Takeda

AMENDMENT No. 1

DODATEK ¢. 1

Protocol Number: Vedolizumab-3041
Study Sponsor: Takeda Development
Center Americas, Inc.

Protokol ¢. Vedolizumab-3041
Zadavetal Klinického hodnoceni: Takeda
Development Center Americas, Inc.

THIS AMENDMENT NO. 1 (the
“Amendment No. 1) made as of the last date
of signature (the “Effective Date" and
effective as set out in Section 26 of the
Agreement), by and among PPD Investigator
Services LLC, a contract research
organization having a place of business at 929
North Front St, Wilmington, NC 28401, USA
("CRO), FAKULTNI NEMOCNICE MOTOL A
HOMOLKA, state contributory organization ,
having a place of business at V Uvalu 84, 150
oo Prague 5, Czech Republic,

(“Health Service Provider”) and

born on
, (the “Investigator” and

together with the Health Service Provider, the
“Site”) amends the terms of the Sponsored
Clinical Trial Agreement dated as of the 22
day of December, 2024 and any subsequent
amendment made by the parties to that
Sponsored Clinical Trial Agreement between
the parties (the “"Agreement”). For purposes
of this Amendment No. 1, each of the CRO,
Health Service Provider, and the Investigator
may be referred to as a “Party” and together
as the “Parties”. Capitalized terms not defined
herein shall have the same meaning as set
forth in the Agreement.

Tento dodatek ¢. 1 (dale jen "dodatek ¢. 1") se
uzavira ke dni podpisu posledni smluvni strany
(dale jen ,datum platnosti) a nabyva Ucinnosti
v souladu s ustanovenimi ¢l. 26 smlouvy mezi
PPD Investigator Services LLC, smluvni
vyzkumnou organizaci se sidlem na adrese
929 North Front St, Wilmington, NC 28401,
USA ("CRO"), FAKULTNI NEMOCNICE
MOTOL A HOMOLKA statni prispévkova
organizace se sidlem na adrese V Uvalu 84,
150 oo Praha 5, Ceskd republika,

(,Poskytovatel zdravotnich
sluzeb") ("Poskytovatel zdravotnich sluzeb") a

., datum
narozeni (dale jen "zkousejici" a

spolecné s Poskytovatelem zdravotnich
sluzeb" Resitelské centrum") méni podminky
smlouvy o  sponzorovaném  klinickém
hodnoceni ze dne 22. prosince, 2024 a vsech
pozdéjSich zmén provedenych stranami této

smlouvy o  sponzorovaném  klinickém
hodnoceni  mezi stranami (dale jen
"smlouva"). Pro Ucely tohoto dodatku ¢. 1
mUze byt kazda z CRO, Poskytovatel

zdravotnich sluzeb a zkousejici oznacovana
jako "strana" a spolecné jako "strany". Vyrazy
psané velkymi pismeny, které nejsou v tomto
dokumentu definovany, maji stejny vyznam,
jaky je uveden ve smlouvé Dohodé.

WHEREAS, the Parties desire to

amend the Agreement;

VZHLEDEM K TOMU, ze si strany preji zménit
smlouvy;

NOW THEREFORE, in consideration of
the mutual covenants and agreements herein,

PROTOZE s ohledem na vzajemna ujednani a
dohody obsazené v této Ssmlouvé Sstrany, s
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the Parties, intending to be legally bound,
have entered into this Amendment No. 1 and
do specifically agree as follows:

umyslem byt pravné vazany, uzavrely tento
Ddodatek €. 1 a vyslovné se dohodly takto:

1. Due to Protocol Amendment 2,
Schedule A (the “"PAYMENT SCHEDULE
AND BUDGET") of the Agreement shall be
deleted in its entirety and replaced with the
revised Schedule A attached hereto and
incorporated by reference herein. The
revised Schedule A attached hereto shall
take effect retrospectively as of the date of
the Protocol Amendment 2, dated
November 25, 2024.

1. Vzhledem k Dodatku k Protokolu 2
bude Pfiloha A (dale jen ,ROZPOCET A
ROZPIS PLATEB") smlouvy v plném rozsahu
zruSena a nahrazena revidovanou Prilohou A,
kterd je pfilozena k tomuto dodatku ¢. 1 a je
do neho zaclenéna odkazem. Revidovana
Priloha A prilozena k tomuto dodatku ¢. 1
nabude Ucinnosti zpétné k datu Dodatku k
Protokolu 2, datovanému 25. listopadu 2024.

2. All other terms and conditions of the
Agreement shall remain in full force and
effect. In the event of any conflict between
the terms of the Agreement and this
Amendment No. 1, the terms of this
Amendment No. 1 shall govern and control.

2.VSechny ostatni podminky dohody smlouvy
z0stavaji v platnosti. V pripadé jakéhokoli
rozporu mezi podminkami Ssmlouvy a timto
dodatkem ¢. 1 se fidi a kontrolujiprevazuji
podminky uvedené v tohoto tomto dodatku .
1.

IN WITNESS WHEREOF, the Parties
hereto, intending to be legally bound, have
executed this Amendment No. 1 by their duly
authorized representatives as of the Effective
Date.

NA DUKAZ CEHOZ smluvni strany, s
Umyslem byt pravné vazany, podepsaly tento
dodatek ¢. 1 svymi fradné zmocnénymi
zastupci ke dni Ucinnosti.

PPD Investigator Services, LLC

By:
Name:
Title:

FAKULTNI NEMOCNICE MOTOL A HOMOLKA

By:
Name:
Title:

Investigator / Zkousejici
By:

Name:
Title
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Confidential

SCHEDULE A

PRILOHA A

PAYMENT SCHEDULE AND BUDGET

ROZPOCET A ROZPIS PLATEB

The compensation for the Health Service
Provider under this Amendment No. 1 amounts to
CZK 236,536.00 (two hundred thirty-six
thousand five hundred thirty-six Czech
crowns).

Odmeéna pro Poskytovatele zdravotnich sluzeb
podle tohoto Dodatku €. 1 Cini 236 536,00 K¢
(slovy: dvé sté tricet Sest tisic pét set tficet Sest
korun cCeskych)

Allinformation from Schedule A 1 having been
removed, relevant info can be found in Article 5.
Payment Terms and Budget

Veskeré informace z Planu A 1 byly odstranény,
relevantni informace Ize nalézt v clankus.
Platebni podminky a rozpocet.
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