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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 13.
Cervence 2020 a pozménéné Dodatkem ¢&. 1 ze dne 14.
Unora 2022 mezi Ustav hematologie a krevni
transfuze, U Nemocnice 2094/1, 128 00 Praha 2,
Ceska republika, IC: 000 23 736, DIC: CZ00023736,
zastoupené 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 Clinical Operations Manager, na
zakladé plné moci (,AbbVie”) na poskytovani sluzeb
uvedenych v Protokolu ¢&. M19-063 s nazvem
.Randomizované, otevrené klinické hodnoceni faze
3 hodnotici bezpec¢nost a uc¢innost venetoclaxu v
kombinaci s azacitidinem  po alogenni
transplantaci kmenovych bunék u pacienti s
akutni myeloidni leukemii (AML) (VIALE-T)".

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

1. Rozpocet stanoveny v Pfiloze A Smlouvy se
zruSuje v celém svém rozsahu a nahrazuje se
novym znénim Pfilohy A, ktera tvofi pfilohu tohoto
dodatku.

2. Clanek 5. Odména, odst. i) se timto zruSuje a
nahrazuje nasledovné:

i) Vramci této Studie spolecnost AbbVie vyplati
Zdravotnickému zafizeni ¢astku ve vySi |
Il (.Platba na uhradu cestovnich nakladi*) na
Uhradu cestovnich nakladd subjektl studie
v souvislosti s navstévami pozadovanymi v ramci
Studie z mista jejich bydlisté do Zdravotnického
zarizeni a zpét (déle jen ,Cestovni naklady®).
Platba na uhradu cestovnich nakladd bude
provedena za Ucelem pokryti Cestovnich nakladd
a ze strany AbbVie bude vyplacena na zakladé
faktury vystavené Zdravotnickym zafizenim po
uzavieni této Smiouvy.

Zdravotnické zafizeni se zavazuje pouzit Platbu na
Uhradu  cestovnich  nakladd za  dcelem
kompenzace subjektl studie v souvislosti s
Cestovnimi naklady, jeZ jim vzniknou v souvislosti

Second Amendment (the “Amendment”) to that certain
Clinical Study Agreement (the “Agreement”), effective
13 July 2020, amended by Amendment no. 1 as of 14
February 2022 between Ustav hematologie a krevni
transfuze, U Nemocnice 2094/1, 128 00 Praha 2,
Czech Republic, ID: 000 23 736, VAT ID: CZ00023736,
represented by prof. MUDr. Petr Cetkovsky, Ph.D.,
MBA (“Institution”) and AbbVie s.r.o., Metronom
Business Center, Bucharova 2817/13, Stodulky, 158 00
Praha 5, Czech Republic, ID: 24148725, VAT ID:
CZ24148725, represented by Jan Balzer, Mgr. Country
Clinical Operations Manager, upon basis of power of
attorney (“AbbVie”) for services relating to Protocol No
M19-063 entitled “A Randomized, Open Label Phase
3 Study Evaluating Safety and Efficacy of
Venetoclax in Combination With Azacitidine After
Allogeneic Stem Cell Transplantation in Subjects
With Acute Myeloid Leukemia (AML) (VIALE-T)”.

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
shall be deleted in its entirety and replaced with
the attached Exhibit A, as integral part of this
Amendment.

2. Section 5. Compensation, par. i) is hereby deleted
in its entirety and replaced as follows:

i).  Within the scope of this Study, AbbVie shall
make an initial payment in the amount of Il
I o Institution (“Travel Reimbursement
Eee”) for compensation of travel costs of Study
Subjects for Study required visits from their place
of residence to premises of Institution and back (the
“Travel costs”). Travel Reimbursement Fee
intended to cover reimbursement of Travel costs
shall be paid by AbbVie on the basis of invoice
issued by Institution upon execution of this
Agreement.

Institution shall use the Travel Reimbursement Fee
to reimburse Study subjects with regard to Travel
costs of Study subjects incurred to attend Study
visits performed in accordance with the Protocol.
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s U€asti na studijni vizité uskuteCnéné v souladu
s protokolem. Cestovni ndklady budou uhrazeny
kazdému Subjektu studie bezprostfedné po
provedeni studijni navstévy na zdkladé a ve vysi
dle predlozené jizdenky ¢&i jiného obdobného
dokladu v souvislosti s vynaloZzenim Cestovnich
nakladu.

Po vyCerpani % Platby na uhradu cestovnich
nakladi jez byla uhrazena Zdravotnickému
zarizeni za uc¢elem proplaceni Cestovnich naklada,
je Zdravotnické zafizeni opravnéno vystavit dalsi
fakturu, a to ve stejné vysi. Zdravotnické zafizeni
bude vést dostateCné zaznamy prokazujici
vyporadani Cestovnich nakladl Subjektim studie.
Platba na Uhradu cestovnich nakladd muze byt
pouzita Zdravotnickym zafizenim vyluéné pro ucely
uvedené v tomto odstavci 5, pism. i). V navaznosti
na dokonceni Studie ¢&i v pfipadé ukonceni
platnosti této Smlouvy, Zdravotnické zafizeni
poskytne vyuctovani Plateb na uhradu cestovnich
nakladl obdrzenych od spoleénosti AbbVie oproti
Cestovnim nakladdm uhrazenym Subjektim
studie. V pfipadé, ze Zdravotnickému zafizeni
nevznikne narok na celou Platbu na uhradu
cestovnich nakladl, bude jeji nespotfebovana ¢ast
refundovana spole€nosti AbbVie oproti ¢astce za
Cestovni naklady skute¢né vyplacené Subjektiim
studie.

Pausal se v souladu s ust. 36 odst. 11 zakona &.
235/2004 Sb., o dani z pfidané hodnoty, ve znéni
pozdéjSich pfedpist nezahrnuje do zakladu dané
z pfidané hodnoty.

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 pIné platnosti a ucinnosti béhem
trvani této Smlouvy.

Tento dodatek nabyva platnosti podpisem vdemi
smluvnimi stranami a uc&innosti uvefejnénim
v registru smluv dle zakona €. 340/2015 sb., o
registru smluv. Zdravotnické zafizeni se timto
zavazuje tento dodatek uverejnit 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 nejpozdéji do ftficeti dnll od podpisu

Travel costs shall be paid to each Study subject
immediately after completion of a Study visit on the
basis and in the amount as per submitted travel
ticket or any other similar proof of incurred Travel
costs.

After three quarters (%) of the amount of Travel
Reimbursement Fee initially paid is spent by
Institution to reimburse Travel costs, Institution
may issue another invoice, at the same amount.
Institution shall maintain  sufficient records
documenting reimbursement of Travel costs to
Study subjects. Travel Reimbursement Fee may
only be used by Institution as set forth in this
Section 5(i). At the end of the Study, or upon
termination of this Agreement, Institution shall
provide financial reconciliation of the Travel
Reimbursement Fees received from AbbVie
against Travel costs reimbursed to Study subjects.
In the event the entire Travel Reimbursement Fee
is not earned by Institution, the pro-rated amount of
the Travel Reimbursement Fee shall be refunded
to AbbVie based on the amount of travel costs
actually reimbursed to Study subjects.

Travel Reimbursement Fee is not subject to value
added tax i in accordance with section no. 11 of Act
no. 235/2004 on Value added tax, included to tax
assessment base of value added tax.

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
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dodatku smluvnimi stranami, AbbVie si vyhrazuje
pravo tento dodatek uvefejnit sam.

NA DUKAZ CEHOZ kazdd smluvni strana
prostfednictvim svych fadné zmocnénych zastupcl
uvedla tuto smlouvu v platnost svym podpisem.

Amendment is executed by contracting parties,
AbbVie reserves right to publish the Amendment.

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/Podepsal:

Name/Jméno: Mgr. Jan Balzer

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

Date/Datum:

Ustav hematologie a krevni transfuze

By/Podepsal:

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

Title/Funkce: Director/feditel

Date/Datum:

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

Tuto Smlouvu jsem si precetl a uznavam zavazky
Z ni plynouci.

By/Podepsal:

Name/Jméno: MUDr. Jan Vydra

Title/Funkce: Principal Investigator/Hlavni
zkousejici

Date/Datum:
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