AMENDMENT # 1

DODATEK ¢. 1

to the Clinical Trial Agreement

ke Smlouvé o klinickém hodnoceni

This Amendment # 1 (hereinafter called the
“Amendment”) to the Clinical Trial Agreement
(“Agreement”) shall enter into effect on the date
of last signature below (the “Effective Date”)

Tento dodatek ¢.1 (dale jen ,dodatek”) ke
Smlouvé o klinickém hodnoceni (dale jen
,Smlouva“) nabyva ucinnosti k datu posledniho
podpisu nize (dale jen ,, datum ucinnosti“)

and is made by and between:

a uzavira se mezi:

IQVIA RDS Czech Republic s.r.o (“CRO”), a Czech
corporation, with registered offices at Pernerova
691/42, 186 00 Praha 8, Czech Republic

¢eskou spolecnosti IQVIA RDS Czech Republic
s.r.o. (dile jen ,,CRO“) se sidlem Pernerova
691/42, 186 00 Praha 8, Ceskd republika

and

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

americkou spole¢nosti Janssen Research &
Development, LLC (dale jen ,spolecnost Janssen”)
se sidlem na adrese 920 Route 202 South Raritan,
New Jersey 08869, USA

and

Ndrodni ustav dusevniho zdravi (“Institution”)
with registered offices at Topolova 748, Klecany,
250 67, Czech Republic

Narodni ustav dusevniho zdravi (dale jen
,poskytovatel”) se sidlem na adrese Topolova
748, Klecany, 250 67, Ceska republika

ID No: 00023752

IC: 00023752

Tax ID: CZ00023752
Account Name: Narodni Ustav dusevniho zdravi

DIC: CZ00023752
Nazev Uc¢tu: Narodni ustav dusevniho zdravi

Clinical Trial number: 67953964MDD3003
Study Product: Aticaprant
Protocol title : 67953964MDD3003 -

“An Open-label, Long-term, Safety and Efficacy
Study of Aticaprant as Adjunctive Therapy in Adult
and Elderly Participants with Major Depressive
Disorder (MDD)”

Cislo klinického

hodnoceni: 67953964MDD3003
Hodnoceny pfipravek: Aticaprant
Nazev protokolu: 67953964MDD3003 —

,Otevrené, dlouhodobé klinické hodnoceni
posuzujici bezpecnost a Ucinnost aticaprantu jako
pridatné lécby u dospelych a starSich pacientu s
tezkou depresivni poruchou (MDD)“
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EUdraCT number : 2022-000430-42

Study Site : Narodni Ustav duSevniho zdravi,
Topolova 748, 250 67 Klecany , Czech Republic

Cislo EUdraCT: 2022-000430-42

Studijni pracovisté: Narodni Ustav
dusevniho zdravi, Topolova 748, 250 67 Klecany,
Ceska republika

Whereas, Janssen, CRO and Institution have
executed the Agreement on 12 July 2023.

Vzhledem k tomu, Ze spolecnost Janssen, CRO a
poskytovatel dne 12. cervence 2023 uzavreli
smlouvu.

Whereas, the Protocol was amended and
approved by Central Ethic Committee (“CEC”) on
07 June 2023 (“Approval Date”)

Vzhledem k tomu, Ze dne 07. Cervna 2023 (dale
jen ,datum schvaleni“) doslo k doplnéni protokolu
a jeho schvaleni centralni etickou komisi (dale jen
,CEC“).

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

Vzhledem k tomu, Ze smluvni strany dale vyjadfily
prani zménit nékteré podminky smlouvy, jak je
stanoveno ddle.

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

s ohledem
v tomto

Proto se nyni smluvni
navzajemna ujednani
dokumentu dohodly takto:

strany
stanovena

1. Definitions

1. Vymezeni pojmu

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.

Pro ucely tohoto dodatku budou mit vSechny zde
pouzivané vyrazy, které se v jeho anglické verzi
uvadéji s velkym pocatecnim pismenem, tentyz
vyznam, jaky je uveden ve smlouvé, s vyjimkou
pfipadd vyslovné uvedenych v tomto dokumentu.

2. Per Subject Increase

Exhibit B (Budget & Payment Schedule) attached
to the Agreement is hereby amended by deleting
it in its entirety and replacing it with Exhibit B-01
(Budget & Payment Schedule) attached to this
Amendment, effective as of the Approval Date, to
reflect the adjustment of the budget to recognize
the need for additional staff time.

2. Navyseni ceny za pacienta

Pfiloha B (Financni ustanoveni) pfipojend ke
smlouvé se timto s ucinnosti od data schvaleni
pozménuje tak, Ze se v celém svém rozsahu rusi
a nahrazuje pfilohou B-01 Financéni ustanoveni
pfipojenou k tomuto dodatku, ktera odrazi dpravu
rozpoCtu tak, aby byl zohlednén dodatecny cas
zaméstnancl

2. Per Subject Increase

2. Navyseni ceny za pacienta
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Exhibit B (Budget & Payment Schedule) attached
to the Agreement is hereby amended by deleting
it in its entirety and replacing it with Exhibit B-01
(Budget & Payment Schedule) attached to this
Amendment, effective as of the Approval Date, to
reflect the adjustment of the budget to recognize
the need for additional staff time.

Pfiloha B (Financni ustanoveni) pfipojend ke
smlouvé se timto s ucinnosti od data schvaleni
pozménuje tak, Ze se v celém svém rozsahu rusi
a nahrazuje pftilohou B-01 Financéni ustanoveni
pfipojenou k tomuto dodatku, ktera odrdzi dpravu
rozpocCtu tak, aby byl zohlednén dodatecny cas
zaméstnancl

2. Annex B (Financial Provisions)

2. Priloha B (Finanéni ustanoveni)

Annex B (Financial Provisions) attached to the
Agreement is hereby amended by deleting it in its
entirety and replacing it with Annex B - Financial
Provisions attached to this Amendment, effective
as of the Approval Date, which reflects the
changes due to Protocol Amendment 2 as listed
below:

Pfiloha B (Financni ustanoveni) pfipojend ke
smlouvé se timto s ucinnosti od data schvdleni
pozménuje tak, ze se v celém svém rozsahu rusi
a nahrazuje pfilohouB - Financni ustanoveni
pfipojenou k tomuto dodatku, kterd odrazi zmény
provedené v disledku dodatku ¢.2 k protokolu,
jak je uvedeno nize:

e Per Subject pricing

e Cena za pacienta

o Added SHAPS (Snaith-Hamilton
Pleasure Scale) t0 2.2,2.3,2.4, 2.5,
2.6,2.8,2.9,2.10,2.11,2.12, 2.13,
Follow-up and Remote/Virtual Visit

o Doplnéna skala SHAPS (Snaith-
Hamiltonova stupnice potéseni) na
navstévy 2.2,2.3,2.4,2.5, 2.6, 2.8,
2.9,2.10,2.11, 2.12, 2.13, v ramci
Kontrolniho sledovani po 1é¢bé
a v ramci Kontaktu na dalku/virtualni
navstévy

o Added PWC-20 to EOT and Follow-
up visits

o Doplnéna skala PWC-20 pro
navstévu EOT (konec |écby) a v ramci
Kontrolniho sledovani po 1écbé

e Invoice pricing

) Fakturovatelné polozky

o Added Additional/Repeat SHAPS

o Doplnéna Dodatecnd/opakovand
Skdla SHAPS

e Lab Sampling & Handling

e Odbér laboratornich vzorkd a manipulace
s nimi

o For Sample for antidepressant
compliance (assumes blood)

o Provzorek pro dodrZovadni Iécby
antidepresivy (predpokldadd se krevni
vzorek)

=  Added quantity of one (1) to
EOT (Site and Home) visits

=  Doplnéno jedno (1) hodnoceni
k postuplim pfi navstévé EOT
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(konec IéCby) (na pracovisti a

doma)
= No impact on total = Bez vlivu na celkové mnoistvi
collection/handling quantities odebranych vzorkU
a manipulaci s nimi
3. Counterparts; Electronic Signatures: This | 3. Stejnopisy, elektronické podpisy: Tuto

Agreement may be executed in two or
more counterparts, each of which shall
be an original and all such counterparts
together shall constitute the entire
Agreement. Electronically executed and
electronically transmitted signatures
shall have the full force and effect of an
original signature.

smlouvu Ize vyhotovit ve dvou nebo vice
stejnopisech, z nichz kazdy ma platnost
originalu avSechny takové stejnopisy
spole¢né tvori celou smlouvu.
Elektronicky podepsané a elektronicky
pfenasené podpisy budou mit plnou
platnost a Ucinek originalniho podpisu.

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.

Vsechna vySe uvedena ustanoveni nabyvaji
Ucinnosti k datu ucinnosti. S vyjimkou pfipadd
vyslovné uvedenych v tomto dokumentu zlstavaji
vSechny ostatni podminky smlouvy beze zmény a
v plné platnosti a Ucinnosti a tento dodatek nesmi
byt vykladdn tak, Ze by doplnoval nebo rusil
jakakoli ustanoveni smlouvy, s vyjimkou pfipadd
vyslovné ustavenych vyse.

IN WITNESS WHEREOF, the parties have caused
this Agreement to be executed by their duly
authorized representatives, on the date set forth
below, each party acknowledging receipt of one

copy.

NA DUKAZ CEHOZ smluvni strany prostfednictvim
svych tadné zplnomocnénych zastupcl k datu
uvedenému nize podepsaly tuto smlouvu, pricemz
kazda ze smluvnich stran potvrzuje pfijeti jednoho
stejnopisu.
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IQVIA RDS Czech Republic s.r.o / IQVIA RDS Czech Republic s.r.o
Represented by / Zastupce:

Signature / Podpis:

Date / Datum

IQVIA RDS Czech Republic s.r.o0 On behalf of Janssen Research & Development, LLC / IQVIA RDS
Czech Republic s.r.o. jménem spolecnosti Janssen Research & Development, LLC
Represented by / Zastupce: MUDr. Robert Freiburg

Signature / Podpis:

Date / Datum

On behalf Narodni tstav dusevniho zdravi /Za Narodni ustav dusevniho zdravi
Represented by / Zastupce: Executive director / Jednatel

Signature / Podpis:

Date / Datum

READ AND ACKNOWLEDGED/ PRECETL A VZAL NA VEDOMI

Signature / Podpis:

Date / Datum
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ANNEX B — 1 Financial Provisions

PRILOHA B - 1 Finanéni ustanoveni

TRADE SECRET OF JANSSEN (exclude from
publication)

OBCHODNI TAJEMSTVi SPOLECNOSTI JANSSEN
(vyloucit z publikovani)

Budget & Payment Schedule

Rozpoéet a rozpis plateb

Protocol No. 67953964MDD3003: “An Open-label,
Long-term, Safety and Efficacy Study of Aticaprant
as Adjunctive Therapy in Adult and Elderly
Participants With Major Depressive Disorder
(MDD)”

Protokol ¢. 67953964MDD3003: ,Oteviené,
dlouhodobé klinické hodnoceni posuzujici
bezpecnost a Ucinnost aticaprantu jako pridatné
|écby u dospélych a starsich pacientt s tézkou
depresivni poruchou (MDD)“

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

(1) »Poplatek za subjekt” predstavuje vsechny
fixni avariabilni naklady souvisejici se Studii
s vyjimkou polozek uvedenych v Clanku 3 (Néklady
centra) a v Clanku 4 (Dal$i hrady) nize za podminky
dokonéeni vech navitév popsanych v Clanku 2.

The Per-Subject Fee for this Study is: CZK -
L

Poplatek za subjekt v této studii je: t

(2) Payment Milestone Table(s):

(2) Tabulka (tabulky) platebnich milnikd:

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 22 February 2023
provided herein by reference in Annex A. Parties
agree in the event subsequent protocol
amendments result in a material change to the
research services, compensation will be adjusted to
reflect the new fair market value of the research
services through a written amendment signed by all
parties hereto.

Platby pro milniky vtabulce (tabulkidch) nize
pfedstavuji redlnou trini hodnotu provadéni
vyzkumnych sluzeb popsanych v harmonogramu
UkonG v Dodatku k protokolu z22. dnora 2023 ,
ktery je soucasti této Smlouvy ve formé odkazu
v Pfiloze A. Smluvni strany se dohodly, Ze v pfipadé

pozdéjsich  dodatklli  k protokolu  vedoucich
k podstatné zméné vyzkumnych sluzeb bude
Uhrada v pisemném dodatku ke Smlouvé

podepsaném vsemi smluvnimi stranami upravena
tak, aby odrazela novou redlnou trini hodnotu
vyzkumnych sluzeb.
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Totals are VAT excluded. Applicable VAT will be paid
as outlined in Section 5 of this Annex

Celkové castky jsou uvedeny bez DPH. Prislusnd
DPH bude hrazena tak, jak uvéadi Cldnek 5 této
Prilohy

Home Visits for Natural Disaster/Major
Disruption/Pandemic (Conducted by Site Staff):

In alignment with recent health authority guidance,
the Janssen is providing options for study related
participant management in the event of disruption
to the conduct of the study. Janssen should be
consulted before implementing Natural
Disaster/Major Disruption/Pandemic provisions. In
the event of a home visit, the milestones below will
be paid in lieu of the corresponding milestones
above. Natural Disaster/Major
Disruption/Pandemic milestones below may be
discontinued at the discretion of the Janssen
without an amendment to the agreement. The CRO

Domaci navstévy v pfipadé ptirodni pohromy /
vyznamného naruseni ¢€innosti / pandemie
(provadi Personal centra):

Vsouladu s nedavnymi smérnicemi kontrolnich
Uradd zajistuje spolecnost Janssen rdzné moznosti
spravy ucastnikl v souvislosti se studii pro pfipad
naruseni provadéni studie. Pred uplatnénim
opatfeni pro pripad prirodni pohromy /
vyznamného naruseni ¢innosti / pandemie je nutno
konzultovat toto se spolecnosti Janssen. V pfipadé
domadci navstévy se budou proplacet nize uvedené
milniky namisto odpovidajicich milnik(i uvedenych
vySe. Pouzivani nize uvedenych milnik( pro pfipad
pfirodni pohromy / vyznamného naruseni ¢innosti /
pandemie mlZe byt ukonceno zrozhodnuti
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will notify the Institution of the discontinuation in
writing.

spolecnosti Janssen i bez Upravy smlouvy formou
dodatku. Toto ukonéeni oznami CRO pisemné
poskytovateli.

(3) Site Costs

(3) Naklady centra

= Local Ethics Committee (EC) Fees: EC fees
shall be reimbursed. Processing of payment will
begin upon receipt of original invoice or alternative
supporting documentation, detailing actual charges
without markup.

. Poplatky mistni etické komisi (EK): Poplatky
EK budou proplaceny. Tato ¢astka bude uhrazena
po doruéeni originalu faktury nebo jinych dokladd
s podrobnym rozpisem skutecnych poplatkd bez
dodatecénych priplatka.

= Screen Failure Payments:

= Platby za subjekty, které neprojdou
vstupnim vysetfenim:
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¥

] Home delivery of Study intervention by
local courier: Courier fees for home delivery of
study intervention will be paid at actual cost
without markup. Institution will require Courier
maintain necessary chain of custody, patient
privacy and temperature control (as applicable) for
refrigerated drugs, in accordance with the
Pharmacy Manual. Processing of payment will begin
upon receipt of original invoice or alternative
supporting documentation in accordance with
Section 5 below and approval by the CRO.

. Doruceni hodnocené lécby dom{ mistnim
dorucovatelem: Poplatky dorucovateli za doruceni
hodnocené |écby dom(l budou hrazeny ve skutecné
vySi, bez dalSich pfriplatk(. Poskytovatel bude
vyzadovat, aby dorucovatel dodrZoval pravidla

postupu predani zasilky, ochranu soukromi
pacienta akontrolu teploty (podle potieby)
chlazenych  pfipravk v souladu s Pfiruckou

Iékdrny. Zpracovani platby bude zahajeno po
obdrzeni pavodni faktury nebo alternativni
podkladové dokumentace podle Clanku 5 nize a po
schvaleni ze strany CRO.

1l
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|

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.

(4) Other Compensation: (4) Dalsi dhrady:
- - I
| I
- - 1IN
. Processing of payment for Other |= Zpracovani platby za DalSi uhrady za¢ne po

obdrieni faktury v souladu s Clankem 5 ni%e apo
schvaleni ze strany CRO. Pokud neni ve sloupci Dalsi
informace uvedeno jinak, je kazdy naklad uvedeny
v ndsledujici tabulce ndkladem za jednu polozku.
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Totals are VAT excluded. Applicable VAT will be paid
as outlined in Section 5 of this Annex.

Celkové castky jsou uvedeny bez DPH. Pfislusna
DPH bude hrazena tak, jak uvadi Clanek 5 této
Ptilohy.

(5) Payment Terms: (5) Platebni podminky:

I I

[ [

c) Janssen will provide, through a third party | c) Spole¢nost Janssen prostfednictvim

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

externiho dodavatele poskytne Vybaveniv hodnoté
uvedené vtabulce nize (dale jen ,Vybaveni“)
k pouziti podle pozadavkl Protokolu. Po ukonceni
Studie v zafizeni poskytovatele bude toto Vybaveni
vraceno podle pokyn( spolecnosti Janssen nebo
jejimu povérenému zastupci.
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d) Equipment Calibration: Institution shall be
responsible  for ensuring Institution-owned
equipment utilized by Institution in accordance with
this Agreement, is serviced and/or calibrated as per

manufacturer’'s  recommendation or  more
frequently as required by Janssen. Records
verifying the equipment calibration and

maintenance shall be provided to Janssen upon
request. For calibrations that are performed solely
at the request of Janssen, and that are not part of
the recommended scheduled maintenance
suggested by manufacturer, Janssen will reimburse
Institution for the actual cost without mark-up for
each calibration. Processing of payment will begin
upon receipt of invoice and supporting
documentation in accordance with paragraph (0
below.

d) Kalibrace vybaveni: poskytovatel bude
zajistovat servis a/nebo kalibraci veskerého
vybaveni v jeho vlastnictvi, které bude pouZivat
vsouladu stouto Smlouvou, vintervalech
doporucovanych vyrobcem, pfipadné na Zzadost
spole¢nosti Janssen castéji. Spolecnosti Janssen
bude na jeji Zddost predkladat zaznamy potvrzujici
kalibraci audrzbu vybaveni. Za kalibraci
provddénou pouze na zadost spolecnosti Janssen,
nikoli jako soucédst pravidelné uadrzby podle
doporuceni vyrobce, bude spoleénost Janssen
hradit poskytovateli skute¢né ndaklady na kaZzdou
takovou kalibraci bez jakychkoli pfriplatkd.
Zpracovani platby zaéne po pfijeti faktury
a podkladové dokumentace v souladu s odstavcem
(0 nize.

e) Investigator Meetings: Janssen may
recommend or require the Principal Investigator, or
a Janssen-approved Sub-Investigator designee, and
a Study nurse/coordinator to attend meetings,
including but not limited to an Investigator’s
Meeting. Janssen shall provide and pay, through
CRO, all reasonable and appropriate travel
expenses in accordance with Janssen’s travel policy,
including modest lodging and meals associated with
such meetings. The parties agree that attending
such meetings is reasonable and necessary to
ensure all parties engaged in the Study have a clear
understanding of the Protocol and its requirements.
Processing of payment will begin upon receipt of
invoice and supporting documentation in
accordance with paragraph (0 below.

e) Schlizky zkousejicich: spole¢nost Janssen
maze Hlavnimu zkousejicimu nebo spolecnosti
Janssen schvalenému povérenému
Spoluzkousejicimu a zdravotni sestre /
koordinatorovi Studie doporucit nebo jim ulozit,
aby se ucastnili rlznych setkani, zejména schlzek
Zkousejicich.  Spolecnost Janssen jim bude
prostfednictvim CRO proplacet vSechny ptrimérené
a nalezité cestovni vydaje vsouladu se svymi
zdsadami pro cestovni vydaje, napf. vydaje za
pfiméfené ubytovadni astravovani, které jim
vzniknou v souvislosti s takovymi  schizkami.
Smluvni strany souhlasi s tim, Ze ucast na téchto
schlizkach je pfiméfenym a nezbytnym
pozadavkem, jehoz cilem je zajistit, aby v3ichni, kdo
se budou na Studii podilet, pfesné a spravné chdapali
Protokol a jeho poZadavky. Zpracovani platby zacne
po prijeti faktury a podkladové dokumentace
v souladu s odstavcem (0 nize.
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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), Interactive
Web Response System (IWRS) and Electronic
Patient Reported Outcomes (ePRO) in accordance
with Janssen’s instructions and this Agreement.
Payments will be made, at a minimum, on a
quarterly basis. These payments will include
milestone payments, as well as, all invoiced and
approved costs from the prior payment cycle.
Ongoing reconciliations will be performed during
the course of the Study. Any payments made in
error will be applied to any pending or future
payments due. No payments will be made until all
erroneous payments have been offset. If no
pending or future payments exist, Institution will
promptly refund overpayment, according to
Janssen’s instructions.

f) Podminkou veskerych plateb je, Ze ukony
budou provadény v plném souladu s Protokolem
a touto Smlouvou a preddvana Data budou uplna
a spravna a budou zadana do systému elektronické
evidence dat (EDC), interaktivhiho webového

komunikacniho systému (IWRS) ado
elektronického zatizeni pro zaznam vysledkl
zpohledu pacienta (ePRO) podle pokynl

spolecnosti Janssen a této Smlouvy. Platby budou
hrazeny nejméné ctvrtletné. Tyto platby budou
zahrnovat platby za milniky, stejné jako vSechny
fakturované aschvalené naklady z pfedchoziho
platebniho cyklu. V pribéhu Studie budou
provadéna pribéina zuctovani. Pripadné chybné
provedené platby budou vyrovnadny ze
zpracovavanych nebo budoucich plateb. Nebudou
provedeny zadné platby, dokud nebudou
vyrovnany vsechny chybné platby. Pokud nebudou
existovat zadné zpracovdvané platby ani platby,
které maji byt provedeny v budoucnu, poskytovatel
ihned vrati preplatek podle pokynl spolecnosti
Janssen.

Payments will be issued by the CRO based on
Budget, payment frequency and payment terms as
described hereto.

Payments will be made only upon receipt of
corresponding  invoices, including  back-up
documentation, in the specified currency, as
described below. Invoices will be payable within 30
days from the date of receipt by CRO 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 CRO and
approved by Janssen. All invoices shall be raised in
the following manner:

Platby bude vydavat CRO na zdkladé rozpoctu,
s vySe uvedenou cetnosti a podle vySe uvedenych
platebnich podminek.

Platby budou provadény pouze na zakladé
pfislusnych faktur véetné podkladové
dokumentace, v dohodnuté méné a nize uvedenym
zpUsobem. Faktury budou splatné do 30 dnl od
data doruceni faktury CRO vcéetné veskeré pfislusné
podkladové dokumentace.

Faktury za pfipadné dalsi platby neuvedené v této
Smlouvé (napf. proplaceni dodate¢nych naklada)
museji byt rovnéz zasilany CRO a musi je schvalit
spolecnost Janssen. VSechny faktury budou
vystaveny nasledujicim zpGsobem:

All invoices shall be raised in the following manner:

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

Kromé toho lze faktury zasilat prostfednictvim
portalu. Pfijemci plateb byly e-mailem zaslany
pokyny k vytvoreni uctu na platebnim portalu. Na
tomto portalu bude mit Pfijemce plateb pfistup
k ¢innostem spojenym se subjekty podle protokolu
abude moci zasilat faktury azobrazovat si
podrobné udaje o platbdach provadénych
spole¢nosti IQVIA.

The following information should be included on
the invoice:

Na faktufe museji byt uvadény tyto nalezitosti:

=  |NVESTIGATOR name

= |nvoice Date

= |nvoice Number

=  Payee/Site Name (must match Payee
indicated in CTA)

= Janssen Name

=  Study Number

=  Payment Amount

=  Complete description of services
rendered/details of expense(s)

* Jméno ZKOUSEJICIHO

=  Datum vystaveni faktury

= (Cislo faktury

= Jméno Pfijemce plateb / nazev centra
(musi byt shodné s Pfijemcem platby
uvedenym v CTA)

= Nazev Janssen

= (Cislo Studie

» (Castka platby

= Podrobny popis poskytnutych sluzeb /
popis vydaje (vydaj)

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

g) Tato smlouva zohledniuje veskeré fixni
a variabilni naklady spojené s ¢innostmi ve Studii.
Polozky, které nejsou vyslovné uvedeny v Clancich 3
nebo 4 vySe, napfiklad naklady na zaméstnance,
naklady na skoleni, poplatky laboratofim, rentgeny,
Skaly a dotazniky, poplatky koordinatorovi udajl
a cestovni naklady, jsou zohlednény v ¢asti Poplatky
za subjekt tak, jak je podrobné uvedeno v tabulkach
milnikd v Clanku 2 vySe. Za tyto naklady nebude
jinak vyplacena Zadna jind ndhrada.

h) Taxes: Any consideration payable under
this Agreement will be exclusive of VAT. Where any
services or goods are subject to VAT, a valid VAT
invoice must be issued by the Institution/Principal
Investigator to CRO in respect of the transaction

h) Dané: Veskeré platby splatné podle této
Smlouvy nebudou zahrnovat DPH. Pokud se na
jakékoli sluzby nebo zboZi vztahuje povinnost hradit
DPH, musi poskytovatel / Hlavni zkouSejici pro dané
transakce vrdmci téchto plateb vystavit CRO
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covered by the consideration. If VAT is charged in
error, the Institution/Principal Investigator will
issue a credit note. If VAT is not charged but
subsequently it is found that it should have been
charged or VAT is assessed by the relevant tax
authorities as being due on the consideration, the
VAT due upon said consideration will be paid upon
presentation of a valid VAT invoice.

platnou danovou fakturu. Bude-li DPH fakturovana
omylem, vystavi poskytovatel / Hlavni zkousejici
dobropis. Pokud DPH neni fakturovana, ale pozdéji
se zjisti, ze fakturovdna byt méla, nebo pokud
prislusné danové ufady vyméri DPH pro dané
plnéni, bude DPH pro dané plnéni uhrazena po
predlozeni platné danové faktury.

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

i) Aby se predeslo pfipadnym pochybnostem,
bude za vyplaceni odmén, nahrad
a zaméstnaneckych benefitd pracovnik{im
provadéjicim vyzkum a/nebo za Uhradu pfispévkd
na jejich pojisténi odpovidat Hlavni zkousejici
a/nebo poskytovatel. Strany také berou na védomi
avyslovné uznavaji, ze Hlavni zkousejici ani
pracovnici vyzkumu nemaji narok na ucast ani na
zadné platby vramci pland zaméstnaneckych
benefitd spolecnosti Janssen, jejich programd,
zdsad tykajicich se zaméstnani, postupl nebo
pojisténi odpovédnosti zaméstnavatele pro pfipad
pracovniho Urazu.

i) The parties agree this Annex 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 Annex B, with the last payment being made
after the site completes all of its obligations under
the Agreement and any annexes 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:

i) Smluvni strany se dohodly, Ze tato Ptiloha B
tvofi nedilnou soucdst Smlouvy a podrobné
upravuje harmonogram plateb uskutec¢novanych na
zakladé této Smlouvy. Platby budou provadény
podle podminek uvedenych vtéto Priloze B
a posledni platba bude uhrazena poté, co centrum
spini veskeré zavazky vyplyvajici z této Smlouvy
a jejich pfipadnych pfiloh. Hlavni zkousejici
potvrzuje azavazuje se, Ze jeho uUsudek ohledné
konzultaci a péce o jednotlivé subjekty nebude
nijak ovliviovdn odménou, kterd bude vyplacena
centru podle této Smlouvy. Smluvni strany se
dohodly, Ze niZe uvedeny pfijemce plateb je Fadnym
pfijemcem plateb z této Smlouvy a Ze platby z této
Smlouvy budou hrazeny vyhradné tomuto pfijemci
plateb:

Contract Payee / Pfijemce plateb ze Smlouvy
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nazev a pripadné Cislo uctu a kéd SWIFT.

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 /

Pokud smluvné dohodnutd ména platby neodpovidda méné Vaseho bankovniho Uctu, je mozné, Ze budete
muset uvést jesté zprostfedkovatelskou banku. O podrobnostech se informujte u své banky. Bude-li nutné
pouzivat zprostifedkovatelskou banku, uvedte spole¢né s ostatnimi Udaji k bankovnimu prevodu také jeji

Contact Information / Kontaktni udaje

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.

Poskytovatel bude mit tficet (30) dnld od data
ukonceni Ucasti posledniho subjektu (LSO) Studie na
vyfeseni pripadnych platebnich nesrovnalosti, které
béhem Studie vznikly.

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

Poskytovatel musi vSechny faktury predlozit
nejpozdéji 45 dn0 po zavérecné ukoncovaci
navstévé centra  uskutecnéné v  zafizeni

poskytovatele. Spolecnost Janssen nebo CRO si

day period. vyhrazuji prdvo odmitnout uhrazeni faktur
predloZenych po této Ihaté 45 dnd.
B I

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

Strany timto berou na védomi, Ze uvedeny Pfijemce
plateb je opravnén pfijimat veskeré platby za sluzby
poskytované na zdkladé této Smlouvy.
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All payments for this Study in accordance with the
attached budget will be paid by CRO electronically.

Veskeré platby za tuto Studii podle pfilozeného
rozpo¢tu bude CRO hradit elektronickym
bankovnim pfevodem.
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