AMENDMENT No. 1.
to the Clinical Trial Agreement

This Amendment No. 1. (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. having a place
of business at Vajnorska 100/B, 831 04
Bratislava, Slovak Republic (“IQVIA/
CRO”), Organisation No: 459422609, Filed in
the Companies register of the District Court
Bratislava I, 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

DODATOK¢. 1. 5
k ZMLUVE O KLINICKOM SKUSANI

Tento dodatok ¢. 1.
k Zmluve o klinickom skusani
~zmluva®) nadobuda  uc¢innost
posledného z podpisov (dalej
ucinnosti).

(dalej ,,dodatok™)
(dalej
v den

,.datum

a uzatvaraju ho zmluvné strany:

IQVIA RDS Slovakia, s.r.o. so sidlom na
adrese Vajnorska 100/B, 831 04 Bratislava,
Slovenskd republika (d'alej ,,JQVIA alebo
CRO”) ICO: 45942269, Zapisana Vv
Obchodnom  registri  Okresného  sudu
Bratislava I., oddiel: Sro. vl.¢: 69023/B

a

Janssen Pharmaceutica NV, Turnhoutsweg
30, 2340 Beerse, Belgium (dalej Ien
»spoloc¢nost’ Janssen®), spolo¢nost'ou
zaregistrovanou v Belgicku

a

Fakultna nemocnica Trenéin, Legionarska
28, 911 71 Trencin, Slovenska republika,
ICO: 00610470, v zastipeni: Ing. Tomas
Janik, MBA, riaditel’ (d'alej len ,,inStitcia™)

a

MUDr. Branislav Mot'ovsky, PhD.
zamestnanec Fakultnej nemocnice Trencin,
Psychiatricka klinika, Legionarska 28, 911
71 TrenCin, Slovenska republika (d’alej len
»Zodpovedny skusajuci ).

Clinical Trial number / Cislo klinického skusania:

42847922MDD3005
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Study Product / Skusany liek:

Protocol title / Nazov protokolu:

JNJ-42847922 (seltorexant)

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” / 42847922MDD300S Dvojito zaslepené,
randomizované skusanie v subeZnych skupindach s kvetiapinom s
predizenym uvoliiovanim ako kompardtorom na vyhodnotenie
ucinnosti a bezpecnosti seltorexantu 20 mg ako adjuvantnej liechy k
antidepresivam u dospelych a starSich pacientov s velkou
depresivnou poruchou s priznakmi nespavosti, ktori nedostatocne

odpovedali na antidepresivnu liecbu.

EUdraCT number / Cislo EudraCT:

2020-000341-14

Study Site / Pracovisko skti$ania:Fakultna nemocnica Trencin, Psychiatricka klinika,
Legionarska 28, 911 71 Trencin, Slovak Republic
/Fakultnd nemocnica Trencin, Psychiatrickd klinika, Legiondrska 28, 911 71 Trencin,

Slovenska republika

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

WHEREAS, the Protocol was amended and
approved by Ethic Committee (“EC”) on
06.05.2021 (*“*Approval Date”)

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 IQVIA, spolo¢nost Janssen,
zdravotnicke zariadenie a zodpovedny

skusajuci uzavreli zmluvu dna 9. februara
2021.

Protokol bol zmeneny a schvlaneny Etickou
komisiou (“EK™) 06.05.2021 (“datum
schvalenia™).

Zmluvné strany vyjadrili Zelanie zmenit' a
doplnit’ ur¢ité podmienky zmluvy, ako sa
uvadza dale;j.

Na zéklade vzajomnych zavizkov uvedenych
v tomto dokumente sa zmluvné strany
dohodli takto:

1. Definicie

Na ucely tohto dodatku maju vSetky tu
pouzivané zakladné pojmy rovnaky vyznam,
aky sa uvadza v zmluve, pokial’ sa v tomto
dokumente vyslovne neuvadza inak.

Amendment to EMEA Clinical Trial Agreement 42847922MDD3005 STM Branislav Motovsky MD

Version December 2016

Page 2 0f 42 / Strana 2 z 42

WYA33146 SVK_en Template CTA EMEA Amendment to CTA_Translated an 27-lan-2021-1




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
(Budget & Payment Schedule), which is
stated in the Exhibit A of this
Amendment, effective as of the Approval
Date which reflects the changes due to
Protocol Amendment 3.

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 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.

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 (Rozpocet a
platobna schéma), ktora je uvedena v Prilohe
A tohto dodatku, s uc¢innostou datumu
schvalania, ktory reflektuje zmeny dodatku ¢.
3 k protokolu.

Vsetky  vyS$Sie uvedené  ustanovenia
nadobudaju ucinnost datumom ucinnosti.
Pokial' sa v tomto dokumente vyslovne
neuvadza inak, vSetky ostatné podmienky
zmluvy zostavaju nezmenen¢ a plne platné a
u¢inné a tento dodatok sa nebude
interpretovat’ ako zmena a doplnenie ani
zricknutie sa akehokol'vek 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  datumu
nadobudnutia uc¢innosti v troch originaloch,
pricom kazda zo zmluvnych stran potvrdzuje
prevzatie jedného originalu.

Date
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IQVIA RDS Slovakia, s.r.o. On behalf of Janssen Pharmaceutica, NV
Represented by:

Signature , . Date

Fakultna nemocnica Trenéin

Signature Date

MUDr. Branislav Mot’ovsky, PhD.

Signature ‘ Date
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Exhibit A of the Amendment No.1

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: €

1.1 Subject Stipend

Each subject will receive a reimbursement
for travel expenses through the provision of
meal vouchers in the amount of  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 13 January 2021 provided herein by

Priloha A dodatku &islo 1

Rozpocet a platobna schéma

Protokol ¢. 42847922MDD3005: Dvojito
zaslepené, randomizované skusanie v
subeznych skupindich s kvetiapinom s

predlZzenym uvolfiovanim ako
komparatorom na vyhodnotenie i¢innosti
a bezpeénosti seltorexantu 20 mg ako
adjuvantnej lie¢by k antidepresivam u
dospelych a starSich pacientov s vel’kou
depresivnou poruchou s priznakmi
nespavosti, ktori nedostato¢ne odpovedali
na antidepresivnu liecbu

(1) wPlatba za jeden subjekt* zahria
vSetky pevné a variabilné naklady spojené so
skuiSanim, s vynimkou poloziek uvedenych
niz§ie v ¢lanku 3 (Naklady pracoviska
skiSania) a ¢lanku 4 (Daliie Ghrady), za
predpokladu, Ze sa vykonaju vietky navstevy
opisané v ¢lanku 2. Platba za jeden subjekt
pre toto skusanie je: €

1.1 Prispevok pre subjekt
Kazdy subjekt dostane uhradu cestovnych
nakladov vo forme stravnych poukazok v

hodnote  Eur za kazda navstevu.
Stravné poukazky poskytne zadavatel
prostrednictvom  zmluvnej  vyskumnej

organizacie (CRO) a subjektom ich bude
vydavat’ skusajici. Od skusajuceho sa bude
pozadovat, aby viedol evidenciu vydaja
stravnych poukazok, v ktorej primerane
zdokumentuje pocet a hodnotu stravnych
poukazok vydanych kazdému subjektu.
VSetky stravné poukazky, ktoré neboli
vydané subjektom podl'a tohto ¢lanku, sa na
konci skuSania (alebo pri jeho pred¢asnom
ukonceni) urychlene vratia CRO

) Tabul’ky splatnych vyvkonov:

Splatné vykony v nasledujucich tabul'kach
predstavuju primerant trhovi hodnotu za
vykonanie vyskumnych sluzieb podrobne
uvedenych v ¢asti Rozvrh ¢innosti v dodatku
protokolu zo dna 13. januara 2021, ktory je
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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.

neoddelitelnou sucastou tejto zmluvy ako jej
Priloha A. Zmluvné strany sa dohodli, Ze ak
nasledujuce dodatky protokolu povedu k
podstatnej zmene vo vyskumnych sluzbach,
Ghrada sa upravi tak, aby zodpovedala novej
primeranej trhovej hodnote vyskumnych
sluzieb, na zaklade pisomného dodatku
podpisaného vSetkymi stranami tejto zmluvy.

Visit Total Visit
> Visit Amount ; Amount /
o AMOMRL | Institution / Subject Celkova
MILESTONES / Study Team /| o Stpend /| o
VYKONY Suma za o Prispevok -
A navstevu — ; navstevu
navstevu — et pre subjekt
; S inStittcia
tim skusSania -
Screening (-30 to -9) /
Vstupna navsteva (-30. az -9. 270 €
den) — =
Screening (-5 to -2) /
Vstupna navsteva (-5. az -2. 87 €
den)

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

Navstevy uvedené nizsie sa mozu vykonavat na pracovisku
skusania, prostrednictvom domacej navstevy alebo formou
virtudlnej navstevy.

Visit 3 options / MoZnosti 3. navstevy

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

215€

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

N/A

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

N/A

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

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

12€

Visit 6 options/ MoZnosti 6. navstevy

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

138 €

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

N/A
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navsteva)

Visit & Total Visit
. Amount — Y}igfﬁi‘,‘;ﬂ: Subject *“gg‘;‘.‘“ﬁ"
~ MILESTONES/ Study Team /| ~ o =~ Stipend / Sum;;:
WY KONY Suma za T Prispevok :
- e navstevu — : navstevu
o navstevu — in¥titiicia pre subjekt
_ tim skdSania :
Visit 6 (Virtual visit)/
6. navsteva (virtualna N/A
navsteva)
Visit 7 options / MozZnosti 7. navstevy
Visit 7 (On-site)/
7. navsteva (na pracovisku 132€
skusania) i e
Visit 7 (Home visit)*/
7. navsteva (domaca N/A
navsteva)* - —
Visit 7 (Virtual visit)/
7. navsteva (virtualna N/A

Visit 8 options

/ MoZnosti 8. navstevy

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

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

186 €

Visit 8 (Virtual visit)/
8. navsteva (virtudlna
navsteva)

N/A

N/A

Visit 9 options

/ Moznosti 9. navstevy

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

Visit 9 (Home visit)*/
9. navsteva (domaca
navsteva)*

150-€

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

N/A

N/A

Visit 10 options / Moznosti 10. navstevy

Visit 10 (On-site) /
10. navsteva (na pracovisku
sktsania)

Visit 10 (Home visit)*/
10. navsteva (doméca
navsteva)*

189 €

Visit 10 (Virtual visit)/

N/A

N/A
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 Visit

Total Visit

navsteva)

- Aot | VisitAmount | g | Amount/
MILESTONES / Stidy Team /| SHOHOR/ | ggpengy | SR
VYKONY sumza | Gl | Prspek | SO
navStevu- | ... presubjekt | =
= . _,métxtucxa : . .
tim skusania |
10. navsteva (virtualna
navsteva)
Visit 11 options / MoZnosti 11. ndvstevy
Visit 11 (On-site) /
11. navsteva (na pracovisku 138
skusania) |
Visit 11 (Home visit)*/
11. navsteva (domaca N/A
navsteva)* i
Visit 11 (Virtual visit)/
11. navsteva (virtualna N/A
navsteva)
Visit 12 options / MozZnosti 12. navstevy
Visit 12 (On-site) /
12. navsteva (na pracovisku 134 €
skusania) s |
Visit 12 (Home visit)*/
12. navsteva (domaca N/A
navsteva)* L ]
Visit 12 (Virtual visit)/
12. navsteva (virtualna N/A

Visit 13 (End of Phase/EW) options /MoZnosti 13.

navstevy (koniec fazy/PU)

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

222 €

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)

N/A

N/A

Visit 14 (Telephone)/
14. navsteva (telefonat)

127€

Visit 15 Follow-up Visit options / MozZnosti 15. navstevy —

kontrolnej navstevy
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Total Visit

15. navsteva — kontrolna
navsteva (virtudlna navsteva)

. Vil Al - L
-- | Amount— VllS“ t‘f‘u‘ft‘."“n: Subject ‘%m&m?
o MILESTONES»’ | Study Team/ | = gs en Stipend / e
SVYKONY | - SQugge | DR ) peoeun) B ER
. . .navﬁtevu«g . §t} thici pre subjekt
L | tim skigania | TEHEEE .
Visit 15 Follow-up Visit (On-
site) /
15. navsteva — kontrolna 143 €
navsteva (na pracovisku
skusania) e -
Visit 15 Follow-up Visit
(Home visit)*/
15. navsteva — kontrolna WA
navsteva (domaca navsteva)*
Visit 15 Follow-up Visit b ]
(Virtual visit)/ 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)/

Dalsia KN pre PU uzivania
skusan¢ho lieku
(na pracovisku skuiSania)
(kazdé 4 tyzdne do 196. dia)

Additional FU for EW of
study drug
(Home visit)*
(Every 4 weeks until Day
196)/

Dalsia KN pre PU uzivania
sktusaného lieku
(domaca navsteva)*
(kazdé 4 tyzdne do 196. dna)

127 €

Additional FU for EW of
study drug
(Virtual visit)
(Every 4 weeks until Day
196)/

Dalsia KN pre PU uzivania
skusaného lieku
(virtualna navsteva)
(kazdé 4 tyzdne do 196. dia)

N/A

N/A
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- Visit
. | Amount-
~ MILESTONES/

. navstevu —

tim skusania

Study Team /

Total Visit
Amount /
Celkova
suma za
navstevu

Visit Amount
— Institution /
- Suma za
navstevu —
inStiticia

Subject

Stipend /
Prispevok
pre subjekt

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
(nezahfna ziadne moznosti
domacej navstevy a
virtudlneho kontaktu ani
d’al$iu KN pre PU uzivania
skusaného lieku)

2040 €

N/A means Not Applicable

* Home visits are onlv _applicable due to

Skratka N/A znamena _nevztahuje sa”™

* Domace navstevy mozno uplatnit’ len z

changes in study related procedures as a

dovodu zmien postupov  suvisiacich so

result of the COVID-19 pandemic or national

sktSanim v désledku pandémie ochorenia

emergencies

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 (-5 to -2) and in

COVID-19 alebo vnutrostatneho nudzového

Prispevky pre subjekty:  Prispevok pre
subjekt ma subjektu sktSania nahradit’
naklady suvisiace s cestovnymi vydavkami a
pripadne stravovanim, vzniknuté v dosledku
Gcasti na skuSani, a ma sa uviest Vv
informovanom suhlase, pretoZze sa bude
poskytovat’ subjektu skusania.

&)

Niaklady na pracovisko skuSania

Platby za neuspesné vstupné

vySetrenia:

Platby za netspe$né vstupné vySetrenia sa
budi uhrddzat v pomere 2 uhradené¢
neuspe$né vstupné vySetrenia na jedno
pracovisko  sktSania na  kazdy 1
randomizovany subjekt. Spracovanie platby
sa zacne po vyplneni idajov v systéme EDC
v stilade s ¢lankom 5 niZSie, vratane sumy
uvedenej v tabulke vykonov v Clanku 2
vysSie pre vstupnu navstevu (-30. az -9. den)
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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 €
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 Principal
Investigator will be reimbursed for a per diem
resource at € per hour up to a maximum of

€ (the maximum value is calculated by
multiplying the Study Coordinator hourly
rate by 80 hours), (including but not limited
to chart review, 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.

Other Compensation:

4

a vstupnu navstevu (-5. az -2. defl), v stlade
s ¢lankom 5 nizsie a po schvéleni zo strany
CRO.

Za neuspesné vstupné vySetrenia nad
stanoveny maximalny pocet, ktoré sa
zdravotnickemu zariadeniu neuhradzaji, sa
subjektom skuSania vyplati prispevok pre
subjekt vo vyske  EUR, ktory mé subjektu
skusania nahradit naklady stvisiace s
cestovnymi  vydavkami a  pripadne
stravovanim, vzniknuté v dosledku ucasti na
skiSani, a ma sa uviest v informovanom
suhlase, pretoze sa bude poskytovat subjektu
skSania. Spracovanie platby sa za¢ne po
prevzati faktiry s uvedenim ¢isla subjektu a
datumu, kedy boli vstupné vysetrenia
vyhodnotené ako netispesné, v sulade s
¢lankom 5 nizSie a po schvaleni zo strany
CRO.

i Cinnosti  tykajiice sa naboru
subjektov: Zodpovednému skisajicemu sa
za vyhodnotenie moznych subjektov (najma
za analyzu zdravotnej dokumentacie,
vyplnenie evidencie vedenej pred vstupnymi
vySetreniami atd’.) uhradia denné diéty vo
vyske EUR za hodinu do maximalnej
vysky EUR (tato maximalna hodnota je
vypocitana ako hodinova sadzba
koordinatora skusania krat 80 hodin).
Spracovanie platby sa zafne po prevzati
faktary, ktora musi obsahovat vykonané
prace (t. j. vykonané ulohy a odpracované
hodiny podpisané zodpovednym skusajucim
v sulade s ¢lankom 5 nizsie), a po schvaleni
zo strany CRO. Vyplacanie tohto prispevku
sa podl'a uvazenia zadavatel'a moze ukondit’
bez dodatku tejto zmluvy. Zadavatel’ bude o
takomto ukonceni vyplacania alebo jeho
zvyseni informovat’ zdravotnicke zariadenie
pisomne. Naklady, ktoré vznikni na tato
ulohu pred datumom pisomného ozndmenia
o ukonfeni vyplacania, sa uhradia
fakturaénym postupom zdokumentovanym
vyssie.

(4)  DalSie ihrady:
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K 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.

Spracovanie platby na dalSie thrady
sa zatne po prevzati faktry v sulade s
¢lankom S nizsie a schvaleni zo strany CRO.
Vsetky naklady uvedené v nasledujicej
tabul'ke predstavuju jednotkové néklady na
polozku, pokial nie je v stipci ..DalSie
informécie* uvedené inak.

Poznamka: Akékol'vek naroky na thradu za
neziaduce udalosti sa musia predlozit’ v
samostatne) faktare.
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Visit

Opitovny stthlas mimo
planovanej navstevy

Visit
Amoun
t Amount .
""" e Sm_dy lnsti:utio gzbgc:g %Total
Jiomn | e . Additional Team / " 5 — | Amou
Polika | Information/ Suma Sums va | Phisicve M
e ~ DalSic informacie za : LSPeR0 | o olov
. s navitevu | kpre |+
navstev . 4 suma
: - subjekt | =
H==dniiis e 7 .
ce . Institeer
skusani 3
a
Study Start-Up Fee/
N/A / N/A 985€
Platba na rozbeh skusania
Document Storage,
Archiving Total Cost/ _
Udhiovivanie N/A / N/A 1053€
dokumentov, celkové
naklady na archivaciu B
Reconsent during a Spo;s:: dp;re-
scheduled visit/ PP
10€
Opatovny suhlas pocas ;i?g;;gné
planovanej navstevy A
Annual
administrative/maintena
nce fee/
Roc¢ny administrativny N/ATNA e
udrziavaci poplatok
Reconsent outside of a
scheduled visit /
1. 17€
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/

Unscheduled on-site visit

Neplanovana navsteva na
pracovisku skusania

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
/

Naklady na
navstevu, ktoré
sa maju uhradit’ v
suvislosti s
ktorymkol'vek
vySetrenim
uvedenym nizsie
(okrem
telefonatu alebo
videokonferen¢n
¢ho hovoru), ked’
sa vykonava
mimo riadne
planovane;j
navstevy.

Tato platba
zahfna naklady
zodpovedného
skusajuceho a
koordinatora
skuiania.

0e

screen /

navykoveé latky

Additional Urine drug

Dalsie vysetrenie mocu na

Urine drug
screen is
included in the
visit totals in the
milestone table
in Section 2

9€
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above per the
Schedule of
Activities of the
Protocol.

During an
unscheduled visit

As clinically
indicated /

Vysetrenie mocu
na navykové
latky je zahrnuté
v celkovych
sumach za
navstevu v
tabul'ke vykonov
v ¢lanku 2 vysSie
podla Casti
Rozvrh ¢innosti
v protokole.

Pocas
neplanovanej
navstevy

Podra klinickej
indikdcie

(breath) test /

alkohol

Additional Alcohol

Dalsia dychova skugka na

Alcohol (breath)
test 1s 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

As clinically
indicated /

Dychova skiska
na alkohol je
zahrnuta v
celkovych
sumach za

3€
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navstevu v
tabul’ke vykonov
v ¢lanku 2 vyssie
podla ¢asti
Rozvrh ¢innosti
v protokole.

2. Pocas
neplanovanej
navstevy

3. Podrla klinickej
indikacie

At screening only in
participants of age
>65 years /

MMSE / MMSE 10€

Len pri vstupnych
vySetreniach u
ucastnikov vo veku
> 65 rokov.

1. MADRS 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 visit

/ 9€

Additional MADRS /

Dalsie hodnotenie

MADRS 1. Hodnotenie

MADRS je
zahrnuté v
celkovych
sumach za
navstevu v
tabul'ke vykonov
v ¢lanku 2 vyssie
podl'a Casti
Rozvrh ¢innosti
v protokole.
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2. Pocas
neplanovanej
navstevy

I. CGI-S1s
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 visit

Additional CGLS 7 ¢

1. Hodnotenie CGI- 5€

S je zahruté v
celkovych
sumach za
navstevu v
tabul’ke vykonov
v ¢lanku 2 vyssie
podla Casti
Rozvrh ¢innosti
v protokole.

Dalsie hodnotenie CGI-S

2. Pocas
neplanovanej
navstevy

1. SDS isincluded
in the visit totals
in the milestone
table in Section 2
above per the

Additional SDS / Schedule of

) Activities of the 2€
Dalsie hodnotenie SDS Protocol.

2. At the last of the
ongoing FU
visits (near Day
196) /
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Hodnotenie SDS
je zahrnuté v
celkovych
sumach za
navstevu v
tabul’ke vykonov
v ¢lanku 2 vyssie
podla Casti
Rozvrh ¢innosti
v protokole.

Na poslednej
priebeznej KN
(blizko 196. dia)

version)/

Additional ISI (patient

Dalsie hodnotenie ISI
(pacientska verzia)

ISI (patient
version) 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 ISI
(pacientska
verzia) je
zahrnute v
celkovych
sumach za
navstevu v
tabul’ke vykonov
v ¢lanku 2 vysSie
podl'a Casti
Rozvrh ¢innosti
v protokole.

Na poslednej
priebeznej KN
(blizko 196. dia)

&
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PROMIS-SD

Avdditional PROMIS-SD
/Dals$ie hodnotenie

PROMIS-SD 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
PROMIS-SD je
zahrnuté v
celkovych
sumach za
navstevu v
tabul'ke vykonov
v ¢lanku 2 vyssie
podla casti
Rozvrh ¢innosti
v protokole.

Pocas
neplanovane;j
navstevy

3€

Fatigue /

PROMIS-tinava

Additional PROMIS-

Dalsie hodnotenie

PROMIS-
Fatigue 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
PROMIS-unava
je zahrnuté v

3€
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celkovych
sumach za
navstevu v
tabulke vykonov
v ¢lanku 2 vyssie
podla casti
Rozvrh ¢innosti
v protokole.

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

1. QLDS is
included 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 FU
visits (near Day

Additional QLDS / 196) /

5€

1. Hodnotenie
QLDS je
zahrnut¢ v
celkovych
sumach za
navstevu v
tabul’ke vykonov
v ¢lanku 2 vyssie
podla Casti
Rozvrh ¢innosti
v protokole.

Dalsie hodnotenie QLDS

2. Na poslednej
priebeznej KN
(blizko 196. dia)

1. EQ-5D-5L1is
Additional EQ-5D-5L / included in the
visit totals in the
Dalsie hodnotenie EQ- milestone table
5D-5L in Section 2
above per the

3€
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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
tabul'ke vykonov
v ¢lanku 2 vyssie
podTa Casti
Rozvrh ¢innosti
v protokole.

Na poslednej
priebeznej KN
(blizko 196. dna)

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
suméach za
navstevu v
tabul’ke vykonov
v ¢lanku 2 vyssie
podla Casti
Rozvrh ¢innosti
v protokole.

3€
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2. Na posledne;

priebeznej KN
(blizko 196. dna)

'Additional HRUQ /

Dalgie hodnotenie HRUQ

1. HRUQis

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 FU
visits (near Day
196) /

1.Hodnotenie
HRUQ je
zahrnuté v
celkovych
sumach za
navstevu v
tabul'ke vykonov
v ¢lanku 2 vyssie
podla casti
Rozvrh ¢innosti
v protokole.

2. Na poslednej

priebeznej KN
(blizko 196. dna)

3€

Additional physical
examination

(Inclusive of brief
neurological exam and
vital signs) /

Dalsia lekarska
prehliadka

(Zahriujuca kratke
neurologické vySetrenie a

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

11€
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meranie Zivotnych
funkcii) 2. Asclinically
indicated

3. Atthe last of the
ongoing FU
visits (near Day
196)/

1. Lekarska
prehliadka je
zahrnuta v
celkovych
sumach za
navstevu v
tabul’ke vykonov
v ¢lanku 2 vyssie
podla Casti
Rozvrh ¢innosti
v protokole.

2. Podla klinickej
indikacie

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

1. 12-lead ECG is
included in the
visit totals in the
milestone table
in Section 2
above per the
Schedule of
Activities of the

Repeat 12-lead ECG / Protocol.

Opakované 12-zvodové 2. May !Je repea}ted 13€
EKG one-time during

the screening
phase to reassess
eligibility if
initial screening
values were
abnormal

3. Asclinically
indicated /
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1. 12-zvodové
EKG je zahrnuté
v celkovych
sumach za
navstevu v
tabul'ke vykonov
v ¢lanku 2 vyssie
podl'a ¢asti
Rozvrh ¢innosti
v protokole.

2. Pocas fazy
vstupnych
vySetreni sa
moze jedenkrat
zopakovat', aby
sa prehodnotilo
spinanie
podmienok, ak
boli poc¢iato¢neé
hodnoty v ramci
vstupnych
vysetreni
abnormalne.

3. Podla klinickej
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
Additional vital signs / Protocol.
Dalsie meranie Zivotnych | 2+ A clinically 8€
funkcii indicated

3. During an

unscheduled visit
/

1. Meranie
zivotnych
funkcii je
zahrnuté v
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celkovych
sumach za
navstevu v
tabul’ke vykonov
v ¢lanku 2 vyssie
podl'a ¢asti
Rozvyrh ¢innosti
v protokole.

Podra klinicke;j
indikacie

Pocas
neplanovane;j
navstevy

tests /

Repeat clinical laboratory

Opakované klinické
laboratorne vySetrenia

Sampling and
handling for
clinical
laboratory tests
are included in
the visit totals in
the milestone
table in Section 2
above per the
Schedule of
Activities of the
Protocol.

As clinically
indicated /

Odber vzoriek a
manipulacia so
vzorkami na
klinické
laboratorne
vySetrenia su
zahmuté v
celkovych
sumach za
navstevu v
tabul'ke vykonov
v ¢lanku 2 vyssie
podla Casti
Rozvrh ¢innosti
v protokole.

Podrl’a klinickej
indikécie

5€
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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 st
zahrnuteé v
celkovych
sumach za
navstevu v
tabul'ke vykonov
v ¢lanku 2 vyssie
podl'a Casti
Rozvrh ¢innosti
v protokole.

2. Podla klinickej
indikacie

4€

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 sau
nich vyskytne AESI
¢i SAE, ak bude
vzorku mozné ziskat’

10€
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do 15 hodin od
posledného podania
skusaného lieku.

Optional DNA and RNA

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

séra

Dalsi tehotensky test zo

indicated /

1. Tehotensky test
70 séra je
zahrnuty v
celkovej sume za
vstupnil navstevu
(-30. az -9. den)
v tabul'ke
vykonov v
¢lanku 2 vyssie
podTla Casti
Rozvrh ¢innosti
v protokole.

samples / /

10€
VoliteI'né vzorky DNA a | Na 3. navsteve v
RNA pripade ucastnikov,

ktori suhlasili s

poskytnutim

volitel'nych 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

Additional Serum Protocol.
preguancy st/ 2. As clinically “

Amendment to EMEA Clinical Trial Agreement 42847922MDD3005 STM Branislav Motovsky MD

Version December 2016

Page 27 of 42 / Strana 27 z 42

WYA33146_SVK_en_Template CTA EMEA Amendment to CTA_Translated on 27-Jan-2021-1



Podl'a klinicke;j
indikécie

Additional Urine
pregnancy test /

Dalsi tehotensky test z

mocu

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.

As clinically
indicated

During an
unscheduled visit
/

Tehotensky test
z mocu je
zahrnuty v
celkovych
sumach za
navstevu v
tabul'ke vykonov
v ¢lanku 2 vyssie
podla Casti
Rozvrh ¢innosti
v protokole.

Podl’a klinickej
indikacie

Pocas
neplanovanej
navstevy

4€

Local SSRI/SNRI
background
antidepressants /

Hladina zakladnych

antidepresiv zo skupiny

Sample
collections are
included in the
visit totals in the
milestone table
in Section 2
above per the

5€

Amendment to EMEA Clinical Trial Agreement 42847922MDD3005 STM Branislav Motovsky MD

Version December 2016

Page 28 of 42 / Strana 28z 42

WYA33146 SVK en Template CTA EMEA Amendment to CTA Translated on 27-Jan-2021-1



lokalne

SSRI/SNRI vySetrena

Schedule of
Activities of the
Protocol.

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

Odber vzoriek je
zahrmuty v
celkovych
sumach za
navstevu v
tabul’ke vykonov
v ¢lanku 2 vyssie
podla Casti
Rozvrh ¢innosti
v protokole.

Na vstupnej
navsteve (-30. az
-9.den)a3.,8. a
11. navsteve, ak
sa vySetrila v
miestnom
laboratoriu
spifiajiicom
podmienky.

SSRS

Additional C-SSRS /

Dalsie hodnotenie C-

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

7€
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sumach za
navstevu v
tabul'ke vykonov
v ¢lanku 2 vysSie
podl'a Casti
Rozvrh ¢innosti
v protokole.

2. Pocas
neplanovane;j
navstevy

1. Dispensation 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 visit

Dispense study drug / £

1. Vydajje 3€
zahrnuty v
celkovych
sumach za
navstevu v
tabul’ke vykonov
v ¢lanku 2 vyssie
podla casti
Rozvrh ¢innosti
v protokole.

Vydaj skusaného lieku

2. Pocas
neplanovane;j
navstevy

I. Foran
unscheduled

virtual contact
visit if home
visits are not 11€
available, or
restricted due to
COVID-19 or
national

Telephone or video call/

Telefonat alebo
videokonferen¢ny hovor
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emergencies, and
participants are
not able to travel
to the site during
the study

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

During the first
week of study
drug
administration to
assess
participant’s
tolerability
before increasing
dose /

V pripade
neplanovanej
navstevy formou
virtudlneho
kontaktu, ak
domace navstevy
nie su k
dispozicii alebo
su obmedzené z
dévodu
pandémie
ochorenia
COVID-19 alebo
vnutrostatneho
ntdzového stavu
a castnici
nemozu pocas
skusania
pricestovat’ na
pracovisko
sktsania.

Skor nez sa
nejaky ucastnik
bude povazovat’
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za subjekt, ktory
nemozno d’alej
sledovat’,
uhradia sa
maximalne tri
(3) pokusy.

Pocas prvého
tyzdna
podavania
skusaného lieku,
aby sa pred
zvySenim davky
vyhodnotilo, ako
Ucastnik liecbu
znasa.

Alpha-1-acid glycoprotein
sample collection and
handling /

Odber vzoriek a
manipulacia so vzorkami
na vysSetrenie 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, 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.

10€

N/A = Not applicable

(5) Payment Terms:

Skratka N/A znamena ..nevztahuie sa™’

6)

a) This EXHIBIT B is for completed a)

records for up to 8 valid subjects. A valid
subject is defined as a subject who meets
eligibility requirements to enroll in the Study

Platobng

¢ podmienky:

Tato PRI

[LOHA B pokryva vyplnené
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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
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 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.

skuSania a nema ziadne vyznamné porusSenia
protokolu, ktoré by jeho udaje vylucili z
analyzy. Pri vykonavani tohto skuSania sa
uplatnuje stratégia konkuren¢ného
zarad’ovania. Zadavatel' predpoklada
uzatvorenie zaradovania po randomizacii
spolu 720 platnych subjektov. V pripade, ze
sa do skusania zaradi spolu 720 platnych
subjektov predtym, nez pracovisko skuSania
dosiahne svoj cielovy pocet 8 platnych
subjektov, d'alSie zarad'ovanie sa zastavi.
Subjekty, ktoré skiisanie nedokonéia, sa budui
uhradzat pomernym spdsobom podla
potvrdenych absolvovanych navstev a
pacientskych zaznamovych harkov (CRF)
prevzatych zadavatelom. VSetky thrady sa
vyplatia za navstevy subjektov podl'a tabul’ky
vykonov vo vys§ie uvedenom ¢lanku 2. Za
subjekty vyluc¢ené z analyzy pre porusenia
protokolu, ktorych kontrola bola v ramci
moznosti personalu skuSania, sa neuhradia
ziadne platby. Naéaklady stvisiace s
neuspesnymi vstupnymi vySetreniami sa
budu uhradzat’ podla clanku 3 vyssie.

b) Zdravotnicke zariadenie akceptuje, Ze
toto sktsanie je multicentrickym skuSanim
naplanovanym s cielom  vyhodnotit’
stanoveny  pocet subjektov  skusania.
Predpokladd sa, Ze kazdé zdravotnicke
zariadenie, ktoré sa zucastiuje na skusani,
zaradi pocCet subjektov skiSania stanoveny v
ich zmluve na ucely tohto skuSania. Ak to
bude v priebehu skiiSania potrebné, zadavatel’
moéze zdravotnicke zariadenie vyzvat, aby
zaradilo viac subjektov skuSania, nez sa

uvadza v poOvodnej zmluve. Za tychto
okolnosti moze zadavatel zaslat’
zdravotnickemu zariadeniu pisomnu

poziadavku, aby umoznil zaradenie d'alSich
subjektov sktsania. Naopak zdravotnicke
zariadenie z uvedenych dovodov nemusi mat’
moznost zaradit vys$Sie uvedeny pocet
subjektov skuSania. Ked sa zarad’'ovanie
cieloveého poctu subjektov sktsania dokondi,
tie pracoviska skusSania, ktoré nezaradili
svoje zmluvné polty subjektov skusSania,
dostani pisomné oznamenie s pokynmi
ukonc¢it’ zarad'ovanie subjektov skiiSania.
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C) Sponsor will provide, through a third-
party vendor, the following equipment for
use as called for in the Protocol.

c) Zadavatel prostrednictvom externého
dodavatel'a poskytne nasledujice vybavenie
na pouzitie podla poziadaviek protokolu.

ECG machine /

One (1) per site /

Pristroj EKG Jeden (1) nsakjtf:gc:;ci)apracowsko 2,500 €
Y-Prime devices (handheld) .

{ S (lj;(;ur:a@)dier - fvi k 170 € eacht/
Vreckové zariadenia Y- Y slgu?éar?i; ACOVISKO Kazdé 170 €
Prime

Revere.D iPad / Dva (;W rfa(';;: Lgf)r S:;i(ivisko 275 € each /
Revere.D iPad Jeeno p Kazdy 275 €

skusania

Cronos Tablet /

One (1) per site /

Stanica pre raterov Signant

Cronos Talilet Jeden (1) na _]’Cvdl‘l(‘) pracovisko 1040 €
skusania
. y One (1) per site /
Stgnant vatck station Jedna (1) na jedno pracovisko 1615 €

skuSania

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.

Po ukonceni sktSania v zdravotnickom
zariadeni sa vybavenie uvedené vys$sie vrati
podla pokynov zadavatel'a alebo
opravneného zastupcu.

d) Kalibracia vybavenia: Zdravotnicke
zariadenie zodpoveda za to, aby vybavenie
vo vlastnictve zdravotnickeho zariadenia,
ktoré zdravotnicke zariadenie vyuziva podl'a
tejto zmluvy, malo zabezpeceny servis a bolo
kalibrované podl'a odportacani vyrobcu alebo
CastejSie, ak to pozaduje
zadavatel. Zaznamy dokladajuce kalibraciu
a udrzbu vybavenia sa maji na poziadanie
poskytnut’ zadavatel'ovi. Za kalibracie, ktoré
sa vykonaju vyhradne na poziadanie
zadavatela a ktoré nie s sucastou
odporucan¢ho planu udrzby navrhovaného
vyrobcom, uhradi zadavatel’ zdravotnickemu
zariadeniu skuto¢né ndklady bez navySenia
za kazdu kalibraciu. Spracovanie platby sa
zatne po prevzati faktury a sprievodnej
dokumentacie v stlade s nizSie uvedenym
odsekom Error! Reference source not

found.).
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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.

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
(ePRO) 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.

e) Stretnutia so skuSajucim: Zadavatel
moze zodpovednému skuSajicemu alebo
ur¢enym  spoluski$ajucim  schvalenym
zadavatelom a zdravotnym sestram alebo
koordinatorom skusania odporucat’ alebo od
nich pozadovat, aby sa zucastiovali na

stretnutiach, najmd na stretnuti  so
skaSajicim.  Zadavatel' prostrednictvom
CRO v stlade so svojimi zasadami

tykajicimi sa cestovnych vydavkov poskytne
a uhradi vsetky odovodnené a primerané
cestovné ndaklady vratane nendakladného
ubytovania a stravovania spojeného s
takymito stretnutiami. Zmluvné strany sa
dohodli, ze Gcast’ na tychto stretnutiach je
primerana a potrebna, aby sa zabezpecilo, ze
vSetky strany zacasthujlice sa na skdsani
jasne chapu protokol a jeho poziadavky.
Spracovanie platby sa zatne po prevzati
faktury a sprievodnej dokumentécie v sulade
s nizSie uvedenym odsekom Error! Reference
source not found.).

f) Aby vznikol narok na akikol'vek
thradu platieb, musia sa vSetky postupy
vykonat’ plne v sulade s protokolom a touto
zmluvou a zaslané udaje musia byt
kompletné, spravne a zadané do systému
elektronického zachytavania udajov (EDC) a
systétmu elektronického zaznamenévania
vysledkov hlasenych pacientmi (ePRO)
podla zadavatelovych pokynov a tejto
zmluvy. Splatné vykony vymenované vo
vySSie uvedenej tabulke si nevyzaduju
zaslanie faktury. Spolo¢nost’ DrugDev v
zastupeni CRO bude platby spracovavat’
minimalne kazdych 6 mesiacov. Tieto platby
budiu zahfnat' splatné vykony aj vsetky
fakturované a schvalené naklady =z
predchadzajiceho platobného cyklu. V
priebehu celého skisania sa bude vykonavat
priebezné odsthlasovanie uctov.  Vsetky
chybne poukazané platby sa zahmu do
akychkol'vek dosial nevybavenych alebo
buducich splatnych platieb. Ziadna platba sa
nepoukaze, kym sa nevyrovnaju vSetky
nespravne platby. Ak nebudu existovat
ziadne dosial nevybavené alebo budice
platby, zdravotnicke zariadenie urychlene
vrati preplatok podl'a pokynov zadavatela.
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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

83104 Bratislava

Slovakia

Invoices to be sent to:

DrugDev Payments

IQVIA , 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Email:

The following information should be
included on the invoice:
0 Complete INVESTIGATOR name,

address and phone number

0 Invoice Date

0 Invoice Number

0 Payee Name (must match Payee
indicated in CTA)

0 Payment Amount

Spoloénost’ DrugDev bude poukazovat’
platby na zaklade splatnych vykonov,
platobnych  terminov  a  platobnych

podmienok uvedenych vyssie. Platby sa
poukazu az po prevzati zodpovedajucich
faktir vratane sprievodnej dokumentécie,
ako sa uvadza nizSie, v mene Specifikovane)
v prilohe. Faktury budu splatné do 30 dni od
datumu prevzatia faktiry (vratane vsetkej
prisludne;j sprievodnej dokumentacie)
spolo¢nostou DrugDev.

Faktary na vsetky dalSie platby okrem
platieb uvedenych v tejto zmluve (t. j. d’alSie
uhrady) sa taktiez musia odoslat’ spolo¢nosti
DrugDev a musi ich schvalit zadavatel’
Vsetky  faktiry sa musia  vystavit
nasledujucim spoésobom:

Fakturv sa maju vystavit’ na nasledujicu
fakturaénu adresu:

IQVIA RDS Slovakia, s.r.o.

Do pozornosti: DrugDev

Vajnorska 100/B

83104 Bratislava

Slovenska republika

Faktiry sa maja odoslat’ na nasledujiicu
dorudovaciu adresu:

DrugDev Payments

IQVIA, 5th floor.

210 Pentonville Rd, King Cross

Londyn N1 9JY

Spojené kral'ovstvo

E-mail:

Na fakture musia byt uvedené nasledujuce
udaje:

0 Celé meno a priezvisko, adresa a
telefonne ¢islo SKUSAJUCEHO

0 Datum faktary
0 Cislo faktary
0 Meno/nazov prijemcu platieb (musi

sa zhodovat’ s prijemcom platieb uvedenym v
zmluve o klinickom skusani)
0 Suma na uhradu
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0 Complete description of services
rendered

0 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 ,
telenhone

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.

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.

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

0 Uplny opis poskytnutych sluzieb

0 Cislo skusania

0 Nazov zadavatel'a

0 Faktury maja byt wvytlatené na

hlavickovom papieri pracoviska skuSania
alebo zdravotnickeho zariadenia

Vsetky otazky tykajuce sa faktur a thrad sa
maju  adresovat priamo na platobné
oddelenie spolo¢nosti DrugDev na adresu

telefonicky na
Cislo

g) Tato zmluva zohladnuje vsetky
pevné a variabilné naklady suvisiace s
¢innostami v skuSani. Polozky konkrétne
neuvedené v ¢lanku 3 alebo 4 vysSie, ktoré by
mohli zahfnat napriklad naklady na personal,
naklady na S$kolenie, platby laboratoriam,
rontgenové  vySetrenia, hodnotenia a
dotazniky, platby koordinatorom udajov a
cestovné vydavky, st zohl'adnené v platbe za
jeden subjekt, ako sa podrobne uvadza v
tabul'kach vykonov v ¢lanku 2 vyssie. Ziadna
ina thrada tychto nakladov sa neposkytuje.

h) Dane: Za uhradu akychkol'vek dani
splatnych podla prislusnych pravnych
predpisov v dosledku platieb poukazanych
podla tejto zmluvy zodpovedd vyhradne
prijemca platieb. Zadavatel ani CRO
neposkytne  ziadne  d'alSie  finan¢né
prostriedky na uhradu prislusnych dani,
odvodov a podobnych poplatkov, priamych
ani nepriamych, splatnych ¢i uz v sucasnosti,
alebo v buducnosti.

i) Aby nedoslo k pochybnostiam, za
vSetky odmeny, prispevky a odvody do
poistovni pre personal sktsania zodpoveda
zodpovedny skusajuci alebo zdravotnicke
zariadenie. Povazuje sa tiez za dohodnuté a
vyslovne sa akceptuje, ze skusajici a
personal skiiSania nemaju narok na tcast’ na
akychkol'vek zadavatel'ovych planoch alebo
programoch  zamestnaneckych  vyhod,
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Sponsor’s  benefit  plans,  programs,
employment policies, procedures or workers
compensation insurance.

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 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

internych postupoch v ramci
pracovnopravnych vztahov alebo
zamestnaneckom Urazovom poisteni ani na
akékol'vek finanéné krytie z nich.

i Zmluvné strany sa dohodli, Ze tato
PRILOHA B je st¢astou tejto zmluvy a
vysvetl'uje platobni schému suvisiacu s touto
zmluvou. Platby sa budu uhradzat’ v sulade s
ustanoveniami uvedenymi v tejto PRILOHE
B, pri¢om posledna platba sa poukaze potom,
ako si pracovisko skusania splni vietky svoje
povinnosti podl'a tejto zmluvy a vSetkych jej
priloh. Zodpovedny skusajuci potvrdzuje a
suhlasi, Ze odmena, ktori pracovisko
skuSania dostane podla tejto zmluvy, nema
vplyv na jeho usudok v suvislosti s
poradenstvom a starostlivost'ou
poskytovanou kazdému subjektu. Zmluvné
strany potvrdzuji, Zze nizSie uvedeny
prijemca platieb je riadnym prijemcom
platieb podl'a tejto zmluvy a Ze platby podla
tejto zmluvy sa budd poukazovat' len
nasledujiicemu 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

Payee Address / Adresa prijemcu platieb

Legionarska 28, 911 71 Trencin, Slovak Republic

VAT/Tax 1D

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

DIC/IC DPH

(danové identifikatné cislo sa musi
presne zhodovat s vy3Sie 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

Bank City / Mesto banky

Bratislava
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Bank State/Province / :

Kraj/provincia banky Slovenska republika

Bank Postal Code /

PSC banky

Bank Country / Krajina banky SR

Receiving Account Currency /

Mena prijimajiceho uétu EURO

IBAN / IBAN SK23 8180 0000 0070 0028 0438
Swift Code (8 or 11 Characters) /

Swift kod (8 alebo 11 znakov) SPSRSKBAXXX

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 uctu, méze byt
potrebné uviest sprostredkujicu banku. Dalsie informacie vam poskytne vaa finanéna
indtitucia. Ak je potrebna sprostredkujiica banka, uved’te nazov banky, ¢islo Gétu, ak sa
vzt'ahuje, a SWIFT kod sprostredkujicej banky, spolu so vietkymi dalSimi pokynmi
potrebnymi na elektronicky prevod.

Contact Information /
Kontaktné udaje

Name of recipient sending invoices to

DrugDeyv /
Meno/nazov prijemcu odosielajuceho | Fakultnd nemocnica Trenéin / Ing. Zuzana
faktiry do spolo¢nosti DrugDev Majerska

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

Language Preference /
Uprednostiovany jazyk slovak

Name of payment recipient to receive
payment notification and details /
Meno/nazov prijemcu platieb, ktory ma | Fakultnd nemocnica Trendin / Ing. Zuzana
dostat’ oznamenie o platbe a iidaje o nej | Majerska

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

Language Preference /
Uprednostnovany jazyk slovak

Institution will have thirty (30) days from Zdravotnicke zariadenie mézZe namietat’

the Last Subject Out (LSO) date of the proti akymkol’'vek platobnym

Study to resolve any payment nezrovnalostiam, ktoré sa vyskytna v

discrepancies, which have arisen during priebehu skasania, do tridsiatich (30) dni

the course of the Study. od datumu ukoncenia skisania poslednym
subjektom.
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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

Skor nez bude moZné na ziklade tejto
zmluvy poukazat’ akukol'vek platbu, bude
sa poZadovat’ dafiové identifika¢né Cislo a
meno/nazov prijemcu platieb.

V pripade zmeny adresy prijemcu platieb
je prijemca platieb povinny informovat’ o
tom spolofnost’ DrugDev pisomne.
Zmluvné strany sa dohodli, Ze v pripade
zmeny adresy, ktora nezahiffia zmenu

prijemcu platieb, danovych
identifikaénych ¢isel alebo zmenu v
oslobodeni od dane, sa nevyzaduje
podpisanie pisomnych dodatkov tejto
zmluvy.

Vietky platby za toto skuSanie podla
pripojeného rozpoctu spracuje spolo¢nost’
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/ndazvom 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

(danové identifikatné ¢islo sa musi
presne zhodovat s vySSie uvedenym
menom/ndzvom prijemcu platieb alebo
oslobodenim od dane, ak sa vzt'ahuje)

Banking Information:/
Bankové spojenie:

Bank Name / Nazov banky

Bank Street / Ulica banky

Bank City / Mesto banky

Bank State/Province /
Kraj/provincia banky

Bank Postal Code /
PSC banky
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Bank Country / Krajina banky

Receiving Account Currency /
Mena prijimajticeho uétu

IBAN / IBAN

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

potrebnymi na elektronicky prevod.

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 uétu, méze byt
potrebné uviest sprostredkujiicu banku. Dalsie informacie vam poskytne vasa finanéna
inStitucia. Ak je potrebnd sprostredkujuca banka, uvedte nazov banky, ¢islo uctu, ak sa
vzt'ahuje, a SWIFT kod sprostredkujucej banky, spolu so vSetkymi d’alsimi pokynmi

Contact Information /
Kontaktné udaje

Name of recipient sending invoices to
DrugDev /

Meno/nazov  prijemcu  Ziadost o
platbudo spolo¢nosti DrugDev

Branislav Motovsky MD

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

Language Preference /
Uprednostiovany jazyk

Name of payment recipient to receive
payment notification and details /

Meno/nazov prijemcu platieb, ktory ma
dostat’ oznamenie o platbe a udaje o nej

Branislav Motovsky MD

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

Language Preference /
Uprednostiiovany jazyk

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.

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

Skasajuaci moze namietat’ proti
akymkol'vek platobnym nezrovnalostiam,
ktoré sa vyskytnu v priebehu skusania, do
tridsiatich (30) dni od datumu ukonéenia
skusania poslednym subjektom.

Skér nez bude mozné na zaklade tejto
zmluvy poukazat’ akiukol'vek platbu, bude
sa poZadovat’ danové identifika¢né ¢islo a
meno/nazov prijemcu platieb.
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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 pripade zmeny adresy prijemcu platieb
je prijemca platieb povinny informovat’ o
tom spolo¢nost’ DrugDev pisomne.
Zmluvné strany sa dohodli, Ze v pripade
zmeny adresy, ktora nezahffia zmenu

prijemcu platieb, danovych
identifikacnych c¢isel alebo zmenu v
oslobodeni od dane, sa nevyZaduje

podpisanie pisomnych dodatkov tejto
zmluvy.

Vietky platby za toto skuSanie podla
pripojeného rozpoctu spracuje spolo¢nost’
DrugDev a CRO ich uhradi elektronickym
bankovym prevodom.
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