AMENDMENT #1
to the Clinical Trial Agreement

DODATEK ¢.1
ke Smlouvé o klinickém hodnoceni

This Amendment #1 (hereinafter called the
“Amendment”) to the Clinical Trial Agreement
(“Agreement”) shall enter into effect on the date
of last signature below and becomes effective as
of the date of publication into the Register of
Contracts in accordance with Law 340/2015 as
amended (the “Effective Date”).

Tento dodatek ¢. 1 (dale jen ,Dodatek”) ke
Smlouvé o klinickém hodnoceni (dédle jen
»Smlouva®) vstoupi v platnost dnem posledniho
podpisu niZe a v ucdinnost zvefejnéni v Registru
smluv v souladu se zakonem ¢&. 340/2015 Sb., o
registru smluv v platném znéni (dale jen ,Datum
ucinnosti“).

and is made by and between:

Je uzaviran meazi:

IQVIA RDS Czech Republic s.r.o

(“CRO”), a Czech corporation, with registered
offices at Pernerova 691/42, 186 00 Praha 8, Czech
Republic

IQVIA RDS Czech Republic s.r.o,
(“CRO”), ceska spolecnost se sidlem na adrese
Pernerova 691/42, 186 00 Praha 8, Ceska republika

and

Janssen Research & Development, LLC
(“Janssen”), a US corporation, with head-office at
920 Route 202 South Raritan, New Jersey 08869,
USA, acting in its own name but on behalf of
Janssen-Cilag International NV, a Belgian
corporation, with head-office at Turnhoutseweg

Janssen Research & Development, LLC,
(“Janssen”), americkd spolec¢nost, se sidlem na
adrese 920 Route 202 South Raritan, New Jersey
08869, USA, jednajici vlastnim jménem, ale
jménem Janssen-Cilag International NV, belgické
korporace, se sidlem na Turnhoutseweg 30, B-

address at Videriskd 1958/9, 14021 Praha 4, Czech
Republic

30, B-2340 Beerse, Belgium (“Regulatory | 2340 Beerse, Belgie (“Zadavatel)

Sponsor”)

and a

Institut klinické a experimentdlni mediciny | Institut Kklinické a experimentdlni mediciny
(“Institution”), with head office Videriska | (,poskytovatel”), se sidlem na adrese Videriska
1958/9,140 21 Praha 4, Czech Republic 1958/9,140 21 Praha 4, Ceska republika

and a

(“Principal Investigator”), with a workplace | (,hlavni zkousejici“), adresa pracovisté Videriska

1958/9, 14021 Praha 4, Ceskd republika

Each a “Party” and together as the “Parties”

Kazda jako ,strana” a spolecné jako ,strany”
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Clinical Trial number/ Klinické hodnoceni:
Study Product/ Hodnoceny pfipravek: Milvexian

Protocol title/ nazev protokolu:

EU CT number/ éislo: 2022-501418-69

Study Site / Pracovisté:

republika

70033093ACS3003

70033093ACS3003 - "A Phase 3, Randomized, Double-blind,
Placebo-controlled, Event-driven Study to Demonstrate the
Efficacy and Safety of Milvexian, an Oral Factor Xia Inhibitor,
After a Recent Acute Coronary Syndrome" / “Randomizované,
dvojité zaslepené, placebem kontrolované, pfihodami fizené
klinické hodnoceni faze 3 k prokazani ucinnosti a bezpecnosti
pfipravku Milvexian, peroralniho inhibitoru faktoru Xla, po
aktualnim prodélani akutniho koronarniho syndromu*”

Department of Cardiology, Institut klinické a experimentdlni mediciny,
Videriska 1958/9, 140 21 Praha 4, Czech Republic / Klinika kardiologie, Institut
klinické a experimentalni mediciny, Videriskd 1958/9, 140 21 Praha 4, Ceska

Whereas, the Parties have executed the

Agreement on December 14%, 2023.

Vzhledem k tomu, Ze smluvni strany podepsaly
smlouvu dne 14. prosince 2023.

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

Vzhledem k tomu, Ze strany dale vyjadfily prani
zménit nékteré podminky dohody, jak je uvedeno
dale.

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

Nyni tedy, s ohledem na vzajemné ujednani zde
uvedené, se smluvni strany dohodly takto:

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 mit vSechny
terminy zde pouzité s velkymi pismeny stejny
vyznam, jaky je uveden ve smlouvé, neni-li zde
vyslovné uvedeno jinak.

2. Annex B - Financial Provisions - TRADE | 2.Pfiloha B — Finan¢ni ustanoveni — OBCHODNI
SECRET OF JANSSEN (exclude from | TAJEMSTVi SPOLECNOSTI JANSSEN (vylouéit
publication) 2 publikovani)
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Exhibit B (Financial Provisions - TRADE SECRET OF
JANSSEN (exclude from publication)) — section 3
(Site Cost) — subsection “Subject Reimbursement”
attached to the Agreement is hereby amended by

Pfiloha B — Finanéni ustanoveni — OBCHODNI
TAJEMSTVI SPOLECNOSTI JANSSEN  (vylougit
z publikovani) — sekce 3 (Naklady pracovisté) —
podsekce ,Uhrada uréend na naklady pacientd”
pfiloZzeny ke smlouvé se timto méni

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.

VSechna vySe uvedend ustanoveni nabyvaji
ucinnosti dnem acinnosti. Neni-li zde vyslovné
uvedeno jinak, vSechny ostatni podminky ve
smlouvé zlstavaji nezménény a v plné platnosti a
ucinnosti a tento dodatek nelze vykladat tak, ze
méni nebo rusi jakdkoli ustanoveni smlouvy, s
vyjimkou ptipadid vyslovné uvedenych vyse.

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

NA DUKAZ CEHOZ smluvni strany zajistily, aby byl
tento Dodatek ke Dni udinnosti vyhotoven ve
ctyfech origindlech jejich radné zmocnénymi
zastupci, pficemz kazda strana potvrzuje obdrZeni
jednoho originalu.

This Agreement is executed in four counterparts,
each of which shall be an original and all such
counterparts together shall constitute the entire
Agreement. Electronically  executed and
electronically transmitted signatures shall have
the full force and effect of an original signature.

Tato smlouva bude vyhotovena ve Cc{tyfech
stejnopisech, z nichZ kazdy ma platnost originalu
a vsechny tyto stejnopisy spolec¢né tvorfi celou
smlouvu. Elektronicky podepsané a elektronicky
pfenasené podpisy budou mit plnou platnost
a ucinek originalniho podpisu.
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Signature/Podpis Date/ Datum 26.2.2024
IQVIA RDS Czech Republic s.r.o On behalf of Janssen Research & Development, LLC
Represented by: Ing. Eva Falbrova

Signature/Podpis Date/ Datum 26.2.2024
IQVIA RDS Czech Republic s.r.o.
Represented by: Ing. Eva Falbrova

Signature/Podpis Date/ Datum 6.3.2024
Institut klinické a experimentalni mediciny
Represented by: Ing. Helena Rdognerova, director/ feditelka

Signature/Podpis Date/ Datum 26.2.2024
Principal Investigator
Represented by:
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