() Daiichi-Sankyo

Confidential/Davérné
Ev. & FNO: 017/0VZ/24/082-P

Amendment # 1 to Clinical Study Agreement

Dodatek &. 1 ke smlouvé o klinickém
hodnoceni

This Amendment # 1_ (“Amendment 1 is
concluded on the date of its publication in the
register of contracts (“Amendment # 1_
Effective Date”) by and between |

having an address at
Klinika hematoonkologie Fakultni nemocnice
Ostrava, 17. listopadu 1790, 708 52 Ostrava —
Poruba, Czech  Republic (‘Principal
Investigator’), and Fakulthi nemocnice
Ostrava, having a place of business at 17.
listopadu 1790, 708 52 Ostrava — Poruba,
Czech Republic, Identification number:
00843989, Tax identification  number:

CZ00843989, represented by I
I Deputy Director for

Science, Research and Teaching, Founding
Act of the Ministry of Health of the Czech
Republic of 25 November 1990, No. OP-054-
25.11.90 (“Study Site”) and Daiichi Sankyo,
Inc. (“DSI’) located at 211 Mt. Airy Road,
Basking Ridge, New Jersey 07920 United
States, ID number: 133914479

and

IQVIA RDS Czech Republic s.r.o., located at:
Pernerova 691/42, 186 00 Praha 8 — Karlin,
Czech Republic Identification number: 247 68
651, Tax identification number: CZ247 68 651
(“CRO").

Tento dodatek €. 1 (dale ,Dodatek €. 1__“) se
uzavira kdatu jeho uvefejnéni v registru
smluv (dale ,Datum uc&innosti Dodatku ¢&. 1%)
mezi | < crosou
Klinika hematoonkologie Fakultni nemocnice
Ostrava, 17. listopadu 1790, 708 52 Ostrava —
Poruba, Ceska republika (dale jen ,Hlavni
zkousejici’), a Fakulthi nemocnice
Ostrava, se sidlem 17. listopadu 1790, 708 52
Ostrava — Poruba, Ceska republika, IC:
00843989, DIC: CZ00843989, zastoupena
|
MBA, naméstkem feditele pro védu, vyzkum a
vyuku, Zfizovaci listina MZ CR ze dne 25.
listopadu 1990, €. j. OP-054-25.11.90 (dale
.Misto provadéni klinického hodnoceni“),
a spole¢nosti Daiichi Sankyo, Inc. (dale
,DSI¥), se sidlem 211 Mt. Airy Road, Basking
Ridge, New Jersey 07920, Spojené staty
americké, 1C: 133914479

a

spole¢nosti IQVIA RDS Czech Republic
s.r.o., se sidlem: Pernerova 691/42, 186 00
Praha 8 — Karlin, Ceska republika IC: 247 68
651, DIC: CZ24768651 (dale jen ,CRO").

WHEREAS, the Parties desire to modify the
Clinical Study Agreement with an effective
date of 12. August 2025(“Agreement”)

Strany si pfeji upravit Smlouvu o klinickém
hodnoceni s datem u€innosti k 12. srpna
2025 (dale ,Smlouva®), ev. ¢: FNO:
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“,registration number: FNO: 017/0VZ/24/082-
P for the clinical Study with Study Drug
Quizartinib encoded AC220-168 protocol
number: AC220-168 entitled “A Phase 3,
Double-Blind, Randomized,
Placebo-Controlled Trial of Quizartinib
Administered in Combination with
Induction and Consolidation
Chemotherapy and Administered as
Maintenance Therapy in Adult Patients
with Newly Diagnosed FLT3-ITD (-) Acute
Myeloid Leukemia”(“Study”).

017/0VZ/24/082-P, ke klinickému hodnoceni
Hodnoceného pfipravku Quizartinib ,

€. Protokolu AC220-168, s nazvem ,,Dvojité
zaslepené, randomizované, placebem
kontrolované klinické hodnoceni faze 3
pripravku Quizartinib podavaného

v kombinaci s indukéni a konsolidacni
chemoterapii a jako udrzovaci lé¢ba
dospélym pacientiim s nové
diagnostikovanou FLT3-ITD negativni
akutni myeloidni leukémii“ (dale ,Studie®).

WHEREAS in accordance with Section
number 22 of the Agreement, the Parties
desire to modify the specific language and
hence agree to the following modifications to
the Agreement:

V souladu s ¢lankem ¢&. 22 Smlouvy si Strany
pfeji upravit konkrétni znéni, a proto se
dohodly na nasledujicich zménach Smiouvy:

The ATTACHMENT A, BUDGET & PAYMENT
SCHEDULE } to the Agreement is deleted in
its entirety and replaced with ATTACHMENT
A, BUDGET & PAYMENT which forms an
integrall to this Amendment # 1 to reflect
changes in costs due to Protocol Amendment
AC220-168, version 4, dated 4 July
2025(“Amended Protocol”), said costs will be
effective to the date of the State Institute for
Drug Control, approved on 2 December 2025
and/or RA approval of Amended Protocol in
accordance with the Applicable Law.}

PRILOHA A, ROZPOGET A ROZPIS PLATEB , ke
Smlouvé se v plném rozsahu rusi

a nahrazuje se PRILOHOU A, ROzPOCGET

A ROZPIS PLATEB, ktera tvofi nedilnou soucast
tohoto Dodatku ¢&. 1 jako jeho PRILOHA A,
ktera odrazi zmény v nakladech v souvislosti
s Dodatkem k Protokolu AC220-168, verze 4
ze dne 4 Cervence 2025(dale ,Zménény
Protokol®), pfi¢emz uvedené naklady

plati s ucinnosti} k datu schvaleni
Zmeénéného protokolu Statnim ustavem pro
kontrolu Ié€iv, schvaleno dne.2 prosince 2025
v souladu s Platnymi pravnimi pfedpisy.}

Defined terms used in this Amendment and not
defined herein will have the same meanings
assigned such terms in the Agreement.

Definované vyrazy pouzité vtomto Dodatku
avyrazy, které vném nejsou definovany, maji
stejny vyznam, jaky je témto vyraziim pfifazen ve
Smlouveé.
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All other provisions of the Agreement shall remain
unaltered and given full force and effect.

V8echna ostatni ustanoveni Smlouvy, timto
Dodatkem €. 1 vyslovné nedotcena, zUstavaji
beze zmény a pIné platna a ucinna.

This Amendment No. 1 will be published in
accordance with Act No. 340/2015 Coll., on
special conditions for the effectiveness of certain
contracts, publication of such contracts and on
the register of contracts (Act on the Register of
Contracts), as amended. This Amendment No. 1
shall be effective on the date of publication in the
register of contracts Where this Amendment is
executed by Study Site, DSI, CRO and/or
Principal Investigator through the use of an
electronic or digital signature, Study Site and/or
Principal Investigator agree(s) that: (i)
its/his/her/their electronic or digital signature has
same effect as a handwritten signature; (ii)
signature by electronic or digital means is
permitted under Applicable Law for the execution
of the Amendment; (i) the electronic or digital
signature platform used to generate such
signature meets the requirements under
Applicable Law for creating a valid advanced
electronic or digital signature; and (iv) Study Site
and/or Principal Investigator shall provide to CRO
and/or to DSI any further necessary certification
or supporting documentation around
its/his/her/their electronically generated
signatures in compliance with this Section.

Tento Dodatek €. 1 bude uvefejnén v souladu se
zakonem €. 340/2015 Sb., o zvlastnich
podminkach  ucinnosti  nékterych  smluv,
uverejhiovani téchto smluv a o registru smiuv
(zakon o registru smluv), v platném znéni. Tento
Dodatek €. 1 je u€inny dnem uvefejnéni v registru
smiuv.  Pokud Misto provadéni klinického
hodnoceni, DSI, CRO a/nebo Hlavni zkouSejici
uzaviraji tento Dodatek pomoci elektronického
nebo digitalniho podpisu, potvrzuji, Ze: (i) jejich
elektronicky nebo digitalni podpis ma stejnou
platnost jako jejich viastnoruéni podpis, (i) podpis
elektronickymi nebo digitalnimi prostfedky je
podle Platnych pravnich pfedpist pro uzavieni
Dodatku pfipustny, (iii) platforma elektronického
nebo digitalniho podpisu pouzita k vytvoreni
takového podpisu splfiuje poZzadavky Platnych
pravnich predpisi pro vytvofeni platného
pokro€ilého elektronického nebo digitalniho
podpisu  a (iv) Misto  provadéni klinického
hodnoceni a/nebo Hlavni zkousejici poskytnou
CRO a/nebo DSI vsouladu stimto Clankem
pfipadné dalSi nezbytné certifikaty nebo
podklady K jejich elektronicky generovanym
podpistm.

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE STRANKA S PODPISY]

Agreed to and accepted: /Odsouhlaseno a prijato:
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IN WITNESS WHEREOF, the Parties have
hereunto signed this Agreement # 1 in their
official capacities as of the date first written
above.

NA DUKAZ TOHO Strany zastoupené fadné
povéfenymi osobami podepsaly tento Dodatek
€. 1 ke Smlouvé k datu uvedenému vyse.

IQVIA RDS Czech Republic, s.r.o. under a
Power of Attorney dated 03 October 2024.,
in the name of DAIICHI SANKYO, INC. /
IQVIA RDS Czech Republic, s.r.o. na
zakladé pIné moci dne3 fijna 2024 , jménem
spolec¢nosti DAIICHI SANKYO, INC.

nemochice
nemochice

On behalf of the Fakultni
Ostrava / Jménem Fakultni
Ostrava

By: / Podepsal(a):

By: / Podepsal(a):

Name: / Jméno:

Name: / Jméno:

I

Title: / Funkce:

Title: / Funkce: Deputy Director for
Science, Research
and Teaching /
naméstek feditele pro

védu, vyzkum a vyuku

IQVIA RDS Czech Repubilic, s.r.o./
IQVIA RDS Czech Republic, s.r.o.

Principal Investigator NG

- | Hlavni zkousejici N

By: / Podepsal(a):

By: / Podepsal(a):

Name: / Jméno:

Name: / Jméno:

Title: / Funkce:

Title: / Funkce: Principal
Investigator / Hlavni

zkousejici
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ATTACHMENT A

PRILOHA A

BUDGET & PAYMENT SCHEDULE

ROZPOCET A ROZPIS PLATEB
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