Janssen nahradi zariadeniu nespe3ny
skrining v sume uvedenej pri zodpovedajicej
skriningovej navsteve, 1.defi: randomizicia a
skrining/1. defi: randomizacia v tabulke s
medznikmi v Casti 2 vy33ie na netspedny skrining.
Platba za netspe3ny skrining zahfiia kompletné aj
nekompletné navitevy. Kompletné a nekompletné
navstevy budi nahradené vo vyske 100 % nakladov
na navstevu v stlade s tabulkou s medznikmi v
Casti 2 vy$Sie. Platba sa zaCne spracuvat po
odovzdani vyplnenych stran CRF tykajicich sa
skriningu CRO spolu s d’al§imi informéciami, ktoré
si CRO moze vyZiadat' v zdujme primeraného
zdokumentovania  skriningovych postupov
ucastnika a v sulade s Castou 5 niZSie, a po
schvaleni zo strany CRO.

= Health Care Provider Travel for At-
Home Visits as required by and performed in
accordance with the Protocol, will be
reimbursed at a rate of 0.22€ 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 detailing the distance traveled, who
completed the task, and documentation in
accordance with Section 5 below and approval
by the CRO.

® Cestovanie  poskytovatela  zdravotnej
starostlivosti na doméace navitevy podla
poziadaviek protokolu a v sulade s protokolom
budi nahradené v sadzbe 0,22 € za kilometer
maximalne do 40 km na vykonanui navstevu. Tato
suma bude uhraden4 spolu s ndkladmi na navitevu
uvedenymi v tabul'ke s medznikmi v &asti 2 vyisie.
Platba sa zatne spracivat’ po prijati faktiry s
uvedenim prejdenej vzdialenosti, osoby, ktord
ulohu vykonala, a dokumentécie v sulade s ¢ast'ou
5 niZ3ie a po schvaleni zo strany CRO.

. Visits Conducted by Home Health
Vendor: If Home Visits are conducted by a
third-party vendor, they will be reimbursed at
the corresponding rates listed below, Processing
of payment will begin upon receipt of original
invoice or alternative supporting documentation
in accordance with Section 5 below and
approval by the CRO.

u Navstevy poskytovatela domacich
zdravotnych ndvstev: Ak domdce navitevy
vykondva treti poskytovatel, budi nahradené v
prislusnych sadzbach uvedenych niZie. Platba sa
zatne spracuvat’ po prijati origindlu faktury alebo
alternativnej podpornej dokumenticie v silade s
ast'ou 5 niZ8ie a po schvaleni zo strany CRO.
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Home Visits/ Doméce navstevy

Week 4 — Home Health/
4. tyzden — Domaca zdravotna navsteva

SELECT SITES ONLY
Week 4 PK Sample/
LEN VYBRANE PRACOVISKA
PK vzorka v 4. tyzdni

SELECT SITES ONLY
Week 4 PD/Biomarker Sample/
LEN VYBRANE PRACOVISKA
PD/Vzorka na biologické ukazovatele v 4. tyzdni

45,9

Week 13 — Home Health/
13. tyzden — Domadca zdravotna naviteva

51,3

Week 26 — Home Health/
26. tyzden — Doméca zdravotna navsteva

66,9

SELECT SITES ONLY
Week 26 PK Sample/

LEN VYBRANE PRACOVISKA
PK vzorka v 26. tyzdni

> 153

SELECT SITES ONLY
Week 26 PD/Biomarker Sample /
LEN VYBRANE PRACOVISKA
PD/Vzorka na biologické ukazovatele v 26. tyZdni

15,3

Week 39 — Home Health/ '
39. tyzden — Domaca zdravotna naviteva

42

Week 52 — Home Health/
52. tyzden — Domaéca zdravotna navsteva -

66,9

Week 78 — Home Health/ -
78. tyzden — Domdca zdravotna navsteva

513

Week 104 — Home Health/ .
104. tyzdei — Doméca zdravotna navsteva

66,9

Week 130 — Home Health
(Can repeat every 26 weeks until GTED)/
130. tyZdefi — Doméaca zdravotnd navsteva
(Moze sa opakovat’ kazdych 26 tyZdiiov aZ do
~GTED) :

57,6

End of Treatment — Home Health/
Koniec lie¢by ~ Doméca zdravotnéa ndvsteva

123

3. _Other Compensation:

(4) Ind odmena:

. 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

= Spolo¢nost’  Janssen alebo tou
poverené osoba uhradi primerané a potrebné
néklady, ktoré vznikli na okamZiti lie¢bu
neZiaducej udalosti (idastnika, ak sa urdi, Ze
dand neZiaduca udalost’ bola priamo spojena
s podanim skilaného produktu alebo
vykonanim postupu potrebného vyluéne na

Amendment 1o EMEA Clinical
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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.

ucel splnenia protokolu, ale za predpokladu,
ze: (i) takéto naklady nie st bezne hradené z
poistenia zdravotnej alebo nemocni&nej
starostlivosti alebo z iného §tatneho
programu poskytujticeho takéto ahrady; (ii)
neZziaducu udalost nemoZno pripisat
nedbanlivosti alebo nesprdvnemu konaniu
zariadenia, zodpovedného  sku3ajtceho
lekara alebo vedlajsieho skusajticeho lekara,
zamestnanca alebo zastupcu zariadenia alebo
zodpovedného skusajuceho lekéra; (iii)
neziaducu udalost nemoZno pripisat
Ziadnemu existujucemu ochoreniu alebo
stavu, ktory bol alebo nebol predtym
diagnostikovany; a (iv) skusany produkt bol
podany alebo postup podla protokolu bol
vykonany v sulade s protokolom.

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

o Takéto primerané a potrebné naklady
vzniknuté v sulade s tym, ako to povoluje
predchadzajuici odsek, musia byt’ rozpisané a
odovzdané CRO na samostatnej faktire na
posudenie a schvélenie prostrednictvom
interného programu thrad zdravotnych
vydavkov (Medical Expense
Reimbursement, MER) spolo¢nosti Janssen.
Odovodnené naklady podrla tejto ¢asti budu
spracované platobnym procesom opisanym v
tejto zmluve alebo v poisteni klinického
skusania spolo¢nosti Janssen, ako to je

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.

primerané podla jej interného
schvalovacieho procesu a miestnych
predpisov.

" Processing of payment for Other | m Spracovanie vyplat inych odmien sa

zatne po prijati faktury v sulade s ¢astou 5
niZie a po schvaleni zo strany CRO. Ak nie
je uvedené inak v stlpci s dodato&nymi
informédciami, ka?dy naklad uvedeny v
tabulke je ndklad na polozku.

Amendment to EMEA Clinical Trial Agreement
Version December 2016
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Amendment to EMEA Clinical Agreement
Version December 2016 -

Protocol no;

PI Doc. Mudr. Peter Minarik §

lmt

Item/ PoloZka

Re-Consenting of a Subject at a
regularly scheduled study visit/
Opakovany stihlas u¢astnika pocas
pravidelne naplanovanej navitevy v
klinickom skusani

Re-Consenting of a Subject outside
a regularly scheduled study visit/
Opakovany siihlas u¢astnika mimo
pravidelne naplanovanej navstevy v
klinickom skusani

Sponsor pre-approved/ -

Predchadzajtce
schvélenie
zadavatel'om

14,1

27

Additional Informed Consent/ ] 3
Dodato¢ny informovany sthlas -

1

. Informed consent is

included in the visit
totals in the
‘milestone table in

. Section 2 above

" according to the

. Schedule of

Activities of the
- Protocol/
Informovany sthlas

~ je zahmuty do

sumy za navstevu v
tabulke s

medznikmi v Easti
2 vy3Sie podla
rozpisu ¢innosti v
protokole.

For pregnant
partner informed
consent/
Informovany sihlas
tehotnej partnerky:,

14,1

gglddy Drug Dispensing Pharmacy

Platba pre lekéref vydévajiicy
i )

Study Drug
Dispensing
Pharmacy Fee is
included in the visit
totals in the
- milestone table in
_Section 2 above

7.8

Project code: GZA02743
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Item/ Polozka

Additional
Information/

Dodatoéné informécie

JSuma

according to the

Schedule of
Activities of the
Protocol/ Platba pre
lekérefi vydéavajticu
skusany liek je
zahrnutd do sumy
za navitevu v
tabulke s
medznikmi v Casti
2 vys8ie podla
rozpisu ¢innosti v
protokole.

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

4. tyZdni,

13. tyZdni,

26. tyZdni,

39. tyZdni,

52. tyzdni,

78. tyZdni,
104. tyZdni,

130. tydni a na
konci liecby, ak
“doméce névitevy

vykondva treti

- poskytovatel

domadcich
zdravotnych -

Lost to Follow-Up Attempts/
Pokusy vo yzt'ahu k G&astnikom,
ktorych nie je mozné d'alej sledovat’

ndvstev.

A maximum of 10
attempts per subject
will be reimbursed,
Additional
reimbursement to

14,7

Amendment to EMEA Clinical
Version December 2016

Trial Agreement
Protocol no: 70033093AFL3002 Project code: GZA02743
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Item/ PoloZka

Additional
Information/
Dodatoéné informacie

Amoun

(EURO
)/ Suma

require Sponsor pre-
approval/ Uhradenych
bude najviac

10 pokusov na
Gcastnika. Dalsie
thrady musi vopred
schvalit’ zadavatel..

Adjudication Fee/ Platba za
posudzovanie

To be reimbursed for
each complete case
eCRF and package
(when applicable)
submitted for a
potential clinical
endpoint. These costs
include preparation,
review, submission,
and query follow-up, as
appropriate/Bude -
uhradena za kazdy -
vyplneny eCRF _
ucastnika a balik (ak sa
to uplatiiuje)
predloZeny v suvislosti
s potencidlnym
klinickym koncovym
parametrom. Tieto
néklady zahftiaja
pripravu, kontrolu,
podanie a d’alSie

.| sledovanie.

29,1

Unscheduled Visit

Processing of Unscheduled Visits

shall begin upon completed CRF

pages submitted to CRO along with |

any additional information which
may be requested by CRO/

‘ Neplanované naviteva
Spracovanie neplanovanych névitev
sa zatne po odovzdan{ vyplnenych
strdn CRF CRO spolu s
dodatoénymi informéciami, ktoré si
CRO mdze yyziadat,

1. Visit cost to be paid
in conjunction with
any other
assessments listed
below when
conducted outside
of a regularly
scheduled visit/
Néklady na
navitevu budn
uhradené spolu s
ostatnymi niZsie
uvedenymi

12,7

Amendment (o EMEA . Agreeme
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Additidﬂﬂl

Item/ PoloZka lnfoﬂﬂation/

Dodatoéﬂé infdfmﬁefe
hodnotemaml ked’
st vykonané mimo
pravidelne
naplanovanej
navstevy.

2. This fee covers the
cost of Staff time/
Tento poplatok
zahffia ¢as
persondlu skusania.

Repeat/Additional Central Lab 1. Central Lab Blood
Blood Sample Collection for Sample Collection
Clinical Laboratory Tests/ and Urine Sample
Opakovany/Dodato¢ny odber Collection is 9,3
vzorky krvi centralnym included in the visit
laboratériom na klinické laboratérne totals in the

testy milestone table in

Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Odber
vzorky krvi a mo¢u
centrdlnym -
laboratériom je
zahrnuty do sumy
za navstevu v
tabulke s

Repeat/Additional Urine Sample medznikmi v Sasti

Collection/ Opakovany/Dodatoény - W?ﬁiegodl’a : 42
odber vzorky mo&u rozpisu ¢innosti v
protokole.

2. For safety reasons
orifthereisa
technical issue with
a sample/ Z
bezpe&nostnych
ddvodov alebo ak
Je so vzorkou
nejaky technicky
problém,

Amendment to EMEA Clinical Trial Agreeme / Strana 15 z 57
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Item/ Polozka

Additional
Information/
Dodatoéné informacie

Amoun

(EURO
)/ Suma

Collection/

Repeat/Additional
PK/PD/Biomarker Sample

vzorky PK/PD na biologické
ukazovatele

1. PK/PD/ Biomarker

Sample Collection
is included in the
visit totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/
PK/PD/Odber
vzorky na
biologické
ukazovatele je
zahrnuty do sumy
za navstevu v
tabul’ke s
medznikmi v Sasti
2 vysSie podla
rozpisu &innosti v
protokole.

2. For safety réasons

orifthereisa

~ technical issue with
a sample/ PK/PD/
Biomarker Sample
Collection is

" included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Z
bezpetnostnych
ddvodov alebo ak
je so vzorkou
nejaky technicky
problém,
PK/PD/Odber
vzorky na
biologické

- 153

Amcmwwm‘rﬂﬂm
Pt ; .
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| Amoun
Additional : t i
Item/ Polozka Information/ | (EURO
Dodato&né informécie | )/ Suma

ukazovatele je
zahrnuty do sumy
za navstevu v
tabulke s
medznikmi v ¢asti
2 vyssie podla
rozpisu ¢innosti v
protokole.

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

2. As soon as possible
if a stroke is

Modified Rankin Scale Score f;fg::ﬁ;tg:g;ﬁ

Assessment/ Hodnotenie 90 + 14 days after 42

modifikovanej Rankinovej Skaly the stioke eveitts

assess
recovery/disability/
Co najskér, akk
mozgovej prihode
doslo podas -
klinického skiSania
potom znova o 90 +
14 dni po mozgove;j
_prihode na

* . posidenie

~ zotavenia/postihnut
ia.

Serum/ | Within 2 days of first | 16,2
|_Sérum | dose of study

LLocal Pregnancy Test / intervention and at End
Miestny tehotensky test | Urine/ | of Treatment for 6.3
- Mo¢ | women of childbearing
potential,
Amendment o EMEA Clinical Trial Agreement ' m. 17057/ Strana 172 57
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Item/ Polozka

Additional
Information/

Dodatoéné informacie

Amoun

) Suma

As deemed necessary
by the investigator or
as required by local
regulations.

Local Hemoglobin/Platelet/ Miestny

1. Local

hemoglobin/krvné dosti¢ky

Local
otal Bilirubin/ Miestny

ovy bilirubin

Creatinine/eGFR/ALT/AST/ALP/T

kreatinin/eGFR/ALT/AST/ALP/celk

C

Local Cystatin C/ Miestny cystatin -

Hemoglobin/Platele
t, Creatinine,
eGFR, ALT, AST,
ALP, and Total
Bilirubin is
included in the visit
total for Screening
and Screening/Day
1:Randomization in
the milestone table
in Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Miestny
hemoglobin/krvné
dosti¢ky, kreatinin,
eGFR, testy
pecenovych funkcii
ALT, AST, ALP a

_celkovy bilirubin st

zahrnuté do
celkovej sumy za
navstevu v pripade
skriningu a
skriningw/1. den:
randomizécia v
tabulke s
medznikmi v dasti
2 vy3sie podla
rozpisu &innosti v
protokole.

If laboratory tests
are unable to be
performed by the
central laboratory/
Ak laboratérne

5,1

15,6

12,6

Amendment to EMEA CJ A- greement i
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Item/ Polozka

Additional
Information/
Dodatoéné informécie

)/ Suma

testy nemﬁﬁe
vykonat’ centralne
laboratérium.

3. AtDay 1:
Randomization,
Screening/Day 1:
Randomization,
Week 4, Week 13,
Week 26, Week 52,
Week 78, Week
104, and End of
Treatment/ Week
78, Week 104, and
End of Treatment/
V 1. den:
randomiz4cia,
skrining/1. de:
randomizAcia,

4. tyzden,

13. tyzden,

26. tyzdef,

52. tyzde,

78. tyZden, 104.
tyZden a koniec
liecby/78. tyzdeii,
104. tyZdeti a
koniec lie¢by. -

mocu

Amendment to EMEA Clin
Version December 2016

Local Urinalysis/ Miestny rozbor

At Day 1:
Randomization or
Screening/Day 1:
Randomization if test
is unable to be
performed by central
laboratory/ V 1. deii:
randomizécia alebo
skrining/1, deil:
Randomizicia, ak test
nemdZe vykonat'

centrélne laboratérium.
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Additional
Item/ PoloZka Information/
Dodato¢né informéacie

1. Medical Resource
Utilization is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Vyuzitie
medicinskych
zdrojov je zahrnuté
do sumy za
navstevu v tabul'ke
s medznikmi v ¢asti
2 vyS$sie podl'a
rozpisu ¢innosti v
protokole.

2. At Week 4, Week
13, Week 26, Week
39, Week 52, Week
78, Week 104,
Week 130, and End
of Treatment if
Home Visits are

‘completed by a
third-party home
health vendor/ V
4. tyZdni,

Repeat/Additional Medical
Resource Utilization/ Opakované/

Dodatoéné vyuzitie medicinskych
zdrojov

+ 104, tyZdni,
130. tyZdni a na
konei lie¢by, ak
domdce ndvitevy
vykondva treti
poskytovatel
domadcich
zdravotnych
navstev,

Amendment to EMEA C}| i
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Item/ PoloZka

Dodatoéné informécie |

Additional
Information/

Repeat/Additional ePRO Collection/
Opakované/dodato¢né ziskanie
ePRO

. €PRO Collection is

included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Ziskanie
ePRO je zahrnuté
do sumy za
navstevu v tabulke
s medznikmi v ¢asti
2 vyssie podla
rozpisu ¢innosti v .
protokole.

30 days after any
primary efficacy
endpoint event or
any principal safety
endpoint family of
events/30 dni po

udalosti
primérneho

koncového .
parametra Gidinnosti

_ alebo niektorého

- ddlezitého

bezpe&nostného

koncového

Local INR

1,

54

Only for
participants
receiving VKA to
confirm INR £2.0

39
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Amoun
Additional t
Item/ Polozka Information/ (EURO
Dodato¢né informécie | )/ Suma
(EUR) |
prior to
randomization.
May be repeated as
needed.
(5) Payment Terms: (5) Platobné podmienky:

a) This EXHIBIT B is for completed
records for up to 401 valid subjects. A valid
subject is defined as a subject who meets
eligibility requirements to enroll in the Study
and does not have significant Protocol
violations that would exclude his/her Data
from analysis. This Study is being conducted
under a policy of competitive enrollment.
Janssen anticipates closure of enrollment
upon randomization of a total of 15,500 valid
subjects. In the event 15,500 total valid
subjects are enrolled prior to a site’s reaching
its valid subject goal of 401, further
recruitment will be suspended. Subjects not
completing the trial will be paid for on a
prorated basis according to confirmed
completed visits and CRFs received by
Janssen. All payments will be made for
subject visits according to the milestone
table in Section 2 above. No payment will be

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.

made for any subject excluded from analysis

a) Tato PRILOHA B sa tyka
vyhotovenych ZAznamov naviac
401 platnych Gc¢astnikov. Platny G¢astnik je
definovany ako ucastnik, ktory spliia
poziadavky na zaradenie do klinického
skiSania a nedo$lo u neho k vyraznym
poruseniam protokolu, ktoré by jeho tudaje
vylu€ovali z analyzy. Toto klinické sk3anie
sa vykonava podla zisady kompetitivneho
prijimania ucastnikov. Spolo¢nost’ Janssen
predpoklada ukoncenie prijimania
Ucastnikov po randomizicii celkom 15 500
platnych ¢astnikov. Ak bude po&et 15 500
platnych ucastnikov prijatych, skér nez
pracovisko dosiahne svoj ciefovy pocet
platnych uZastnikov 401, d’al$i nébor bude
zastaveny. Udastnikom, ktori skusanie
nedokontia, bude vyplatend pomernd suma
podla potvrdenych vykonanych navitev a
CRF, ktoré dostane spolo¢nost Janssen.
Vietky platby budi vykonané za navitevy
Utastnikov podla tabulky s medznikmi v
Casti 2 vy$Sie. Za udastnika vylieného z
analyzy kvoli poruseniam protokolu v ramci
dosahu  persondlu klinického skuSania
nebude vyplatena Ziadna platba. Nahrada
vydavkov  spojenych s  nedspesnym
skriningom bude vykonand podla dasti 3
vysSie,

b)  Institution acknowledges this is a
multicenter Study designed to evaluate a
defined number of Study subjects, It is
anticipated each institution participating in
the Study will enroll the number of Study
subjects provided for under their agreement
for this Study. If required as the Study

b)  Zariadenie berie na vedomie, Ze ide o
multicentrické klinické skisanie s cielom
vykonat' hodnotenie stanoveného podtu
Ufastnikov, Predpokladd sa, Ze kaZdé
zariadenie  zUlastfiujuce sa  klinického
skusania prijme dohodnuty podet icastnikov

Amendment to EMEA C| Agreement
Version December 2016 -
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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.

klinického skaigania potrebné, spolo¢nost
Janssen méze zariadenie vyzvat, aby prijalo
viac Ulastnikov, neZ bolo uvedené v
povodnej dohode. Spolo¢nost’ Janssen mozZe
za takych okolnosti pisomne poZiadat
zariadenie, aby prijalo dodato¢nych
ucastnikov klinického sku$ania. Zariadenie
naopak nemusi mat’ moZnost’ prijat vy33ie
stanoveny pocet ucastnikov klinického
skudania. Po prijati ciel[ového poctu
Gcastnikov  klinického sku$ania budd
informované pracoviska, ktoré neprijali
zmluvny podet U&astnikov  klinického
skisania, a bude im nariadené, aby
Ucastnikov prestali prijimat’.

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

c) Spolo¢nost’  Janssen  poskytne
prostrednictvom treticho  dodavatela
vybavenie v hodnote uvedenej v tabulke
nizSie (,,vybavenie*) na pouZitie podla
protokolu. Po skonceni klinického skusania
v zariadeni bude vybavenie vratené podla
pokynov  spolo€nosti  Janssen  alebo
poverenej osoby.

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

Value
Item/ Polozka (EURO)/ Hodnota
(EUR)
Tablet for Epro/ Tablet na
ePRO 40
d) Equipment Calibration: Institution | d)  Kalibracia vybavenia: Zariadenie

bude zodpovedné za zabezpelenie servisu
a/alebo kalibracie vybavenia vo svojom
vlastnictve, ktoré vyuZiva v sulade s touto
zmluvou, podl'a odporucania vyrobcu alebo
CastejSie, ako to bude vyZadovat’ spolo&nost
Janssen. Spolo¢nosti Janssen budi na
poZiadanie predloZené zaznamy
potvrdzujuice kalibraciu a udrzbu vybavenia.
V pripade kalibracii vykondvanych vylu¢ne
na Ziadost’ spolo¢nosti Janssen, ktoré nie su
sudastou odporucanej planovanej udrZby
navrhovanej vyrobcom, nahradi spolo¢nost’
Janssen zariadeniu skuto¢né ndklady na
kazdu kalibraciu bez prira2ky. Platba sa
zaéne spracivat’ po prijati faktary a
podpornej dokumentdcie v sulade s odsekom
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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
(Error! Reference source not found.
below.

(Error! Reference source not found.| (Error! Reference source not found.
below. nizsie.
c) Investigator Meetings: Janssen | e) Stretnutia skG3ajacich lekarov:

Spolo¢nost” Janssen mbZe odporuéit alebo
vyzadovat, aby sa zodpovedny skasajici
lekéar alebo spolo¢nostou Janssen schvaleny
vedlajsi skadajuci lekar a  zdravotna
sestra’koordinator  klinického  ska$ania
zalastiiovali  stretnuti, okrem iného aj
stretnuti  skaajicich lekarov. Spolo&nost’
Janssen  poskytne a uhradi v3etky
odovodnené a primerané cestovné vydavky v
stilade so svojou cestovnou politikou vratane
nenaro¢ného ubytovania a stravy v stvislosti
s takymito stretnutiami. Zmluvné strany sa
dohodli, Ze G¢ast’ na takychto stretnutiach je
odovodnena a potrebna v snahe zabezpecit',
aby vSetky strany podielajice sa na
klinickom skusani jasne chapali protokol a
jeho poZiadavky. Platba sa zaéne spractvat’
po prijati faktiry a podpornej dokumentacie
v stlade s odsekom (Error! Reference
source not found. niZsie.

f)  To be eligible for any payment, the
procedures must be performed in full
compliance with the Protocol and this
Agreement, and Data submitted must be
complete, correct and entered into the
Electronic Data Capture (EDC), Interactive
Web Response System (IWRS) and
Electronic Patient Reported Outcomes
(ePRO) in accordance with Janssen’s
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
applicd to any pending or future payments
due. No payments will be made until all
crroneous payments have been offset. If no

pending or future payments exist,
Institution  will  promptly  refund
ovcrpayment, according to Janssen’s
instructions,

f) Narok na platbu vznikne, ak budu
vietky postupy vykonané plne v stlade s
protokolom a touto zmluvou, pricom
odovzdané idaje musia byt’ uplné, spravne
a zadané do elektronického systému na
ziskavanie udajov  (Electronic Data
Capture, EDC), interaktivneho
internetového systému (Interactive Web
Response System, IWRS) a elektronickych
vysledkov hlasenych pacientom
(Electronic Patient Reported Outcomes,
ePRO) v silade s pokynmi spolo&nosti
Janssen a touto zmluvou. Platby musia byt’
vykonédvané minimalne polro¢ne. Tieto
platby budu zahfilat' medznikové platby,
ako aj v3etky vyfakturované a schvalené
naklady z predchadzajuceho platobného
cyklu. Pocas priebehu klinického skusania
sa musi nepretrzite vykonavat’
odsihlasovanie platieb. V3etky chybne
vykonané platby budi priradené k
otvorenym alebo budicim platbam. Kym
nebudii  chybné platby  zapoditané,
nevykonaju sa Ziadne platby. Ak neexistuji
ziadne otvorené alebo budice platby,
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zariadenie promptne vrati nadbytodnt
sumu podla pokynov spoloénosti Janssen.

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

CRO bude vydavat’ platby podla rozpo&tu na
navstevy, frekvencie platieb a platobnych
podmienok opisanych vysgie. Platby buda
vykonéavané len po prijati zodpovedajacich
faktur vratane podpornej dokumenticie, v
uvedenej mene, ako to je opisané niZSie.
Faktury budu splatné do tridsiatich (30) dni
od datumu, ked CRO prijala faktaru a
podporni dokumentéciu.

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

Faktiry za dodatoéné platby k tym, ktoré st
uvedené v tejto zmluve (t.j. dodatocné
nahrady), sa musia tiez poslat CRO a musi
ich schvalit spolo&nost’ Janssen. V3etky
faktiry sa budi odovzdavat' nasledujicim
spdsobom:

Invoices to be billed to:

Faktury budi uétované:

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

Invoices to be sent to:

Adresit faktiry:

Email original invoices including back up to:

Faktiry a podpornii dokumenticiu posielajte

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.

emeal@ctp.solutions.igvia.com e-mailom na adresu:
emea@ctp.solutions.igvia.com
In addition invoices can be submitted via | Faktury mozZno odovzdavat’ aj

prostrednictvom portalu. Prijemca platby
dostal e-mail o vytvoreni uétu v naSom
platobnom portéli. Z tohto portalu bude mat’
pristup k <Cinnostiam Qastnika podla
protokolu, bude moct’ odovzdavat’ faktiry a
prezerat’ si informécie o vietkych platbach
vykonanych zo strany CRO.

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

Portal:

Odkaz
https://c

na
.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

Uprednostiiované st _e-mailom zaslan€é _a
nahraté faktary. Ak je potrebné zaslat
papierové faktury, poslite ich na nasledujucu

following address:

adresu:

IQVIA Clinical Trial Payments

IQVIA Clinical Trial Payments

37 The Point

37 The Point

North Wharf Road, Paddington

Amendment to EMEA Clinical Trial A
Version December 2016 v

Protocol no: 70033093AFL3002 Project code: GZA02743

North Wharf Road, Paddington

Page 25 of 57/ Strana 25 z 57

PI Doc. Mudr. Peter Minarik SVK_en_Template CTA EMEA Amendment to CTA_Translated on 27-Jan-2021-1




London, W2 1AF

W2 1AF London

United Kingdom

Spojené kralovstvo

The following information should be | Faktara by mala obsahovat' nasledujtce
included on the invoice: informécie:
e Complete o Cele ) meno
INVESTIGATOR  name, SKUSAJUCEHO
address and phone number LEKARA,  adresu a

telefonne ¢islo

e Invoice Date

e Déatum vystavenia faktlry

e Invoice Number

o Cislo faktiry

e Payee Name (must match e Meno prijemcu platby
Payee indicated in CTA) (musi sa zhodovat s
prijemcom platby
uvedenym v (Clinical Trial
Agreement, CTA))
e Payment Amount e Suma
e Complete description of Kompletny opis
services rendered poskytnutych sluzieb

e Study Number:

o Cislo klinického skusania:

e Sponsor Name

e Ndazov zadavatela

¢ Invoices should be printed

e Faktiry by mali byt

on site/institution vytlatené na hlavitkovom
letterhead papieri
pracoviska/zariadenia.

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

V3etky otazky savisiace s faktirami a
platbami je potrebné adresovat priamo
oddeleniu spolo¢nosti IQVIA pre thradu
klinickych skasani (IQVIA Clinical Trial
Payments) na adresu

emea@ctg.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.

Faktiry a sprievodni dokumentacia nesmu
obsahovat’ Ziadne informécie o Glastnikovi
klinického ski3ania, na zaklade ktorych by
ho bolo moZné osobne identifikovat, okrem
iného ani jeho meno a priezvisko, inicialy,
datum narodenia, adresu, telefonne &islo,
Cislo cestovného pasu, e-mailovi adresu
alebo informécie o kreditnej karte. Ak budu
faktury alebo sprievodna dokumentéicia
takéto informécie obsahovat, CRO o tom
bude informovat’ prijemcu platby. Prijemca
platby bude musiet’ odovzdat' prepracovant
faktiru a sprievodni dokumentéciu, ktora
nebude obsahovat’ Ziadne informécie, na
zdklade ktorych by bolo moZné osobne
identifikovat’ u¢astnika klinického skisania.
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g) This agreement reflects all fixed and
variable costs related to Study activities.
Items not specifically referenced in Section 3
or Section 4 above, which might include, for
example, staff costs, training costs,
laboratory  fees, 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.

g) Tato zmluva obsahuje vietky fixné a
variabilné naklady spojené s Einnostami
klinického skugania. PoloZzky, ktoré nie sa
vyslovne uvedené v &asti 3 alebo 4 vy3sie a
ktoré mozu zahfiiat napriklad néklady na
personal, ndklady na $kolenia, laboratérne
poplatky, poplatky za $kaly a dotazniky,
poplatky za koordinatora udajov a cestovné
poplatky, su uvedené v ramci poplatkov za
ucastnika, ako to je uvedené v tabulkach s
medznikmi v &asti 2 vy3Sie. Nebude
poskytnuta Ziadna d’al$ia nahrada uvedenych
nakladov.

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: Vsetky odmeny splatné podla
tejto zmluvy budu bez DPH. Ak sa na sluzby
alebo tovar vztahuje DPH,
zariadenie/zodpovedny skusajuci lekar musi
v suvislosti s transakciou, ktorej sa odmena
tyka, CRO vystavit' platni faktaru na ucely
DPH. Ak bude DPH uétovana chybne,
zariadenie/zodpovedny  skusajuci  lekar
vystavi dobropis. Ak DPH nebude tGétovana,
ale neskor sa zisti, Ze uétovana mala byt
alebo ak prislusné dariové organy uréia, Ze na
odmenu sa vzt'ahuje DPH, takato DPH bude
uhradend po predloZeni platnej faktiry na
ucely DPH.

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

i) Aby sa predislo pochybnostiam, plati,
Zze zodpovedny skusajici lekar a/alebo
zariadenie su zodpovedni za poskytnutie
v3etkych odmien, dévok a/alebo poistenia
persondlu klinického skidsania. Zmluvné
strany tieZ beri na vedomie a vyslovne
potvrdzuji, e skusajuci lekar a personal
klinického skuSania nemaju narok na
zapojenie ani krytie v ramci planov
benefitov, programov, zamestnaneckych
politik, postupov alebo poistenia odmien
pracovnikov spolo¢nosti Janssen.

i) 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

Zmluvné strany sa dohodli, 2¢ tito
PRILOHA B je sadastou zmluvy a
vysvetl'uje rozpis platieb spojenych s touto
zmluvou. Platby budi vykondvané v stlade s
ustanoveniami uvedenymi v tejto PRILOHE
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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:

B, pri¢om posledna platba bude vykonana,
ked si pracovisko splni vetky svoje
povinnosti podla zmluvy a jej priloh.
Zodpovedny ska3ajici lekar potvrdzuje a
sthlasi s tym, Ze jeho tsudok tykajaci sa jeho
poradenstva a starostlivosti o kazdého
acastnika  klinického skG3ania nie je
ovplyvneny odmenou, ktorti pracovisko
dostane podla tejto zmluvy. Zmluvné strany
sa dohodli, Ze prijemca platby uvedeny niZ3ie
je riadnym prijemcom platby vo vztahu k
tejto zmluve a platby podla tejto zmluvy
budi  vykonidvané len v  prospech
nasledujtceho prijemcu platby:

Contract Payee/ Zmluvny prijemca
platby

Payee Name
Nézov prijemcu platby

Fakultna nemocnici Nitra

Payee Address/ Adresa prijemcu platby

Spitalska 6, Nitra, Slovak Republic

VAT/Tax ID
IC DPH/DIC

SK2021205197
Banking Information/ Bankové )
udaje: Statna pokladnica
Bank Name/ Nazov banky Radlinského 6929/32
Bank Street/ Ulica Bratislava
Bank City/ Mesto Slovenska republika
Bank State/Province/ Kraj/okres 810 05
Bank Postal Code/ PSC Slovenska republika
Bank Country/ Stét EUR
Receiving Account Currency/
Mena prijimajtceho aétu SK4981800000007000280649
BANIIBAN SPSRSKBAXXX
Swift Code (8 or 11 Characters)/
Swift kod (8 alebo 11 znakov) Statna pokladnica

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 zmluvng mena platby nezhoduje s vasim bankovym u¢tom, moZno bude potrebné
uviest sprostredkovatelskii banku. Blizie informéacie vém poskytne vala finan¢na
Institucia. Ak je potrebna sprostredkovatel'skd banka, uved'te ndzov banky a &islo uétu, ak

sa 1o uplatiiuje, a SWIFT kéd sprostredkovatel'skej banky spolu s dalsimi pokynmi k
| prevodu.
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Contact Information/ Kontaktné uidaje

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

Mgr. Anna Schellbergerové
Jana Orsagova

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

anna.schellbergerova@fnnitra.sk

+421376545245
jana.orsagova@fnnitra.sk

Language Preference/

Preferovany jazyk Slovak
Name of payment recipient to Mgr. Anna Schellbergerova
receive payment notification and | Jana Orsagova

details/ Meno prijemcu platby,
ktory dostane notifikéciu a udaje
o platbe

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

anna.schellbergerova@fnnitra.sk

+421376545245
jana.orsagova@fnnitra.sk

Language Preference/
Preferovany jazyk

Slovak

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, ked’ klinické sku3anie
opustil posledny tc¢astnik (Last Subject Out,
LSO), na vyrieSenie vsetkych platobnych
nezrovnalosti, ktoré vznikli poc¢as 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 odovzdaf
vietky faktiry najneskdr do 45dni od
kone¢ného uzatvorenia pracoviska v
zariadeni. Spolo¢nost’ Janssen alebo CRO si
vyhradzuji pravo odmietnut’ uhradu faktir
odovzdanych po uvedenom 45-ditovom
obdobi.

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

V pripade zmien bankovych udajov prijemcu
platby je pracovisko povinné informovat
CRO pisomne, a to e-mailom na adresu
emea@ctp.solutions.igvia.com. CRO bude
pracovisko kontaktovat' s cielom ziskat
podpisani dokumentaciu tykajicu sa zmien
bankovych udajov prijemcu platby. Zmluvné
strany sa dohodli, 2e¢ v pripade zmien v
bankovych udajoch prijemcu platby, ktore
nezahfiajl  zmenu  prijemcu  platby,
danovych ¢isel alebo statusu oslobodenia od
dane, nie sii potrebné Ziadne d'alSie dodatky.
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The Parties acknowledge that the designated
Payee is authorized to receive all of the
payments for the services performed under
this Agreement.

Zmluvné strany potvrdzuji, Ze uréeny
prijemca platby je opravneny prijimat’ vietky
platby za sluzby vykonané podra tejto
zmluvy.

All payments for this Study in accordance

with the attached budget will be paid by CRO
electronically.

CRO uhradi v3etky platby za toto klinické
skadanie v sulade s priloZzenym rozpoé¢tom
elektronicky.

Exhibit B — Financial Exhibit For principal
investigator

Priloha B — Finan¢na priloha pre hlavného
skusajuceho

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

Protokol & 70033093 AFL3002:
»Randomizované, dvojito zaslepené, dvojito
maskované klinické skusanie fazy 3 s
paralelnymi skupinami a aktivnou kontrolou
na posudenie uCinnosti a bezpe&nosti
Milvexianu, perordlneho inhibitora faktora

Xla v porovnani s Apixabanom u ucastnikov s
fibrilaciou predsieni*

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

(1)  .Poplatok za Wcastnika“ predstavuje
vietky fixné a variabilné naklady spojené s
klinickym skuanim s vynimkou poloziek
uvedenych v &asti 3 (Naklady pracoviska) a
Casti 4 (Ina odmena) niZsie, za predpokladu, ze
budli vykonané vsetky navitevy opisané v
Casti 2.

| The Per-Subject Fee for this Study is: € 3274.6.

Poplatok za udastnika v tomto klinickom
skusani je: 3274,6€

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 07
February 2024 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

thro'ugh a written amendment signed by all
parties hereto.,

Platobné medzniky v tabulke(-ach) nizsie
predstavujii objektivnu trhovia hodnotu za
vykonanie sluZieb vyskumu uvedenych v
rozpise ¢innosti v dodatku protokolu zo dita
7.februdra 2024, na ktory odkazuje priloha A.
Zmluvné strany sa dohodli, 2¢ v pripade, ak
budi neskorie dodatky k protokolu viest' k
podstatnej zmene v sluzbach vyskumu,
odmena bude prostrednictvom pisomného
dodatku, ktory podpi3u vetky zmluvné strany
tohto  dokumentu, upravend tak, aby

vyjadrovala objektivnu trhovi hodnotu sluZieb
vyskumu,
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MILESTONES/ MEDZNIKY (EURO)Y/

Screening Visit/ Skriningové navsteva 451,5

Day 1: Randomization/ 1. defi: Randomizacia 326,9

Screening/Day 1: Randomization

(Only applicable if Screening and Randomization
occur on the same day)/ 643.3

Skrining/1. defi: Randomizacia
(Plati, len ak sa skrining a randomizacia uskuto¢nia v

rovnaky defi)
SELECT SITES ONLY

Day 1 PD/Biomarker Sample/

LEN VYBRANE PRACOVISKA 107,1
Farmakodynamicka (pharmacodynamics, PD) vzorka
na biologické ukazovatele v 1. den
Onsite/ Na pracovisku 2443
Week 4/ 4. tyzden Home Health/ Doméaca
zdravotné navsteva

SELECT SITES ONLY
Week 4 PK Sample/

LEN VYBRANE PRACOVISKA 357
Farmakokinetickéa (pharmacokinetics, PK) vzorka v
4. tyzdni
SELECT SITES ONLY
Week 4 PD/Biomarker Sample/

LEN VYBRANE PRACOVISKA 1071

PD/Vzorka na biologické ukazovatele v 4. tyZdni
Onsite/ Na pracovisku 207.9
Week 13/ 13. tyzden Home Health/ Doméca

zdravotna navsteva 207.9
Onsite/ Na pracovisku 2443
Week 26/ 26. tyzdeii Home Health/ Doméca
zdravotna névsteva 24,3

SELECT SITES ONLY
Week 26 PK Sample/ 357
LEN VYBRANE PRACOVISKA b
PK vzorka v 26. tyZzdni
SELECT SITES ONLY
Week 26 PD/Biomarker Sample/

LEN VYBRANE PRACOVISKA
PD/Vzorka na biologické ukazovatele v 26, tyZdni
Onsite/ Na pracovisku | 1862
Week 39/ 39, tyzdeii Home Health/ Doméca 1862
. zdravotnd névsteva
Week 52/ 52, tyzdeti Onsite/ Na pracovisku 2443

35,7
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Visit
_ Amount
MILESTONES/ MEDZNIKY (EURO)/
néyitevy
Home Health/ Domaéca
zdravotna naviteva 44,3
) X Virtual/ Virtualna 96,6
Week 65/ 63, tyadel Onsite/ Na pracovisku 137,2
Onsite/ Na pracovisku 2079
Week 78/ 78. tyzdet Home Health/ Doméca 2079
zdravotna navsteva
oy Virtual/ Virtualna 96,6
Week 91/91. ty2dei Onsite/ Na pracovisku JI3EE
Week 104/ Onsite/ Na pracovisku 2443
104, ty2dei Home Health/ Doméca 2443
' zdravotna navsteva
Week 117 : T
Virtual/ Virtual
(Can repeat every 26 it e %0
weeks until *GTED)/
117. tyzdei
(Méze sa opakovat Onsite/ Na pracovisku 137.2
kazdych 26 tyzdiiov
az do *GTED) :
Week 130 Onsite/ Na pracovisku = | 222,6
(Can repeat every 26
weeks until GTED)/
130. tyzden Home Health/ Doméca
(Méze sa opakovat’ zdravotna naviteva 222.6
kazdych 26 tyzdiiov . »
az do GTED)
Onsite/ Na pracovisku 256.9
End of Treatment/ Doméca zdravotna
Koniec lie¢by naviteva/Doméca zdravotnd |  256,9
‘navsteva
End of Study/ Onsite/ Na pracovisku 147.7
Koniec klinického Virtual/ Vit .
sktsania ¥ V. 100.8
Per-Subj i
(Excludes Home visits where applicable,
Screening/Day 1:Randomization, Day 1
PD/Biomarker Sample, Week 4 PK Sample, Week 4
PD/Biomarker Sample, Week 26 PK Sample, Week 3274,6
26 PD/Biomarker Sample, Week 65 Onsite, Week 91
Onsite, Week 117 Onsite, and End of Study Virtual
visits,)/ _ -
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(Nezahiia domace navstevy, ak sa to uplatiiuje,
skrining/1. den: randomizacia, PD/Vzorka na
biologické ukazovatele v 1. den, PK vzorka v

4. tyzdni, PD/Vzorka na biologické ukazovatele v
4. tyzdni, PK vzorka v 26. tyzdni, PD/Vzorka na
biologické ukazovatele v 26. tyZdni, na pracovisku v
65. tyzdni, na pracovisku v 91. tyZdni, na pracovisku

v 117. tyZdni a virtudlne navstevy na konci
klinického skusania.

)

N/A means Not Applicable/ N/A znamena

neuplatiiuje sa.

*GTED means Global Targeted Endpoint Date/ *GTED znamen4 d4tum celkového
cieleného koncového parametra (ciel'ového ukazovatel'a),

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. Principal Investigator

selects one of following possibilities for subject
stipends.

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 € 29 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 €29 per visit/round trip, the
Institution agrees to request prior approval of

Uhrady  wdastnikom
ucastnikom v hotovosti
Zadavatel uhradi skusajicemu
zdravotnickemu zariadeniu
primeranou dokumentdciou naklady ulastnika
skidania do maximédlnej vysky 29 EUR za |
ndvitevu subjektu, Ugelom tohto prispevku na
ndvitevu je kompenzovat' ndklady ulastnikom
skudania spojené s cestovaymi vydavkami a
stravou, ak je to vhodné, vzniknuté v ddsledku
Utasti na skilani, V pripade, Ze olakédvané
skutodné cestovné néklady udastnika presiahnu tu
schvdleni sumu 29 EUR za ndvitevw/spiatoni

ket -y

+ B
po prijati faktiry s

CRO /Janssen for a reimbursement of such

cestu, zdravotnicke zariadenie suhlasi, Ze si
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additional costs. This reimbursement shall be
reflected in the Informed Consent Form as it will

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.

be provided to the Study subject. Processing of

vyziada predchadzajici sthlas CRO/Janssen na
preplatenie takychto dodatonych nékladov. Této
thrada sa premietne do formulara informovaného
suhlasu, ktory bude poskytnuty aéastnikovi
skudania. Spracovanie platby sa zatne po prijati
faktary zdravotnickeho zariadenia vratane &isla
ucastnika a datumov navitevy. Uhradu jednotlivym
ucastnikom skisania odovzda skasajtci v prisnom
silade s pokynmi poskytnutymi spoloénostou
Janssen alebo CRO. Vyplatenie cestovného
ucastnikom skaGSajuci zaeviduje dokladom o
preplateni cestovnych nékladov podpisanym
acastnikom. Zaznamy o platbach sa na poZiadanie

Subject Reimbursement (debit card payment):
Sponsor shall reimburse the costs associated
with a Study subject reimbursement up to a
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 29
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 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.

poskytnt spolo¢nosti Janssen na kontrolu.

Uhrady  uCastnikom  skaSania  uhradzané
u¢astnikom na debetnu stravovaciu kartu
Zadavatel uhradi skusajucemu resp.

zdravotnickemu zariadeniu po prijati faktary s
primeranou dokumentaciou naklady u¢astnika
skiSania do maximalnej vy3ky 29 EUR za
névitevu subjektu. Utelom tohto prispevku na
navstevu je kompenzovat' naklady ucastnikom
skuSania spojené s cestovnymi vydavkami a
stravou, ak je to vhodné, vzniknuté v dosledku
UCasti na ski$ani. Kazdy ucastnik dostane taktto
nahradu prostrednictvom debetnej stravovacej
karty vo vyske 29 eur za kazdi navitevu. Tato
thrada sa premietne do formulara informovaného
sthlasu, ktory bude poskytnuty uGéastnikovi
skusania. Debetné stravné karty na stravovanie
poskytne zadavatel prostrednictvom CRO a
Ulastnikom ich odovzda skusajuci. O odovzdani
debetnej stravovacej karty vedie skusajuci zaznam.
Cestovné a stravné uhradza CRO priamo na
debetnt stravovaciu kartu Gastnika na ziklade ich
absolvovanych navitev. Dopliianie debetnej karty
sa bude vykondvat’ mesatne. Skusajuci poskytne
siCinnost’ aidaje pre organizaciu klinického
vyskumu za Gtelom refundicie stravnych
a cestovnych nékladov Glastnikovi skusania.

(3.) Site Costs

(3) Naklady pracoviska

O 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.

w Poplatky miestnej etickej
komisii/kontrolnému organu zariadenia (EK/IRB):
Poplatky EK/IRB budu nahradené. Platba sa zadne
spracuvat’ po prijati origindlnej faktury alebo
alternativnej podpornej dokumentdcie s uvedenim
skuto¢nej vysky poplatkov bez prirdZky.
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SPOLOCNOST  JANSSEN  NEVYKONA
PLATBU PRIAMO MIESTNEJ IRB.

= Screen Failure Payments:

A maximum of 10 screen failure payments will
be made, regardless of enrollment, in the order
the subjects are screened. After the initial cap of
10 Screen failures has been achieved, additional
screen failure payments will require written
approval by the Janssen or CRO. Janssen shall
reimburse Institution for screen failures at a rate
listed for the corresponding Screening Visit,
Day 1: Randomization, and Screening/Day 1:
Randomization in the milestone table in Section
2 above per screen failure. Screen failure
payment includes visits that are complete and
visits that are not complete. Completed visits
and visits that are not complete will be
reimbursed at 100% of the visit cost amount in
accordance with the milestone table in Section 2
above. Processing of payment shall begin upon
completed screening CRF pages submitted to
CRO along with any additional information,
which may be requested by CRO to
appropriately document the subject screening
procedures and in accordance with Section 5
below, and approval by the CRO.

= Platby za netispedny skrining:

Bude vykonanych najviac 10 platieb za netispesny
skrining bez ohl'adu na prijatie G€astnika, v poradi,
v akom qcastnici absolvovali skrining. Po
dosiahnutf vodnej hranice 10 platieb za netispedny
skrining bude d'al3ie platby za netispe3ny skrining
musiet’ schvalit’ spolo¢nost’ Janssen alebo CRO.
Spolo¢nost’ Janssen nahradi zariadeniu netispe3ny
skrining v sume uvedenej pri zodpovedajicej
skriningovej navsteve, 1.defi: randomizicia a
skrining/1. defi: randomizicia v tabulke s
medznikmi v ¢asti 2 vy3Sie na netspe$ny skrining.
Platba za neuspesny skrining zahfiia kompletné aj
nekompletné navitevy. Kompletné a nekompletné
navitevy budi nahradené vo vyske 100 % nakladov
na navstevu v stlade s tabulkou s medznikmi v
Casti 2 vy3Sie. Platba sa zafne spracivat po
odovzdani vyplnenych stran CRF tykajucich sa
skriningu CRO spolu s d’al§imi informéaciami, ktoré
si CRO méze vyziadat v zdujme primeraného
zdokumentovania skriningovych postupov
Ucastnika a v stlade s Castou 5 niZdie, a po
schvaleni zo strany CRO.

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 € 29 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.

V pripadoch netspesdného skriningu nad stanoveny
maximélny pocet, ktoré zariadeniu nie je moZné
nahradif, bude uhradenad odmena pre ucastnikov
klinického sku$ania vo vyske 29€ s ciefom
kompenzovat' naklady ucastnika klinického
skuSania spojené s cestovnymi vydavkami a
stravou, ktoré vznikni v dosledku ucasti v
klinickom skd$ani, priom tito odmena bude
uvedend vo formuldri informovaného sihlasu,
kedZe bude poskytnutd ucastnikovi. Platba sa
zaCne spracivat’ po prijati faktury s uvedenim &isla
u¢astnika a ditumu neuspeiného skriningu a v
sulade s Cast'ou S niZdie a po schvaleni zo strany
CRO.

- Caregiver Reimbursement: Janssen shall
reimburse Institution upon receipt of invoice,
with adequate documentation, for the costs
associated with a Caregiver of a study subject
(“Caregiver”) reimbursement up to a maximum
amount of € 29 per visit. This allowance per visit
1s_intended to offset the Caregiver's costs

. Nahrada pre opatrovatela: Spolo¢nost’
Janssen nahradi zariadeniu po prijati fakwiry a
adekvatnej dokumenticie naklady spojené s
od3kodnenim opatrovatela ulastnika klinického
skusania (,,opatrovatel™), maximélne do sumy 29€
za navstevu, Cielom tejto sumy za navStevu je
kompenzovat' ndklady opatrovatela spojené s
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associated with travel expenses and meals,
where appropriate, associated with 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 Caregivers.

Records of stipend payments shall be provided
to Janssen for review upon request.

cestovnymi vydavkami a stravou v shvislosti s
acastou v klinickom skaSani, N4hrada bude
uvedend vo formulari informovaného suhlasu,
ked'’ze bude poskytnutd opatrovateFovi. Platba sa
zatne spracuvat’ po prijati faktGry zariadenia s
adajmi o faktlre tretej strany. Zariadenie bude
zodpovedné za uchovévanie zaznamov o vyplate
odmien pre opatrovatelov. Zaznamy o vyplate
odmien budi na poZiadanie predloZené spoloénosti
Janssen na kontrolu.

Health Care Provider Travel for At-
Home Visits as required by and performed in
accordance with the Protocol, will be
reimbursed at a rate of 0.22€ 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 detailing the distance traveled, who
completed the task, and documentation in

accordance with Section 5 below and approval
by the CRO.

" Cestovanie  poskytovatefa  zdravotnej
starostlivosti na doméice néavitevy podla
poziadaviek protokolu a v salade s protokolom
budi nahradené v sadzbe 0,22 € za kilometer
maximalne do 40 km na vykonanti nvstevu. T4to
suma bude uhradena spolu s nikladmi na navitevu
uvedenymi v tabul’ke s medznikmi v &asti 2 vy3sie.
Platba sa zaCne spracuvat’ po prijati faktiry s
uvedenim prejdenej vzdialenosti, osoby, ktora
tlohu vykonala, a dokumenticie v salade s &astou
5 niZsie a po schvéleni zo strany CRO.

L Visits Conducted by Home Health

Vendor: If Home Visits are conducted by a
third-party vendor, they will be reimbursed at
the corresponding rates listed below. Processing
of payment will begin upon receipt of original
invoice or alternative supporting documentation
in accordance with Section 5 below and
approval by the CRO. X

Navstevy poskytovatela domaécich
zdravotnych - navitev: Ak domace navstevy
vykondva treti poskytovatel, budii nahradené v
prislusnych sadzbéch uvedenych niZSie. Platba sa
zatne spractvat’ po prijati originalu faktiry alebo

alternativnej podpornej dokumenticie v stlade s

Castou S niZsie a po schvaleni zo strany CRO.

Week 4 — Home Health/

4. ty3defi — Doméca zdravotnd ndviteva

. 156.1

SELECT SITES ONLY
Week 4 PK Sample/

PK vzorka v 4, tyZdni

LEN VYBRANE PRACOVISKA

35,7

SELECT SITES ONLY
LEN VYBRANE

- Week 4 PD/Biomarker Sample/

" PRACOVISKA
| «PD/Vzorka na biologické ukazovatele v 4, tyZdni

107,1

Week 13 = Home Health/

|____13. tyZdett = Doméca zdravotnd néviteva

119,7

m@m&mwmrﬂum
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Week 26 — Home Health/
26. tyzdefi — Doméaca zdravotna naviteva

156,1

SELECT SITES ONLY
Week 26 PK Sample/
LEN VYBRANE PRACOVISKA
PK vzorka v 26. tyZzdni

35,7

SELECT SITES ONLY
Week 26 PD/Biomarker Sample /
LEN VYBRANE PRACOVISKA
PD/Vzorka na biologické ukazovatele v 26. tyzdni

327

Week 39 — Home Health/ 98
39. tyzden — Domaca zdravotna naviteva

Week 52 — Home Health/
52. tyzden — Domaéca zdravotna navsteva

156,1

Week 78 — Home Health/
78. tyzdenl — Domaca zdravotna navsteva

119,7

Week 104 — Home Health/
104. tyzden — Domaca zdravotna navsteva

156,1

- GTED)

Week 130 — Home Health
(Can repeat every 26 weeks until GTED)/
130. tyzderi — Doméca zdravotné navsteva
(Méze sa opakovat’ kazdych 26 tyzdiov az do

134,4

End of Treatment — Home Health/
Koniec lietcby — Domaéca zdravotna navsteva

168,7

_ (4) Other Compensation:

(4) In4a odmena:

. 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 fiou
poverena osoba uhradi primerané a potrebné
naklady, ktoré vznikli na okamziti lie¢bu
neziaducej udalosti G&astnika, ak sa uréi, Ze
dand neziaduca udalost’ bola priamo spojena
s podanim ski$aného produktu alebo
vykonanim postupu potrebného vylu¢ne na
Gcel splnenia protokolu, ale za predpokladu,
Ze: (i) takéto naklady nie su beZne hradené z
poistenia zdravotnej alebo nemocni¢nej
starostlivosti alebo 2z iného $tatneho
programu poskytujiceho takéto vhrady; (ii)
neZiaducu udalost nemoZno pripisat
nedbanlivosti alebo nespravnemu konaniu
zariadenia, zodpovedného  skusajiceho
lekdra alebo vedlajsieho skusajiceho lekara,
zamestnanca alebo zastupcu zariadenia alebo
zodpovedného skusajiceho lekara; (iii)
neZiaducu udalost nemoZno  pripisat
Ziadnemu existujucemu ochoreniu alebo
stavu, ktory bol alebo nebol predtym
diagnostikovany; a (iv) skusany produkt bol
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podany alebo postup podfa protokolu bol
vykonany v stlade s protokolom.

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

" Takéto primerané a potrebné naklady
vzniknuté v stlade s tym, ako to povoluje
predchadzajici odsek, musia byt rozpisané a
odovzdané CRO na samostatnej fakttre na
postidenie a schvélenie prostrednictvom
interného programu tGhrad zdravotnych
vydavkov (Medical Expense
Reimbursement, MER) spolo¢nosti Janssen.
Odovodnené néklady podrla tejto &asti budda |
spracované platobnym procesom opisanym v
tejto zmluve alebo v poisteni klinického
skusania spolo¢nosti Janssen, ako to je

primerané podla jej interného |
schvalovaciecho procesu a 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

5 Spracovanie vyplat ingych odmien sa
zatne po prijati faktiry v silade s Eastou 5 |
niz8ie a po schvaleni zo strany CRO. Ak nie
je uvedené inak v stipci s dodato&nymi
informéaciami, kazdy naklad uvedeny v |

otherwise specified in the Additional | tabulke je naklad na poloZku.
Information column.
Item/ Polozka
Re-Consenting of a Subject at a
regularly scheduled study visit/ .
Opakovany sthlas G¢astnika pocas ' 32,9
pravidelne naplanovanej navstevy v - IS)&nsor ptv:-‘approvedl
klinickom skusani chadzajice
schvalenie
Re-Consenting of a Subject outside zadévatefom
a regularly scheduled study visit/
Opakovany sthlas Gastnika mimo 63
pravidelne naplanovanej névitevy v
klinickom skaSan{
' " 3. Informed consent is
Additional Informed Consent/ included in the visit | 5, o
Dodatoény informovany sthlas totals in the ’
' milestone table in
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Item/ Polozka

Additional
Information/
Dodatoéné informécie

Amoun

) Suma

Section 2 above
according to the
Schedule of
Activities of the
Protocol/
Informovany sthlas
je zahrnuty do
sumy za navstevu v
tabulke s
medznikmi v &asti
2 vy§sie podla
rozpisu ¢innosti v
protokole.

4. For pregnant

partner informed
consent/
Informovany sthlas

tehotnej partnerky.

Study Drug Dispensing Pharmacy
Fee/ .

Platba pre lekérefi vydévajﬁcu :
sksany liek :

3. Study Drug

Dispensing -
Pharmacy Fee is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Platba pre
lekéreil vydavajucu
skiSany liek je
zahrnutd do sumy
za navitevu v
tabulke s
medznikmi v Sasti
2 vysSie podla
rozpisu &innosti v
protokole,

4, At Week 4, Week

13, Week 26, Week
39, Week 52, Week

18,2
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Item/ Polozka

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

4. tyZdni,

130. tyZdni a na
konci lie¢by, ak
doméce navstevy
vykonéva treti
poskytovatel’
domacich
zdravotnych
navstev.

Lost to Follow-Up Attempts/
Pokusy vo vzt'ahu k t¢astnikom,
ktorych nie je mozné d’alej sledovat’

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

10 pokusov na
Gastnika. Dalie
thrady musi vopred
schvélit’ zadavatel’.

343

Adjudication Fee/ Platba za
posudzovanie

To be reimbursed for
each complete case
eCRF and package
(when applicable)
submitted for a
potential clinical
endpoint, These costs
include preparation,
review, submission,

67.9
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Item/ PoloZka

Additional
Information/
Dodatoéné informécie

Amoun

) Suma

and query follow-up, as
appropriate/Bude
uhradena za kazdy
vyplneny eCRF
ucastnika a balik (ak sa
to uplatiiuje)
predloZeny v stvislosti
s potencialnym
klinickym koncovym
parametrom. Tieto
naklady zahmaja
pripravu, kontrolu,
podanie a d'alsie
sledovanie.

Unscheduled Visit
Processing of Unscheduled Visits
shall begin upon completed CRF

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

Neplanovana navsiteva
Spracovanie nepldnovanych navstev
sa za¢ne po odovzdani vyplnenych

stran CRF CRO spolu s .
dodatonymi informéciami, ktoré si
CRO mbzZe vyZiadat.

3. Visit cost to be paid
in conjunction with
any other '
assessments listed
below when
conducted outside
of a regularly
scheduled visit/
Naklady na
navitevu buda
uhradené spolu s
ostatnymi niZSie
uvedenymi
hodnoteniami, ked’
st vykonané mimo
pravidelne
naplanovane;j
navstevy.

4. This fee covers the
cost of Staff time/
Tento poplatok
zahfma Cas
persondlu skiania.

413

Repeat/Additional Central Lab
Blood Sample Collection for
Clinical Laboratory Tests/
Opakovany/Dodatoény odber
vzorky krvi centralnym

3. Central Lab Blood
Sample Collection
and Urine Sample
Collection is
included in the visit

21,7
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Item/ Polozka

Additional
Information/

Dodato¢né informéacie

Amoun

)/ Suma

laboratoriom na klinické laboratdorne
testy

Repeat/Additional Urine Sample
Collection/ Opakovany/Dodatoény
odber vzorky moéu

totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Odber
vzorky krvi a moc¢u
centralnym
laboratoriom je
zahrnuty do sumy
za navstevu v
tabul’ke s
medznikmi v ¢asti
2 vy§sie podl'a
rozpisu ¢innosti v
protokole.

. For safety reasons

or if there is a
technical issue with
a sample/ Z
bezpe¢nostnych
dovodov alebo ak
je so vzorkou
nejaky technicky
problém.

9,8

Repeat/Additional
PK/PD/Biomarker Sample
Collection/ '

vzorky PK/PD na biologické
ukazovatele

. PK/PD/ Biomarker
- Sample Collection

is included in the
visit totals in the

‘milestone table in

Section 2 above
according to the
Schedule of

Activities of the

- Protocol/
- PK/PD/Qdber

vzorky na
biologické

~ukazovatele je

zahrnuty do sumy
za navitevu v
tabul’ke s

35,7
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Item/ PoloZka

Additional
Information/
Dodato&né informéacie

medznikmi v ¢asti
2 vy38ie podla
rozpisu ¢innosti v
protokole.

4. For safety reasons

orif there is a
technical issue with
a sample/ PK/PD/
Biomarker Sample
Collection is
included in the visit
totals in the
milestone table in
Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Z
bezpe¢nostnych
dévodov alebo ak
je so vzorkou
nejaky technicky
problém.
PK/PD/Odber
vzorky na
biologické
ukazovatele je
zahrnuty do sumy
za navstevu v
tabulke s
medznikmi v &asti
2 vy3Sie podla
rozpisu &innosti v
protokole.

Modified Rankin Scale Score
Assessment/ Hodnotenie
modifikovanej Rankinovej 8kaly

5

3 hAt Screening only

for participants
with a history of
stroke/ V ase
skriningu len v
pripade uastnikov
$ MOZgovou
prihodou v
anamnéze.

9.8
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Item/ Polozka

Additional
Information/
Dodatoéné informécie

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

Serum/
Sérum

Urine /

Local Pregnancy Test / Mot

Miestny tehotensky test

Within 2 days of first
dose of  study
intervention and at End
of  Treatment for
women of childbearing
potential.

As deemed necessary
by the investigator or
as required by local
regulations.

37,8

14,7

Local Hemoglobin/Platelet/ Miestny
hemoglobin/krvné dogti¢ky

Local
Creatinine/eGFR/ALT/AST/ALP/T
otal Bilirubin/ Miestny

kreatinin/eGFR/ALT/AST/ALP/celk
ovy bilirubin

4. Local
Hemoglobin/Platele
t, Creatinine,
eGFR, ALT, AST,
ALP, and Total
Bilirubin is
included in the visit
total for Screening
and Screening/Day
1:Randomization in
the milestone table

11,9

36,4
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PI Doc,

Item/ PoloZka

Additional
Information/
Dodato¢né informécie

Amoun

) Suma

C

Local Cystatin C/ Miestny cystatin

in Section 2 above
according to the
Schedule of
Activities of the
Protocol/ Miestny
hemoglobin/krvné
dosticky, kreatinin,
eGFR, testy
peceniovych funkcii
ALT, AST, ALP a
celkovy bilirubin st
zahrnuté do
celkovej sumy za
navstevu v pripade
skriningu a
skriningu/1. defi:
randomizécia v
tabulke s
medznikmi v asti
2 vyS33ie podla
rozpisu ¢innosti v
protokole.

5. Iflaboratory tests

are unable to be
performed by the
central laboratory/
Ak laboratérne
testy nemdzZe

- vykonat’ centralne
laboratérium.

s AtDay 1:

- Randomization,

- Screening/Day 1:
Randomization,
Week 4, Week 13,
Week 26, Week 52,

Week 78, Week
104, and End of
Treatment/ Week
78, Week 104, and
End of Treatment/
V 1, deit:

randomizécia,

inical Trial Agreement

294
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skrining/1. defi:
randomizacia,
4. tyzden,

13. tyZden,

26. tyzden,

52. tyzder,

78. tyzderi, 104.
tyzderi a koniec
liecby/78. tyzder,
104. tyzderi a
koniec lie¢by.

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

Local Urinalysis/ Miestny rozbor performed by central -
mocu laboratory/ V 1. dei:
randomizacia alebo
skrining/1. dei:
Randomizécia, ak test
nemdZe vykonat
centralne laboratérium.

3. Medical Resource
Utilization is
included in the visit
totals in the
milestone table in
Section 2 above

Repeat/Additional Medical ;ccordmf ;gthe

Resource Utilization/ Opakované/  Activities of the

; 8,4
Dodato¢né vyuzitie medlcinskych : 1 mmgﬁﬁo
anaw L ' zdrojov je zahruté
do sumy za
ndvitevu v tabul'ke
s medznikmi v Casti
2 vysiie podla
rozpisu ¢innosti v
protokole.
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4, At Week 4, Week
13, Week 26, Week
39, Week 52, Week
78’ Week 104,
Week 130, and End
of Treatment if
Home Visits are
completed by a
third-party home
health vendor/ V
4. tyZdni,

13. tyZdni,

26. tyzdni,

39. tyzdni,

52. ty2dni,

78. tyZdni,

104. tyZdni,
130. tyZdni a na
konci lie¢by, ak
doméce névitevy
vykonava treti
poskytovatel
domécich
zdravotnych
navstev.
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Item/ PoloZka

Additional
Information/
Dodato¢né informacie

Amoun

)/ Suma

Repeat/Additional ePRO Collection/
Opakované/dodato¢né ziskanie
ePRO

3. 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/ Ziskanie
ePRO je zahrnuté
do sumy za
navstevu v tabulke
s medznikmi v Gasti
2 vyssie podla
rozpisu ¢innosti v
protokole.

4. 30 days after any

primary efficacy
endpoint event or
any principal safety
endpoint family of
events/30 dni po
udalosti
primérneho
koncového
parametra u¢innosti
alebo niektorého
dolezitého
bezpe&nostného
koncového
parametra.

12,6

Local INR

2. Only for

participants
receiving VKA to
confirm INR £2.0
prior to
randomization.

May be repeated as
needed.

60

!5! Pazmgm Esmv I

:
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a)This EXHIBIT B is for completed
records for up to 401 valid subjects. A
valid subject is defined as a subject
who meets eligibility requirements to
enroll in the Study and does not have
significant Protocol violations that
would exclude his/her Data from

analysis. This Study is being
conducted under a policy of
competitive  enrollment.  Janssen

anticipates closure of enrollment
upon randomization of a total of
15,500 valid subjects. In the event
15,500 total wvalid subjects are
enrolled prior to a site’s reaching its
valid subject goal of 401, further
recruitment will be suspended.
Subjects not completing the trial will
be paid for on a prorated basis
according to confirmed completed
visits and CRFs received by Janssen.
All payments will be made for subject
visits according to the milestone 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)Této PRILOHA B sa tyka vyhotovenych
zaznamov naviac 401 platnych G&astnikov.
Platny acastnik je definovany ako aéastnik,
ktory spliia poziadavky na zaradenie do
klinického skaania a nedo3lo u neho k
vyraznym porudeniam protokolu, ktoré by
jeho udaje vylu€ovali z analyzy. Toto
klinické sktidanie sa vykonava podl'a z4sady
kompetitivneho  prijimania  G&astnikov.
Spolo¢nost’ Janssen predpoklad4a ukonéenie
prijimania Gastnikov po randomizacii
celkom 15 500 platnych t¢astnikov. Ak bude
pocet 15 500 platnych ucastnikov prijatych,
skor nez pracovisko dosiahne svoj cielovy
pocet platnych ucastnikov 401, d’al3i nabor
bude zastaveny. Utastnikom, ktori skii$anie
nedokon¢ia, bude vyplaten4 pomerna suma
podla potvrdenych vykonanych navstev a
CRF, ktoré dostane spolo¢nost’ Janssen.
V3etky platby budi vykonané za navstevy
ucastnikov podla tabulky s medznikmi v
Casti 2 vySSie. Za ucastnika vylugeného z
analyzy kvoli poruseniam protokolu v rdmci
dosahu personalu Kklinického skusania
nebude vyplatend Ziadna platba. Nahrada
vydavkov  spojenych s  nelispesnym
skriningom bude vykonand podla &asti 3
vyssie.

b)Institution acknowledges this is a
multicenter  Study designed to
evaluate a defined number of Study
subjects. It is anticipated each
institution participating in the Study
will enroll the number of Study
subjects provided for under their
agreement for this Study. If required
as the Study progresses, Janssen may
invite an institution to enroll more
Study subjects than reflected in the
original agreement. In such a
circumstance, Janssen may notify
Institution via written request to
allow for the enrollment of additional

Study subjects, Conversely,
Institution

N may not have the
wty to enroll the number of

b)Zariadenie berie na vedomie, 7e ide o
multicentrické klinické skusanie s ciefom
vykonat' hodnotenie stanoveného poctu
uCastnikov. Predpokladd sa, e kazdé
zariadenie  ziCastiiujice sa  klinického
skiSania prijme dohodnuty potet udastnikov
klinického skusania. Ak to bude podas
klinického skuSania potrebné, spolo¢nost
Janssen moZe zariadenie vyzvat, aby prijalo
viac ucastnikov, nez bolo uvedené v
povodnej dohode. Spolo&nost Janssen moZe
za takych okolnosti pisomne poziadat’
zariadenie, aby prijalo dodato¢nych
ucastnikov klinického skiudania. Zariadenie
naopak nemusi mat’ moZnost’ prijat’ vyssie
stanoveny pocet ucastnikov klinického
skusania. Po prijati cielového poctu
ucastnikov  klinického  sku$ania  budu

Amendment to EMEA Clinical Trial A
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Study subjects set forth above. When

informované pracovisk4, ktoré neprijali

corresponding rate(s) in the table below (the
“Equipment™) for use as called for in the
Protocol. Upon termination of the Study at
Institution, the Equipment will be returned in
accordance with Janssen’s or designee’s
|_instructions.

enrollment of the target number of | zmluvny  polet Géastnikov  klinického
Study subjects in the Study is | sku3ania, a bude im nariadené, aby
complete, those sites that have not | ucastnikov prestali prijimat’.
enrolled the contracted number of
Study subjects will be notified and
instructed to discontinue enrolling
Study subjects.
¢)Janssen will provide, through a third-party | c)Spolo¢nost’ Janssen poskytne
vendor, the equipment valued at the | prostrednictvom  treticho  dodéavatefa

vybavenie v hodnote uvedenej v tabufke
nizSie (,,vybavenie) na pouZitie podla
protokolu. Po skonceni klinického ska$ania
v zariadeni bude vybavenie vratené podla
pokynov  spolo¢nosti  Janssen  alebo
poverenej osoby.

Item/ Polozka

Tablet for Epro/ Tablet na
ePRO

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

(Error! Reference source not found.
below.

d)Kalibracia vybavenia: Zariadenie bude
zodpovedné za zabezpe&enie servisu a/alebo
kalibracie vybavenia vo svojom vlastnictve,
ktoré vyuZiva v sulade s touto zmluvou,
podla odpori¢ania vyrobcu alebo &astejsie,
ako to bude vyzadovat’ spolo&nost” Janssen.
Spolo¢nosti Janssen budi na poziadanie
predloZené zaznamy potvrdzujuce kalibraciu
a Udrzbu vybavenia. V pripade Kkalibracii
vykondvanych  vyluéne na  Ziadost
spoloCnosti Janssen, ktoré nie st silastou
odporuganej planovanej udrzby navrhovanej
vyrobcom, nahradi spolo¢nost Janssen
zariadeniu skutodné naklady na kazdu
kalibraciu bez prirdZky. Platba sa zatne
spracivat’ po prijati faktiry a podpornej
dokumentdicie v silade s odsekom (Error!
Reference source not found. nizie.

e)Investigator Meetings:  Janssen may
recommend  or require the Principal
Investigator, or a Janssen-approved Sub-

e)Stretnutia skusajucich lekarov: Spolo¢nost’
Janssen mdzZe odporudit’ alebo vyZadovat,
aby sa zodpovedny skusajuci lekar alebo
spoloénost'ou Janssen schvéleny vedl'ajsi |

Investigator designee, and a Study
Amendment to EMEA Clinical Tria| Agreement
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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

(Error! Reference source not found.
below.

skusajuci lekar a
sestra/koordinator  klinického  skG¥ania
zCastiiovali  stretnuti, okrem iného aj
stretnuti  skagajtcich lekdrov. Spolonost
Janssen  poskytne a  uhradi vietky
oddvodnené a primerané cestovné vydavky v
sulade so svojou cestovnou politikou vratane
nenaroéného ubytovania a stravy v savislosti
s takymito stretnutiami. Zmluvné strany sa
dohodli, Ze G&ast’ na takychto stretnutiach je
odévodnena a potrebna v snahe zabezpetit,
aby vietky strany podielajice sa na
klinickom skusani jasne chapali protokol a
jeho poZiadavky. Platba sa za¢ne spractivat’
po prijati faktary a podpornej dokumentécie
v stlade s odsekom (Error! Reference
source not found. niZdie.

zdravotna

fTo 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 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.

f)Nérok na platbu vznikne, ak budi vietky
postupy vykonané plne v stlade s
protokolom a touto zmluvou, pricom
odovzdané udaje musia byt’ Giplné, spravne
a zadané do elektronického systému na
ziskavanie udajov  (Electronic Data
Capture, EDC), interaktivneho
internetového systému (Interactive Web
Response System, IWRS) a elektronickych
vysledkov hlasenych pacientom
(Electronic Patient Reported Outcomes,
ePRO) v silade s pokynmi spolo&nosti
Janssen a touto zmluvou. Platby musia byt
vykondvané minimélne polrodne. Tieto
platby budd zahitiat medznikové platby,
ako aj vietky vyfaktirované a schvalené
ndklady z predchédzajiceho platobného
cyklu. Pocas priebehu klinického skiisania
sa musi nepretrzite vykonavat’
odsthlasovanie platieb. Vietky chybne
vykonané platby budi priradené k
otvorenym alebo budicim platbam. Kym
nebudi  chybné platby  zapogitané,
nevykonaju sa Ziadne platby. Ak neexistuju
Ziadne otvorené alebo buduce platby,
zariadenie promptne vrati nadbyto&nu
sumu podl'a pokynov spolo&nosti Janssen.

Pefy'ments 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

CRO bude vydavat’ platby podl'a rozpo&tu na
navitevy, frekvencie platieb a platobnych
podmienok opisanych vyssie. Platby budu
vykonavané len po prijati zodpovedajucich
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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,

faktur vratane podpornej dokumentacie, v
uvedenej mene, ako to je opfsané niZsie.
Faktary budu splatné do tridsiatich (30) dni
od datumu, ked CRO prijala faktaru a
podporntt dokumentaciu.

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 za dodatoéné platby k tym, ktoré s
uvedené v tejto zmluve (t.j. dodato&né
nahrady), sa musia tieZ poslatt CRO a musi
ich schvalit' spolo¢nost’ Janssen. V3etky
faktury sa budi odovzdavat' nasledujicim
sposobom:

Invoices to be billed to:

Faktary buda uétované:

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:

Adresat faktiry:

Email original invoices including back up to:
emea@ctp.solutions.igvia.com

Faktury a podporntii dokumentéciu posielajte
e-mailom na adresu:

emea@ctp.solutions.igvia.com

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

Faktary mozZno odovzdavat aj
prostrednictvom portdlu. Prijemca platby
dostal e-mail o vytvoreni Gétu v naSom
platobnom portali. Z tohto portalu bude mat’
pristup k Cinnostiam WCastnika podla
protokolu, bude méct’ odovzdévat’ faktiry a

https://ctp.solutions.igvia.com

all payments made by CRO. prezerat’ si informécie o vSetkych platbach
vykonanych zo strany CRO.
Link to the Portal: | Odkaz na portal:

https://ctp.solutions.igvia.com

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:

Uprednostiiované si e-mailom zaslané a
nahraté faktiry. Ak je potrebné zaslat

papierové faktary, poslite ich na nasledujucu

adresu:

IQVIA Clinical Trial Payments

IQVIA Clinical Trial Payments

37 The Point

37 The Point

. North Wharf Road, Paddington

North Wharf Road, Paddington

London, W2 1AF

W2 1AF London

United Kingdom

Spojené kral'ovstvo

The following information

‘ should be
included on the invoice:

Faktura by mala obsahovat' nasledujuce

informacie:
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e  Complete
INVESTIGATOR  name,
address and phone number

. Cc]gf meno
SKUSAJUCEHO
LEKARA, adresu a

telefonne &islo

e Invoice Date

e Datum vystavenia faktlry

e Invoice Number

o (islo faktary

e Payee Name (must match e Meno prijemcu platby
Payee indicated in CTA) (musi sa zhodovat s
prijemcom platby
uvedenym v (Clinical Trial
Agreement, CTA))
e Payment Amount e Suma
e Complete description of e Kompletny opis
services rendered poskytnutych sluzieb

e Study Number:

e C(islo klinického skt$ania:

Sponsor Name

e Nazov zadavatela

shall be addressed directly to IQVIA Clinical
Tral Payments at
emea(@ctp.solutions.igvia.com.

e Invoices should be printed e Faktiry by mali byt
on site/institution vytlatené na hlavickovom
letterhead papieri

pracoviska/zariadenia.
All invoice and payment related inquiries | V8etky otdzky suvisiace s faktirami a

platbami je potrebné adresovat’ priamo
oddeleniu spolo¢nosti IQVIA pre tuhradu
klinickych sku3ani (IQVIA Clinical Trial
Payments) na adresu
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.

Faktury a sprievodnd dokumentacia nesmu
obsahovat’ Ziadne informicie o ucastnikovi
klinického ski$ania, na zaklade ktorych by
ho bolo moZné osobne identifikovat,, okrem
iného ani jeho meno a priezvisko, inicidly,
datum narodenia, adresu, telefénne <&islo,
Cislo cestovného pasu, e-mailovi adresu
alebo informacie o kreditnej karte. Ak budu
faktiry alebo sprievodnd dokumentacia
takéto informdacie obsahovat, CRO o tom
bude informovat’ prijemcu platby. Prijemca
platby bude musiet’ odovzdat’ prepracovani
faktiru a sprievodni dokumentdciu, ktora
nebude obsahovat' Ziadne informécie, na
zéklade ktorych by bolo moZné osobne
identifikovat’ u¢astnika klinického skusania.

g)This agreement reflects all fixed and
variable costs related to Study activities.
ltems not specifically referenced in Section 3
or Section 4 above, which might include, for

g)Tdto zmluva obsahuje vietky fixné¢ a
variabilné ndklady spojené s Cinnostami
klinického skiSania. Polozky, ktoré nie si
vyslovne uvedené v Casti 3 alebo 4 vySSie a
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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.

ktor¢ m6zu zahffiat' napriklad naklady na
personal, naklady na 3kolenia, laboratérne
poplatky, poplatky za 3kaly a dotazniky,
poplatky za koordinatora Gdajov a cestovné
poplatky, si uvedené v ramci poplatkov za
ucastnika, ako to je uvedené v tabulkéch s
medznikmi v Casti 2 vyS3ie. Nebude
poskytnutéa Ziadna d’al3ia nahrada uvedenych
nakladov.

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: V3etky odmeny splatné podl'a tejto
zmluvy budi bez DPH. Ak sa na sluzby
alebo tovar vztahuje DPH,
zariadenie/zodpovedny skuasajici lekar musi
v stvislosti s transakciou, ktorej sa odmena
tyka, CRO vystavit’ platna faktiru na aéely
DPH. Ak bude DPH uétovand chybne,
zariadenie/zodpovedny  skusajici  lekar
vystavi dobropis. Ak DPH nebude tiétovana,
ale neskor sa zisti, Ze u¢tovana mala byt
alebo ak prisludné dariové organy uréia, Ze na
odmenu sa vzt'ahuje DPH, takato DPH bude

uhradena po predloZeni platnej faktiry na
ucely DPH.

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

1)Aby sa prediSlo pochybnostiam, plati, e
zodpovedny  skusajuci lekar  a/alebo
zariadenie si zodpovedni za poskytnutie
vSetkych odmien, davok a/alebo poistenia
persondlu klinického skG3ania. Zmluvné
strany tieZ berG na vedomie a vyslovne
potvrdzuju, Ze skusajici lekar a personal
klinického skulania nemaji narok na
zapojenie ani krytie v ramci planov
benefitov, programov, zamestnaneckych
politik, postupov alebo poistenia odmien
pracovnikov spolo¢nosti Janssen.

J)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
Lor her advice t0 and care of each subject is

J)Zmluvné strany sa dohodli, Ze tato
PRILOHA B je sutastou zmluvy a
vysvetl'uje rozpis platieb spojenych s touto
zmluvou, Platby buda vykonavané v sulade s
ustanoveniami uvedenymi v tejto PRILOHE
B, pri¢om posledna platba bude vykonana,
ked” si pracovisko splni vietky svoje
povinnosti podla zmluvy a jej priloh.
Zodpovedny skusajuci lekar potvrdzuje a
sthlasi s tym, Ze jeho Gsudok tykajuci sa jeho
poradenstva a starostlivosti o kaZdého

Amendment to EMEA Clini
Version December 2016

Protocol no: 70033093AF13002 Project code: GZA02743

cal Trial Agreement

Page 54 of 57 / Strana 54 z 57

Pl Doc. Mudr. Peter Minarik SVK en Template CTA EMEA Amendment to CTA_Translated on 27-Jan-2021-1




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:

ucastnika  klinického ska3ania nie je
ovplyvneny odmenou, ktori pracovisko
dostane podra tejto zmluvy. Zmluvné strany
sa dohodli, Ze prijemca platby uvedeny nizsie
je riadnym prijemcom platby vo vztahu k
tejto zmluve a platby podla tejto zmluvy

budi  vykonavané len v  prospech
nasledujiceho prijemcu platby:

Contract Payee/ Zmluvny prijemca
platby

Payee Name

Nazov prijemcu platby

Doc MUDr Peter Minarik, PhD

Payee Address/ Adresa prijemcu platby | [iptovska 9, 949 01 Nitra, Slovak Republic

VAT/Tax ID

IC DPH/DIC

Banking Information/ Bankové

udaje:

Bank Name/ Nazov banky Slovenské sporitel'nia
Bank Street/ Ulica Stefanikova trieda 61
Bank City/ Mesto Wiiia

Bank State/Province/ Kraj/okres Slovak republic

Bank Country/ Stat Slovenska republika
Receiving Account Currency/ Minarik Peter, MUDr.
Mena prijimajuceho uctu

IBAN/IBAN SK7209000000000231187052
Swift Code (8 or 11 Characters)/ | GIBASKBX

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 zmluvn4 mena platby nezhoduje s vadim bankovym G¢tom, moZno bude potrebné
uviest sprostredkovatel'ski banku. BliZ8ie informdcie vam poskytne vasa finantna
intitucia. Ak je potrebna sprostredkovatel'ské banka, uved’te ndzov banky a ¢islo uctu, ak
sa to uplatiuje, a SWIFT kéd sprostredkovatel'skej banky spolu s d’al§imi pokynmi k
prevodu,

Contact Information/ Kontaktné udaje

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

Assoc. Prof. Peter Minarik, MD., PhD.
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Phone number & Email/
Telefonne ¢islo a e-mailova

+421907705249

adresa peterminarik@atlas.sk
Language Preference/
Preferovany jazyk Slovak

Name of payment recipient to
receive payment notification and
details/ Meno prijemcu platby,
ktory dostane notifikaciu a udaje
0 platbe

Assoc. Prof. Peter Minarik, MD., PhD.

Phone number & Email/

Telefénne ¢islo a e-mailova +421907705249
adresa peterminarik@atlas.sk
Language Preference/

Preferovany jazyk Slovak

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

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 skuSajuci musi odovzdat’ vietky faktury
najneskor do 45 dni od kone&ného uzatvorenia
pracoviska v zariadeni. Spolo¢nost’ Janssen alebo
CRO si vyhradzuju pravo odmietnut’ thradu
faktir odovzdanych po uvedenom 45-diiovom
obdobi.

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

V pripade zmien bankovych udajov prijemcu
platby je pracovisko povinné informovat CRO

pisomne, a to e-mailom na adresu
emea@ctp.solutions.igvia.com. CRO  bude

pracovisko kontaktovat' s cielom ziskat
podpisani dokumenticiu tykajucu sa zmien
bankovych udajov prijemcu platby. Zmluvné
strany sa dohodli, 2¢ v pripade zmien v
bankovych 1dajoch prijemcu platby, ktoré
nezahffiaju zmenu prijemcu platby, danovych
Cisel alebo statusu oslobodenia od dane, nie st
potrebné Ziadne d’al3ie dodatky.

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

Zmluvné strany potvrdzuju, Ze urdeny prijemca
platby je opravneny prijimat’ vietky platby za
sluzby vykonané podla tejto zmluvy.

All payments for this Study in accordance with

the attached budget will be paid by CRO
electronically,

CRO wuhradi v3etky platby za toto klinické
skusanie v silade s priloZenym rozpodtom
elektronicky.
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