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 (ddle jen
»,Smlouva“) vstoupi v platnost dnem posledniho
podpisu niZze a v ucinnost zvefejnéni v Registru
smluv v souladu se zakonem ¢. 340/2015 Sh., o
registru smluv v platném znéni (dale jen ,Datum
ucinnosti).

and is made by and between:

Je uzavirdn meazi:

IQVIA RDS Czech Republic s.r.o a Czech
corporation, with registered offices at Pernerova
691/42, 186 00 Praha 8, Czech Republic

IC/ID no: 24768651
DIC/Tax Identification no: CZ24768651

IQVIA RDS Czech Republic s.r.o ¢eska spolec¢nost
se sidlem na adrese Pernerova 691/42, 186 00
Praha 8, Ceska republika

IC/ID no: 24768651
DIC/Tax Identification no: CZ24768651

(”CRO”)

(MCRon)

and

Janssen Research & Development, LLC

920 Route 202 South Raritan, New Jersey 08869,
USA

(“Janssen”)

Janssen Research & Development, LLC

se sidlem na adrese 920 Route 202 South Raritan,
New Jersey 08869, USA

(,,spole¢nost Janssen®)

and

Nemocnice Pisek a.s.

Nemocnici Pisek a.s.

with registered office at Karla Capka 589, 397 01
Pisek, Czech Republic, Identification number:
26095190, Tax identification number:
CZ699005400, represented by MUDr. Jifi Holan,
MBA, Director and Chairman of the Board of
Directors and Ing. Dana Cagdnkova, Member of
the Board of Directors

se sidlem Karla Capka 589, 397 01 Pisek, Ceska
republika, Identifikacni cislo: 26095190, Dariové

identifika¢ni Cislo: CZ699005400, zastoupena
MUDr. Jifim Holanem, MBA, feditelem a
pfedsedou predstavenstva a Ing. Danou

Cagankovou, ¢lenkou predstavenstva

Account number: 20830271/0100

Cislo u¢tu: 20830271/0100

IBAN: CZ 36 0100 0000000020830271

IBAN: CZ 36 0100 0000000020830271

Name of the Bank: Komercni banka, a.s.

Nazev banky: Komercni banka, a.s.

Address of the Bank: Na Prikopé 33, ¢p. 969, 114
07 Praha 1

Adresa banky: Na Pfikopé 33, ¢p. 969, 114 07
Praha 1

SWIFT: KOMBCZPPXXX

SWIFT: KOMBCZPPXXX
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Variable symbol: 520200

Variabilni symbol: 520200

(“Institution”)

(,,poskytovatel”)

and

a

(“Principal Investigator”)

(,,hlavni zkousSejici“)

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

Kazda jako ,strana” a spolecné jako ,strany”

Clinical Trial number/ Klinické hodnoceni:

Study Product/ Hodnoceny pfipravek: Milvexian

70033093STR3001

Protocol title/ nazev protokolu: 70033093STR3001 — "A Phase 3, Randomized, Double-Blind, Parallel-

Group, Placebo-Controlled Study to Demonstrate the Efficacy and Safety of
Milvexian, an Oral Factor Xla Inhibitor, for Stroke Prevention after an Acute
Ischemic Stroke or High-Risk Transient Ischemic Attack"” /
“Randomizované, dvoijité zaslepené, placebem kontrolované klinické
hodnoceni fdze 3 s paralelnimi skupinami k prokazani Ucinnosti a
bezpecnosti milvexianu, perordlné podavaného inhibitoru faktoru Xla, jako
prevence cévni mozkové prihody po akutni ischemické cévni mozkové

EU CT number/ €islo:  2022-501176-26-00

prihodé nebo vysoce rizikové tranzitorni ischemické atace”

/Czech Republic

Study Site / Pracovisté: Neurologické oddé&leni Nemocnice Pisek a.s., Karla Capka 589, Ceskd republika

Whereas, the Parties have executed the

Agreement on 29 June 2023;

Vzhledem k tomu, Ze smluvni strany podepsaly
smlouvu dne 29. ¢ervna 2023;

Whereas, the Parties would like to add additional
fees to the Agreement, namely endpoint reporting
fee and advance payment for Subjects
reimbursement; and

Vzhledem k tomu, Ze smluvni strany si preji do
Smlouvy pfidat dalsi poplatky, konkrétné ,hlaseni
endpoint” a zalohové platby pro Uhrady
Subjektiim ; a

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 dale
vyjadrtuji svou vili zménit nékteré dalsi podminky
Smlouvy tak, jak je uvedeno nize;
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Now therefore, in consideration of the mutual
covenants set forth herein, the parties hereto
agree as follows:

Nyni tedy, s ohledem na vzdjemné 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

2.Priloha B — Financ¢ni ustanoveni

As of the effective date - Subjects reimbursement
under section 3 (Site Costs) of — ANNEX B -
Financial Provisions attached to the Agreement
the following wording shall be added: :

K datu ucinnosti se pfiloha B — Financni ustanoveni
- sekce 3 (Néklady pracoviété) — podsekce ,Uhrada
Subjektdim” pfiloZzena ke smlouvé timto dopliiuje o
nasledujici znéni:

3. Annex B - Financial Provisions

3. Priloha B — Financni ustanoveni

Effective as of the effective date - Table under the
Section 4 Other Compensation of ANNEX B —
Financial Provisions- the following fee shall be
added :

K datu ucinnosti se pfiloha B — Finan¢ni
ustanoveni — tabulka v sekci 4 (Dalsi Uhrady) se
dopliiuje o nasledujici znéni:

Additional

Amount
Ite - —_—
— Information

CZK
[ - ﬁ

Castka

-

Dalsi
informace

Polozka

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 uvedena ustanoveni nabyvaji
ucinnosti dnem ucinnosti. 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 jakakoli ustanoveni smlouvy, s
vyjimkou pfipadl 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 ucinnosti vyhotoven ve
Ctyfech  originalech jejich rfadné zmocnénymi
zastupci, pricemz kazda strana potvrzuje obdrzeni
jednoho origindlu

Signature/Podpis

Date/ Datum
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IQVIA RDS Czech Republic s.r.o On behalf of Janssen Research & Development, LLC
Represented by: Ing. Eva Falbrova

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

Signature/Podpis Date/ Datum
Nemocnice Pisek a.s.

Represented by MUDr. liti Holan, MBA, Director and Chairman of the Board of Directors/ reditel a
pfedseda predstavenstva and Ing. Dana Cagdnkovd, Member of the Board of Directors/ ¢lenka
predstavenstva

Signature/Podpis Date/ Datum
|
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