AMENDMENT #1
to the Clinical Trial Agreement

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

and is made by and between:

ICON Clinical Research Czech Republic
s.r.o., A Czech Rep corporation, with registered
offices at vV parku 2335/20, Chodov, Prague 4,
Postal Code 148 00, Czech Republic

company ID number: 27636852, TAX ID
number: CZ27636852, 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 ,
authorised representative based on power of
attorney, formerly known as Pharmaceutical
Research Associates CZ, s.r.o.

(IICROII)

AND

Janssen Research & Development LLC
(“Janssen”), a USA corporation, with registered
offices at 920 Route 202 South Raritan, New
Jersey 08869 USA

(“Janssen ")

AND

Revmatologicky ustav

with registered offices at Na Slupi 450/4, 128
00 Praha 2 — Nove Mesto, Czech Republic
represented by

, director
ID No 00023728

Tax ID: CZ CZ00023728 Account
Name: Revmatologicky ustav
Account number: 439021/0710

IBAN:
Name of the Bank:
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DODATEK ¢. 1
ke smlouvé o klinickém hodnoceni

Tento dodatek ¢.1 (dale jen ,dodatek”) ke
smlouvé o klinickém hodnoceni (,smlouva®)
nabude ucinnosti k datu uverejnéni v Registru
smluv Ceské republiky (,,datum Géinnosti)

a uzavira se mezi:

spolecnosti ICON Clinical Research Czech
Republic s.r.o., , spole¢nosti v Ceské republice,
se sidlem na adrese, V parku 2335/20,
Chodov, Praha 4, PSC 148 00, Ceska republika
ICO: 27636852, DIC: CZ27636852, spolenosti
s ru¢enim omezenym radné zapsanou
v obchodnim rejstiiku Ceské republiky vedeném
Méstskym soudem v Praze, oddil C, vlozka
120574, zastoupenou _,
povérenou zastupkyni na zakladé plné moci, drive
jménem Pharmaceutical Research Associates CZ,
s.r.o.

(,CRO)

A

spolecnosti Janssen Research & Development
LLC (dale jen ,,spolecnost Janssen®), spolecnosti
v USA se sidlem na adrese 920 Route 202 South
Raritan, New Jersey 08869 USA

(,,spolecnost Janssen”)

A

Revmatologickym ustavem

se sidlem na adrese Na Slupi 450/4, 128 00 Praha 2 —
Nové Mésto, Ceska republika

zastoupenym

, feditelem

Nazev Gctu: Revmatologicky ustav
Cislo uétu:
IBAN:
Nazev banky:

Dodatek ke smlouvé o provedeni klinického hodnoceni pro EMEA
Verze z prosince 2016
802021351IM2001_ICON ¢islo 2786/0198_Centrum Z49-

Page 1 of 27



Address of the Bank:
, Czech Republic

SWIFT:
State contributory organization, established by
decision of the Ministry of Health on

(“Institution”)

AND

residential address
I, Czech Republic
(“Principal Investigator”)

republika
SWIFT:

Statni prispévkova organizace, zfizend Rozhodnutim

MZ

(,,poskytovatel”)

A

adresa bydlisté , Czech

Republic
(,,hlavni zkousejici“)

Clinical Trial number: 8020213511M2001

Study Product: Nipocalimab
Protocol title: A Phase 2,
Multicenter, Randomized, Double-blind,

Placebo-controlled, Parallel-group Study to
Evaluate the Efficacy and Safety of Nipocalimab
in  Participants with Active Idiopathic
Inflammatory Myopathies

EUdraCT number: 2021-005202-98

Study Site: Na Slupi 450/4, 128
00 Praha 2 — Nove Mesto, Czech Republic

Cislo klinického hodnoceni: 8020213511M2001

Hodnoceny ptipravek:  Nipocalimab

Nazev protokolu: Multicentricka,
randomizovand, dvojité zaslepena, placebem
kontrolovana studie faze 2 s paralelnimi skupinami
hodnotici Uc¢innost a bezpecnost nipokalimabu u
Gcastnik s aktivni idiopatickou zanétlivou
myopatii
Cislo EUdraCT: 2021-005202-98

Pracovisté studie: Na Slupi 450/4, 128 00
Praha 2 — Nové Mésto, Ceska republika

Whereas, the Company or Janssen, CRO,
Institution and Principal Investigator have
executed the Agreement on 27 February 2023.

Whereas, the parties have further expressed
their desire to amend certain terms of the
Agreement, as hereinafter set forth.

Now therefore, in consideration of the mutual
covenants set forth herein, the parties hereto
agree as follows:

1. Definitions
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VZHLEDEM K TOMU, ZE spole¢nost nebo
spolec¢nost Janssen, CRO, zdravotnické zafizeni a
hlavni zkousejici podepsali smlouvu dne 27.
Unora 2023;

VZHLEDEM K TOMU, ZE smluvni strany dale
vyjadrily prani doplnit podminky této smlouvy,
jak je uvedeno nize;

SE NYNi PROTO smluvni strany s ohledem na
vzadjemné zavazky, jez jsou obsaieny v tomto
dodatku, dohodly na nize uvedeném:

1. Definice

Dodatek ke smlouvé o provedeni klinického hodnoceni pro EMEA
Verze z prosince 2016
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