AMENDMENT # 2 TO THE CLINICAL TRIAL
AGREEMENT
PROTOCOL # 42756493BLC3004

DODATEK 2KE SMLOUVE O KLINICKEM HODNOCENI
PROTOKOL # 42756493BLC3004

This Amendment # 2 (“Amendment”) to the Clinical
Trial Agreement (“Agreement”) shall enter into
effect on and become effective as of the date of
publication into the Register of Contracts in the
Czech Republic (“Effective Date”)

Between

Tento dodatek Ccislo 2 (Dodatek) ke smlouvé
o klinickém hodnoceni (,smlouva“) je ucinny kdatu
uvefejnéni v Registru smluv Ceské republiky (,datum

ucinnosti“)

Uzavieny mezi

JANSSEN — CILAG INTERNATIONAL N.V.

with registered offices at: Turnhoutseweg 30, 2340
Beerse, Belgium

Registration No.: BE0O461607459

Represented by the Power of Attorney by the
company

Janssen-Cilag s.r.o.

with registered offices at Walterovo namésti 329/1,
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

(“Sponsor” or “Janssen ”)

JANSSEN — CILAG INTERNATIONAL N.V.

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

Registracni ¢.: BE0461607459

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

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

IC: 27146928

DIC: CZ27146928

zapsanou v obchodnim rejstfiku vedeném Méstskym
soudem v Praze, oddil C, vlozka 99837

Bankovni spojeni: Citibank Europe plc, organizacni
slozka

Cislo u¢tu: 2043060205/2600

Datovd schranka: 8jvdhia

(,,zadavatel” nebo také ,,spolecnost Janssen“)

and a

Fakultni nemocnice Motol, state contribution | Fakultni nemocnice Motol, statni prispévkova
organization organizace

with registered offices at: V Uvalu 84, 150 06 Praha | se sidlem na adrese: V Uvalu 84, 150 06 Praha 5, Ceskd
5, Czech Republic republika

ID No: 00064203

Tax ID: CZ 00064203

Represented by XXXXXXXXX., based on Power of
Attorney

Account Name: Fakultni nemocnice v Motole

IC: 00064203

DIC: CZ 00064203

Zastoupend XXXXXXXXX, na zakladé povéreni
Ndzev uctu: Fakultni nemocnice v Motole
Cislo uétu: 17937051/0710
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Account number: 17937051/0710

IBAN: CZ42 0710 0000 0000 1793 7051

Name of the Bank: Ceska narodni banka

Address of the Bank: Na Prikopé 28, Praha 1, 115 03,
Czech Republic

SWIFT: CNBACZPP

IBAN: CZ42 0710 0000 0000 1793 7051

Nazev banky: Ceska narodni banka

Adresa banky: Na Piikopé 28, Praha 1, 115 03, Ceskd
republika

SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury

Variable symbol: invoice number (,,poskytovatel zdravotnich sluzeb” nebo
(“Institution”) jen,,poskytovatel”)

and A

XXXXXXXX XXXXXXXX

place of the business V Uvalu 84, 150 06 Praha 5,
Czech Republic
(“Principal Investigator”)

misto vykonu prace V Uvalu 84, 150 06 Praha 5, Ceska
republika
(,,hlavni zkousejici“)

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

(spolecnost Janssen, poskytovatel a hlavni zkousejici,
dale souhrnné jako ,smluvni strany”, jednotlivé jako
,Smluvni strana®)

Clinical Trial

" A Phase 3, Randomized Study Evaluating the
TAR-210  Erdafitinib
Intravesical Delivery System Versus Single Agent
in Participants With
Intermediate-risk Non-muscle Invasive Bladder
Cancer (IR-NMIBC) and Susceptible FGFR Alterations

«“

Efficacy and Safety of

Intravesical Chemotherapy

(“Clinical Trial”)

Klinické hodnoceni

»»Randomizované klinické hodnoceni faze 3 hodnotici
Ucinnost a bezpelnost intravezikalniho aplikacniho
(TAR-210)
samostatnou intravezikalni chemoterapii u pacientd se

systému erdafitinibu v porovndni se
stfedné rizikovym, svalové-neinvazivnim karcinomem
mocového méchyre (IR-NMIBC) s nachylnosti k FGFR
alteraci”

(,,klinické hodnoceni“)

Regulatory Sponsor Janssen -  Cilag

Zadavatel Janssen — Cilag International

International N.V., with registered offices at: | N.V., se sidlem na adrese: Turnhoutseweg 30, 2340
Turnhoutseweg 30, 2340 Beerse, Belgium Beerse, Belgie

Study Product Hodnoceny pfipravek

JNJ-42756493 (TAR-210) JNJ-42756493 (TAR-210)

Medical Device Product: Urinary Placement | Medical Device Product: Urinary Placement Catheter
Catheter (,hodnoceny pfipravek”)

(“Study Product”)

Explanatory note to Medical Device Product: Urinary
Placement Catheter is CE (Conformité Européenne)
marked as per Regulation (EU) 2017/745 and is not
investigational.

Vysvétlivka kvySe uvedenému  zdravotnického
prostiedku: Urinarni katetr je oznacen CE (Conformité
Européenne) podle nafizeni (EU) 2017/745 a neni

predmétem vyzkumu.
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EUdraCT number : 2023-507684-19

Cislo EUdraCT :2023-507684-19

Site of the Clinical Trial :

Fakultni nemocnice Motol, Urology Clinic 2. LF UK
and FN Motol, V Uvalu 84, 150 06 Praha 5, Czech
Republic

(“Study Site”)

Pracovisté klinického hodnoceni:

Fakultni nemocnice Motol, Urologicka klinika 2. LF UK
a FN Motol , VUvalu 84, 150 06 Praha 5, Ceska
republika

(,pracovisté provadéjici hodnoceni“)

Whereas the Janssen, Institution and Principal
Investigator have executed the Agreement including
18- June- 2024

effective as of the date of publication into the

subsequent amendments on

Register of Contracts in the Czech Republic 19- June-
2024

Vzhledem k tomu, Ze Zadavatel, Poskytovatel a Hlavni
Zkousejici uzavreli dne 18. €ervna 2024 Smlouvu ve
znéni naslednych dodatkdl uc¢innou dnem jejiho
uvefejnéni v registru smluv Ceské republiky 19. éervna
2024

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 vyjadfily své
pfani zménit nékterd ustanoveni Smlouvy, jak je
uvedeno nize;

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

Proto se smluvni strany, s ohledem na vysSe uvedené
a s ohledem na vzajemné dohody a pfisliby uvedené
v této smlouvé, dohodly nésledovné:

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.

1. Ustanoveni:

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

1.1 The that the
including any subsequent Protocol amendments, is

Parties agree Protocol,
binding on the Parties and constitutes an integral
part of this Agreement. The Parties have agreed the
shall

Investigator.

Protocol be available with the Principal

1.1
vCetné pripadnych naslednych zmén protokolu je pro

Smluvni strany souhlasi stim, Ze protokol

smluvni strany zavazny a predstavuje nedilnou soucast
této smlouvy. Smluvni strany se dohodly na tom, Ze
protokol bude k dispozici u hlavniho zkousejiciho.

2. Annex B change
The B -
Budget& Payment Schedule shall be replaced by the

parties agree that Section Annex

2. Zména prilohy B
Smluvni strany se dohodly na novém znéni ptilohy B —
Rozpocet a rozpis plateb, které je prilohou tohoto
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new wording which is annex of this Amendment.
Annex B -Budget & Payment Schedule is updated
due to protocol Amendment dated 17 December
2024.

Dodatku a zcela nahrazuje dosavadni znéni. Znéni
pfilohy B - Rozpocet a rozpis plateb se méni z dlivodu
dodatku protokolu ze dne 17. prosince 2024.

This amendment shall enter into effect on and
effective as of the date of publication into the
Register of Contracts in the Czech Republic
However, the parties have expressly agreed that
they will follow this amendment retroactively from
the effective date of the EU-CTR approval of the
Protocol Amendment No.: 1.- i.e. from 28-Apr-

2025.

Tento Dodatek je ucinny k datu uverejnéni v Registru
smluv Ceské republiky. Avsak strany se vyslovné
dohodly, Ze se budou timto dodatkem Fidit zpétné od
data ucinnosti EU-CTR schvaleni dodatku protokolu
Cislo 1 —t.j. od 28.dubna 2025.

Expected value of the Agreement based on this
Amendment is changed. New expected value is:
CZK1 203 728

Predpokladana hodnota plnéni Smlouvy (odst. 9.1.) na
zakladé tohoto dodatku se méni, nové ¢ini ¢astku:
1203 728 K¢

All other provisions remain unchanged.

Veskerd ostatni ustanoveni Smlouvy zlstavaji beze
zmény.

This amendment may be executed (i) either in paper
form, in as many original copies as there are parties
to the contract, each copy to be signed in full by
each party on the same document, or (ii) in
electronic form through a validated -electronic
signing software, where the electronic version is
signed in full by each party on the same electronic
instrument. Electronic signatures executed in
accordance with the relevant legislation shall have

the full force and effect of original signatures.

Tento dodatek muze byt vyhotoven (i) bud’ v listinné
podobé v tolika origindlnich vyhotovenich, kolik je
smluvnich stran, kazdé vyhotoveni v plném znéni
podepise kazdd smluvni strana na stejné listing, nebo
(ii) v elektronické podobé prostfednictvim softwaru
podpisy,
elektronickou verzi podepiSe v plném znéni kazidd

oveérujiciho elektronické pricemz
smluvni strana prostfednictvim téhoZ elektronického
nastroje. Podpisy provedené elektronicky v souladu s
pfisluSnymi pravnimi predpisy budou mit stejnou
platnost a Uc¢innost jako originalni podpisy.

Appendices:
Annex A — Protocol of Clinical Trial including the

subsequent amendment (available from the Principal
Investigator)
Annex B — Budget & Payment Schedule

Prilohy:

Pfiloha A — Protokol klinického hodnoceni vcetné
nasledného dodatku (dostupny u hlavniho
zkousejiciho)

Pfiloha B — Rozpocet a harmonogram plateb
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On behalf of/ Za spoleénost Janssen - Cilag International N. V.

Signature/ Podpis

Janssen-Cilag s.r.o.
Represented by XXXXXXXXX/
zastoupend XXXXXXXXX

On behalf of/ Za Fakultni nemocnici Motol — poskytovatele zdravotnich sluzeb

Signature/ podpis

XXXXXXXXX

On behalf of Principal Investigator/ Hlavni zkousejici

Signature/ Podpis

XXXXXXXXX
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Annex A
Protocol of Clinical Trial including the subsequent
amendment (available from the Principal Investigator)

Priloha A
Protokol klinického hodnoceni véetné nasledného
dodatku (dostupny u hlavniho zkousejiciho)
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Annex B
Budget & Payment Schedule

Priloha B
Rozpocet a rozpis plateb

TRADE SECRET OF JANSSEN (exclude from
publication)

OBCHODNI TAJEMSTVi SPOLECNOSTI JANSSEN (nelze
zvefejiiovat)
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