AMENTMENT # 1 TO THE CLINICAL TRIAL
AGREEMENT PROTOCOL # 56021927PCR3015

DODATEK €. 1 KE SMLOUVE O KLINICKEM
HODNOCENi PROTOKOL # 56021927PCR3015

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 Contracts in the
Czech Republic (“Effective Date”)

Between

Tento dodatek Cislo 1 (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

XXXXXXXXXX

(“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

XXXXXX

(,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

XXXXXXXXXX

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

XXXXXXXXXXXX

Nazev uctu: Fakultni nemocnice v Motole

Cislo G¢tu: 17937051/0710

IBAN: CZ42 0710 0000 0000 1793 7051

Nazev banky: Ceska narodni 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

XXXXXXXXXX
" H H H 4 " H 4
(“Principal Investigator” or “Investigator”)

XUXXXXXXXXXXXX
(,,hlavni zkousejici nebo ,,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 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

Klinické hodnoceni

,Randomizovana, kontrolovana, multicentricka
oteviend studie hodnotici u¢innost a bezpecnost
pfidani apalutamidu k radioterapii a agonistovi
LHRH u pacientd s PSMA-PET-pozitivhim
hormonalné-senzitivnim karcinomem prostaty s
vysokym rizikem s naslednym pozorovanim

International N.V., with registered offices at:
Turnhoutseweg 30, 2340 Beerse, Belgium

Patients” PSMA-PET-negativnich pacientd”
(“Clinical Trial”) (,,klinické hodnoceni“)
Regulatory Sponsor : Janssen — Cilag | Zadavatel : Janssen - Cilag

International N.V., se sidlem na adrese:
Turnhoutseweg 30, 2340 Beerse, Belgie

Study Product : xxxxxxx
(“Study Product”)

Hodnoceny pfipravek : xxxxxxx
(,,hodnoceny pripravek*)

Protocol  XXXXXXXX
(“Protocol”)

Protokol : XXXXXXXXX
(,,protokol”)

EUdraCT number: XXXXXXXX

Cislo EUdraCT : XXXXXXXX

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

Pracovisté klinického hodnoceni:
Fakultni nemocnice Motol, xxxxxxxx

ver s

(,,pracovisté provadéjici hodnoceni*)

Whereas, the Janssen, Institution and Principal
Investigator have executed the Agreement on 19
October 2021 effective as of the date of
publication into the Register of Contracts in the

Vzhledem k tomu, Ze Zadavatel, Poskytovatel a
Hlavni ZkouSejici uzavfeli dne 19. Fijna 2021
Smlouvu Uc¢innou dnem jejiho uverejnéni v
registru smluv Ceské republiky 21. fijna 2021
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Czech Republic 21 October 2021
(“Effective Date”)

(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 néktera 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 uvedené vtéto smlouvé, 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 Smlouvé,
pokud neni vyslovné uvedeno jinak.

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

(iii) Trial Subject’s information and records kept in

the Institution’s electronical system, 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 has

to be agreed in advance with Principal Investigator
for purposes of monitoring or audit.

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

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

informace a zdznamy vedené v

(iii)

elektronickém  systému Poskytovatele, o

subjektech hodnoceni, a to v souladu

s podepsanym Informovanym souhlasem
Subjektu

nahlizenim pfes rameno), a to vyhradné za

hodnoceni  (namatkova kontrola

pfitomnosti hlavniho zkousejiciho,
spoluzkousejiciho nebo koordinatora, ktery ma
do systému pfistup. Tato kontrola bude vidy
pfedem dohodnuta s hlavnim zkousejicim pro

ucely monitoringu, pfipadné auditu.

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

3. Annex B change

3. Zmeéna prilohy B
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A) The table in section (4) Other
Compensation in Annex B - Budget &
Payment Schedule is deleted and

replaced with a new table included in the
Annex A of this Amendment.

A) V bodé (4) Ostatni
odstraniuje tabulka fakturovatelnych
nakladl a nahrazuje se novou tabulkou
fakturovatelnych nakladd uvedenych v

nahrady se

pfiloze A tohoto dodatku.

B) In_section (4) Other Compensation is a

new wording included:

B) Do bodu (4) Ostatni nahrady se vklada
novy text:

Institution shall be reimbursed actual costs in
actual amount with mark up that is in line with
the limitations of the Ministry of Health and the
recommendation of SUKL for Lutein Hormon
(LHRHa) in
treatment phase of Clinical Trial for subjects in
required per the
Processing of payment will begin

releasing hormone agonisty
intervention cohort as
Protocol.
upon receipt of invoice in accordance with
Section 5 below and approval by the Local Trial
Manager.

“Poskytovateli budou za Lutein Hormon
(LHRHa) v
klinického hodnoceni u

releasing hormone agonisty
treatment fazi
subjektd v intervencni kohorté dle protokolu
uhrazeny naklady na LHRHa pfipravky ve
skute¢né vysi stanovené dle cenového
predpisu Ministerstva zdravotnictvi, a to
vCetné obchodni ptirdzky a dané z pfidané
hodnoty. Platba se zacind zpracovdvat po
obdrzeni faktury v souladu s ¢lankem 5 nize
schvaleni

a po pfisluSnym manaZerem

klinického hodnoceni."

4. Annex C change

Annex C is removed and replaced with a new
Annex C which is attached as Annex B to this
Amendment.

4. Zména prilohy C

Priloha C se odstranuje a nahrazuje se novou
pfilohou C uvedenou v pfiloze B 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 expressly agreed that the provisions of
this Amendment will also apply to procedures and
dispended prior to the
effectiveness of this Amendment. Except as

medical products

specifically provided herein, all other terms and
shall
unchanged and in full force and effect and this

conditions in the Agreement remain
Amendment shall not be construed to amend or
waive any provisions of the Agreement except as
specifically set forth above.

The Parties agree with the publication of this

Smluvni strany se vyslovné dohodly, zZe

ustanoveni v tomto dodatku budou aplikovana i
na procedury a vydané léCivo pred ucinnosti
tohoto dodatku. Pokud neni vyslovné uvedeno
jinak, zUOstavaji vSechna ostatni ujednani
Smlouvy beze zmény a vplné platnosti a
ucinnosti. Tento Dodatek nebude vykladan tak,
nebo se zfekl

Zze by upravoval jakychkoli

ustanoveni  Smlouvy, svyjimkou pfipadl

vyslovné uvedenych vyse.
Smluvni strany souhlasi s uvefejnénim tohoto
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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. 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.

Dodatku registru smluv.

Nebudou zverejnény Udaje, které maji charakter

poskytovatelem v

obchodniho tajemstvi ve smyslu ust. § 504
obclanského zakoniku. Za ucelem uverejnéni
tohoto Dodatku poskytne spole¢nost Janssen
poskytovateli revidovanou verzi ve strojové
Citelném 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 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 tfech (3)
vyhotovenich, z nichZ kazda ze smluvnich stran
obdrZi po jednom (1) vyhotoveni.

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

Signature/ Podpis

Janssen-Cilag s.r.o.,

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

Done at Prague date / Podepsano v Praze dne
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On behalf of/ Za Fakultni nemocnici Motol

Signature/ Podpis

XXXXXXXXXXXXX

Done at Prague date/ Podepsano v Praze dne

On behalf of PI/ Za PI

Signature/ Podpis

XXXXXXXXXXX

Done at Prague date/ Podepsano v Praze dne

Appendices:

the Agreement
Annex B — New Annex C of the Agreement

Annex A — New table of Invoiceables in Annex B of

Prilohy:

PrilohaA — Nova tabulka fakturovatelnych
naklada v pfiloze B smlouvy

Priloha B — Nova Pfiloha C smlouvy
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ANNEX A
Table of Invoiceables

PRILOHA A
Tabulka fakturovatelnych nakladd

XXOXXXXXXXXXXXXX
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