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 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. (“CRO"), A Czech Rep corporation, with
registered offices at Prague 4, V parku 2335/20,
Chodov, 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 xxx, authorised representative
based on power of attorney,

formerly known as Pharmaceutical Research
Associates CZ, s.r.o.

AND

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

AND

Fakultni nemocnice Hradec Kralové

with registered at Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové, Czech Republic
ID No 00179906

Tax ID: CZ00179906

Account number: 24639511/0710

IBAN: CZ23 0710 0000 0000 2463 9511

Name of the Bank: Ceskd narodni banka

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

SWIFT: CNBACZPP

Variable symbol: Invoice number
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DODATEK €. 1
ke smlouvé o klinickém hodnoceni

Tento dodatek ¢. 1 (dale jen ,dodatek”) ke
smlouvé o klinickém hodnoceni (dale jen
»Smlouva“) se uzavira a vstupuje v platnost dnem
uverejnéni v Registru smluv Ceské republiky (dale
jen ,datum ucinnosti“)

a je uzavien mezi:

spole¢nosti 1CON Clinical Research Czech
Republic s.r.o., (dale jen ,CRO“), spolecnosti
v Ceské republice, se sidlem v Praze 4, V parku
2335/20, Chodov, PSC 148 00, Ceska republika
ICO: 27636852, DIC: CZ27636852, spolecnosti
s rucenim omezenym radné zapsanou
v obchodnim rejstiiku Ceské republiky vedeném
Méstskym soudem v Praze, oddil C, vloZka
120574, zastoupenou xxx, povérenou zastupkyni
na zdkladé plné moci

dfive Pharmaceutical Research Associates CZ,
s.r.o.

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

A

Fakultni nemocnici Hradec Kralové

se sidlem na adrese Sokolska 581, 500 05 Hradec
Krélové — Novy Hradec Kralové, Ceska republika
IC 00179906

DIC: CZ 00179906

Cislo G¢tu: 24639511/0710

IBAN: CZ23 0710 0000 0000 2463 9511

Nazev banky: Ceskda narodni banka

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

SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury
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ID No 00179906

(“Institution”)

AND

XXX

business address Neurologickd klinika, Fakultni
nemocnice Hradec Kralové, Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové, Czech

Republic

(“Principal Investigator”)

IC 00179906
(,,poskytovatel”)
A

XXX

misto vykonu zaméstnani: Neurologickd klinika,
Fakultni nemocnice Hradec Kralové, Sokolska 581,
500 05 Hradec Kralové — Novy Hradec Kralové,
Ceska republika

(,,hlavni zkousejici“)

Clinical Trial 80202135CDP3001
number
Study Product  : Nipocalimab
Protocol title : Phase 2/3, Multistage,
Multicenter,

Randomized, Double-

Blind, Placebo-
Controlled Parallel
Group Withdrawal

Study to Evaluate the
Efficacy and Safety of

Nipocalimab
Administered to Adults
with CIDP

EudraCT 1 2021-003234-37

number

Study Site : Neurologickd klinika,
Fakultni nemocnice
Hradec Kralové, Czech
Republic

Whereas, Janssen, CRO, Institution and Principal
Investigator (the “Parties”) have executed the
Agreement on xxx.

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

Whereas, the Parties intend to amend the
Subject Reimbursement in the budget.
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Cislo klinického : 80202135CDP3001

hodnoceni

Hodnoceny : Nipocalimab

pfipravek

Nazev : Vicestupnova,

protokolu multicentricka,
randomizovana, dvojité
zaslepena, placebem

kontrolovana studie faze
2/3 s paralelni skupinou
pro hodnoceni Ucinnosti a
bezpecnosti
nipokalimabu
poddvaného dospélym s
CIDP

Cislo EudraCT  : 2021-003234-37

Pracovisté : Neurologicka klinika,

studie Fakultni nemocnice
Hradec Krélové, Ceska
republika

Vzhledem k tomu, Ze spolec¢nost Janssen, CRO,
poskytovatel a hlavni zkousejici (,,smluvni strany“)
uzavreli tuto smlouvu dne xxx.

Vzhledem k tomu, Ze smluvni strany ddle vyjadftily
prani pozménit urcité podminky smlouvy, jak je
stanoveno dale.

Vzhledem k tomu, Ze smluvni strany maji v umyslu
upravit Uhradu provadénou subjektu v rozpoétu.
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Now therefore, in consideration of the mutual
covenants set forth herein, the parties hereto
agree as follows:

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.

2. ”Annex B — Financial Provisions” (Budget &
Payment Schedule) attached to the
Agreement is hereby amended by deleting it
in its entirety and replacing it with “Annex B
— Financial Provisions” (Budget & Payment
Schedule) attached to this Amendment,
effective on the date of publication into the
Register of Contracts in the Czech Republic:

e Section (3) Site Costs of the Exhibit B
Financial Provisions: updates to
“Subject Reimbursement”

All above stated provisions shall be effective as
from the Effective Date. Except as specifically
provided herein, all other terms and conditions in
the Agreement shall remain unchanged and in
full force and effect and this Amendment shall
not be construed to amend or waive any
provisions of the Agreement except as
specifically set forth above.

IN WITNESS WHEREOF, the Parties hereto have
caused this this Amendment to be executed in
three original copies by their duly authorized
representatives as of the Effective Date, each
party acknowledging receipt of one original copy.

Estimated value of the Contract as amended by
this Amendment is 2 330 860 CZK.
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Na zadkladé tohoto a s ohledem na dale uvedené
vzajemné pfisliby souhlasi smluvni strany
s nasledujicim:

1. Definice

Pro ucely této smlouvy budou mit veskeré pojmy
definované vtomto dokumentu stejny vyznam,
jaky byl stanoven ve smlouvé, pokud zde neni
vyslovné uvedeno jinak.

2. ,Priloha B—Financni ustanoveni“ (Rozpocdet a
harmonogram plateb) pfilozend ke smlouvé
se timto upravuje tak, Ze se zcela odstranuje

a nahrazuje ,Pfilohou B — Financni
ustanoveni“ (RozpoCet a harmonogram
plateb) pfilozenou k tomuto dodatku,

ucinnou ode dne uvefejnéni v Registru smluv
Ceské republiky:

e Oddil (3) Naklady pracovisté prilohy B
Finanéni ustanoveni: byl aktualizovan
odstavec ,Uhrada provadéna subjektu”

VSechna vyse uvedenda ustanoveni budou ucinna
od data ucinnosti. S vyjimkou pfipadd vyslovné
uvedenych v tomto dokumentu zlistanou vSechny
ostatni podminky smlouvy beze zmény av plné
platnosti a Ucinnosti atento dodatek nebude
vykladan tak, Ze by ménil nebo se vzdaval
jakychkoli ustanoveni smlouvy s vyjimkou pfipadd
vyslovné uvedenych vyse.

NA DUKAZ €EHOZ se smluvni strany této smlouvy
timto k datu ucinnosti dohodly na
vypracovani tohoto dodatku ve trech stejnopisech
podepsanych jejich fadné zplnomocnénymi
zastupci, pficemz kazda smluvni strana potvrzuje
pfijeti jednoho stejnopisu.

Predpokladana hodnota Smlouvy ve znéni tohoto
Dodatku je 2 330 860 K¢.
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Signature / Podpis Date / Datum 20. 6. 2023

I CON Clinical Research Czech Republic s.r.o.
(formerly known as/ dfive Pharmaceutical Research Associates CZ, s.r.o.)

Signature / Podpis Date / Datum 20. 6. 2023

I CON Clinical Research Czech Republic s.r.o.
On behalf of / Jménem spoleénosti Janssen Research & Development LLC

. . 4.7.2023
Signature / Podpis Date / Datum
Fakultni nemocnice Hradec Kralové
MUDr. Ales Herman, Ph.D., director/feditel
Signature / Podpis Date / Datum 28. 6. 2023
XXX
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