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DRUHY DODATEK KE SMLOUVE O KLINICKEM SECOND AMENDMENT TO THE CLINICAL STUDY

HODNOCENI

Druhy dodatek (,Dodatek”) ke Smlouvé o klinickém
hodnoceni s ucinnosti dne 26. ledna 2021 a
pozménéné Dodatkem €. 1. s U€innosti dne 24. kvétna
2022 (spole¢né dale jen ,Smlouva”), mezi AbbVie
s.r.o., Metronom Business Center, Bucharova
2817/13, Stodiilky, 158 00 Praha 5, Ceska republika
IC: 24148725, DIC: CZ24148725

(AbbVie”) a Fakultni
nemocnice Ostrava, 17. Listopadu 1790, 708 52
Ostrava — Poruba, Ceska republika, IC: 008 43 989,
DIC: CZ00843989, Zfizovaci listina MZ CR ze dne 25.
listopadu 1990 ¢&.j. OP-054-25.11.90, zastoupenou
MUDr. Jifim Havrlantem, MHA, feditelem, ve vécech
této smlouvy opravnén jednat a podepisovat: doc.
MUDr. Ing. Jakub Cvek, Ph.D., MBA, naméstek
feditele pro védu, vyzkum a vyuku(,Zdravotnické
zarizeni
zastupcem prednosty pro védu a vzdélavani kliniky
hemato-onkoligie Zdravotnického zafizeni (,Hlavni
zkousSejici*) na poskytovani sluzeb uvedenych
v Protokolu ¢. M15-954 s nazvem , Randomizovana,
dvojité zaslepena studie, fdaze 3, hodnotici
bezpecénost a ucinnost venetoklaxu v kombinaci
s azacitidinem u pacienti s nové
diagnostikovanam myelodysplastickym
syndromem (MDS) s vy$s$im rizikem*.

S ohledem na fadné plnéni tohoto Dodatku a v souladu
s podminkami Smlouvy, se smluvni strany dohodly
pozménit Smlouvu nasledovné:

1. Rozpolet stanoveny v Pfiloze A Smlouvy a
Dodatku 1 se zruSuji v celém svém rozsahu a
nahrazuji se pfiloZzenou Pfilohou A.

2. Cl. 12 Doba platnosti a ukonéeni, odst. a) se timto
v celém rozsahu rusi a nahrazuje nasledujicim
znénim:

a) Pokud tato Smlouva nebude ukonéena dfive
zpusobem uvedenym nize v ¢lancich 12(b) nebo
12(c), nabude u€innosti Datem ucinnosti a vyprsi
nejpozdéji: (i) tfi (3) roky od Data ucinnosti, pokud
se ve Zdravotnickém zafizeni nebude proveden
screening jakéhokoli subjektu a nebude zafazen
jakykoli subjekt podle této Smlouvy, nebo (ii)
v okamziku kone¢ného uzavfeni Udajl Studie na
v§ech pracovistich, které se Studie uc¢astni (,Doba

AGREEMENT

Second Amendment (the “Amendment”) to that certain
Clinical Study Agreement effective 26 January 2021
and amended by Amendment no. 1 effective 24 May
2022 (collectively, the “Agreement”), between AbbVie
s.r.o., Metronom Business Center, Bucharova
2817/13, Stodllky, 158 00 Prague 5, Czech Republic
ID: 24148725, VAT ID: CZ24148725

(“AbbVie") and Fakultni
nemocnice Ostrava, 17. Listopadu 1790, 708 52
Ostrava — Poruba, Czech Republic, ID: 008 43 989,
VAT ID: CZ00843989, Letter of Establishment by
Ministry of Health of Czech Republic, dated as of 25
November 1990 reg.no.. OP-054-25.11.90,
represented by MUDr. Jifi Havrlant, MHA, director, doc.
MUDr. Ing. Jakub Cvek, Ph.D., MBA, is authorized to

execute this Agreement on behalf of the Institution (the
Institution ,

Deputy Head Physician for Science and Education of
Hemato-Oncology Clinic of Institution (the “Principal
Investigator”) for services relating to Protocol No.
M15-954 entitled “A Randomized, Double-Blind,
Phase 3 Study Evaluating the Safety and Efficacy
of Venetoclax in Combination with Azacitidine in
Patients Newly Diaghosed with Higher-Risk
Myelodysplastic Syndrome (Higher-Risk MDS)”".

Subject to the full execution of this Amendment and in
accordance with the terms of the Agreement, the
parties hereby agree to amend the Agreement, as
follows:

1. The Budget set forth in Exhibit A of the Agreement
and Amendment 1 shall be deleted in its entirety
and replaced with the attached Exhibit A hereto.

2. Section 12 Term and Termination, par. a) is
hereby deleted and replaced by following text:

a) Unless terminated earlier as provided in
Sections 12(b) or 12(c) below, this Agreement
shall be effective on the Effective Date and shall
terminate on the earlier of: (i) three (3) years from
the Effective Date, if there is no subject screening
and no subject enrollment at Institution under this
Agreement; or (ii) at such time as the occurrence
of final data lock for the Study at all sites
participating in the Study (the “Term”). The
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platnosti”). Pfedpoklddana doba trvani klinického
hodnoceni ve Zdravotnickém zafizeni je od Data

ucinnosti této smlouvy do . 'V pfipadé
vyznamné odchylky délky studie od jeji
predpokladané doby trvani, smluvni strany

souhlasi, Ze vstoupi do jednani o této skutecnosti,
pficemz souhlasi, Ze dle konkrétnich okolnosti
mohou zohlednit takové prodlouZenim uzavienim
dodatku k této Smlouvé.

Pojmy, jez zde nejsou definovany jinak, maji stejny
vyznam, ktery je jim pfipisovan ve Smlouvé. Kromé
podminek, které se vyslovné& zménily timto Dodatkem,
zUstavaji vSechny ostatni podminky této Smlouvy
v plné platnosti a u€innosti béhem trvani této Smlouvy.

Tento Dodatek je sepsan ve tfech vyhotovenich
v Ceském a anglickém jazyce. V pfipadé rozporu obou
jazykovych verzi je rozhodujici ¢eské znéni Dodatku.

Tento Dodatek nabyva platnosti okamzikem podpisu
vSech smluvnich stran a ucinnosti okamzZikem
zvéfejnéni dle zdkona €. 340/2015 Sb., o registr smluv.

expected duration of the Study at Institution is from
the Effective Date of this Agreement to

. Should the actual duration of the Study
deviate significantly from the expected duration,
the parties hereby acknowledge, that if
appropriate, they may reflect such extension by
executing an amendment to this Agreement

Terms not otherwise defined herein shall have the
meanings ascribed to such terms in the Agreement.
Except as specifically amended by this Amendment, all
other terms and conditions of the Agreement shall
continue in full force and effect during the term of the
Agreement.

This Amendment has been made in three counterparts
in Czech and English language. In the event of conflict
between both language versions, Czech language
version of the Agreement shall prevail.

This Amendment shall become executed upon its
signing by all Parties and effective as of the day of its
publishing in Contracts Registry, in accordance with Act
no. 340/2015 Coll., on Contracts Registry, as amended.
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NA DUKAZ CEHOZ kazdd smluvni strana
prostfednictvim svych fadné zmocnénych zastupcu
uvedla tuto smlouvu v platnost svym podpisem.

IN WITNESS WHEREOF, each of the parties has
caused this Amendment to be executed by its
authorized representative in its name and on its behalf.

AbbVie s.r.o

By / podpis:

Title / funkce:
Upon the power of attorney / Na zakladé pIné moci

Date / datum:

Fakultni nemocnice Ostrava

By / podpis:

Name / jméno: doc. MUDr. Ing. Jakub Cvek, Ph.D.,
MBA,

Title / funkce: Deputy Director for Science, Research
and Education / naméstek feditele pro védu, vyzkum a
vyuku

Date / datum

By / podpis:

name imeno:

Title / funkce: Principal Investigator / Hlavni ZkouSejici

Date / datum
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Pfijoha A
ROZPOCET STUDIE
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