61186372NSC3002

AMENTMENT # 2 TO THE CLINICAL TRIAL
AGREEMENT PROTOCOL # 61186372NSC3002

DODATEK 2 KE SMLOUVE O KLINICKEM
HODNOCENI
PROTOKOL # 61186372NSC3002

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 dCislo 2 (Dodatek) ke smlouvé
o klinickém hodnoceni (,,smlouva“) je ucinny
k datu uverejnéni

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

(“Janssen ”)

Janssen - Cilag International N.V.,

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

Registracni ¢.: BEO461607459

zastoupenou na zdkladé plné moci spole¢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 vobchodnim rejstfiku  vedeném
Méstskym soudem v Praze, oddil C, vlozka 99837
Bankovni spojeni: Citibank Europe plc, organizacni
slozka

Cislo Gi¢tu: 2043060205/2600

Datovad schranka:8jvdhia

(,,spolecnost Janssen)

and
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Fakultni nemocnice Plzen

with registered offices at Edvarda Benese
1128/13, 301 00 Plzer, Czech Republic

ID No 00669806

Represented by: MUDr. Véclav Simanek, Ph.D.,
feditel

Tax ID: CZ00669806

Account Name: Fakultni nemocnice Plzen
Account number: 33739311/0710

IBAN: CZ21 0710 0000 0000 3373 9311

Name of the Bank: Ceskd narodni banka

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

SWIFT: CNBACZPP

Variable symbol: invoice number

(hereinafter “Institution”)

Fakultni nemocnice Plzen

se sidlem na adrese Edvarda Benese 1128/13, 301
00 Plzen, Ceska republika

IC 00669806

Zastoupena: MUDr. Véaclavem Simankem, Ph.D.,
feditelem

DIC: CZ CZ00669806

Nazev uctu: Fakultni nemocnice Plzen

Cislo G&tu: 33739311/0710

IBAN: CZ21 0710 0000 0000 3373 9311

Nazev banky: Ceskd narodni banka

Adresa banky: Na Pfikopé 28, 115 03 Praha 1,
Ceska republika

SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury

(dale jen ,,Poskytovatel”)

and

a

XXX

(hereinafter “Principal Investigator”)

XXX

(dale jen ,,hlavni zkousejici“)

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

(spole¢nost poskytovatel a hlavni

zkousejici, ddle souhrnné jako ,smluvni strany”,

Janssen,

jednotlivé jako ,,smluvni strana®)

Clinical Trial

"A Phase 3, Open-Label, Randomized Study of
Amivantamab and Lazertinib in Combination With
Platinum-Based Chemotherapy Compared With
Platinum-Based Chemotherapy in Patients With
EGFR-Mutated Locally Advanced or Metastatic
Non-Small Cell Lung Cancer After Osimertinib
Failure.”

(“Clinical Trial”)

Klinické hodnoceni
3
klinického hodnoceni amivantamabu a lazertinibu

,Faze nezaslepeného, randomizovaného
v kombinaci s platinovou chemoterapii v porovnani
s platinovou chemoterapii u pacientd s lokdlné
pokrodilym nebo metastazujicim
nemalobunéénym karcinomem plic a EGFR mutaci
po neulspésné lécbé osimertinibem.”

(,,klinické hodnoceni“)

Regulatory Sponsor Janssen — Cilag
International N.V., with registered offices at:

Turnhoutseweg 30, 2340 Beerse, Belgium

Zadavatel Janssen Cilag

International N.V., sidlem adrese:

Turnhoutseweg 30, 2340 Beerse, Belgie

se na

Study Product Amivantamab and
Lazertinib

(“Study Product”)

Hodnoceny pfipravek Amivantamab a
Lazertinib

(,,hodnoceny pripravek®)
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Protocol :61186372NSC3002
(“Protocol”)

Protokol : 61186372NSC3002
(,,protokol”)

EUdraCT number : 2021-001825-33

Cislo EUdraCT : 2021-001825-33

Site of the Clinical Trial :

Fakultni nemocnice Plzen

Klinika pneumologie a ftizeologie
Edvarda Benese 1128/13, 301 00 Plzen
Czech Republic

(“Study Site”)

Pracovisté klinického hodnoceni:
Fakultni nemocnice Plzen

Klinika pneumologie a ftizeologie
Edvarda Benese 1128/13, 301 00 Plzer
Ceska republika

(,,pracovisté provadéjici hodnoceni“)

2022;

Whereas, the Janssen, Institution and Principal
Investigator have executed the Agreement on 2
March 2022 and it became effective on 3 March

Vzhledem k tomu, Ze Zadavatel, Poskytovatel a
Hlavni Zkousejici uzavieli dne 2. bfezna 2022
Smlouvu, jez nabyla uéinnosti 3. bfezna 2022;

as hereinafter set forth.

Whereas, the parties have further expressed their
desire to amend certain terms of the Agreement,

Vzhledem k tomu, Ze smluvni strany vyjadfily své
prani zménit néktera ustanoveni Smlouvy, jak je
uvedeno nize;

agree as follows:

Now therefore, in consideration of the mutual
covenants set forth herein, the parties hereto

Proto se smluvni strany, s ohledem na vyse
uvedené as ohledem na vzajemné dohody
a pfisliby uvedené vtéto smlouvé, dohodly
nasledovné:

1. Definitions

stated otherwise herein.

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

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.

Ustanoveni:

amendment already from 1 January 2023.

2. The  contracting  parties hereby | 2.
acknowledge that they want to be bound by this

sjednavaji, ze si preji Fidit se timto Dodatkem jiz
ode dne 1. 1. 2023.

Smluvni  strany si  timto vyslovné

3. Annex B change

3. Zména prilohy B

Smluvni strany se dohodly na novém znéni pfilohy
B — Rozpocet a harmonogram plateb, které je
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The parties agree that Annex B - Budget &
Payment Schedule shall be replaced by the new
wording which is annex of this Amendment.
Annex B - Budget & Payment Schedule is updated
due to protocol amendment No. 2 dated 24
March 2022, protocol amendment No. 4 dated 23
August 2022 and protocol amendment No. 5
dated 25. November 2022.

pfilohou tohoto Dodatku a zcela nahrazuje
dosavadni znéni. Znéni ptilohy B — Rozpocet a
harmonogram plateb se méni z divodu dodatku
protokolu €. 2 ze dne 24. brezna 2022, dodatku
Protokolu €. 4 ze dne 23. srpna 2022 a dodatku
Protokolu €. 5 ze dne 25. listopadu 2022.

Where permitted according to applicable law, this
Amendment will be executed in three or more
counterparts, each of which shall be deemed an
original, and all such counterparts together shall
constitute one and the same Amendment. This
Amendment may be executed (i) either in paper
form, in as many original copies as there are
parties to the Amendment, each copy to be
signed
document, or (ii) in electronic form through a

in full by each party on the same

validated electronic signing software, where the
electronic version is signed in full by each party on
the
Electronic signatures executed in accordance with

same qualified electronic instrument.

the relevant legislation shall have the full force
and effect of original signatures.

Pokud to pfislusny zdkon dovoluje, bude tento
Dodatek
vyhotovenich, kazdé z nich bude povazovano za

vyhotoven ve tfech nebo vice
original, a vSechna takova vyhotoveni tvofi jeden a
Dodatek. Tento Dodatek mulze byt
vyhotoven (i) bud v listinné podobé v tolika
originalnich vyhotovenich, kolik je smluvnich stran
Dodatku,

podepiSe kazdad smluvni strana na stejné listing,

tentyz

kazdé vyhotoveni v plném znéni
nebo (ii) v elektronické podobé prostifednictvim
softwaru ovérujiciho elektronické podpisy, pricemz
elektronickou verzi podepise v plném znéni kazda
smluvni strana prostiednictvim téhoz
kvalifikovaného elektronického nastroje. Podpisy
provedené elektronicky v souladu s pfislusnymi
pravnimi predpisy budou mit stejnou platnost a

ucinnost jako originalni podpisy.

Appendices:
Annex B — Budget & Payment Schedule

Prilohy:
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 XXX

On behalf of/ Za Fakultni nemocnice Plzer

Signature/ podpis
MUDr. Vaclav Simanek, Ph.D.
feditel/Director

On behalf of PI/ Za PI

Signature/ Podpis
XXX
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Annex B
Budget & Payment Schedule

Priloha B
Rozpocet a harmonogram plateb

Annex was excluded from publication

Ptiloha vylouéena z uverejnéni
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