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

Druhy dodatek (,Dodatek”) ke Smlouvé o klinickém
hodnoceni (,Smlouva”), uzaviené s ucinnosti od 18.
kvétna 2020 a pozménéné Dodatkem €. 1 ze dne 8.
fijna 2021, mezi Ustav hematologie a krevni
transfuze, p.o. U Nemocnice 2094/1, 128 00 Praha 2,
Ceska republika, I1C: 000 23 736, DIC: CZ00023736,
zastoupenym prof. MUDr. Petrem Cetkovskym, Ph.D.,
MBA (,Zdravotnické zafizeni’) a AbbVie, s. r. 0.,
Metronom Business Center, Bucharova 2817/13,
Stodalky, 158 00 Praha 5, Ceska republika, IC:
24148725, DIC: CZ24148725, zastoupené Mgr. Janem
Balzerem, Country Operations Manager, na zakladé
piné moci, ktera je pfilohou €. B tohoto dodatku a jako
takova je jeho nedilnou soucasti (,AbbVie”) na
poskytovani sluzeb uvedenych v Protokolu ¢. M19-708
s nazvem ~.Randomizovana, otevrena,
multicentricka studie faze 3 s 2 rameny hodnotici
venetoclax a azacitidin oproti nejlepsi podputrné
péci v udrZovaci léébé u pacienti s akutni
myeloidni leukémii pfi prvni remisi po konvenéni
chemoterapii (VIALE-M)".

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

1. Za ucCelem zohlednéni zmény Hlavniho
zkouSejiciho ve Smlouvé, a to namisto prof
XXXXX nové  XXXXX

Hisemovou, a to s u€innosti ke dni 1. bfeznu 2022,
pojem “Hlavni zkousSejici” definovany v preambuli
Smlouvy a v8echny ostatni odkazy na “Hlavniho
zkouSejiciho” v celé Smlouvé avSech jejich
pfilohach a dodatcich, v€etné PFilohy A — Souhrnu
rozpoCtu a harmonogramu plateb, se timto
nahrazuji, pfi¢emz budou pfedstavovat odkazy na

XXXXX

2. Odstavec ,Oznameni pro Hlavniho zkousejiciho®
v Clanku 18 (Oznameni), se timto odstrafiuji a
nahrazuji nasledujicimi kontaktnimi udaji:

XXXXX
Ustav hematologie a krevni transfuze
U Nemocnice 2094/1
128 00 Praha 2
Ceska republika
Tel:  xxxxx

e-mail: XXXXX

Second Amendment (the “Amendment”) to that certain
Clinical Study Agreement (“Agreement”) effective 18
May 2020, amended by Amendment no. 1 as of 8
October 2021 between Ustav hematologie a krevni
transfuze, allowance organization, U Nemocnice
2094/1, 128 00 Praha 2, Czech Republic, ID: 000
23736, VAT ID: CZ00023736, represented by prof.
MUDr. Petr Cetkovsky, Ph.D., MBA (“Institution”) and
AbbVie s.r.0., Metronom Business Center, Bucharova
2817/13, Stodullky, 158 00 Praha 5, Czech Republic,
ID: 24148725, VAT ID: CZ24148725, represented by
Mgr. Jan Balzer, Country Clinical Operations Manager,
upon power of attorney, attached hereto as Exhibit no.
B of this Amendment as its integral part (“AbbVie”) for
services relating to Protocol No. M19-708 entitled
‘Randomized, Open-label, 2-Arm, Multicenter,
Phase 3 Study of Venetoclax and Azacitidine
Versus Best Supportive Care as Maintenance
Therapy for Patients with Acute Myeloid Leukemia
in First Remission After Conventional
Chemotherapy (VIALE-M).”

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. To reflect the change to the Principal Investigator
in the Agreement from XXXXX
to XXXXX effective
1 March 2022 the term “Principal Investigator”
defined in the preamble of the Agreement and all
references to “Principal Investigator” throughout
the Agreement and all attachments and exhibits
attached thereto, including the Exhibit A - Budget
Summary and Payment Schedule, are hereby
amended to mean

XXXXX

2. The “If to Principal Investigator” contact information
in Section 18 (Notices) is hereby deleted and
replaced with the following contact information:

XXXXX

Ustav hematologie a krevni transfuze
U Nemocnice 2094/1
128 00 Praha 2
Czech Republic
Tel.: XXXXX

Email: XXXXX
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3. Rozpodet stanoveny v Pfiloze A Smlouvy se
zruduje a v celém svém rozsahu se nahrazuje
pfiloZzenym novym znénim P¥ilohy A.

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

Tento dodatek nabyva platnosti podpisem vsemi
smluvnimi stranami a ucinnosti uvefejnénim
v registru smluv dle zakona ¢&. 340/2015 sb., o
registru smluv. Zdravotnické zafizeni se timto
zavazuje tento dodatek uvefejnit do péti pracovnich
dnd od podpisu tohoto dodatku smluvnimi stranami
a bez zbyte€ného odkladu od uvefejnéni o této
skute€nosti informovat AbbVie. Pokud nebude
tento dodatek ze strany Zdravotnického zafizeni
uverejnén nejpozdeji do tficeti dnl od podpisu
dodatku smluvnimi stranami, AbbVie si vyhrazuje
pravo tento dodatek uvefejnit sam.

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

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 shall become executed by signing of
all contracting parties, effective by its publication in
Contracts Registry in accordance with Act no. 340/2015
Coll., on Contracts Registry. Institution hereby declares
and acknowledge to publish this Amendment within 5
working days since its execution by contracting parties
and shall notify AbbVie without undue delay on such
publication. Should this Amendment is not published by
AbbVie within 30 days after the Amendment is
executed by contracting parties, AbbVie reserves right
to publish the Amendment.
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NA DUKAZ CEHOZ kazda smluvni strana
prostfednictvim svych fadné zmocnénych zastupcl
uvedla tuto smlouvu v platnost svym podpisem.

AbbVie s.r.o.

By/Podepsal:

Name/Jméno: Mgr. Jan Balzer

Title/Funkce: Country Clinical Operations Manager
Upon the power of attorney/Na zakladé piné moci

Date/Datum:

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.

Ustav hematologie a krevni transfuze

By/Podepsal:

Name/Jméno: prof. MUDr. Petr Cetkovsky, Ph.D.,
MBA

Title/Funkce: Director/feditel

Date/Datum:

I have read this Agreement and acknowledge the
obligations in the Agreement.

Tuto Smlouvu jsem si preCetla a uznavam zavazky
z ni plynouci.

By/Podepsal:
Name/dJméno:  XXXXX

Title/Funkce: Principal Investigator/Hlavni zkouSejici

Date/Datum:
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