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PRVNi DODATEK KE SMLOUVE O KLINICKEM FIRST AMENDMENT TO THE CLINICAL STUDY
HODNOCENI AGREEMENT

Prvni dodatek (,Dodatek”) ke Smlouvé o klinickém
hodnoceni (,Smlouva”), uzaviené s ucinnosti od 28.
ledna 2021, mezi Fakultni nemocnice Brno,
Jihlavska 20, 625 00 Brno, Ceska republika, IC: 652 69
705, DIC: CZ65269705, zastoupenou prof. MUDT.
Jaroslavem Sté&rbou, Ph.D., feditelem (,Zdravotnické
zarizeni”) I
]
I  picdnostou  Interni

hematologické a onkologické kliniky Fakultni
nemocnice Brno (,Hlavni ___ zkouSejici’) a
AbbVie, s. r. o., Metronom Business Center,
Bucharova 2817/13, Stodtlky, 158 00 Praha 5, Ceska
republika, IC: 24148725, DIC: CZ24148725,
zastoupené Mgr. Janem Balzerem, Country
Operations Manager, na zakladé plné moci (,AbbVie”)
na poskytovani sluzeb uvedenych v Protokolu ¢&.
M20-178 s nazvem ,Randomizované, otevrené
klinické hodnoceni fdze 3 hodnotici ucinnost
a bezpecnost navitoclaxu v  kombinaci s
ruxolitinibem v porovnani s nejlepsi dostupnou
lécbou u pacienti s recidivujici/rezistentni
myelofibrézou (TRANSFORM-2)”.

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

1. Clanek 1, odst. c) se timto zru$uje a nahrazuje
nasledujicim znénim.

c) Zdravotnické zafizeni prohlaSuje a zaruCuje, ze
Hlavni zkouSejici je zaméstnancem Zdravotnického
zafizeni. Zdravotnické zafizeni potvrzuje a souhlasi
stim, Ze SpoleCnost AbbVie uzavie s Hlavnim
zkouSejicim (a pfipadné se ¢leny studijniho tymu)
separatni smlouvu na €innosti ve véci Studie nad ramec
¢innosti, za které odpovida Zdravotnické zafizeni podle
této Smlouvy. Smlouva mj. stanovi odménu Hlavniho
zkousejiciho (popf. ¢len( studijniho tymu) za provedeni
téchto €innosti (,Smlouva o klinické studii uzaviena
se Zkousejicim“). AbbVie bere na védomi, ze vyse
odmény musi byt po celou dobu trvani Studie
v souladu s vnitfnimi  pfedpisy = Zdravotnického
zafizeni, za coz odpovida Hlavni zkouSejici. AbbVie
prohlasuje, ze s vyjimkou této Smlouvy (pfipadné
smluv s ¢leny studijniho tymu) dle pFedchozi
véty neuzavie ve véci této Studie Zadnou dalsi

First Amendment (the “Amendment”) to that certain
Clinical Study Agreement effective 28 January 2021,
between Fakultni nemocnice Brno, Jihlavska 20, 625
00 Brno, Czech Republic, ID: 652 69 705 VAT ID:
CZ65269705, represented by prof. MUDr. Jaroslav
Stérba, Ph.D., Director (“Institution”) | R
.

I
I Chief Physician of Internal Haematology and
Oncology Clinic of Fakultni nemocnice Brno (,Principal
Investigator”) and AbbVie s.r.0., Metronom Business
Center, Bucharova 2817/13, Stodulky, 158 00 Praha 5,
Czech Republic, ID: 24148725, VAT ID: CZ24148725,
represented by Mgr. Jan Balzer, Country Clinical
Operations Manager, upon power of attorney
(“AbbVie”) for services relating to Protocol No.
M20-178 entitled “A Randomized, Open-Label,
Phase 3 Study Evaluating Efficacy and Safety of
Navitoclax in Combination with Ruxolitinib Versus
Best Available Therapy in Subjects with
Relapsed/Refractory Myelofibrosis (TRANSFORM-
2)”.

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. Section 1, par. c¢) is hereby deleted and replaced
with wording as follows:

¢) Institution represents and warrants that Principal
Investigator is an employee of Institution. Institution
acknowledges and agrees that AbbVie shall enter into a
separate agreement with Principal Investigator (as the
case may be, with other members of Institution
Personnel), in order to cover activities related to this
Study, beyond the scope of obligations, to which
Institution is liable under terms of this Agreement. This
separate agreement among others will call for
compensation to be paid by AbbVie to Principal
Investigator (as the case may be, with other members of
Institution Personnel) for activities related to this Study
(“Investigator Clinical Study Agreement”). AbbVie
acknowledges, that amount of compensation must
during the whole duration of performance of Study be in
compliance with internal regulations of Institution and
Principal Investigator shall be responsible for overseeing
this obligation. AbbVie represents, that with the
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smlouvu s Zadnym zaméstnancem Zdravotnického
zafizeni.

Zdravotnické zafizeni souhlasi stim, Z2e Hlavni
zkouS$ejici nesmi byt nahrazen jinym zkouSejicim bez
predchoziho pisemného souhlasu AbbVie. Pokud
Hlavni zkouSejici nebude chtit nebo nebude moci plnit
povinnosti, které jsou na ném vyzadovany, Zdravotnické
zafizeni o tom bude ihned informovat AbbVie a v dobré
vife bude ve spolupraci sni hledat vzajemné
pfijatelného hlavniho zkousejiciho.

2. Rozpocet stanoveny v Pfiloze A Smlouvy se zrusuji
v celém svém rozsahu a nahrazuji se pfilozenymi
PFilohou 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 pIné platnosti a ucinnosti b&éhem
trvani této Smlouvy.

exclusion of this Agreement (as the case may be, with
other members of Institution Personnel) in accordance
with previous sentence, AbbVie shall not enter into any
other agreement with any other employee of Institution
with regard to this Study.

Institution agrees that no other investigator may be
substituted for the Principal Investigator without the prior
written consent of AbbVie. If the Principal Investigator
becomes unwilling or unable to perform the duties
required of Principal Investigator, Institution shall
promptly notify AbbVie and cooperate with AbbVie to
promptly find a mutually acceptable replacement
principal investigator.

2. The Budget set forth in Exhibit A of the Agreement
shall be deleted in its entirety and replaced with the
attached 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.
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NA DUKAZ CEHOZ kazdd 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.

Fakultni nemocnice Brno

By/Podepsal:

Name/Jméno: prof. MUDr. Jaroslav Stérba, Ph.D.

Title/Funkce: Director/feditel

Date/Datum:

By/Podepsal:

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum:
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