AMENTMENT # 2 TO THE CLINICAL TRIAL
AGREEMENT PROTOCOL # xxxxxx

DODATEK ¢. 2 KE SMLOUVE O KLINICKEM
HODNOCENi PROTOKOL # XXXXXX

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

Between

Tento dodatek Cislo 2 (Dodatek) ke smlouvé
o klinickém hodnoceni (,,smlouva“) je ucinny
k datu
republiky (,,datum ucinnosti“)

uvefejnéni v Registru smluv Ceské

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 nameésti
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

XXXXXXXX

(“Janssen ”)

Janssen - Cilag International N.V.,

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

Registracni ¢.: BE0O461607459

zastoupenou na zakladé plné moci spolec¢nosti
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 Vv obchodnim rejstfiku  vedeném
Méstskym soudem v Praze, oddil C, vlozka 99837
Bankovni  spojeni:  Citibank Europe plc,
organizacni slozka

Cislo Gi&¢tu: 2043060205/2600

XXXXXXXXXX

(,spolecnost Janssen)

and

a

Fakultni nemocnice Motol, state contribution
organization

with registered offices at: V Uvalu 84, 150 06
Praha 5, Czech Republic

ID No: 00064203

Tax ID: CZ 00064203

XXXXXXXX

Account Name: Fakultni nemocnice v Motole
Account number: 17937051/0710

IBAN: CZ42 0710 0000 0000 1793 7051

Name of the Bank: Ceska narodni banka

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

Fakultni nemocnice Motol, statni pfispévkova
organizace

se sidlem na adrese: V Uvalu 84, 150 06 Praha 5,
Ceska republika

IC: 00064203

DIC: CZ 00064203

XXXXXXXXX

Nazev uctu: Fakultni nemocnice v Motole

Cislo G¢tu: 17937051/0710

IBAN: CZ42 0710 0000 0000 1793 7051

Nazev banky: Ceska Narodnik banka

Adresa banky: Na Pfikopé 28, Praha 1, 115 03,
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03, Czech Republic

SWIFT: CNBACZPP

Variable symbol: invoice number
(“Institution”)

Ceska republika

SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury
(,,poskytovatel“)

and

a

XXXXXXX
(“Former Principal Investigator”)

XXXXXXX
(,,ptivodni hlavni zkousejici®)

and

a

XXXXXXXX
(“New Principal Investigator”)

XXXXXXX
(,,novy hlavni zkousejici“)

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

(spoleCnost  Janssen, poskytovatel a hlavni
zkousejici, ddle souhrnné jako ,,smluvni strany”,
jednotlivé jako ,,smluvni strana®)

Clinical Trial

"A Randomized, Controlled, Multicenter, Open-
label Study to Investigate the Efficacy and Safety
of Adding Apalutamide to Radiotherapy and LHRH
Agonist in High-Risk Patients with PSMA-PET-
Positive Hormone-Sensitive Prostate Cancer, with
an Observational Follow-up of PSMA-PET-Negative
Patients”

(“Clinical Trial”)

Klinické hodnoceni

»Randomizovand, kontrolovana, multicentricka
oteviena studie hodnotici Ucinnost a bezpecénost
pridani apalutamidu k radioterapii a agonistovi
LHRH u pacientd s PSMA-PET-pozitivhim
hormonalné-senzitivnim karcinomem prostaty s
vysokym rizikem s ndslednym pozorovanim
PSMA-PET-negativnich pacientd”

(,,klinické hodnoceni®)

Regulatory Sponsor : Janssen — Cilag
International N.V., with registered offices at:
Turnhoutseweg 30, 2340 Beerse, Belgium

Zadavatel : Janssen - Cilag
International N.V., se sidlem na adrese:
Turnhoutseweg 30, 2340 Beerse, Belgie

Study Product : xxxxxx
(“Study Product”)

Hodnoceny pripravek : xxxxxx
(,hodnoceny pripravek®)

Protocol T XXXXXXX
(“Protocol”)

Protokol : XXXXXXXX
(,,protokol”)

EUdraCT number: XXXXXXX

Cislo EUdraCT : XXXXXXXX

Site of the Clinical Trial :
Fakultni nemocnice Motol, xxxxxx
(“Study Site”)

Pracovisté klinického hodnoceni:
Fakultni nemocnice Motol, xxxxxx
(,pracovisté provadéjici hodnoceni“)
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Whereas, the Janssen, Institution and Former
the
Agreement on 19 October 2021 effective as of the

Principal Investigator have executed
date of publication into the Register of Contracts
in the Czech Republic 21 October 2021 and
Agreement Amendment No. 1 on 9 November
2022 effective as of the date of publication into
the Register of Contracts in the Czech Republic 22
November 2022.

(“Effective Date”)

Vzhledem k tomu, Ze spole¢nost Janssen,
Poskytovatel a plvodni hlavni zkousejici uzavreli
dne 19. fijna 2021 Smlouvu Gcinnou dnem jejiho
uvefejnéni v registru smluv Ceské republiky 21.
fijna 2021 a dne 9. listopadu 2022 dodatek ¢. 1
ucinny dnem jeho uverejnéni v registru smluv
Ceské republiky 22. listopadu 2022.

(Datum ucinnosti)

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 prani 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 vyse
uvedené as ohledem na vzajemné dohody
a prisliby zde uvedené, dohodly nasledovné:

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. Definice:
Pro ucely tohoto Dodatku budou vSechny vyrazy
s velkym pismenem pouzité v tomto Dodatku
mit stejny vyznam, jaky je stanoven ve Smlouve,
pokud neni vyslovné uvedeno jinak.

2. Change of the Agreement:

2.1 The Former Principal Investigator hereby
transfers and assigns to the New Principal
Investigator all of its rights and obligations under
the Agreement and the New Principal Investigator
hereby accepts and agrees to be bound by all
terms of the Agreement and assume all rights,
duties, obligations and liabilities of the former
Principal Investigator.

2.2. The New Principal Investigator takes the place
of the Former Principal Investigator according to
the Agreement and the Former Principal
Investigator is no longer a person authorized or

2. Zména Smlouvy:
2.1 Plvodni hlavni zkousejici timto prevadi

a postupuje na nového hlavniho zkousejiciho
veskerd sva prava aveskeré své povinnosti
vyplyvajici ze Smlouvy a novy hlavni zkousejici
timto pfijima a souhlasi s tim, Ze bude vazan
viemi podminkami Smlouvy a prevezme
veskerd prdva, ukoly, povinnosti a zavazky
puvodniho hlavniho zkousejiciho ze Smlouvy.

2.2 Novy hlavni zkousejici vstupuje na misto
puvodniho  hlavniho  zkousSejictho  podle
Smlouvy a plvodni hlavni zkousejici neni dale
osobou opravnénou ani zavdzanou VUCi
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obligated to Janssen and the Institution from the
Agreement.

2.3 The New Principal Investigator declares that he
is fully familiar with the wording of the Agreement
and the rights and obligations arising from it.

2.4 The Former Principal Investigator is obliged to
hand over to the New Principal Investigator all
documents, records, reports, data, information
and any other written materials, as well as
electronic databases, including access codes to
them, that relate to the Clinical Trial and which
the Former Principal Investigator received from
Janssen or any third party or which were created
by the Former Principal Investigator or any other
person during the duration of the Clinical Trial no
later than the effective date of this Amendment.

2.5 The New Principal Investigator, Institution and
Janssen further agreed that all references to the
Former Principal Investigator in the Agreement
shall be changed to the New Principal Investigator,
i.e. that the New Principal Investigator shall act as
the Principal Investigator within the meaning of
the relevant legislation.

2.6 The Janssen and the Former Principal
Investigator represent that as of the effective date
of this Amendment all payments due by Janssen to
the Former

Principal Investigator and any

overpayments have been settled.

2.7 The lJanssen, Institution, Former Principal
Investigator and the New Principal Investigator
continue to be bound by obligations that continue
even after the termination of the Agreement
(whether it is expressly agreed in the Agreement
or it follows from the nature of the obligation), in
particular the obligation of confidentiality, both
for the and the New Principal
Investigator (and by extension also the Former

Institution

Principal Investigator) follows from Section 7.2 of

spoleCnosti  Janssen a

Smlouvy.

Poskytovateli ze

2.3 Novy hlavni zkousejici prohlasuje, ze je
plné obeznamen se znénim Smlouvy a prdvy a
povinnostmi z ni vyplyvajicimi.

2.4 Nejpozdéji ke dni nabyti dacinnosti
tohoto Dodatku je plvodni hlavni zkousejici
povinen predat novému hlavnimu
zkousejicimu veskeré dokumenty, zaznamy,
zpravy, uUdaje, informace a jakékoliv jiné
pisemné materidly, jakoz i elektronické
databaze vcetné pristupovych kéda k nim, jez
se vztahuji ke klinickému hodnoceni a které
puvodni  hlavni  zkousejici obdrzel od
spole¢nosti Janssen Ci jakékoli treti osoby,
nebo které byly vprdbéhu klinického
hodnoceni plvodnim hlavnim zkousejicim ci
jakoukoli jinou osobou vytvoreny.

2.5 Novy hlavni zkousSejici, Poskytovatel a
spolec¢nost Janssen se ddle dohodli, Ze vSechny
odkazy na plvodniho hlavniho zkousejiciho ve
Smlouvé se méni na nového hlavniho
zkousejiciho, tj. Ze novy hlavni zkousejici bude
vystupovat v postaveni hlavniho zkousejiciho
ve smyslu pfislusnych pravnich predpisa.

2.6  Spolecnost Janssen a pUvodni hlavni
zkousejici prohlasuji, Ze ke dni G¢innosti tohoto
Dodatku byly veskeré platby, které mély byt ze
strany spolecnosti Janssen uhrazeny
pUvodnimu hlavnimu zkousejicimu a pfipadné
preplatky vyporadany.

2.7 Spolecnost Janssen, Poskytovatel, plvodni
hlavni zkouSejici i novy hlavni zkousSejici jsou
nadale vazani povinnostmi, které trvaji i po
skonéeni Smlouvy (at je tak ve Smlouvé
vyslovné sjednano nebo to plyne z povahy
dané povinnosti), a to zejména povinnosti
mlcenlivosti, jak pro Poskytovatele a nového
hlavniho zkousejiciho (a potazmo i plvodniho
hlavniho zkousejiciho) jak wvyplyva z ¢l. 7.2
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the Agreement.

Smlouvy.

3. Annex B change

3. Zména prilohy B

XXXXXXXX

XXXXXXX

A) In section (2) Payment Milestone Table(s)

the tables with amounts for subject are
section (4) Other
table  with
invoiceable items removed and in both

removed and in
Compensation is the

sections are these tables replaced with
new tables which are attached hereto as
an annex.

B) V bodé (2) Platba za subjekt hodnoceni
dle navstév se odstranuji tabulky s
platbami za subjekt hodnoceni a v &asti
(4) Ostatni
tabulka fakturovatelnych poloiek a v

nadhrady se odstranuje

obou bodech se nahrazuji novymi
tabulkami, které jsou pfilohou tohoto
dodatku.

Expected value of this amendment agreement is
CZK 814.940.

Predpokladana hodnota plnéni této smlouvy na
zakladé tohoto dodatku €ini 814.940 K¢.

The Parties agree with the publication of this
Amendment by the Institution in the Contract’s
Register. Data which are with their character a
trade secrets in accordance to § 504 of the Civil
Code will not be published. For purposes of the
publication will Janssen provide Institution with
the redacted version in a machine-readable
format. Institution will inform Janssen in written

about the publication.

Smluvni strany souhlasi s uvefejnénim tohoto
Dodatku
Nebudou zverejnény udaje, které maji charakter

poskytovatelem v registru smluv.
obchodniho tajemstvi ve smyslu ust. § 504
oblanského zdkoniku. Za ucelem uvefejnéni
tohoto Dodatku poskytne spolecnost Janssen
poskytovateli revidovanou verzi ve strojové
CitelIném formatu. O uverejnéni v registru smluv
poskytovatel bude spolecnost Janssen pisemné

informovat.

IN WITNESS WHEREOF, the parties hereto have
caused this this Amendment to be executed in
four (4) original copies of which each Contracting
Party shall receive one (1) original copy.

Na dtikaz toho se smluvni strany dohodly, Ze
tento Dodatek bude vyhotoven ve ctyrech (4)
vyhotovenich, z nichZ kazdd ze smluvnich stran
obdrZi po jednom (1) vyhotoveni.

On behalf of/ Za spoleénost Janssen - Cilag International N. V.
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Signature/ Podpis

Janssen-Cilag s.r.o.,

Done at Prague date/ Podepsano v Praze dne

Represented by Vladimira Filipova, M.D., procurist, GCO Country Head/
zastoupend MUDr. Vladimirou Filipovou prokuristkou, GCO Country Head

Signature/ Podpis

On behalf of/ Za Fakultni nemocnici Motol

XXXXXXXXX

Done at Prague date/ Podepsano v Praze dne

Signature/ Podpis

On behalf of Former Principal Investigator/ Za pavodni hlavni zkousejici

XXXXXXX

Done at Prague date/ Podepsano v Praze dne

Signature/ Podpis

On behalf of New Principal Investigator/ Za nového hlavniho zkousejiciho
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XXXXXXX

Done at Prague date/ Podepsano v Praze dne

Appendices:

new table of Invoiceables

Annex A — New tables for subject payment and

Prilohy:
Priloha A — Nové tabulky s platbami za subjekt a
nova tabulka fakturovatelnych naklad

ANNEX A

Tables of payments for Subjects and Table of

Invoiceables

PRILOHA A

Tabulky plateb za subjekt a tabulka fakturovatelnych

naklada
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