CNTO1959CRD3004

AMENDMENT # 1 TO THE CLINICAL TRIAL
AGREEMENT PROTOCOL # CNTO1959CRD3004

DODATEK 1 KE SMLOUVE O KLINICKEM HODNOCENI
PROTOKOL # CNTO1959CRD3004

This Amendment #1 (“Amendment”) to the Clinical Trial
Agreement (“Agreement”) shall enter into effect upon its
publication into the Register of Contracts in the Czech
Republic (“Effective Date”)

Between

Tento dodatek Cislo 1 (“Dodatek”) ke smlouvé o klinickém
hodnoceni (,,smlouva“) nabyva ucinnosti k datu
uvefejnéni v Registru smluv Ceské republiky (,,datum
ucinnosti“)

Uzavieny mezi

PAREXEL International (IRL) Limited (“CRO”), an Irish
corporation, with registered offices at 70 Sir John
Rogerson's Quay, Dublin 2, Ireland

and
Janssen Research & Development, LLC, a United States
corporation, with registered offices at 920 Route 202

South, Raritan, New Jersey 08869, United States of America

Databox: 8jvdhia
(“Janssen” or ,Sponsor”)

PAREXEL International (IRL) Limited (dale jen "CRO"), Irsko,
se sidlem70 Sir John Rogerson's Quay, Dublin 2, Ireland

Janssen Research & Development, LLC, Spojené staty
Americké, spolecnost se sidlem 920 Route 202 South,
Raritan, New Jersey 08869, Spojené staty Americké

Datovd schranka: 8jvdhia
(,spolecnost Janssen” nebo ,,Zadavatel“)

and

a

Vojenska nemocnice Brno p.o

Interni oddéleni

with registered offices at

Zabrdovicka 3

636 00 Brno

Czech Republic

ID No 60555530

Tax ID: CZ60555530

Payee Name: Vojenska nemocnice Brno, p.o.
Account number: 4034881/0710

IBAN: CZ60 0710 0000 0000 0403 4881

Name of the Bank: Ceska narodni banka, pob. Brno
Address of the Bank: Rooseveltova 575/18, 602 00 Brno
SWIFT: CNBACZPP

Variable symbol: ,invoice number”

(“Institution”)

Vojenska nemocnice Brno p.o

Interni oddéleni

se sidlem na adrese

Zabrdovicka 3

636 00 Brno

Ceska republika

IC 60555530

DIC: CZ60555530

Nazev prijemcu: Vojenska nemocnice Brno, p.o.
Cislo u¢tu: 4034881/0710

IBAN: CZ60 0710 0000 0000 0403 4881

Nazev banky: Ceska narodni banka, pob. Brno
Adresa banky: Rooseveltova 575/18, 602 00 Brno
SWIFT: CNBACZPP

Variabilni symbol: ,,¢islo faktury”
(,,poskytovatel” nebo “Poskytovatel”)

and

a

residential address: xxxxxxxx
XXXXXXXX

(“principal investigator” or “Principal Investigator”)

adresa bydliSté: xxxxxxxxxx
XXXXXXXXX

(,,hlavni zkousejici” nebo ,,Hlavni zkousejici)
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(CRO, lanssen,
collectively as the "Parties", individually a "Party")

Institution and Principal Investigator

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

Clinical Trial

Double-blind, Placebo-controlled,
Parallel-group, Multicenter Study to Evaluate the Efficacy
and Safety of Guselkumab Subcutaneous Induction
Therapy in Participants with Moderately to Severely
Active Crohn's Disease”

(“Clinical Trial”)

“A  Randomized,

Klinické hodnoceni
“Randomizovani, dvojité
kontrolovana, paralelni skupinova, multicentricka studie
k vyhodnoceni ucinnosti a bezpecnosti subkutanni

indukéni terapie Guselkumabem u ucastnikl se stfedné

zaslepena, placebem

tézkou az tézkou aktivni Crohnovou chorobou”
(,,klinické hodnoceni“)

Regulatory Sponsor Janssen -
N.V., with

Turnhoutseweg 30, 2340 Beerse, Belgium

Cilag

International registered offices at:

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

Belgie

Study Product CNTO1959 (guselkumab) Hodnoceny pfipravek CNTO1959 (guselkumab)
(“Study Product”) (,,hodnoceny pfipravek”)

Protocol : CNTO1959CRD3004 Protokol CNTO1959CRD3004

(“Protocol”) (,,protokol”)

EUdraCT number : 2020-006165-11 Cislo EUdraCT 2020-006165-11

Site of the Clinical Trial :

Vojenska nemocnice Brno p.o., Interni oddéleni,
Zabrdovicka 3, 636 00 Brno, Czech Republic
(“Study Site”)

Pracovisté klinického hodnoceni:
Vojenskd nemocnice Brno p.o., Interni oddéleni,
Zabrdovicka 3, 636 00 Brno, Ceska republika

ver s

(,,pracovisté provadéjici hodnoceni“)

Whereas, the CRO, the Janssen, Institution and Principal
Investigator have executed the Clinical Trial Agreement on
19 September 2022;

Vzhledem k tomu, Ze CRO, Zadavatel, Poskytovatel a hlavni
zkousejici uzavreli dne 19. zari 2022 Smlouvu o provedeni
klinického hodnoceni;

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 vyjadrily 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 vzdjemné dohody a pfisliby uvedené v tomto
dodatku, dohodly nasledovné:
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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.

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.

2. ANNEX B change
The parties agree that Section of ANNEX B — Financial
provisions shall be change as follows:

2. Zména pfilohy B — Financni podminky
Smluvni strany se dohodly na zméné ¢asti pfilohy B smlouvy
Financni podminky nasledovné:

A) In the Section 2 Payment Milestone table(s) for
Institution and also for Principal Investigator is the
whole Payment Milestone table deleted and
replaced with a new Payment Milestone tables

attached to this Amendment as attachment.
B) The followingitem is being added to Section 3 (Site
Costs) of Annex B for Institution and also for

Principal Investigator of the Agreement:

XXXXXXXXXX XXXXX

A) V Oddile 2 Tabulky platebnich milnikd pro
Poskytovatele i pro hlavniho zkousejiciho se
odstranfiuje celd tabulka platebnich milnikl a
nahrazuje se novymi tabulkami platebnich milnik(
pfilozenymi jako pfiloha tohoto dodatku.

B) Oddil 3 (Naklady centra) ptilohy B Smlouvy pro

Poskytovatele i pro hlavniho zkousejiciho se

doplfiuje o nasledujici polozku:

XXXXX XXXXXXXXX

This amendment may be executed (i) either in paper form,
in as many original copies as there are parties to the
amendment of this 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 mlze byt vyhotoven (i) bud v listinné
podobé v tolika originalnich vyhotovenich, kolik je
smluvnich stran dodatku smlouvy, kazdé vyhotoveni v
plném znéni podepise kazdd smluvni strana na stejné
listiné, nebo (ii) v elektronické podobé prostifednictvim
softwaru ovérfujiciho elektronické podpisy, pricemz
elektronickou verzi podepiSe v plném znéni kazda smluvni
strana prostfednictvim téhoz elektronického nastroje.
Podpisy provedené elektronicky v souladu s pfislusSnymi
pravnimi predpisy budou mit stejnou platnost a ucinnost
jako originalni podpisy.
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This amendment is drawn up in the Czech and English | Tento dodatek je vyhotoven v ceském jazykovém znéni a
language versions, with the Czech language version |v anglickém jazykovém znéni, pficemz pfednost ma ceské
prevailing. jazykové znéni.

PAREXEL International (IRL) Limited

Signature

Name

Title

Done at date

PAREXEL International (IRL) Limited in the name of Janssen Research & Development, LLC
PAREXEL International (IRL) Limited jménem spolec¢nosti Janssen Research & Development, LLC

Signature

Name

Title

Done at date
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On behalf of/ Za Vojenskou nemocnici Brno p.o.

Signature

Name

Title

Done at date

On behalf of PI/ Za PI

Signature/ Podpis

Done at date
Annexes: Ptilohy:
Annex 1: New Payment Milestone tables Pfiloha 1: Nové tabulky platebnich milnikd
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ANNEX1 / Pfiloha 1

XXXXXXXXXX
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