67652000PCR3002

AMENTMENT # 1 TO THECLNICAL TRIAL AGREEM ENT
PROTOCOL # 67652000PCR3002

DODATEK 1 KE SM LOUVE O KLINICKEM HODNOCENI
PROTOKOL # 67652000PCR3002

This Amendment #1 (“Amendment”) to the Clinical Trial
Agreement (“Agreement”) shall enter into effect on and
effective as of the date of publication into the Register of
Contractsin the Czech Republic (“ Effective Date”)
Between

Tento dodatek Cislo 1 (Dodatek) ke smlouvé o klinickém
hodnoceni (,smlouva“) je ucinny k datu uverejnéni
v Registru smluv Ceské republiky (,datum Géinnosti®)

Uzavieny mezi

Janssen — Cilag International N.V.,

with registered officesat: Turnhoutseweg 30, 2340 Beerse,
Belgium

Registration No.: BE0461607459

Represented by the Power of Attorney by the company
Janssen-Cilag s.r.o.

with registered offices at Walterovo namésti329/1, 158 00
Praha 5 — Jinonice, Czech Republic

ID No.: 27146928

Tax ID: CZ27146928

Registered in the Commercial Register at the Municipal
Court in Prague, section C, enclosure 99837

Bank details: Citibank Europe plc, Organizational Unit
Account number: 2043060205/2600

Databox: 8jvdhia

(“Janssen )

Janssen — Cilag International N.V.,

se sidlem na adrese: Turnhoutseweg 30, 2340 Beerse,
Belgie

Registracni ¢.: BE0461607459

zastoupenou na zakladé pIné moci spolecnosti
Janssen-Cilag s.r.o.

se sidlem na adrese Walterovo nameésti 329/1, 158 00
Praha 5 — Jinonice, Ceska republika

IC: 27146928

DIC: CZ27146928

zapsanou v obchodnim rejstfiku vedeném M éstskym
soudem v Praze, oddil C, viozka 99837

Bankovni spojeni: Citibank Europe plc, organizani slozka
Cislo G¢tu: 2043060205/ 2600

Datova schranka:8jvdhia

(,.spolecnost Janssen®)

and

a

Fakultni nemocnice Hradec Kralové

with registered offices at Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Krélové, Czech Republic

ID No: 00179906

VAT: CZ00179906

Account Name: Fakultni nemocnice Hradec Kralove
Account number: 24639511/0710

IBAN: CZ2307100000000024639511

Name of the Bank: Ceska narodni banka

Address of the Bank: Na Pfikopé 28, 115 03 Praha 1
SWIFT: CNBACZPP

Variable symbol: invovice number

Fakultni nemocnici Hradec Kralové

se sidlem na adrese : Sokolsk& 581, 500 05 Hradec Kralové
— Novy Hradec Kralové, Ceska republika

IC: 00179906

DIC: CZ00179906

Nazev Gctu: Fakultni nemocnice Hradec Kralové
Cislo u¢tu: 24639511/0710

IBAN: CZ230710000000002463951 1

Nazev banky: Ceska narodni banka

Adresa banky: Na Ptikopé 28, 115 03 Praha 1
SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury

Urologicka klinika Fakultni nemocnice Hradec Kralové

(“Institution”) (,,poskytovatel®)
and a
| |

Urologicka klinika Fakultni nemocnice Hradec Kralové
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residential address |

(“Principal Investigator”)

adresa bydliste |G
I

(,,hlavni zkousejici®)

(Janssen, Institution and Investigator collectively as the
"Parties", individually a "Party")

(spole€nost Janssen, poskytovatel a hlavni zkousejici, dale
souhrnné jako ,smluvni strany“, jednotlivé jako ,, smluvni
strana®)

Clinical Trial
"A Phase 3 Randomized, Placebo-controlled, Double-blind

Study of | in Combination with [N
I -nc I Versus IR - d

B or the Treatment of Participants with
Deleterious  Germline or Somatic Homologous
Recombination Repair (HRR) Gene-Mutated Metastatic
Castration-Sensitive Prostate Cancer (mCSPC).”

(“Clinical Trial”)

Klinické hodnoceni

, Faze 3, randomizovan4, placebem kontrolovan4, dvojité
zaslepena studie [ v kombinaci s | R
B - B e sovani s I
B : B i écbé  pacientl

s metastazujicim kastracné senzitivnim karcinomem

prostaty s mutaci genu opravy homologni rekombinaci
v zarodecné linii nebo somatickych bunkach.*
(.klinické hodnoceni*)

Regulatory Sponsor Janssen -
N.V., with registered
Turnhoutseweg 30, 2340 Beerse, Belgium

Cilag

International offices at:

Zadavatel
se sidlem na adrese: Turnhoutseweg 30, 2340 Beerse,

Janssen — Cilag International N.V.,

Belgie

Study Product
(“Study Product”)

Hodnoceny pripravek
(,hodnoceny ptipravek®)

Protocol : 67652000PCR3002 Protokol 67652000PCR3002
(“Protocol”) (,,protokol®)
EUdraCT number 2020-002209-25 Cislo EUdraCT 2020-002209-25

Site of the Clinical Trial :
Urologicka Kklinika, Fakultni nemocnice Hradec Kralové
(“Study Site”)

The parties acknowledge that the participating clinicin the
clinical trial will be the Department of Oncology and
Radiotherapy, while the Department of Oncology and
Radiotherapy will be

prof. MUDr.

represented by
Jifi Petera, Ph.D. as a Sub-Investigator.

Pracovisté klinického hodnoceni:

Urologicka klinika, Fakultni nemocnice Hradec Krélové
(,pracovisté provadéjici hodnoceni®)

Smluvni strany berou na védomi, Ze participujici klinikou
na studii bude Klinika onkologie a radioterapie, pficemz za
kliniku onkologie a radioterapie bude jako spoluzkousejici
M UDr. Jfi Ph.D.

prof. Petera,
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Whereas, the Janssen, Institution and Principal
Investigator have executed the Agreement on
18 February 2021 effective as of the date of publication
into the Register of Contracts in the Czech Republic
19 February 2021 (“Effective Date”)

Vzhledem k tomu, Zze Zadavatel, Poskytovatel a Hlavni
Zkousejici uzavreli dne 18. unora 2021 Smlouvu Ucinnou
dnem jejiho uveFejnéni v registru smluv Ceské republiky
19. unora 2021 (Datum ucinnosti)

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

Vzhledem k tomu, Zze smluvni strany vyjadfily své prani
zménit nékterd ustanoveni Smlouvy, jak je uvedeno nize;

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

Proto se smluvni strany, s ohledem na vySe uvedené as
ohledem na vzajemné dohody a pfisliby uvedené v této
smlouvé, dohodly nasledovné:

1. Definitions

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

1. Ustanoveni:

Pro UcCely tohoto Dodatku budou v8echny vyrazy s velkym
pismenem pouZité v tomto Dodatku mit stejny vyznam,
jaky je stanoven ve Smlouvé, pokud neni vyslovné
uvedeno jinak.

1.1 The Parties agree that the Protocol, including any
subsequent Protocol amendments, is binding on the
Parties and constitutes an integral part of this Agreement.
The Parties have agreed the Protocol shall be available
with the Principal Investigator.

1.1
pfipadnych naslednych zmén protokolu je pro smluvni

Smluvni strany souhlasi stim, ze protokol véetné

strany zavazny apredstavuje nedilnou soucdast této
smlouvy. Smluvni strany se dohodly na tom, Ze protokol
bude k dispozici u hlavniho zkousejiciho.

2. Change of paragraph 5.1: A new point (iii) will be
added to the paragraph 5.1:

(iii) the Institution’s electronical system, where the Trial
Subject’s record are kept, in accordance with the signed
Informed Consent form (random over the shoulder
control). This inspection will be allowed exclusively with
the presence of Principal Investigator, Sub-Investigator or
a Coordinator who has access to the system. This
inspection hasto be agreed in advance and the time spend
by the Investigator or Coordinator with this “over the
shoulder” control of the electronical system will be
reimbursed in accordance to the Annex B of the
Agreement.

The point (iii) of original Agreement is changed to point

(iv).

2. Zménabodu5.1: Do bodu 5.1 se vklada novy bod (iii)
v nasledujicim znéni:

(iii) elektronicky systém nemocnice, kde jsou vedeny

zaznamy o Subjektech klinického hodnoceni,

Informovanym

a to

v souladu spodepsanym souhlasem
Subjektu klinického hodnoceni (namatkova kontrola pres
rameno), a to vyhradné za pfitomnosti hlavniho
zkouSejiciho, spoluzkous$ejiciho nebo koordinatora, ktery
ma do systému pfistup. Tato kontrola bude vzdy pfedem
dohodnuta a cas straveny koordinatorem nebo Iékarem
pfi této kontrole elektronického systému , pfes rameno”

bude kompenzovan v souladu s pfilohou Btéto smlouvy.

Bod (iii) pdvodni smlouvy se méni na bod (iv).

Clinical Trial Agreement between Janssen and Institution and Principal
Investigator — Czech Republic contract template - Version October 2019

Smlouva o klinickém hodnoceni mezi spolecnosti Janssen, poskytovatelem
a hlavnim zkousejicim - vzor smlouvy pro Ceskou republiku — verze z Fijna 2019

Jnéno hlavniho zkousejiciho: || G |

ICD # 1491005 Protocol #: 67652000PCR3002

ICD # 1491005 Protokol €.: 67652000PCR3002

Strana 3/ 27




67652000PCR3002

3. Annex B change
The partiesagree that Section Annex B - Budget & Payment

Schedule shall be replaced by the new wording which is
annex of this Amendment. Annex B - Budget & Payment
Schedule is updated due to protocol Amendment 1 dated
from 21 December 2020.

3. Zména prilohy B

Smluvni strany se dohodly na novém znéni pfilohy B —
Rozpocet a rozpis plateb, které je pfilohou tohoto
Dodatku a zcela nahrazuje dosavadni znéni. Znéni pfilohy
B — Rozpocdet a rozpis plateb se méni zdlvodu dodatku
protokolu €. 1 ze dne 21. prosince 2020.

4. Annex Cchange

The parties agree that Section Annex C - Specification of
payment amountsby distance shall be replaced by the new
wording which is annex of this Amendment due to new ICF
version 4.0.

4. Zmeéna prilohy C

Smluvni strany se dohodly na novém znéni pfilohy B —
Stanoveni proplacenych nahrad podle vzdalenosti, které
je pfilohou tohoto Dodatku a zcela nahrazuje dosavadni
znéni, zdlvodu akutalizace ICF verze 4.0.

Expected value of this amendment

CZK 683 152.

agreement is

Pfedpokladana hodnota pInéni této smlouvy na zakladé
tohoto dodatku ¢ini 683 152 KC.

The parties expressly agree, that they wish to comply with
thisAmendment asof the date of approval of the Protocol
Amendment No. 1 by State Institutte for Drug Control and
the relevant ethics committees.

Smluvni strany si timto vyslovné sjednavaji, ze si preji fidit
se timto Dodatkem jiz ode dne schvéleni dodatku
protokolu ¢. 1 Satnim Gstavem pro kontrolu 1ééiv a

pfislusnymi etickymi komisemi.

IN WITNESS WHEREOF, the parties hereto have caused
thisthis Amendment to be executed in four original copies
of which each Contracting Party shall receive one original

Na dlkaz toho se smluvni strany dohodly, ze tento
Dodatek bude vyhotoven ve tfech (3) vyhotovenich, z
nichz kazda ze smluvnich stran obdrzi po jednom (1)

copy. vyhotoveni.
Appendices: Prilohy:
Annex A — Protocol of Clinical Trial included amendment | Pfiloha A — Protokol vcetné nasledného dodatku

(available from the Principal Investigator)
Annex B — Budget & Payment Schedule
Annex C - Specification of payment amounts by distance

(dostupny u hlavniho zkousejiciho)

Priloha B — Rozpocet arozpis plateb

Pfiloha C - Stanoveni proplacenych nahrad podle
vzdalenosti

On behalf of/ Za spolecnost Janssen - Cilag International N. V.

Signature/ Podpis

Janssen-Cilag s.r.o.,

Represented by Vladimira Filipova, M .D., Authorized Sgnatory, GCO Country Head/
zastoupena M UDr. Viadimirou Filipovou prokuristkou, GCO Country Head

Done at Prague date / Podepsano v Praze dne 3. 8. 2021
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On behalf of/ Za Fakultni nemocnici Hradec Kralové

Signature/ Podpis
prof. MUDr. Vladimir Palicka, CSc., dr.h.c. - feditel / Director

Done at Hradec Krélové date/ Podepsano v Hradci Kralové dne 12. 8. 2021

On behalf of PI/ a P!

Signature/ Podpis

Done at Hradec Krélové date/ Podepsano v Hradci Kralové dne 12. 8. 2021
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Annex A Pfiloha A
Protocol of Clinical Trial included amendment (available Protokol v€etné nasledného dodatku (dostupny
from the Principal Investigator) u hlavniho zkousejiciho)
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Investigator — Czech Republic contract template - Version October 2019 a hlavnim zkousejicim - vzor smlouvy pro Ceskou republiku — verze z fijna 2019
PIName: [ Jméno hiavniho zkousejiciho: G
ICD # 1491005 Protocol #: 67652000PCR3002 ICD # 1491005 Protokol ¢.: 67652000PCR3002
Strana 6/ 27




67652000PCR3002

Annex B
Budget & Payment Schedule

Pfiloha B
Rozpocet a rozpis plateb

No. 67652000PCR3002: A Phase 3
Randomized, Placebo-controlled, Double-

blindsStudy of |
I
I the

Protocol

Treatment of Participants withDeleterious
Germline or Somatic Homologous
RecombinationRepair (HRR) Gene-M utated

M etastatic Castration-Sensitive Prostate Cancer
(mCSPC)

Cislo protokolu 67652000PCR3002: Faze 3,
randomizovana, placebem kontrolovana, dvojité

zaslepena studie

I fi lecbé

pacientll s metastazujicim kastracné senzitivnim

karcinomem prostaty s mutaci genu opravy
homologni rekombinaci v zarodecné linii nebo
somatickych burikach

(1) The “Per-Subject Fee” represents all fixed and
variable costs associated with the Study, excluding
those items specified in Section 3 (Ste 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: || G

Castka za subjekt hodnoceni zahrnujici véechny
fixni a variabilni néklady spojené sklinickym
hodnocenim mimo variabilnich polozek
specifikovanych v ¢asti 3 (naklady centra) a v Casti
4 (ostatni odmény) nize, za predpokladu, Ze jsou
dokonceny véechny navstévy popsané v ¢asti 2.

Castka za subjekt pro tuto studii je:

(2) Payment Milestone Table(s):

Platba za subjekt hodnoceni dle navstév:

(2)

Milestone paymentsin the below table(s) represent
fair market value for performance of research
services detailed in the Schedule of Activities of the
Protocol Amendment dated 21 December 2020
provided herein by reference in Exhibit A. Parties
the subsequent protocol
amendments result in a material change to the

agree in event
research services, compensation will be adjusted to
reflect the new fair market value of the research
servicesthrough awritten amendment signed by all
parties hereto.

Castky vyplacené za provedeni vysetfeni a ikon(
vramci jednotlivych navstév maji trzni hodnotu,
jez odpovida vykonané praci na klinickém
hodnoceni popsané v Harmonogramu KH, ktery je
dodatku

21. prosince 2020 a ktery tvofi Pfilohu A této

soucasti protokolu ze dne
smlouvy. Smluvni strany se dohodly, Zze budou-li
mit pfipadné budouci dodatky k protokolu za
nasledek podstatnou zménu pozadované prace na
klinickém hodnoceni, odména se podle toho
upravi pomoci pisesmného dodatku podepsaného
véemi smluvnimi stranami tak, aby fadné odrazela

odpovidajici trzni hodnotu pozadované prace.
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Milestones/ Visit Amount (in CZK)/
kontrolni body Cena za navstévu
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Milestones/
kontrolni body

Visit Amount (in CZK)/
Cena za navstévu

Totals are VAT excluded. VAT will be paid as outlined in Section 5 of this Exhibit.
Celkové ceny jsou bez DPH. DPH bude placena podle oddilu 5 této pfilohy.

(3) Site Costs

(3) Naklady centra

Payments Local Ethics Committee: EC payments will be
made according to the current EC tariff. Payment shall
begin processing upon receipt of the invoice in accordance
with Articles 5 Below and upon approval by the

appropriate clinical trial manage

Platby Lokalni etické komisi: Platby EK se budou hradit
samostatné podle aktudlniho sazebniku EK. Platba se
zalind zpracovavat po obdrzeni faktury v souladu
s ¢lankem 5 niZze a po schvéleni pfisluSnym manazerem

klinického hodnoceni.

Agreement processing fee: a one-time fee in the amount

of I rayable immediately after signing this
agreement.

Poplatek za projednani smlouvy: jednorédzovy poplatek za

projednani smlouvy v ¢astce | ] lso'atny ihned po
podpisu této smlouvy.
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Amendment of CTA fee: a one-time fee in the amount of

payable immediately after
Amendment to this CTA.

signing of

Poplatek za projednani dodatku smlouvy: jednorazovy

poplatek v ¢astce | sp'atny ihned po podpisu
dodatku této smlouvy.

@

art-up fee: a one-time fee connected with initiation of

clinical trial in the amount of || E-2ya0'e

immediately after signing this agreement.

@

art-up poplatek: jednorazovy poplatek za zahajeni
klinického hodnoceni v ¢astce | lsr'atny ihned po
podpisu této smlouvy.

Archivingfee:aone-time fee for archivation in the amount

of |- ayable immediately after signing this
agreement.

Archivacni poplatek: jednorazovy poplatek za archivaci

v ¢astce | EEso2tny ihned po podpisu této
smlouvy.

Subject Reimbursement: Subjects shall be reimbursed by
Janssen on the base of section 9.6 of clinical trial

agreement.

Nahrady pro subjekt: Néaklady na cestovné Subjektl

hodnoceni ponese spole¢nost Janssen v souladu

s odstavcem 9.6 smlouvy.
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Pharmacy services: Sluzby lékarny

Vykon/ Sluzba Amount CZK/ Castka
Performance/ Service v K¢
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(4) Other Compensation:

(4) Ostatni nahrady:

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

Platba se zalind zpracovdvat po obdrzeni faktury
vsouladu sclankem 5 nize a po schvaleni pfislusnym
manazerem klinického hodnoceni. Odmény v tabulce nize
jsou odmény za polozku, pokud neni jinak upraveno ve
sloupci ,, Popis®”.

Amount CZK/

Item/ Polozka - N
Castka v K¢

Additional Information/ Popis
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Amount CZK/

Item/ Polozka Additional Information/ Popis - N
Castka v K¢
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Amount CZK/

Item/ Polozka Additional Information/ Popis - N
Castka v K¢
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Amount CZK/

Item/ Polozka Additional Information/ Popis - N
Castka v K¢

1
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Item/ Polozka

Amount CZK/

Additional Information/ Popis - .
Castka v K¢

|

Totals are VAT excluded. VAT owill be paid as outlined in Section 5 of this Exhibit.
Celkové ceny jsou bez DPH. DPH bude placena podle oddilu 5 této ptilohy.
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(5) Payment Terms: (5) Platebni podminky:
a) This EXHIBIT Bis for completed records for up to | Tato PRILOHA B se vztahuje na vyplnéné zaznamy aZl]

Pvalid subjects. Should the planned number of Human
Subjects be exceeded, a prior approval of Janssen must
be obtained. A valid subject is defined as a subject who
meets eligibility requirements to enroll in the Sudy and
does not have significant Protocol violations that would
exclude his/her Data from analysis. This Study is being
conducted under a policy of competitive enrollment.
Janssen anticipates closure of enrollment upon
randomization of a total of [Jjjjvalid subjects. In the
event [Jltotal valid subjectsare enrolled prior to asite’s
reaching its valid subject goal of[Jj further recruitment
will be suspended. Subjects not completing the trial will
be paid for on a prorated basis according to confirmed
completed visits and CRFs received by Janssen. All
paymentswill be made for subject visits according to the

milestone table in Section 2 above. No payment will be

vyhovuijicich subjektli. Pokud by byl planovany pocet
lidskych subjektl prekrocen, je nutno obstarat pfedem
Janssen.

souhlas spolenosti Vyhovujici subjekt |

D

definovan jako subjekt, ktery spliiuje pozadavky na
zafazeni do klinického hodnoceni a nedoSlo u néj
k zddnému zavaznému poruseni protokolu, kvlli némuz
by bylo nutno jeho Udaje zanalyzy vyfadit. Vtomto
klinickém hodnoceni probihda nabor kompetitivné.
Soolecnost Janssen predpoklada ukonceni naboru poté,
co randomizaci projde celkem [Jlvyhovujicich subjekta.
Bude-li celkového poctu [} vyhovujicich subjektl
dosazeno dfive, nez poskytovatel zafadi svij vyse
stanoveny cilovy pocet az Jvyhovujicich subjektd,
veskery dal$i ndbor je ukoncen. Za subjekty, které
klinické hodnoceni nedokonci, se vyplaci pomérné castky

podle poctu schvalenych a dokoncéenych navstév a
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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 asoutlined in Section 3 above.

zaznam( subjekt( hodnoceni, jez spoleCnost Janssen
obdrzi. Platby vzdy odpovidaji navstévam, které subjekt
podstoupil dle vy8e uvedeného rozpisu. Za subjekt, ktery
byl zanalyzy vyfazen kvUli poruseni Protokolu, pfiemz
toto poruseni bylo vkompetenci personalu klinického
hodnoceni, se nevyplaci nic. Uhrada vydajd za netispésné
vstupni vysetfeni se provadi podle ¢lanku 3.

b)
Study designed to evaluate a defined number of Study

Institution acknowledges this is a multicenter

subjects. It isanticipated each institution participating in
the Study will enroll the number of Study subjects
provided for under their agreement for this Study. If
required as the Study progresses, Janssen may invite an
institution to enroll more Study subjects than reflected
in the original agreement. In such a circumstance,
Janssen may notify Institution via written request to
allow for the enroliment 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 Sudy 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

b) Poskytovatel bere na védomi, Zze se jedna o
multicentrické klinické hodnoceni, které ma vyhodnotit
prfedem stanoveny pocet subjektl. Olekava se, Ze kazdy
poskytovatel, ktery se klinického hodnoceni tcastni, do
néj zaradi takovy pocet subjektl, k némuz se smluvné
zavéazal. Déle, pokud v prlbéhu klinického hodnoceni
jednotlivy poskytovatelé dosdhnou stanoveného poctu
subjektl, spoleCnost Janssen je muiZe vyzvat, aby
Pokud

poskytovatel souhlasi, spoleCnost Janssen zasle pisemné

v procesu zarazovani pokracovala. stim

oznameni, vnémz nébor daldich subjektl povoluje.
Poskytovatel bere dale na védomi, ze je proto mozné, ze
se mu do klinického hodnoceni vyse stanoveny pocet
subjekt zafadit.

nepodari Pracovisté provadéjici

hodnoceni, kterd smluveny pocet subjektl dosud

nezaradila, budou o dosazeni cilového poctu zafazenych

subjects. subjektl informovana a dostanou pokyn, aby v dal§im
néboru jiz nepokracovala.
C) Sponsor will provide on the base of handover | c) Pro potfeby pInéni protokolu poskytne

protoco

Il for use as called for in the Protocol. Upon
termination of the Study at Institution, the tablet will be
returned in accordance with Sponsor’s or designee’s
instructions.

spolecnost Janssen na zékladé predavaciho protokolu [j

|
I oo potfeby pinéni
protokolu. Po ukonéeniklinického hodnocenibudetento
tablet vracen podle pokyni zadavatele.

d) Institution shall be

responsible for ensuring Institution-owned equipment

Equipment Calibration:

utilized by Institution in accordance with this Agreement,

d) Kalibrace vybaveni: Udrsbu a kalibraci véeho
vybaveni, které poskytovatel vlastni a pouziva v souladu

stouto smlouvou, podle doporuceni vyrobce, pfip.
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is serviced and/or calibrated as per manufacturer’s
recommendation or more frequently as required by
Janssen. Recordsverifyingthe 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

Casté&ji dle pozadavkl spole¢nosti Janssen, ma na starosti
poskytovatel. Za&znamy potvrzujici provedeni kalibrace a
Gdrzby vybaveni musi byt spole€nosti Janssen na
pozadani predlozeny. Kazdou jednotlivou kalibraci,
kterou si spolecnost Janssen vyslovné vyzadal, a ktera
neni soucdsti doporuceného rozvrhu od vyrobce,
poskytovateli proplati ve vy§i skuteénych naklad( bez
jakychkoliv pfirazek. Uhrada se provadi po obdrzeni

faktury a prislusnych podkladd v souladu s odstavcem f)

payment will begin upon receipt of invoice and | nize.

supportingdocumentation in accordance with paragraph

(f) below.

e) Investigator M eetings: Janssen may recommend | €) Skoleni zkousejicich: Spoleénost Janssen muze
or require the Principal Investigator, or a Janssen - | navrhnout nebo ulozit zkouSejicimu a zdravotni

approved Sub-Investigator designee, and a Study
nurse/coordinator to attend meetings, including but not
limited to an Investigator’s Meeting. Janssen through a
third party vendor shall provide and pay all reasonable
and appropriate travel expenses in accordance with
Janssen’s travel policy, including modest lodging and
meals associated with such meetings. The parties agree
that

necessary to ensure all partiesengaged in the Study have

attending such meetings is reasonable and

sestfe/koordinatorovi klinického hodnoceni, aby se

zGcastnili rlznych schizi, véetné zejména $koleni

zkousejicich. Spolecnosti Janssen zajisti a uhradi

prostfednictvim tfeti strany veskeré s tim spojené
pfiméfené cestovni vydaje, vcetné standardniho
ubytovani a stravy, jez jsou soucasti takového setkani.
Strany se shoduji, ze ucast na téchto setkanich je
opodstatnéna a nezbytna k tomu, aby se vsichni, kdo se

na klinickém hodnoceni podileji, Fadné seznamili s

a clear understanding of the Protocol and its | protokolem ajeho poZadavky.
requirements.
f) To be eligible for any payment, the procedures | f) Proplacet je mozné pouze Ukony, které byly

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) in accordance with Janssen’s instructions
and this Agreement. Milestone payments, aslisted in the
table above, do not require submission of an invoice.
Payments will be made, at a minimum, once a calendar
include milestone

half-year. These payments will

payments, as well as, all invoiced and approved costs

vykonany zcela v souladu s protokolem a touto
smlouvou, pficemz predlozené (daje musi byt Gplné a
byt EDC
elektronickych Gdajl) podle pokyn( spolecnosti Janssen

spravné a musi zadany pomoci (sbér
a této smlouvy. Platby se budou provadét minimalné 2x
rocné (za kalendarni pololeti). Platby zahrnuji jak platby
za subjekt hodnoceni dle navstév, tak vyfakturované a
schvélené néklady z predchoziho platebniho cyklu.

Soolecnost Janssen bude provadét pribéznou kontrolu
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from the prior payment cycle. Ongoing reconciliations
will be performed during the course of the Study. Any
paymentsmade 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.

plateb. Chybné poskytnuté platby budou poskytovateli
odecteny v néasledujicich platbach. Pokud ovSem jiz
nebude mit poskytovatel narok na Zzadnou dalsi platbu,
chybné proplacené ¢astky neprodlené vréti spolecnosti
Janssen podle jeho instrukci.

Original invoices pertaining to this Study should be
submitted for reimbursement to the following address:

Originaly faktur k tomuto klinickému hodnoceni musi byt
vystaveny natuto fakturaéni adresu:

Janssen-Cilag s.r.o.

W alterovo namésti 329/ 1
158 00 Praha 5

Czech Republic

1C: 27146928

DIC: CZ27146928

Original invoices pertaining to this Study should be sent
to the following address:

Janssen - Cilag s.r.o.
P. O. Box 1358
111 21 Praha 1
Czech Republic

Or in pdf format to e-mail address:
fakturace@its.inj.com

Please note that invoices must contain the following
information or they will be returned, delaying payment:

Institution name

Principal Investigator name

Protocol number

e |nvoice number and date

Janssen-Cilag s.r.o.

W alterovo namésti 329/ 1
158 00 Praha 5

Ceska Republika

IC: 27146928

DIC: CZ27146928

Originaly faktur ktomuto klinickému hodnoceni se
k proplaceni zasilaji na adresu:

Janssen - Cilag s.r.o.
P. O. Box 1358

111 21 Praha 1
Ceska Republika

nebo ve formatu pdf na e-mailovou adresu:
fakturace@its.jnj.com

Vezméte prosim na védomi, Zze faktury musi obsahovat
nasledujici udaje, v opacném pfipadé budou vraceny a
platby pozdrzeny:

e Néazev poskytovatele

e Jméno hlavniho zkou$ejicih
e C(islo protokolu

e (Cislo adatum faktury
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e Date & description of services provided

e Supporting documentation (i.e. third party

invoices, receipts)
e Janssen name
e Janssen billing address
e Janssen Identification number
e Janssen VAT

e PO number: purchase order number will be
announced to Institution by representative of
Janssen. PO number is essential for processing of
invoice.

e Datum a popis poskytovanych sluzeb

e \Veskeré doprovodné dokumenty (tj. faktury

tfetich stran, doklady o platbé)
e Nazev spolecnosti Janssen
e Fakturacni adressu spolecnosti Janssen
e IC spolegnosti Janssen
e DIC spolegnosti Janssen

e Cislo objednavky: &islo oznami poskytovateli
zéstupce spoleénosti Janssen. Cislo objednavky
je nezbytné pro zpracovani faktury.

If there is a change in the invoicing address or VAT
number, the Janssen is obliged to immediately inform
the Institution (Dasa Proklpkova - Legal Department,
Ing. Jitka HaleSova - Finance and Analysis Department).

Pokud dojde k zméné fakturaéni adresy nebo DIC je
Zadavatel/ Spolecnost
informovat poskytovatele (Da$a ProkUpkova — pravni

Janssen povinna neprodlené

odbor, Ing. Jitka HaleSova — Odbor finance a analyz).

Q) This agreement reflects all fixed and variable
costs related to Study activities. Iltems not specifically
referenced in Section 3 or Section 4 above, which might
staff
laboratory fees, x-rays, scales and questionnaires, data

include, for example, costs, training costs,
coordinator fees and travel fees, are reflected in the Per-
Subject Fee as detailed in the milestone tablesin Section
2 above. No additional reimbursement for these costsis

otherwise provided.

9) Tato smlouva zohledfuje v8echny fixni i
variabilni néklady spojené sklinickym hodnocenim.
Naklady a jejich Ghrada za Cinnosti a polozky, které
nejsou vyslovné uvedeny v €l. 3 a 4 vyse, v€etné zejména
mzdovych néklad, laboratornich poplatkd,
rentgenovych snimkd, dotaznik(l (na kvalitu Zivota atd.),
svyjimkou pfispévkd, které byly upfesnény ve smlouvé
na KH arelevantnich pfilohach ktéto smlouvé, tvofi

soucast plateb vyplacenych za jeden subjekt v souladu

s¢l. (2). Zadné dalsi Ghrady téchto nakladd se
neposkytuji.
h) Taxes: Janssen is under no obligation regarding | h) Dané: Z plateb, které spole¢nost Janssen hradi

any taxes other than VAT that may be due or payable in
respect of the payments made by Janssen to the payee.
VAT can only be paid over the feesmentioned in Sections
2, 3, and 4 of this exhibit B in case the site provides an
original invoice to Janssen-Cilag s.r.o..

poskytovateli, nevyplyva spolecnosti Janssen jina dafiova
povinnost nez povinnost platit DPH. DPH je mozno platit
pouze z ¢astek uvedenych v ¢l. 2 az 4 této Prilohy Bato
jen v pfipadé, Ze poskytovatel predlozi origindl faktury
vystavené na Janssen-Cilag s.r.o..
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i) For the avoidance of doubt, the Principal
Investigator and/or the Institution are responsible for
providing any and all compensation, benefits and/or
the staff. It
understood and expressly acknowledged that

is also
the
Investigator and the investigational staff are not eligible

insurance to investigational

to participate in, nor are they eligible for coverage under,

i) Pro upfesnéni — zajistovani veskerych odmén,
prispévkl ¢i pojisténi personélu klinického hodnoceni je
povinnosti poskytovatele. Déle je tfeba vzit na védomi a
vyslovné potvrdit, Ze zkousejici ani personal hodnoceni
nemaji narok na zadné zaméstnanecké vyhody, benefity,
programy, postupy €i pojisténi spole¢nosti Janssen.

any of the Janssen’s benefit plans, programs,

employment  policies, procedures or workers

compensation insurance.

i) The parties agree this EXHIBIT B is part of the | j) Smluvni strany se dohodly, Ze tato PRILOHA B
Agreement and clarifies the payment schedule | tvofisoucast smlouvy a specifikuje platby za ukony, které

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 its obligations under the Agreement and
exhibits The
acknowledges and agrees his or her judgment with

any thereto. Principal Investigator
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
paymentsunder this Agreement will be made only to the

following payee:

ze smlouvy vyplyvaji. Platby se provadéji v souladu
s ustanovenimi této PRILOHY B, pficemz posledni platba
probéhne az poté, co poskytovatel splni v8echny své
zavazky vyplyvajici ztéto smlouvy a jejich dodatk(.
Zkousejici prohlasuje a souhlasi, Ze odména, kterou
poskytovatel obdrzi na zakladé této smlouvy, nikterak
neovlivni jeho Gsudek ohledné rad a péce, jeZ pacientim
poskytuje. Smluvni strany se dohodly, Ze nize uvedeny
pfijemce platby je pro potfeby této smlouvy fadnym
pfijemcem platby, a Zze Uhrady provedené na zakladé této
smlouvy budou uréeny vyhradné tomuto pfFijemci:

PAYEE NAM E/ NAZEV PRIiJEM CE PLATBY:

(This should be a business name and must match the business
name used to file for your tax EIN or other tax ID number)/ (Zde
by mél byt obchodni nazev firmy, ktery se musi shodovat

s nazvem, k némuz je pfifazeno IC ¢i DIC)

Fakultni nemocnice Hradec Kralové

TAX ID NUMBER/DIC

(Tax ID must exactly match the payee name indicated above)/
(DIC musi odpovidat vy$e uvedenému obchodnimu nazvu

firmy)

CZ00179906

PAYEE ADDRESS ADRESA PRiJEM CE PLATBY:

Fakultni nemocnice Hradec Krélové

Odbor financi a analyz | GG

Sokolska 581
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500 05 Hradec Kralové — Novy Hradec Kréalové,
Ceska republika

. Jmeno: NG
CONTACT DETAILSY KONTAKTNI UDAJE: E |
-mail [

(Jméno, telefonni ¢islo, e-mail)

Tel. NG
Poskytovatel ma tficet (30) dnli od data ukonceni Ucasti posledniho subjektu (LSO) ve studii na vyjasnéni
veskerych nejasnosti ohledné plateb, které pfipadné v pribéhu klinického hodnoceni nastaly./ 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 Study.

Clinical Trial Agreement between Janssen and Institution and Principal Smlouva o klinickém hodnoceni mezi spole¢nosti Janssen, poskytovatelem
Investigator — Czech Republic contract template - Version October 2019 a hlavnim zkousejicim - vzor smlouvy pro Ceskou republiku — verze z fijna 2019
P Name: NN Jméno hlavniho zkousejiciho: [ NG
ICD # 1491005 Protocol #: 67652000PCR3002 ICD # 1491005 Protokol ¢.: 67652000PCR3002

Strana 23/ 27




67652000PCR3002

Clinical Trial Agreement between Janssen and Institution and Principal
Investigator — Czech Republic contract template - Version October 2019

Smlouva o klinickém hodnoceni mezi spole¢nosti Janssen, poskytovatelem
a hlavnim zkousejicim - vzor smlouvy pro Ceskou republiku — verze z fijna 2019

P Name: [

Jméno hlavniho zkousejiciho: | I EGcGTcTNNEEEEE

ICD # 1491005 Protocol #: 67652000PCR3002

ICD # 1491005 Protokol €.: 67652000PCR3002

Strana 24/ 27




67652000PCR3002

Clinical Trial Agreement between Janssen and Institution and Principal Smlouva o klinickém hodnoceni mezi spole¢nosti Janssen, poskytovatelem

Investigator — Czech Republic contract template - Version October 2019 a hlavnim zkousejicim - vzor smlouvy pro Ceskou republiku — verze z fijna 2019

P Name: NG Jméno hlavniho zkousejiciho: | EEGNGNEEEE

ICD # 1491005 Protocol #: 67652000PCR3002 ICD # 1491005 Protokol ¢.: 67652000PCR3002
Strana 25/ 27




67652000PCR3002

Clinical Trial Agreement between Janssen and Institution and Principal Smlouva o klinickém hodnoceni mezi spole¢nosti Janssen, poskytovatelem
Investigator — Czech Republic contract template - Version October 2019 a hlavnim zkousejicim - vzor smlouvy pro Ceskou republiku — verze z fijna 2019
P Name: [IIINNING Jméno hlavniho zkousejiciho | G
ICD # 1491005 Protocol #: 67652000PCR3002 ICD # 1491005 Protokol ¢.: 67652000PCR3002

Strana 26 / 27




67652000PCR3002

Clinical Trial Agreement between Janssen and Institution and Principal Smlouva o klinickém hodnoceni mezi spole¢nosti Janssen, poskytovatelem

Investigator — Czech Republic contract template - Version October 2019 a hlavnim zkousejicim - vzor smlouvy pro Ceskou republiku — verze z fijna 2019

P Name: NG Jméno hlavniho zkousejiciho: [ GG

ICD # 1491005 Protocol #: 67652000PCR3002 ICD # 1491005 Protokol ¢.: 67652000PCR3002
Strana 27/ 27




