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AMENDMENT No. 2.
to the Clinical Trial Agreement

This Amendment No. 2. (hereinafter referred to
as the “Amendment”) to the Clinical Trial
Agreement (“Agreement”) shall enter into effect
on the date of last signature below (,the
“Effective Date”).

and is made by and between:

IQVIA RDS Slovakia, s.r.o. (“IQVIACRO”), having
a place of business at Vajnorska 100/B, 83104
Bratislava, Slovak Republic, Organisation No:
45942269, Filed in the Companies register of the
District Court Bratislava |, section: Sro, File no:
69023/B

and

Janssen Pharmaceutica NV (“Janssen”), a
Belgium corporation, with registered offices at
Turnhoutsweg 30, 2340 Beerse, Belgium

and

Fakultna nemocnica Trencin, Legionarska 28,
911 71 Trencin, Slovak Republic, Organisation
Identification No.: 00 610 470, Represented by:
Ing. Tomas Janik, MBA- Managing Director
(“Institution”)

and

Branislav Motovsky, MD, PhD, employee of
Fakultna nemocnica Trencin, Psychiatricka
klinika, Legionarska 28, 911 71 Slovak Republic
(“Principal  Investigator”), affiliated with
Institution

50‘2/73

DODATOK ¢&. 2.
k ZMLUVE O KIINICKOM SKUSANI

Tento dodatok €. 2. (dalej ,dodatok”) k Zmluve
o klinickom skuasani (dalej ,zmluva”) nadobtda
Gcinnost v den posledného z podpisov (dalej
»datum ucinnosti”).

a uzatvaraju ho zmluvné strany:

IQVIA RDS Slovakia, s.r.o. (dalej ,,1QVIA/CRO"),
so sidlom na adrese Vajnorska 100/B, 83104
Bratislava, Slovenska republika, 1€O: 45942269,
Zapisana v Obchodnom registri Okresného sidu
Bratislava |., oddiel: Sro, vl.¢: 69023/B

Janssen Pharmaceutica NV, Turnhoutsweg 30,
2340 Beerse, Belgium (dalej len ,spolo¢nost
Janssen”), spolo€nostou zaregistrovanou v
Belgicku

Fakultnd nemocnica Trencin, Legionarska 28,
911 71 Trenéin, Slovenskd republika, I1CO:
00610470, v zastupeni: Ing. Tomas Janik, MBA,
riaditel (dalej len ,institacia”)

MUDr. Branislav Motovsky, PhD. zamestnanec
Fakultnej nemocnice Trencin, Psychiatrickd
klinika, Legiondrska 28, 911 71 Trencin,
Slovenskd republika (dalej len ,zodpovedny
skasajaci ).
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Clinical Trial number / Cislo klinického sktsania: 42847922MDD3005

Study Product / Skasany liek:

Protocol title / Nazov protokolu:

EUdraCT number / Cislo EudraCT:

JNJ-42847922 (seltorexant)

428479522MDD3005 “A Double-Blind, Randomized,
Parallel-Group Study with Quetiapine Extended Release as Comparator to
Evaluate the Efficacy and Safety of Seltorexant 20 mg as Adjunctive
Therapy to Antidepressants in Adult and Elderly Patients with Major
Depressive Disorder with Insomnia Symptoms Who Have Responded
Inadequately to Antidepressant Therapy” / 42847922MDD3005 Dvojito
zaslepené, randomizované skusanie v stibeZnych skupindch s kvetiapinom
s prediZzenym uvoltiovanim ako kompardtorom na vyhodnotenie dcinnosti
a bezpecnosti seltorexantu 20 mg ako adjuvantnej liecby k antidepresivam
u dospelych a starsich pacientov s velkou depresivnou poruchou s
priznakmi nespavosti, ktori nedostatocne odpovedali na antidepresivnu
liecbu.

2020-000341-14

Study Site / Pracovisko skdania: Fakultna nemocnica Trencin, Psychiatricka klinika,
Legionarska 28, 911 71 Trencin, Slovak Republic / Fakultnd nemocnica Trenéin, Psychiatrickd klinika,
Legiondrska 28, 911 71 Trencin, Slovenskd republika

Whereas, the Janssen, Institution and Principal
Investigator have executed the Agreement on
9th February 2021.

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

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

1. Definitions

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.

Spolo¢nost Janssen, zdravotnicke zariadenie a
zodpovedny sku3ajuci uzavreli zmluvu dfia 9.
februara 2021.

Zmluvné strany vyjadrili Zelanie zmenit a doplnit
urcité podmienky zmluvy, ako sa uvédza dalej.

Na zaklade vzajomnych zdvdzkov uvedenych v
tomto dokumente sa zmluvné strany dohodli
takto:

1. Definicie

Na uGcely tohto dodatku maju vietky tu
pouzivané zakladné pojmy rovnaky vyznam, aky
sa uvadza v zmluve, pokial sa v tomto
dokumente vyslovne neuvadza inak.
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2. Exhibit B (Budget & Payment Schedule)

Exhibit B (Budget & Payment Schedule) of
the Agreement is hereby superseded in its
entirety and replaced by a new Exhibit B-1
(Budget & Payment Schedule) attached to
this Amendment.

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.

IN WITNESS WHEREOQF, 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.

IQVIA RDS Slovakia, s.r.o.
Signature___ .. _ .

2. Priloha B (Rozpocet a platobna schéma)

Priloha B (Rozpocet a platobna schéma) Zmluvy
sa v plnom rozsahu vypusta a nahradza sa novou
Prilohou B-1 (Rozpolet a platobna schéma),
ktora je sucastou tohto dodatku.

Vietky vyssie uvedené ustanovenia nadobddaju
ucinnost datumom Ucinnosti. Pokial sa v tomto
dokumente wvyslovne neuvadza inak, vSetky
ostatné podmienky zmluvy zostavaju
nezmenenég a plne platné a udinné a tento
dodatok sa nebude interpretovat ako zmena a
doplnenie ani zrieknutie sa akéhokolvek
ustanovenia zmluvy, pokial sa to vyslovne
neuvadza vyssie.

NA DOKAZ SUHLASU S VYSSIE UVEDENYM
zmluvné strany zabezpedili, aby ich riadne
opravneni zastupcovia podpisali tento dodatok k
dadtumu nadobudnutia G¢innosti v troch
originaloch, pricom kazdd zo zmluvnych stran
potvrdzuje prevzatie jedného originalu.

Da;él /\[6 MN Koz

IQVIA RDS Slovakia, s.r.0. On behalf of Janssen Pharmaceutica, NV

Represented by:

Represented by: \)AF\NLA \,\jﬁG—oJWVA” ’ &34
Signature . ]\ -y Date I[E) NH LR
Fakultna nemocnica Trgnéin_~7

oate 16012003

Signature

MUDr. Branislav Motovsky, PhD.
y V) I 1

Sighature

Date 42‘ 4 2 Z

\

Attachments:

Exhibit B-1: Budget and Payment Schedule / Priloha B-1: Rozpocet a platobna schéma
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Exhibit B-1 of the Amendment No.2
Budget & Payment Schedule

Protocol No. 42847922MDD3005: “A Double-
Blind, Randomized, Parallel-Group Study with
Quetiapine Extended Release as Comparator
to Evaluate the Efficacy and Safety of
Seltorexant 20 mg as Adjunctive Therapy to
Antidepressants in Adult and Elderly Patients
with Major Depressive Disorder with Insomnia
Symptoms Who Have Responded Inadequately
to Antidepressant Therapy”

(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. The Per-
Subject Fee for this Study is: 9.762,10 €

1.1 Subject Stipend

Each subject will receive a reimbursement for
travel expenses through the provision of meal
vouchers in the amount of 27 Euro per each visit.

Meal vouchers will be provided by the Sponsor
through CRO and will be handed to the subjects
by the Investigator. The Investigator will be
required to keep a completed Log showing
adequate proof of the meal vouchers/amount
supplied to each subject. Any meal vouchers
which have not been supplied to subjects in
accordance with the foregoing will be promptly
returned to CRO at the end of the Study (or
earlier termination).

(2) Payment Milestone Table(s):

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 25
June 2021 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

Exhibit Brilobét Bedbduthdriidnt No.2
Bazigetdt Pplatebbscobdnia

Protokol €. 42847922MDD3005: Dvojito
zaslepené, randomizované skusanie v
stiibeznych skupinach s kvetiapinom s

predizenym uvolfiovanim ako komparatorom
na vyhodnotenie tG¢innosti a bezpecnosti
seltorexantu 20 mg ako adjuvantnej liecby k
antidepresivam u dospelych a starsich
pacientov s velkou depresivnou poruchou s
priznakmi nespavosti, ktori nedostatoéne
odpovedali na antidepresivnu liecbu

(1) ,Platba za jeden subjekt” zahfiia vietky
pevné a variabilné naklady spojené so skisanim,
s vynimkou poloZiek uvedenych nizsie v €ldnku 3
(Néklady pracoviska sktgania) a ¢lanku 4 (Dal3ie
Uhrady), za predpokladu, Ze sa vykonaju vietky
navitevy opisané v ¢élanku 2. Platba za jeden
subjekt pre toto skdsanie je: 9.762,10 €

1.1 Prispevok pre subjekt

Kaidy subjekt dostane uhradu cestovnych
nakladov vo forme stravnych poukdiok v
hodnote 27 Eur za kaZzdu navstevu.

Stravné poukdzky  poskytne  zadavatel
prostrednictvom zmluvnej vyskumnej
organizacie (CRO) a subjektom ich bude vydavat
skasajuci. Od skusajiceho sa bude pozadovat,
aby viedol evidenciu vydaja stravnych poukaZzok,
v ktorej primerane zdokumentuje pocet a
hodnotu stravnych poukazok vydanych kazdému
subjektu. V3etky stravné poukazky, ktoré neboli
vydané subjektom podla tohto €lanku, sa na
konci skusania (alebo pri jeho predcasnom
ukonceni) urychlene vratia CRO

(2) Tabulky splatnych vykonov:

Splatné vykony v nasledujucich tabulkach
predstavuji primerand trhovid hodnotu za
vykonanie  vyskumnych sluZieb podrobne
uvedenych v ¢asti Rozvrh Cinnosti v dodatku
protokolu zo dfa 25. juna 2021, ktory je
neoddelitefnou saéastou tejto zmluvy ako jej
Priloha A. Zmluvné strany sa dohodli, Ze ak
nasledujuce dodatky protokolu povedd k
podstatnej zmene vo vyskumnych sluzbach,
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value of the research services through a written

amendment signed by all parties hereto.

Uhrada sa upravi tak, aby zodpovedala novej
primeranej trhovej hodnote vyskumnych sluZieb,
na zaklade pisomného dodatku podpisaného
vietkymi stranami tejto zmluvy.

MILESTONES /
VYKONY

Visit Amount -
Study Team /
Suma za
navitevu — tim
skidania

Visit Amount —
Institution /
Suma za
navstevu —
institucia

Subject Stipend /
Prispevok pre
subjekt

Total Visit
Amount /
Celkova suma za
navitevu

Screening (-30 to -9) /
Vstupna navsteva (-30. aZ -9. deni)

Screening (-5to-2) /

377,10 €

120,10 €

1

Vstupna navsteva (-5. aZ -2. den)

Visits below may be conducted On-site, via Home Visit or Virtual Visit

ndvstevy alebo formou virtudlnej ndvitevy.

Ndvstevy uvedené nizsie sa méiu vykondvat na pracovisku skisania, prostrednictvom domdcej

Visit 3 options / MoZnosti 3. ndvstevy

Visit 3 (On-site)/
3. navsteva (na pracovisku skG3ania)

Visit 3 (Home visit)*/
3. navsteva (domaca navsteva)*

301,50 €

Visit 3 (Virtual visit)/
3. navsteva (virtualna navsteva)

N/A

Visit 4 (Telephone)/
4. naviteva (telefonat)

N/A

Visit 5 (Telephone)/
5. navsteva (telefonat)

17,30

17,30

Visit 6 options/ MoZnosti 6. navstevy

Visit 6 (On-site}/
6. navsteva (na pracovisku skdisania)

Visit 6 (Home visit)*/
6. ndviteva (domaca navsteva)*

Visit 6 (Virtual visit)/
6. navsteva (virtualna navsteva)

191,10 €

N/A

N/A

Visit 7 options / MozZnosti 7. nqvstevy

Visit 7 (On-site)/
7. navsteva (na pracovisku skusania)

Visit 7 (Home visit)*/
7. naviteva (domaca navsteva)*

Visit 7 (Virtual visit)/
7. navsteva (virtualna naviteva)

181,80 €

N/A

N/A

Visit 8 options / MoZnosti 8. ndvitevy

Visit 8 (On-site)/
8. navsteva (na pracovisku sku3ania)

Visit 8 (Home visit)*/
8. navsteva (domaca navsteva)*

256,30 €

Visit 8 (Virtual visit)/
8. navsteva (virtualna naviteva)

N/A

N/A
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MILESTONES /
VYKONY

Visit Amount -
Study Team /
Suma za
navstevu — tim
skasania

Visit Amount —
Institution /
Suma za
navitevu —
institucia

Subject Stipend /
Prispevok pre
subjekt

Total Visit
Amount /
Celkova suma za
navstevu

Visit 9 options / MoZnosti 9. ndvstevy

Visit 9 (On-site) /
9. navsteva (na pracovisku skusania)

Visit 9 (Home visit)*/
9. naviteva (domaca navsiteva)*

207,70 €

Visit 9 (Virtual visit)/
9. navsteva (virtudlna navsteva)

N/A

N/A

Visit 10 options / MoZnosti 10. ndvstevy
Visit 10 (On-site) / '
10. navsteva (na pracovisku 260,80 €
skusania) ]
Visit 10 (Home visit)*/ N/A
10. navsteva (domaca navsteva)* |
Visit 10 (Virtual visit)/ N/A
10. navsteva (virtualna navsteva) ;
Visit 11 options / MoZnosti 11. ndvstevy
Visit 11 (On-site) / !
11, navsteva (na pracovisku 190,10 €
skasania)
Visit 11 (Home visit)*/ N/A
11. naviteva (domaca navsteva)*
Visit 11 (Virtual visit)/ N/A

11. navsteva (virtualna naviteva)

Visit 12 options / MoZnosti 12.

navstevy

Visit 12 (On-site) /
12. navsteva (na pracovisku
skusania)

Visit 12 (Home visit)*/
12. navsteva (domaca navsteva)*

Visit 12 (Virtual visit)/
12. navsteva (virtualna navsteva)

184,90 €

N/A

N/A

Visit 13

{End of Phase/EW) options /MoZnosti 13. ndvstevy {koniec fdzy/PU)

Visit 13 (End of Phase/EW)
{On-site)/
13. navsteva (koniec fazy/PU)
(na pracovisku skisania)

Visit 13 (End of Phase/EW)
(Home visit)*/
13. navsteva (koniec fazy/PU)
(domaca navsteva)*

Visit 13 (End of Phase/EW)
(Virtual visit)/
13. navsteva (koniec fazy/PU)
(virtudlna navsteva)

311,20 €

N/A

N/A




Janssen 42847922MDD3005 increase of Budget — MUDr. Branislav Motovsky, Fakultna nemocnica

Trencin20Jun2022_Version 22.1

Visit Amount - Visit Amount - Total Visit
ituti j ipen | Amount
MILESTONES / Study Team / Institution / Suhj’ect Stipend / ; /
& Suma za Suma za Prispevaok pre Celkova suma za
VYKONY £ ; g . s

navitevu — tim navstevu — subjekt navstevu
skudania inStitucia
Visit 14 (Telephone)/ 17,30 €

14. navsteva (telefonat)

Visit 15 Follow-up Visit optio

ns / MoZnosti 15. ngvstevy — kontrolnej ndvstevy

Visit 15 Follow-up Visit (On-site) /
15. ndviteva — kontrolna naviteva
(na pracovisku skasania)

197 €

Visit 15 Follow-up Visit (Home
visit)*/
15. ndvsteva — kontrolna naviteva
(domaca naviteva)*

N/A

Visit 15 Follow-up Visit (Virtual
visit)/
15. naviteva — kontrolna navsteva
(virtudlna navsteva)

N/A

|

Additional FU for EW of study drug options / MoZnosti dalsej KN pre PU uZivania skusaného lieku

Additional FU for EW of study drug
; {On-site)

(Every 4 weeks until Day 196)/
Dal3ia KN pre PU uzivania ski$aného
lieku
(na pracovisku skusania)
(kaZdé 4 tyZdne do 196. diia)

175,90 €

Additional FU for EW of study drug
{(Home visit)*

(Every 4 weeks until Day 196)/
Dalsia KN pre PU uzivania skt$aného
lieku
(domaca navsteva)*

(kaZdé 4 tyzdne do 196. dfia)

Additional FU for EW of study drug
(Virtual visit)

(Every 4 weeks until Day 196)/
Dal3ia KN pre PU uZivania sku$aného
lieku
(virtualna navsteva)

(kazdé 4 tyidne do 196. dia)

N/A

N/A

Estimated Per-Subject Fee
{Excludes all Home visit and Virtual
contact options as well as Additional
FU visit for EW of study drug)/
Odhadovana platba za jeden subjekt
{nezahffia Ziadne moZnosti domacej
navstevy a virtualneho kontaktu ani
daldiu KN pre PU uZivania skisaného

lieku)

2.346 €
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N/A means Not Applicable

* Home visits are only applicable due to changes

Skratka N/A znamend , nevztahuje sa”

* Domace navstevy moino uplatnit len z dévodu

in study related procedures as a result of the

zmien  postupov  suvisiacich so  skusanim v

COVID-19 pandemic or national emergencies

dosledku pandémie ochorenia COVID-19 alebo

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.

(3)

Site Costs
Screen Failure Payments:

Screen failure payments will be made at a ratio
of 2 screen failure payments per site for every 1
subject randomized. Processing of payment will
begin upon completion of EDC in accordance
with Section 5 below including the amount as
listed in the milestone table in Section 2 above
for Screening visit (-30 to -9) and Screening visit
(-5to-2) and in accordance with Section 5 below,
and upon approval by the 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 27 € 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.

Recruitment Activities: The Investigator
will be reimbursed for a per diem resource at 48
€ per hour up to a maximum of 3840 € (the
maximum value is calculated by multiplying the
Study Coordinator hourly rate by 80 hours),
(including but not limited to chart review,

vnltrostatneho nudzového stavu.

Prispevky pre subjekty: Prispevok pre subjekt
md subjektu skusania nahradit naklady suavisiace
s cestovnymi vydavkami a pripadne stravovanim,
vzniknuté v désledku ucasti na skusani, a md sa
uviest' v informovanom suhlase, pretoZe sa bude
poskytovat subjektu skusania.

(3) Naklady na pracovisko skusania
Platby za netspesné vstupné

vysetrenia:

Platby za nelispesné vstupné vysetrenia sa budd
uhradzat v pomere 2 uhradené nelspeiné
vstupné vysetrenia na jedno pracovisko skusania
na kaidy 1 randomizovany subjekt. Spracovanie
platby sa zacne po vyplneni Gdajov v systéme
EDC v sulade s ¢lankom 5 niZdie, vratane sumy
uvedene] v tabulke vwkonov v ¢lanku 2 vyssie pre
vstupn( navstevu (-30. az -9. den) a vstupnd
navstevu (-5. aZ -2. den), v sulade s élankom 5
nizsie a po schvaleni zo strany CRO.

Za nelspesné vstupné vysetrenia nad stanoveny
maximalny pocet, ktoré sa zdravotnickemu
zariadeniu neuhradzaju, sa subjektom skdsania
vyplati prispevok pre subjekt vo vySke 27 EUR,
ktory md subjektu skusania nahradit naklady
suvisiace s cestovnymi vydavkami a pripadne
stravovanim, vzniknuté v désledku uéasti na
skusani, a ma sa uviest v informovanom suhlase,
pretoZe sa bude poskytovat subjektu skusania.
Spracovanie platby sa za¢ne po prevzati faktury
s uvedenim &isla subjektu a datumu, kedy boli
vstupné vysSetrenia vyhodnotené ako nelispesné,
v stlade s ¢lankom 5 nizdie a po schvaleni zo
strany CRO.

Cinnosti tykajtice sa naboru subjektov:
Zodpovednému skusajucemu sa za
vyhodnotenie moinych subjektov (najma za
analyzu zdravotne] dokumentacie, vyplnenie
evidencie vedenej pred vstupnymi vySetreniami
atd.) uhradia denné diéty vo vyske 48 EUR za
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completion of the pre-screening log, etc.) for the
evaluation of potential subjects. Processing of
payment will begin upon receipt of invoice
detailing the work performed: i.e. tasks
performed, and hours spent signed by the
Principal Investigator in accordance with Section
5 below and approval by the CRO. This allowance
may be discontinued at the discretion of the
Sponsor without an amendment to the
agreement. The Sponsor will notify the
Institution of the discontinuation or increase in
writing. Costs incurred for this task prior to the
date of notice of discontinuation will be paid per
the invoice process documented above.,

(4) Other Compensation:

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

Note: Any claims for reimbursement of adverse
events must be submitted in a separate invoice.

hodinu do maximélnej vysky 3840 EUR (tato
maximdlna hodnota je vypoditand ako hodinové
sadzba koordinatora skuSania krat 80 hodin).
Spracovanie platby sa zacne po prevzati faktury,
ktorda musi obsahovat vykonané prace (t. j.
vykonané dlohy a odpracované hodiny
podpisané zodpovednym skisajlicim v sulade s
¢lankom 5 nizsie), a po schvaleni zo strany CRO.
Vyplacanie tohto prispevku sa podla uvézenia
zaddvatela modie ukonlit bez dodatku tejto
zmluvy. Zadavatel bude o takomto ukonéeni
vyplacania alebo jeho zvyseni informovat
zdravotnicke zariadenie pisomne.  Naklady,
ktoré vznikni na tato Ulohu pred datumom
pisomného ozndmenia o ukonéeni vyplacania, sa

uhradia fakturaénym postupom
zdokumentovanym vyssie.

() Dal3ie uhrady:

Bl Spracovanie platby na dalsie Uhrady sa

zafne po prevzati faktary v stlade s ¢lankom 5
nizsie a schvdleni zo strany CRO. Vetky néklady
uvedené v nasledujlcej tabulke predstavuiju
jednotkové naklady na poloZku, pokial nie je v
stipci ,Dalsie informacie” uvedené inak.

Poznamka: Akékolvek naroky na thradu za
neZiaduce udalosti sa musia predloZit v
samostatnej fakture.

Amount— | Amount — Subiect
Study Institution Sti—én—d— Total
Item Additional Information/ Team / / p—"ﬂ“—lﬁs oy 47 " Amount /
Poloika Dalsie informacie Suma — Suma - "“——Er;"'* Celkova
Tim institacia su%';kt suma
skasania il
Study Start-Up Fee/
Platba na rozbeh N/A N/A 985€ N/A S3a%
skusania
Document Storage,
Archiving Total Cost/
1.211€
Uchiouduatia N/A N/A N/A 1.211€
dokumentov, celkové
naklady na archivaciu
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Annual Administrative /
Maintenance Fee

Kazdorocny
administrativny/
udrZbovy poplatok

For additional years after
year 1

Kazdorocne po prvom
roku

Reconsent during a
scheduled visit/

Opdtovny suhlas pocas
planovane] navitevy

Reconsent outside of a
scheduled visit /

Opdtovny suhlas mimo
planovanej navitevy

Sponsor pre-approved/

Vopred schvélené
zadavatelom

Unscheduled on-site
visit /

Neplanovana navsteva
na pracovisku skisania

Visit cost to be paid in
conjunction with any of
the below assessments,
except telephone or video
call, when conducted
outside of a regularly
scheduled visit,

This fee covers the cost of
the Principal Investigator
and Study Coordinator
fees

If more than one (1) day is
required to complete all
evaluations for Screening
visit 1

Ndklady na navitevu,
ktoré sa maju uhradit v
suvislosti s ktorymkolvek
vySetrenim uvedenym
nizsie (okrem telefonatu
alebo videokonferenéného
hovoru), ked sa vykonava
mimo riadne planovane;j
navstevy.

. Tato platba zahfia

naklady zodpovedného
skusajuceho a
koordinatora skusania

N/A
/ N/A
13.50€ N/A
23.10€ 27€
13.10€ 27€
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3. Ak je na dokonéenie
vietkych hodnoteni pre
vstupnd navstevu 1
potrebny viac ako jeden
den

1. Urine drug screen is
included in the visit totals
in the milestane table in
Section 2 above per the
Schedule of Activities of
the Protocol.

2. During an unscheduled
visit
Additional Urine drug
screen / 3. Asclinically indicated /
N/A
Dalsie vysetrenie moéu | 1. VySetrenie modu na 12,30¢
na navykové latky navykové latky je zahrnuté
v celkovych sumach za
navstevu v tabulke
vykonov v élanku 2 vy&iie
podla ¢asti Rozvrh &innosti
v protokole.

2. Pocas nepldnovanej
navstevy3. Podla klinickej
indikacie

1. Alcohol (breath) test is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocol.

2. During an unscheduled
Additional Alcohol visit

(breath) test /
3. Asclinically indicated / 4,50€ N/A
Dalsia dychova skigka
na alkohol 1. Dychova skiska na alkohol
je zahrnuta v celkovych
sumdch za navstevu v
tabulke vykonov v &lanku
2 vy3sie podla €asti Rozvrh
¢innosti v protokole.

2. Pocas neplanovanej
navstevy
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3. Podla klinickej indikacie

At screening only in
participants of age 265 years /

13,50€

MMSE / MIMSE N/A

Len pri vstupnych
vySetreniach u Géastnikov vo
veku 2 65 rokov.

1. MADRS s included in the
visit totals in the
milestone table in Section
2 above per the Schedule
of Activities of the
Protocol.

2. During an unscheduled

Additional MADRS / Visit / 12,40€

Dalsie hodnotenie N/A

MADRS 1. Hodnotenie MADRS je

zahrnuté v celkovych
sumach za navstevu v
tabulke vykonov v élanku
2 vyssie podla Casti Rozvrh
¢innosti v protokole.

2. Pocas neplanovanej
navstevy

1. CGI-Sisincludedin the
visit totals in the
milestone table in Section
2 above per the Schedule
of Activities of the
Protocol.

2. During an unscheduled
Additional CGI-S / visit /

N/A
Dal3ie hodnotenie CGI-S | 1. Hodnotenie CGI-S je 6,90€
zahrnuté v celkovych
sumach za navstevu v
tabulke vykonov v élanku
2 vy&sie podla &asti Rozvrh
¢innosti v protokole.

2. Pocas neplanovanej
navstevy
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1. SDSisincluded in the visit
totals in the milestone
table in Section 2 above
per the Schedule of
Activities of the Pratocol.

2. Atthe last of the ongoing

Additional SDS / FU visits (near Day 196) / 2.80¢

1. Hodnotenie SDS je N/A
zahrnuté v celkovych
sumach za navstevu v
tabulke vykonov v ¢lanku
2 vysdie podla Easti Rozvrh
¢innosti v protokole.

Daliie hodnotenie SDS

2. Na poslednej priebeinej
KN (blizko 196. dha)

1. ISl (patient version) is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocaol.

2. Atthe last of the ongoing

Additional ISI (patient FU visits {near Day 196) /

version)/

1. Hodnotenie ISI 1,40€ H{s
(pacientska verzia) je
zahrnuté v celkovych
sumach za navstevu v
tabulke vykonov v ¢lanku
2 vy3sie podla casti Rozvrh
Cinnosti v protokole.

Dalsie hodnotenie IS
(pacientska verzia)

2. Na poslednej priebeinej
KN (blizko 196. dna)

1. PROMIS-SD is included in
the visit totals in the
milestone table in Section
2 above per the Schedule

Additional PROMIS-SD gf AtC“‘”lﬁes atthe
T & rotocol.
|/: zacljli;ﬁsh:;notenle 4,50€ N/A

2. During an unscheduled
visit /

1. Hodnotenie PROMIS-SD je
zahrnuté v celkovych
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sumdch za navstevu v
tabulke vykonov v ¢lanku
2 vyssie podla Casti Rozvrh
¢innosti v protokole.

2. Pocas neplanovanej
navstevy

1. PROMIS-Fatigue is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocol.

2. At the last of the ongoing

Additi | PROMIS-
ey FU visits (near Day 196) /

Fatigue /

1. Hodnotenie PROMIS- 3,80€ N/A

Unava je zahrnuté v
celkovych sumach za
navstevu v tabulke
vykonov v ¢lanku 2 vyssie
podfa ¢asti Rozvrh ¢innosti
v protokole.

Dalsie hodnotenie
PROMIS-tinava

2. Na poslednej priebeinej
KN (blizko 196. dra)

1. QLDS isincluded in the
visit totals in the
milestone table in Section
2 above per the Schedule
of Activities of the
Protocol.

2. Atthe last of the ongoing
Additional QLDS / FU visits (near Day 196) /
N/A
Dalsie hodnotenie QLDS | 1. Hodnotenie QLDS je 6,90¢€
zahrnuté v celkovych
sumach za navstevu v
tabulke vykonov v ¢lanku
2 vyssie podla ¢asti Rozvrh
¢innosti v protokole.

2. Na poslednej priebeinej
KN (blizko 196. dna)
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Additional EQ-5D-5L /

Dalsie hodnotenie EQ-
5D-5L

EQ-5D-5L is included in
the visit totals in the
milestone table in Section
2 above per the Schedule
of Activities of the
Protocol.

At the last of the ongoing
FU visits (near Day 196) /

Hodnotenie EQ-5D-5L je
zahrnuté v celkovych
sumach za navstevu v
tabulke vykonov v élédnku
2 vyssie podla Casti Rozvrh
¢innosti v protokole.

Na posledne]j priebeznej
KN (blizko 196. dna)

4,10€

N/A

Additional RRS /

Dalsie hodnotenie RRS

RRS is included in the visit
totals in the milestone
table in Section 2 above
per the Schedule of
Activities of the Protocol.

At the last of the ongoing
FU visits (near Day 196) /

Hodnotenie RRS je
zahrnuté v celkovych
sumach za navstevu v
tabulke vykonov v ¢lanku
2 vyssie podla €asti Rozvrh
ginnosti v protokole.

Na poslednej priebeinej
KN (blizko 196. dra)

4,10€

N/A

Additional HRUQ /

Dal3ie hodnotenie HRUQ

HRUQ is included in the
visit totals in the
milestone table in Section
2 above per the Schedule
of Activities of the
Protocol.

At the last of the ongoing
FU visits (near Day 196) /

1.Hodnotenie HRUQ je

zahrnuté v celkovych
sumdch za navitevu v

4,80€

N/A
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tabulke vykonov v &lanku
2 vyssie podla gasti Rozvrh
¢innosti v protokole.

2. Na poslednej priebeinej
KN (blizko 196. dna)

1. Physical examination is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of

Additional physical
the Protocol.

examination
(Inclusive of brief 2. Asclinically indicated

logi a .
NelroogiE] Sxanyand 3. Atthe last of the ongoing

e FU visits (near Day 196)/
ali : N/A
Dalsia lekdrska ' _ . 15 00¢
- Lek hl :
prehliadka 1. Lekarska prehliadka je

zahrnutd v celkovych
sumach za navitevu v
. p v . i Y v Cla
neurologické vySetrenie ;abuvlke vylgnrnovv tFlF?nkuh
i ui 2 v i
a meranie Zivotnych o y55|e‘ po atcisl Lo
funkcii) cinnostl v protokole.

(Zahrfujica kratke

2. Podla klinickej indikacie

3. Na poslednej priebeznej
KN (blizko 196. dria)

1. 12-lead ECGisincluded in
the visit totals in the
milestone table in Section
2 above per the Schedule
of Activities of the
Protocol.

2. May be repeated one-

Repeat 12-lead ECG / time during the screening
phase to reassess
¢ p N/A
Opakované 12-zvodové eligibility if initial 17,30¢ /
EKG screening values were
abnormal

3. Asclinically indicated /

1. 12-zvodové EKG je
zahrnuté v celkovych
sumach za navitevu v
tabulke vykonov v &lédnku
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2 vysSie podla Casti Rozvrh
¢innosti v protokole.

2. Pocas fazy vstupnych
vysetreni sa moze
jedenkrat zopakovat, aby
sa prehodnotilo spitianie
podmienok, ak boli
pociatocné hodnoty v
ramci vstupnych vysetreni
abnormiélne.

w

. Podla klinicke] indikacie

1. Vital signs are included in
the visit totals in the
milestone table in Section
2 above per the Schedule
of Activities of the
Protocol.

2. Asclinically indicated

" . . Duri d
Additional vital signs / 3 VI:irtlr/lgan Upschaglle

Dalsie meranie N/A
= : . 1. Meranie Zivotnych funkcif 11,40¢€
zivotnych funkcii

je zahrnuté v celkovych
sumach za navstevu v
tabulke vykonov v élanku
2 vyssie podla ¢asti Rozvrh
¢innosti v protokole.

2. Podla klinickej indikacie

3. Pocas neplanovanej
navitevy

1. Sampling and handling for
clinical laboratory tests
are included in the visit
totals in the milestone
table in Section 2 above

Repeat clinical per the Schedule of
laboratory tests / Activities of the Protocol.

N/A
Opakované klinické 2. Asclinically indicated / 7,60¢€

laboratdrne vysetrenia

1. Odbervzorieka
manipulacia so vzorkami
na klinické laboratdrne
vySetrenia st zahrnuté v
celkovych sumach za
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navstevu v tabulke
vykonov v ¢lanku 2 vyssie
podfa casti Rozvrh &innosti
v protokole.

2. Podla klinickej indikacie

Repeat Urinalysis /

Opakovana analyza
mocu

1. Sampling and handling for
urinalysis is included in
the visit totals in the
milestone table in Section
2 above per the Schedule
of Activities of the
Protocol.

2. Asclinically indicated /

1. Odber vzoriek a
manipuldcia so vzorkami
na analyzu mocu su
zahrnuté v celkovych
sumach za navitevu v
tabulke vykonov v &lanku
2 vysiie podla €asti Rozvrh
c¢innosti v protokole.

2. Podla klinickej indikacie

5,90€

N/A

PK/Biomarker
assessments /

Vysetrenia
PK/biomarkerov

For participants who
discontinue study drug for an
AE, have an AESI or have an
SAE if the sample can be
obtained within 15 hours of
the last study drug
administration /

V pripade ucastnikov, ktori
vysadia skusany liek pre AE
alebo sa u nich vyskytne AESI
Ci SAE, ak bude vzorku mozné
ziskat do 15 hodin od
posledného podania
skusaného lieku.

14,20€

N/A

Optional DNA and RNA
samples /

Volitel'né vzorky DNA a
RNA

At Visit 3 from participants
who have consented to
provide optional DNA and
RNA samples for research. /

Na 3. navsteve v pripade
ucastnikov, ktori sdhlasili s
poskytnutim volitelnych

14,20€

N/A
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vzoriek DNA a RNA na
vyskumné Ucely.

1. Serum pregnancy testing
is included in the
screening (-30 to -9) visit
total in the milestone
table in Section 2 above
per the Schedule of

Activities of the Protocol.
Additional Serum

pregnancy test / 2. Asclinically indicated /
‘ N/A
Dalsi tehotensky test zo | 1. Tehotensky test zo séra je 7,60€
séra zahrnuty v celkovej sume
za vstupnu navstevu (-30.
az -9. den) v tabulke
vykonov v €lanku 2 vy3sie
podfa €asti Rozvrh éinnosti
v protokole.

2. Podla klinickej indikacie

1. Urine pregnancy testing is
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocol.

2. Asclinically indicated

Additional Urine 3. During an unscheduled
pregnancy test / visit /

N/A
Dal3i tehotensky test z 1. Tehotensky test z mocu je 5,90€
moéu zahrnuty v celkovych
sumach za nadvstevu v
tabulke vykonov v &lanku
2 vyssie podla ¢asti Rozvrh
¢innosti v protokole.

2. Podla klinickej indikacie

3. Podas neplanovanej
navstevy
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Local SSRI/SNRI
background
antidepressants /

Hladina zakladnych
antidepresiv zo skupiny
SSRI/SNRI vySetrena
lokalne

Sample collections are
included in the visit totals
in the milestone table in
Section 2 above per the
Schedule of Activities of
the Protocol.

At screening (-30 to -9),
Visit 3, 8 and 11 if
assessed in a qualified
local laboratory /

Odber vzoriek je zahrnuty
v celkovych sumach za
navstevu v tabulke
vykonov v ¢lanku 2 vyssie
podla ¢asti Rozvrh ¢innosti
v protokole.

Na vstupnej navsteve (-30.
az-9.den)a3., 8. all.
navsteve, ak sa vySetrila v
miestnom laboratériu
spifiajicom podmienky.

7,30€

N/A

Additional C-SSRS /

Dalsie hodnotenie C-
SSRS

C-SSRS is included in the
visit totals in the
milestone table in Section
2 above per the Schedule
of Activities of the
Protocol.

During an unscheduled
visit.

Hodnotenie C-SSRS je
zahrnuté v celkovych
sumach za navstevu v
tabulke vykonov v ¢lanku
2 vyssie podla ¢asti Rozvrh
¢innosti v protokole.

Pocas neplanovanej
navstevy

9,30€

N/A

Dispense study drug /

Vydaj skisaného lieku

Dispensation is included in
the visit totals in the
milestone table in Section
2 above per the Schedule
of Activities of the
Protocol.

4,10€

N/A
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2. During an unscheduled
visit

1. Vydajje zahrnuty v
celkovych sumach za
navitevu v tabulke
vykonov v ¢lanku 2 vyssie
podla ¢asti Rozvrh ¢innosti
v protokole.

2. Potas neplanovanej
navstevy

1. For an unscheduled virtual
contact visit if home visits
are not available, or
restricted due to COVID-
19 or national
emergencies, and
participants are not able
to travel to the site during
the study

2. Before a participant is
deemed lost to follow-up
a maximum of three (3)
attempts will be
reimbursed

3. During the first week of

Telephone or video call/ study drug administration

to assess participant’s N/A
Telefonat alebo tolerability before 15,50€
videokonferenény hovor increasing dose /

1. V pripade neplanovane;
navstevy formou
virtualneho kontaktu, ak
domace navstevy nie st k
dispozicii alebo st
obmedzené z dévodu
pandémie ochorenia
COVID-19 alebo
vhutrostatneho
nudzového stavu a
Ucastnici nemdzu pocas
skusania pricestovat na
pracovisko skusania.

2. Skor nei sa nejaky
ucastnik bude povazovat
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za subjekt, ktory nemoino
dalej sledovat, uhradia sa
maximalne tri (3) pokusy.

Pocas prvého tyzdria
podavania skusaného
lieku, aby sa pred
zvySenim ddvky
vyhodnotilo, ako Géastnik
liecbu znasa.

Alpha-1-acid
glycoprotein sample
collection and handling /

Odber vzoriek a
manipulacia so vzorkami
na vysetrenie alfa-1-
kyslého glykoproteinu

For participants who
discontinue study drug for
an AE, have an AESI, or
have an SAE if the sample
can be obtained within 15
hours of the last study
drug administration

V pripade Ucastnikov, 14,20€

ktori vysadia skusany liek
pre AE alebo sa u nich
vyskytne AESI &i SAE, ak
bude vzorku mozné ziskat
do 15 hodin od
posledného podania
skusaného lieku.

N/A

N/A = Not applicable

(5) Payment Terms:

a) This EXHIBIT B is for completed records a)

Skratka N/A znamend ,nevztahuje sa”

(5) Platobné podmienky:

Tdto PRILOHA B pokryva vyplnené

for up to 8 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.  Sponsor anticipates closure of
enrollment upon randomization of a total of 720
valid subjects. In the event 720 total valid
subjects are enrolled prior to a site’s reaching its
valid subject goal of 8, 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 Sponsor. 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

zaznamy pre najviac 8 platnych subjektov.
Platny subjekt je definovany ako subjekt, ktory
spiia poziadavky na zaradenie do skigania a
nema Ziadne vyznamné porusenia protokolu,
ktoré by jeho U(daje vyliéili z analyzy. Pri
vykonavani tohto skdsania sa uplatfiuje stratégia
konkuren¢ného  zaradovania. Zadavatel
predpoklada uzatvorenie zaradovania po
randomizacii spolu 720 platnych subjektov. V
pripade, Ze sa do sku3ania zaradi spolu 720
platnych subjektov predtym, neZ pracovisko
skGsania dosiahne svoj cielovy polet 8 platnych
subjektov, dalSie zaradovanie sa zastavi.
Subjekty, ktoré skuSanie nedokonéia, sa budd
uhrddzat  pomernym  spésobom  podla
potvrdenych  absolvovanych  navitev a
pacientskych  zaznamowych  hdrkov  (CRF)
prevzatych zadavatelom. Vietky Ghrady sa
vyplatia za ndavitevy subjektov podla tabulky



Janssen 42847922MDD3005 Increase of Budget — MUDr. Branislav Motovsky, Fakultna nemocnica

Trencin20Jun2022_Version 22.1

control. Reimbursement for expenses related to
screen failures will be made as outlined in
Section 3 above.

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,
Sponsor may invite an institution to enroll more
Study subjects than reflected in the original
agreement. In such a circumstance, Sponsor
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 enroliment 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.

c) Sponsor will provide, through a third-
party vendor, the following equipment for use
as called for in the Protocaol.

vykonov vo vyssie uvedenom ¢&lanku 2. Za
subjekty vyli¢ené z analyzy pre porusenia
protokolu, ktorych kontrola bola v rémci
mozZnosti persondlu skisania, sa neuhradia
Ziadne platby. Néklady suvisiace s netspe$nymi
vstupnymi vySetreniami sa budui uhradzat podla
¢lanku 3 vyssie.

b) Zdravotnicke zariadenie akceptuje, Ze
toto skusanie je multicentrickym ska$anim
napldnovanym s cieflom vyhodnotit stanoveny
pocet subjektov skdsania. Predpoklada sa, e
kazdé zdravotnicke zariadenie, ktoré sa
zUcastiuje na skddani, zaradi pocet subjektov
skisania stanoveny v ich zmluve na ucely tohto
skisania. Ak to bude v priebehu skusania
potrebné, zadavatel mobie zdravotnicke
zariadenie vyzvat, aby zaradilo viac subjektov
skusania, nez sa uvadza v pévodnej zmluve. Za

tychto okolnosti moze zadavatel zaslat
zdravotnickemu zariadeniu pisomnu
poZiadavku, aby umozZnil zaradenie dalgich

subjektov skisania. Naopak zdravotnicke
zariadenie z uvedenych dévodov nemusi mat
moznost zaradit vyssie uvedeny pocet subjektov
skusania. Ked sa zaradovanie ciefového poétu
subjektov skusania dokonéi, tie pracoviskd
skusania, ktoré nezaradili svoje zmluvné poéty
subjektov  skusania,  dostanu pisomné
oznamenie s pokynmi ukoncit zaradovanie
subjektov skusania.

c) Zadavatel' prostrednictvom externého
dodavatela poskytne nasledujlce vybavenie na
poutzitie podla poZiadaviek protokolu.

item Quantity /
Polozka Mnoistvo

Value per item /
Cena za polozku

ECG machine / One (1) per site /

Revere.D iPad

Dva (2) na jedno pracovisko skigania

Pristroj EKG Jeden (1) na jfevdn(? pracovisko 2,500 €
skusania
Y-Prime
devices
(handheld) / Four (4) per site / 170 € each /
Vreckové Styri (4) na jedno pracovisko skugania Kaidé 170 €
zariadenia Y-
Prime
Revere/.D L Two (2) per site / 275 € each /

Kazdy 275 €
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Cronos Tablet One (1) per site /
/ Jeden (1) na jedno pracovisko 1040 £
Cronos Tablet skusania
Signant rater
station / One (1) per site /
Stanica pre Jedna (1) na jedno pracovisko 1615 €
raterov sklsania
Signant

Upon termination of the Study at Institution, the
equipment noted above will be returned in

accordance with Sponsor's or designee’s
instructions.
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 Sponsor. Records verifying the equipment
calibration and maintenance shall be provided to
Sponsor upon request. For calibrations that are
performed solely at the request of Sponsor, and
that are not part of the recommended scheduled
maintenance suggested by manufacturer,
Sponsor 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.

e) Investigator Meetings: Sponsor may
recommend or require the Principal Investigator,
or a Sponsor-approved  Sub-Investigator
designee, and a Study nurse/coordinator to
attend meetings, including but not limited to an
Investigator's Meeting. Sponsor shall provide
and pay through CRO all reasonable and
appropriate travel expenses in accordance with
Sponsor’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.

Po ukonéeni skusania v zdravotnickom zariadeni
sa vybavenie uvedené vyssie vrati podla pokynov
zadavatela alebo oprévneného zastupcu.

d) Kalibracia  vybavenia: Zdravotnicke
zariadenie zodpovedd za to, aby vybavenie vo
vlastnictve zdravotnickeho zariadenia, ktoré
zdravotnicke zariadenie vyuZiva podla tejto
zmluvy, malo zabezpefeny servis a bolo
kalibrované podla odporicani vyrobcu alebo
Castejsie, ak to pozaduje zaddvatel. Zaznamy
dokladajice kalibréciu a ddribu vybavenia sa
maju na poZiadanie poskytnut zadavatelovi. Za
kalibracie, ktoré sa vykonaji vyhradne na
poZiadanie zadavatela a ktoré nie su sucastou
odporuc¢aného pldnu Udrzby navrhovaného
vyrobcom, uhradi zaddvatel zdravotnickemu
zariadeniu skutocné naklady bez navysenia za
kaZdu kalibraciu. Spracovanie platby sa zacne po
prevzati faktury a sprievodnej dokumentécie v
stilade s nizdie uvedenym odsekom Error!
Reference source not found.).

e) Stretnutia so skusSajucim: Zadavatel
méZe zodpovednému skudZajucemu alebo
uréenym spoluskusajicim schvalenym

zadavatelom a zdravotnym sestram alebo
koordindtorom skusania odporadat alebo od
nich pozadovat, aby sa zG&astfovali na
stretnutiach, najma na stretnuti so skdgajucim.
Zadavatel prostrednictvom CRO v silade so
svojimi zasadami tykajlucimi sa cestovnych
vydavkov poskytne a uhradi vietky odévodnené
a primerané cestovné naklady vratane
nenakladného ubytovania a stravovania
spojeného s takymito stretnutiami. Zmluvné
strany sa dohodli, Ze U¢ast na tychto stretnutiach
je primerana a potrebna, aby sa zabezpecilo, e
vSetky strany zucastfiujice sa na skusani jasne
chdpu protokol a jeho poZiadavky. Spracovanie
platby sa zaéne po prevzati faktiry a sprievodnej
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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) and Electronic
Patient Reported Outcomes (ePRQO) in
accordance with Sponsor’s instructions and this
Agreement. Milestone payments, as listed in the
table above, do not require submission of an
invoice. Payments will be administered, at a
minimum, on a 6 month basis by DrugDev on
behalf of CRO. 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
Sponsor’s instructions.

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

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

Invoices to be billed to:

IQVIA RDS Slovakia, s.r.o.
Care of: DrugDev
Vajnorska 100/B

dokumentdcie v sulade s nizSie uvedenym
odsekom Error! Reference source not found.).

f) Aby vznikol narok na akikolvek Ghradu
platieb, musia sa vietky postupy vykonat plne v
sulade s protokolom a touto zmluvou a zaslané
udaje musia byt kompletné, spravne a zadané do
systému elektronického zachytdvania udajov
(EDC) a systému elektronického zaznamendavania
vysledkov hldsenych pacientmi (ePRO) podla
zadavatelovych pokynov a tejto zmluvy. Splatné
vykony vymenované vo vyssie uvedenej tabulke
si nevyzaduju zaslanie faktliry. Spolocnost
DrugDev v zastlpeni CRO bude platby
spracovdvat minimélne kaZdych 6 mesiacov.
Tieto platby budu zahrfiiat splatné wvykony aj
vietky fakturované a schvdlené naklady z
predchadzajldceho platobného cyklu. V priebehu
celého skusania sa bude vykonavat priebeiné
odsUhlasovanie Uctov. Vsetky chybne
poukazané platby sa zahrni do akychkolvek
dosial nevybavenych alebo budtcich splatnych
platieb. Ziadna platba sa nepoukaie, kym sa
nevyrovnaju vsetky nespravne platby. Ak
nebudl existovat Ziadne dosial nevybavené
alebo budlce platby, zdravotnicke zariadenie
urychlene vrati preplatok podfa pokynov
zadavatela.

Spolocnost DrugDev bude poukazovat platby na
zaklade splatnych vykonov, platobnych terminov
a platobnych podmienok uvedenych vyssie.
Platby sa poukdiu ai po  prevzati
zodpovedajucich faktur vratane sprievodnej
dokumentdcie, ako sa uvadza niisie, v mene
Specifikovanej v prilohe. Faktary budi splatné do
30 dni od ddtumu prevzatia faktury (vratane
vSetke] prisluinej sprievodnej dokumentacie)
spolo¢nostou DrugDev.

Faktiry na vietky dalSie platby okrem platieb
uvedenych v tejto zmluve (t. j. dalSie Ghrady) sa
taktiez musia odoslat spolotnosti DrugDev a
musi ich schvalit zadavatel. Véetky faktury sa
musia vystavit nasledujicim spésobom:

Faktury sa maji_ vystavit na nasledujtcu
fakturaénu adresu:

IQVIA RDS Slovakia, s.r.o.

Do pozornosti: DrugDev

Vajnorska 100/B
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83104 Bratislava
Slovakia
invoices to be sent to:

DrugDev Payments

[QVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Email: support@drugdevglobal.com

The following information should be included
on the invoice:

o} Complete INVESTIGATOR name,
address and phone number

0 Invoice Date
o} Invoice Number
o} Payee Name (must match Payee

indicated in CTA)

o] Payment Amount

o} Complete description of services
rendered

o} Study Number:

0 Sponsor Name

0 Invoices should be printed on

site/institution letterhead

All invoice and payment related inquiries shall
be addressed directly to DrugDev Payments at
support@drugdevglobal.com , telephone +1
(973) 659-6722, or fax +01 (610) 994-2784.

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.

83104 Bratislava

Slovenska republika

Faktiry sa maji odoslaf na nasledujicu
dorucovaciu adresu:

DrugDev Payments

IQVIA, 5th floor.

210 Pentonville Rd, King Cross

Londyn N1 9JY

Spojené kralovstvo

E-mail: support@drugdevglobal.com

Na faktire musia byt uvedené nasledujuce
udaje:

o Celé meno a priezvisko, adresa a
telefénne &islo SKUSAJUCEHO

0 Datum faktury

0 Cislo faktury

) Meno/nazov prijemcu platieb (musi sa

zhodovat s prijemcom platieb uvedenym v
zmluve o klinickom skasani)

0 Suma na thradu

0 Uplny opis poskytnutych sluzieb

0 Cislo skugania

0 Nazov zadavatela

0 Faktiry maju byt wvytlatené na

hlavickovom papieri pracoviska skusania alebo
zdravotnickeho zariadenia

Vietky otdzky tykajuce sa faktur a Ghrad sa maju
adresovat priamo na platobné oddelenie
spolocnosti DrugDev na adresu
support@drugdevglobal.com, telefonicky na
Cislo +1 (973) 659-6722 alebo faxom na &islo +01
(610) 994-2784.

g) Tato zmluva zohladfiuje vSetky pevné a
variabilné naklady suvisiace s c¢innostami v
skusani. Polozky konkrétne neuvedené v &ldnku
3 alebo 4 wvySsie, ktoré by mohli zahfiat
napriklad naklady na persondl, naklady na
Skolenie, platby laboratériam, réntgenové
vySetrenia, hodnotenia a dotazniky, platby
koordinatorom udajov a cestovné vydavky, su
zohladnené v platbe za jeden subjekt, ako sa
podrobne uvadza v tabulkédch vykonov v ¢lanku 2
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h) Taxes: Payee shall be solely responsible
for payment of any taxes due in accordance
with applicable laws as result of the payments
made under this Agreement. Sponsor and CRO
will not provide any additional funds to cover
applicable taxes, fees, and similar levies, direct
or indirect, payable now or in the future.

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 Sponsor’s benefit plans,
programs, employment policies, procedures or
workers compensation insurance.

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 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:

Contract Payee / Zmluvny prijemca platieb

vy$die. Ziadna ina Uhrada tychto ndakladov sa
neposkytuje.

h) Dane: Za uhradu akychkolvek dani
splatnych podla prislusnych pravnych predpisov
v dosledku platieb poukazanych podla tejto
zmluvy zodpoveda vyhradne prijemca platieb.
Zaddavatel ani CRO neposkytne Ziadne dalsie
financné prostriedky na Ghradu prisluénych dani,
odvodov a podobnych poplatkov, priamych ani
nepriamych, splatnych ¢&i uz v sicasnosti, alebo v
buddcnosti.

i) Aby nedoslo k pochybnostiam, za vietky
odmeny, prispevky a odvody do poistovni pre
personal skusania zodpoveda zodpovedny
skusajuci  alebo  zdravotnicke zariadenie.
Povaiuje sa tieZ za dohodnuté a vyslovne sa
akceptuje, Ze sku3ajuci a persondl skisania
nemaju narok na ucast na akychkolvek
zadavatelovych planoch alebo programoch
zamestnaneckych vyhod, internych postupoch v
ramci  pracovnopravnych  vztahov alebo
zamestnaneckom Urazovom poisteni ani na
akékolvek finanéné krytie z nich.

)] Zmluvné strany sa dohodli, Ze této
PRILOHA B je st¢astou tejto zmluvy a vysvetluje
platobnt schému slvisiacu s touto zmluvou.
Platby sa budd uhradzat v silade s
ustanoveniami uvedenymi v tejto PRILOHE B,
pricom posledna platba sa poukaze potom, ako
si pracovisko skusania splni vSetky svoje
povinnosti podla tejto zmluvy a vsetkych jej
priloh. Zodpovedny sku3ajlici potvrdzuje a
sthlasi, Ze odmena, ktorl pracovisko skisania
dostane podla tejto zmluvy, nema vplyv na jeho
Gsudok v suvislosti s poradenstvom a
starostlivostou poskytovanou kazdému
subjektu. Zmluvné strany potvrdzuju, Ze niziie
uvedeny prijemca platieb je riadnym prijemcom
platieb podla tejto zmluvy a Ze platby podla tejto
zmluvy sa budu poukazovat len nasledujicemu
prijemcovi platieb:

Payee Name

(Must match name in the contract)/
Meno/nazov prijemcu platieb

(musi sa zhodovat' s menom/ndzvom v
zmluve)

Fakultna nemocnica Trencin
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Payee Address / Adresa prijemcu platieb Legionarska 28, 911 71 Trencin Slovak Republic

VAT/Tax ID

(Tax ID must exactly match the payee name
indicated above, or tax exempt when
applicable) /

DIC/IC DPH

(dariové identifikacné €&islo sa musi presne
zhodovat s vy$sie uvedenym
menom/nazvom prijemcu platieb alebo
oslobodenim od dane, ak sa vztahuje) 2021254631 / SK2021254631

Banking Information:/
Bankové spojenie:

Bank Name / Nazov banky Statna pokladnica

Bank Street / Ulica banky Radlinského 32

Bank City / Mesto banky Bratislava

Bank State/Province /

Kraj/provincia banky Slovak Republic

Bank Postal Code /

PSC banky 811 05

Bank Country / Krajina banky Slovak Republic

Receiving Account Currency /

Mena prijimajlceho Uctu Euro

IBAN / IBAN - SK23 8180 0000 0070 0028 0438

Swift Code (8 or 11 Characters) /

Swift kéd (8 alebo 11 znakov) SPSRSKBA

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 mena platieb dohodnuta v zmluve nezodpoveda mene vasho bankového Gétu, moze byt
potrebné uviest sprostredkujticu banku. Dalsie informdcie vam poskytne vaga finanéna inétitdcia.
Ak je potrebna sprostredkuijtica banka, uvedte nazov banky, ¢islo G¢tu, ak sa vztahuje, a SWIFT kéd
sprostredkujucej banky, spolu so vietkymi dalsimi pokynmi potrebnymi na elektronicky prevod.

Contact Information /
Kontaktné udaje

Name of recipient sending invoices to
DrugDev /

Meno/nazov prijemcu odosielajiceho
faktlry do spolo¢nosti DrugDev Fakultna nemocnica Trenéin /

Phone number & Email /
Telefénne éislo a e-mail

Language Preference /
Uprednostiiovany jazyk Slovak

Name of payment recipient to receive
payment notification and details / Fakultnd nemocnica Trencin /
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Meno/nazov prijemcu platieb, ktory ma
dostat ozndmenie o platbe a Gidaje o nej

Phone number & Email /
Telefénne Cislo a e-mail
Language Preference /
Uprednostfiovany 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.

The Payee’s Tax ID number(s) and designation(s)
will be required before any payments can be
made under this Agreement.

In case of changes in the Payee’s address, Payee
is obliged to inform DrugDev in writing. The
parties agree that in case of changes in address
which do not involve a change of Payee, tax
numbers, or tax exempt status, no further
amendments are required.

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

Contract Payee / Zmluvny prijemca platieb

Zdravotnicke zariadenie mdZe namietat proti
akymkolvek platobnym nezrovnalostiam, ktoré
sa vyskytnu v priebehu skisania, do tridsiatich
(30) dni od datumu ukonlenia skusania
poslednym subjektom.

Skér nez bude moiné na zaklade tejto zmluvy
poukdzat akukolvek platbu, bude sa pozadovat
dafiové identifikacné ¢&islo a meno/nazov
prijemcu platieb.

V pripade zmeny adresy prijemcu platieb je
prijemca platieb povinny informovat o tom
spolocnost DrugDev pisomne. Zmluvné strany sa
dohodli, Ze v pripade zmeny adresy, ktora
nezahffia zmenu prijemcu platieb, darfovych
identifikacnych Cisel alebo zmenu v oslobodeni
od dane, sa nevyZaduje podpisanie pisomnych
dodatkov tejto zmluvy.
Vietky platby za toto skudanie podla
pripojeného rozpoftu spracuje spolognost
DrugDev a CRO ich uhradi elektronickym
bankovym prevodom.

Payee Name

(Must match name in the contract)/
Meno/nazov prijemcu platieb

(musi sa zhodovat s menom/ndzvom v
zmluve)

Branislav Motovsky MD

Payee Address / Adresa prijemcu platieb

Legionarska 28, 911 71 Trencin, Slovak Republic

VAT/Tax ID

(Tax ID must exactly match the payee name
indicated above, or tax exempt when
applicable) /

DIC/IC DPH

(darfiové identifikatné Cislo sa musi presne
zhodovat s vyssie uvedenym
menom/nazvom prijemcu platieb alebo
oslobodenim od dane, ak sa vztahuje)

NA
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Banking Information:/
Bankové spojenie:

Bank Name / Nazov banky

Tatrabanka, a.s.

Bank Street / Ulica banky

Hodzovo namestie 3

Bank City / Mesto banky

Bratislava

Bank State/Province /
Kraj/provincia banky

Slovak Republic

Bank Postal Code /
PSC banky

811 06

Bank Country / Krajina banky

Slovak Republic

Receiving Account Currency /
Mena prijimajiceho Gétu

EURO

IBAN / IBAN

SK97 1100 0000 0029 3123 9430

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

TATRSKBX

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

Ak mena platieb dohodnutd v zmluve nezodpovedd mene véiho bankového uétu, moze byt
potrebné uviest sprostredkujucu banku. Dalsie informacie vam poskytne vaga finanénd inétitucia.
Ak je potrebnd sprostredkujlica banka, uvedte ndzov banky, ¢islo Gétu, ak sa vztahuje, a SWIFT kod

sprostredkujucej banky, spolu so vietkymi dalsimi pokynmi potrebnymi na elektronicky prevod.

Contact Information /
Kontaktné udaje

Name of recipient sending invoices to
DrugDev /

Meno/ndzov  prijemcu odosielajiceho
faktlry do spoloc¢nosti DrugDev

Branislav Motovsky MD

Phone number & Email /
Telefonne €islo a e-mail

Language Preference /
Uprednostriovany jazyk

Slovak

Name of payment recipient to receive
payment notification and details /
Meno/nazov prijemcu platieb, ktory ma
dostat ozndmenie o platbe a Udaje o nej

Branislav Motovsky MD

Phone number & Email /
Telefonne &islo a e-mail

Language Preference /
Uprednostfiovany jazyk

Slovak

Investigator will have thirty (30) days from the Skusajlici mdZie namietat proti akymkolvek
Last Subject Out (LSO) date of the Study to platobnym nezrovnalostiam, ktoré sa vyskytnu
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resolve any payment discrepancies, which have
arisen during the course of the Study.

The Payee’s Tax ID number(s) and
designation(s) will be required before any
payments can be made under this Agreement.

In case of changes in the Payee’s address, Payee
is obliged to inform DrugDev in writing. The
parties agree that in case of changes in address
which do not involve a change of Payee, tax
numbers, or tax exempt status, no further
amendments are required.

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

v priebehu ski$ania, do tridsiatich (30) dni od
datumu ukoncenia skasania poslednym
subjektom.

Skor nez bude moiné na zaklade tejto zmluvy
poukazat akukolvek platbu, bude sa pozadovat
danové identifikacné ¢islo a meno/nazov
prijemcu platieb.

V pripade zmeny adresy prijemcu platieb je
prijemca platieb povinny informovat o tom
spoloénost DrugDev pisomne. Zmluvné strany
sa dohodli, Ze v pripade zmeny adresy, ktora
nezahfia zmenu prijemcu platieb, dafovych
identifikacnych cisel alebo zmenu v oslobodeni
od dane, sa nevyZaduje podpisanie pisomnych
dodatkov tejto zmluvy.

Vietky platby za toto skusanie podla
pripojeného rozpoctu spracuje spoloénost
DrugDev a CRO ich uhradi elektronickym
bankovym prevodom.



