AMENDMENT #1

to the Clinical Trial Agreement

This Amendment #1 (hereinafter called the
“Amendment”) to the Clinical Trial Agreement
(“Agreement”) is effective as of the date of publication
into Register of contracts (the “Effective Date”)

and is made by and between:

ICON Clinical Research Czech Republic, s.r.o., located at
V parku 2335/20, Chodov, Prague 4, PSC (Post Code): 148
00, Czech Republic, ICO (company ID number):
27636852, the limited liability company duly registered
in the Commercial Register of the Czech Republic
maintained by the Municipal Court in Prague, Section C,
Entry 120574, represented by xxx (“CRO”) Janssen
Research & Development LLC, with registered offices at
920 Route 202 South Raritan, New Jersey 08869 USA,
company ID number 22102420 (“Janssen”) and

Fakultni nemocnice Bulovka,

located at Budinova 67/2, 180 81 Praha 8 — Liben, Czech
Republic

represented by MUDr. Livia Vecefova, Ph.D., MBA,
Deputy for Science, Research, Grant Activities and
Development, based on authorization

ID No.: 00064211,

Tax ID: CZ00064211

Account number: 16231081/0710

IBAN: CZ06 0710 0000 0000 1623 1081

Name of the Bank: Ceska narodni banka

Address of the Bank: Na Pfikope 28, 115 03 Prague 1
SWIFT: CNBACZPP,

Variable symbol: 17000139BLC3001 (“Institution”) and

XXX

Business address: Fakultni nemocnice Bulovka, Budinova
67/2, 180 81 Praha 8 — Liberi, Czech Republic (“Principal
Investigator”)

DODATEK €. 1

ke Smlouvé o klinickém hodnoceni

Tento Dodatek ¢. 1 (dale jen ,dodatek”) ke
Smlouvé o klinickém hodnoceni (dale jen
,Smlouva“) je ucinny dnem uverejnéni v registru
smluv (dale jen ,,Datum ucinnosti“).

a uzavira se mezi :

spole¢nosti ICON Clinical Research Czech
Republic, s.r.o., se sidlem V parku 2335/20,
Chodov, Praha 4, PSC 148 00, Ceska republika, ICO:
27636852, spolecnosti s ruéenym omezenym
¥adné zapsanou v Obchodnim rejstfiku Ceské
republiky vedeném Meéstskym soudem v Praze,
oddil C, vlozka 120574, xxx (dale jen ,,CRO”),
Janssen Research & Development LLC, se sidlem
na adrese 920 Route 202 South Raritan, New Jersey
08869 Spojené staty americké, IC: 22102420
(,spolecnost Janssen”) a

Fakultni nemocnice Bulovka,

se sidlem na adrese Budinova 67/2, 180 81 Praha 8
— Liberi, Ceska republika

zastoupenou MUDr. Livii Vecefovou, Ph.D., MBA,
naméstkyni pro védu, vyzkum, grantové c¢innosti a
rozvoj, na zakladé povéreni

ICO: 00064211,

DIC: CZ00064211

Cislo G¢tu: 16231081/0710

IBAN: CZ06 0710 0000 0000 1623 1081

Nazev banky: Ceska narodni banka

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

Variabilni symbol: 17000139BLC3001 (dale jen
,poskytovatel” nebo ,zdravotnické zafizeni”) a

XXX

adresa pracovisté: Fakultni nemocnice Bulovka,
Budinova 67/2, 180 81 Praha 8 — Liben, Ceska
republika (dale jen ,hlavni zkousejici“)
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(Janssen, Institution and Principal Investigator (spoleCnost Janssen, poskytovatel a hlavni
collectively as the "Parties", individually a "Party") zkousejici, dale souhrnné jako ,,smluvni strany”,
jednotlivé jako ,,smluvni strana“)

Clinical Trial number / Cislo : 17000139BLC3001
klinického hodnoceni

Study Product / TAR-200 (JNJ-17000139) and Cetrelimab (JNJ-63723283),
Hodnoceny ptipravek alone or in combination / TAR-200 (JNJ-17000139) a
Cetrelimab (JNJ-63723283), samostatné nebo v kombinaci

Protocol title / Nazev : Phase 3, Multi-center, Randomized Study Evaluating Efficacy

protokolu of TAR-200 in Combination With Cetrelimab Versus
Concurrent Chemoradiotherapy in Participants With Muscle-
Invasive Urothelial Carcinoma (MIBC) of the Bladder who are
not Receiving Radical Cystectomy / Multicentricka
randomizovana studie faze 3 hodnotici Ucinnost ptipravku
TAR-200 v kombinaci s cetrelimabem proti soubéiné
chemoradioterapii u Ucastnikll s invazivnim urotelidlnim
karcinomem mocového méchyre (MIBC), kterym nebyla
provedena radikalni cystektomie

EUdraCT number / Cislo : 2020-002620-36
EudraCT
Study Site / Studijni : Czech Republic / Ceska republika

pracovisté

Whereas, the CRO, Janssen, Institution and Investigator Vzhledem k tomu, Ze CRO, spolecnost Janssen,
have executed the Agreement on February 28, 2022. poskytovatel a hlavni zkousejici uzavreli smlouvu
dne 28. Unora 2022.

Whereas, the parties have further expressed their desire  Vzhledem k tomu, Ze smluvni strany dale

to amend certain terms of the Agreement, as hereinafter vyjadfily prani zménit nékteré podminky
set forth. smlouvy, jak je uvedeno nize.

Now therefore, in consideration of the mutual covenants Nyni tedy, s ohledem na vzdjemné ujednani zde
set forth herein, the Parties hereto agree as follows: uvedené, se smluvni strany dohodly takto:
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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.

2. Budget & Payment Schedule.

The parties agree that to the EXHIBIT B - 'Budget &
Payment Schedule’ to the Agreement (see page 49 of the
Agreement) is added text to Section (4) Other
Compensation:

“Pharmacy Close-out:

A one-time, non-refundable Pharmacy Close-out Fee of
xxx will be paid to Institution for pharmacy close-out
activities. Processing of payment will begin upon
completion of the close out visit at Institution and receipt
of invoice accompanied with supporting documentation
in accordance with Section 5 below and approval of the
CRO. This payment is considered full and final
compensation for all Study related close-out pharmacy
costs incurred.”

3. Change of the name and address of the party to the

1. Definice.

Pro uUcely tohoto dodatku budou mit vSechny
terminy zde pouZité s velkymi pismeny stejny
vyznam, jaky je uveden ve smlouvé, neni-li zde
vyslovné uvedeno jinak.

2. Rozpocet a rozvrh plateb.

Smluvni strany se dohodly, 7e do PRILOHY B -
,Rozpocet a platebni harmonogram“ ke smlouvé
(viz jeji strana 49) se dopliuje text do sekce (4)
Jind kompenzace:

,Uzavreni lékdrny:

Poskytovateli bude zaplacen jednordzovy
nevratny poplatek za uzavreni Iékdrny ve vysi xxx
za Cinnosti spojené s uzavienim Iékdrny.
Zpracovadni platby bude zahdjeno po dokonceni
navstévy Poskytovatele za ucelem uzavieni a
obdrZeni faktury spolu s podptrnou dokumentaci
v souladu s niZe uvedenym oddilem 5 a schvdleni
CRO. Tato platba se povaZuje za uplnou a
konecnou kompenzaci vsech vynaloZenych
ndkladi na lékarnu souvisejicich s uzavienim
studie.”

3. Zména jména a adresy smluvni strany.

Agreement.

Following the acquisition of PRA by ICON, the Czech
affiliate Pharmaceutical Research Associated CZ, s.r.o0. as
of 1st June 2023 has changed its name and address to
ICON Clinical Research Czech Republic s.r.o. with an
office located at V parku 2335/20,Chodov, Praha 4, PSC
148 00, Czech Republic. All references to «
Pharmaceutical Research Associated CZ, s.r.o. » within
the Agreement shall be removed and replaced by « ICON
Clinical Research Czech Republic s.r.o. ». Likewise all
references to « PRA » within the Agreement shall be
removed and replaced by « ICON ».

4. Invoicing address.

The parties wish to reflect the change of the invoicing
address in Section 5 of Exhibit A to the Agreement, which
is defined in the Budget & Payment Schedule. The new
address reads as follows:

“ICON Clinical Research Czech Republic, s.r.o.

Attn.: xxx

Po akvizici PRA spole¢nosti ICON, ¢eska sesterska
spole¢nost Pharmaceutical Research Associated
CZ,s.r.0.k 1. ervnu 2023 zménila nazev a adresu
na ICON Clinical Research Czech Republic s.r.o.,
se sidlem V parku 2335/20,Chodov, Praha 4, PSC
148 00, Ceska republika. Viechny odkazy na «
Pharmaceutical Research Associated CZ, s.r.o. » v
ramci smlouvy se odstrani a nahradi « ICON
Clinical Research Czech Republic s.r.o. ». Stejné
tak vSechny odkazy na «PRA» v ramci Smlouvy
budou odstranény a nahrazeny «ICON».

4. Fakturacni adresa.

Smluvni strany si preji zohlednit zménu
fakturacni adresy v Sekci 5 Pfilohy A smlouvy,
ktera je definovana v Rozpocet a rozvrh plateb.
Nova adresa zni takto:

“ICON Clinical Research Czech Republic, s.r.o.

K rukdam: xxx
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V parku 2335/20,

148 00 Praha 4

Czech Republic
Company ID: 27636852
Email:

”

XXX

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.

The Parties have agreed that the publication of this
Amendment shall be ensured by the Institution without
unnecessary delay after it is signed by the last of the
Parties in accordance with the rules stated in the Section
7.3 of the Agreement.

V parku 2335/20,
148 00 Praha 4
Czech Republic
ICO: 27636852
Email:

“«

XXX

Vsechna vySe uvedena ustanoveni nabyvaji
ucinnosti dnem ucinnosti. Neni-li zde vyslovné
uvedeno jinak, vSechny ostatni podminky ve
smlouvé zUlstavaji nezménény a v plné platnosti
a ucinnosti a tento dodatek nelze vykladat tak, ze
méni nebo rusi jakdkoli ustanoveni smlouvy, s
vyjimkou pfipadu vyslovné uvedenych vyse.

Smluvni strany se dohodly, Ze uverejnéni tohoto
dodatku zajisti zdravotnické zafizeni bez
zbytecného odkladu po jeho podpisu posledni ze
smluvnich stran v souladu s pravidly uvedenymi
v €lanku 7.3 smlouvy.
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IN WITNESS WHEREOF, the Parties hereto have
caused this Amendment to be executed in three
original copies by their duly authorized
representatives as of the last signature below,
each Party acknowledging receipt of one original

copy.

NA DUKAZ CEHOZ, Ssluvni strany zajistily, aby byl
tento Dodatek vyhotoven ve tfech origindlech
jejich  Ffadné zplnomocnénymi zastupci k
poslednimu nize uvedenému podpisu, pticemz
kazda smluvni strana potvrzuje pfijeti jednoho
originalu.

Za/ On behalf of CRO
ICON Clinical Research Czech Republic, s.r.o.

Podepséano v /Done at

dne/ date

Podpis/ Signature

XXX

ICON Clinical Research Czech Republic, s.r.o. on behalf of Janssen Research & Development LLC./
ICON Clinical Research Czech Republic. jménem Janssen Research & Development LLC

Podepsano v /Done at

dne/ date

Podpis/ Signature

XXX

On behalf Fakultni nemocnice Bulovka /
Za Fakultni nemocnici Bulovka

Podepséano v /Done at

dne/ date

Podpis/ Signature

MUDr. Livia Vecerova, Ph.D., MBA, naméstkyné pro védu, vyzkum, grantové ¢innosti a rozvoj, na
zakladé povéreni/ Deputy for Science, Research, Grant Activities and Development, based on
authorization

Principal Investigator/ Hlavni zkousejici

Podepsano v /Done at

dne/ date

Podpis /Signature

XXX
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