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DODATEK €. 2 KE SMLOUVE O KLINICKEM
HODNOCENI

AbbVie, s. r. o., Metronom Business Center,
Bucharova 2817/13, Stodllky, 158 00 Praha 5, Ceska
republika, IC: 24148725 ~ DIC: (CZ24148725,
zastoupena MUDr. Josefem Swobodou, CSc., Country
Clinical Operations Manager, na zdkladé plné moci
(-AbbVie”), a Masarykiv onkologicky ustav, Zuty
kopec 7, 656 53 Brno, Ceska republika, zastoupeny
prof. MUDr. Janem Zaloudikem, CSc., feditelem,
(,Poskytovatel zdravotnich sluzeb*) uzaviraji tento
druhy dodatek (,Dodatek“) ke Smlouveé o klinickém
hodnoceni uzavwené mezi témito smluwnimi stranami
dne 10. dubna 2015, ve znéni dodatku €. 1 ze dne
29. 6. 2016 (dale spole€¢né je ,Smlouva®), jejimz
pfedmétem je provedeni klinické studie
podle Protokolu €. M14-011 s nazvem

.Nahodna, placebem fizena, dvojité slepa, trifazova

studie vyhodnocujici bezpec¢nost a ucinnost pfidani
pridani

neoadjuvani
se standardni

karboplatiny  Veliparib  Plus
karboplatiny do standradni
chemoterapie v  porovnani
neoadjuvantni chemoterapii u pacientek s trojité
negativni rakovinou prsu v rané fazi (TNBC)”

oproti

VZHLEDEM K TOMU, ze INC Research Czech
Republic s.r.o., Zeleny Pruh 1560/99, 140 00 Praha 4,
Ceska republika (,CRO") je klinickou wyzkumnou
organizaci, jejiz hlawmi Ccinnosti je nawhovani,
spravovani a vedeni klinickych hodnoceni humannich
[éCivych pfipravkl, a dalSi souvisejici ¢innosti, jménem
a  vzastoupeni  MastnikG  a/nebo  wrobcu
farmaceutickych produktd; a

VZHLEDEM K TOMU, ze AbbVie prevedlo urcité své
zavazky a Cinnosti AbbVie, WCetné zejména zajiStovani
plateb; a

A VZHLEDEM K TOMU, ze AbbVie si preje prevést
odpovédnost za tyto zavazky a Cinnosti ze CRO na
AbbVie.

S ohledem na fadné pInéni tohoto Dodatku a v souladu
s podminkami Smlouvy, se smluwni strany dohodly
pozmeénit Smlouw za UCelem zohlednéni prevodu
platebnich povinnosti CRO wplyvajicich ze Smlouwy
ze CRO na AbbVie. V tomto smyslu smluvni strany
souhlasi's nasledujicim:

AMENDMENT no. 2 TO THE CLINICAL STUDY
AGREEMENT

AbbVie, s.r.o., Metronom Business Center, Bucharova
2817/13, Stodllky, 158 00 Praha 5, Czech Republic,
ID: 24148725, VAT ID: CZ24148725, represented by
MUDr. Josef Swoboda, CSc., Country Clinical
Operations Manager, based upon a power attorney
("AbbVie") and Masaryktiv onkologicky ustav, Zluty
kopec 7, 656 53 Brno, Czech Republic, represented by
prof. Jan Zaloudik, CSc., Director (the “Provider of
Medical Services”), enter into this Second amendment
(the “Amendment”) to Clinical Study Agreement
executed by and between the parties on the date of 20
January 2015, amended by Amendment no. 1 as of 29
June 2016 (collectively hereinafter only the
“Agreement”), regarding the performance of a clinical
study in accordance with the Protocol No. M14-011
entitled

“A Randomized, Placebo-Controlled, Double-Blind,
Phase 3 Study Evaluating Safety and Efficacy of the
Addition of Veliparib Plus Carboplatin Versus the
Addition of Carboplatin to Standard Neoadjuvant
Chemotherapy Versus Standard Neoadjuvant
Chemotherapy in Subjects with Early Stage Triple
Negative Breast Cancer (TNBC)".

WHEREAS INC Research Czech Republic s.r.o.
Zeleny Pruh 1560/99, 140 00 Prague 4, Czech
Republic (“CRO”). is a clinical research organization
whose primary activity is the design, setup and
management of human clinical trials, and other related
senices, on behalf of the owners and/or manufacturers
of pharmaceutical products; and

WHEREAS AbbVie, delegated certain obligations and
activities of AbbVie, including but not limited to the
administration of payments; and

AND WHEREAS AbbVie wishes to transition

responsibility of such obligations and activities from
CRO to AbbVie.

Subject to the full execution of this Amendment and in
accordance with the temms of the Agreement, the
parties hereby agree to amend the Agreement to reflect
the assignment of CRO’'s payment obligations under
the Agreement from CRO to AbbVie. As such, the
parties agree as follows:
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1. S dCinnosti ke dni podpisu tohoto dodatku,
AbbVie pfevezme a bude zajiStovat plnéni
veSkerych zavazk( a cinnosti provadénych
CRO, zejména wetné zajisténi provadéni
Uhrad dle podminek Smlouvy. Jakékoli odkazy
uvedené e Smlouvg, jejich pfilohach a
dodatcich uvadgjici pojmy ,CROY ,CRO a
AbbVie*, ,CRO nebo AbbVie*, ,CRO jménem a
v zastoupeni AbbVie“ i jakékoli jiné obdobné
terminy budou nahrazeny pojmem ,AbbVie*.

2. Za uCelem odstranéni jakychkoli pochybnosti,
veskeré odkazy na CRO jakozto platce
definovaného v Clanku (Odména) Smlouwy se
timto odstrafuje a nahrazuje se spolenosti
AbbVie s GCinnosti ke dni podpisu tohoto
dodatku, za uCelem zohlednéni pievodu
veskerych platebnich zavazk( a povinnosti ze
CRO na AbbVie.

3. S Cinnosti ke dni podpisu tohoto dodatku,
jakakoli informace vztahujici se k Clanku
(Odména) a Priloze A Smlouwy definujici
osobu a adresu, na kterou maji byt faktury Ci
refundace zasilany, se timto odstranuje a
nahrazuje nasledujicim znénim:

Vlozte Jméno a Kontaktni osobu

1. Effective as of the date of execution of this
Amendment, AbbVie will assume and perform
all of the obligations and activities performed
by CRO includng but not limited to
administration of payment under the
Agreement. Any references in the Agreement,
exhibits and attachments thereto to “CRO’
“‘CRO and AbbVie”, “CRO or AbbVie” “CRO
on behalf of AbbVie” or similar phasing shall
be replaced by “AbbVie”.

2. For purposes of clarity, all references to the
CRO as the payor in Section (Compensation)
of the Agreement are hereby deleted and
replaced with AbbVie effective as of the
execution of this Amendment to reflect the
assignment of all payment obligations from
CRO to AbbVie.

3. Effective as of the date of execution of this
Amendment any information in Section
(Compensation) and Exhibit A of the
Agreement indicating the individual and
address to which inwices or refunds are to be
sent is hereby deleted and replaced with the
following:

Insert Name and Contact Information

4. Smluwni strany se dohodly pozménit Smlouwu
nasledowneé:

Rozpocet stanoveny v Pfiloze A Smlouwy - Pfehled
rozpo¢tu a platebni harmonogram se rusi v celém
svem rozsahu a nahrazuje se Pfilohou A - Pfehled
rozpoCtu a platebni harmonogram, jak je pfilozen
k tomuto Dodatku.

4. The parties hereby agree to amend the
Agreement, as follows:

Effective as of the date this Amendment is fully
executed, the Budget set forth in Exhibit A of the
Agreement - Budget Summary and Payment
Schedule of the Agreement shall be deleted in its
entirety and replaced with the Exhibit A - Budget
Summary and Payment Schedule attached to this
Amendment.
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Smiluwni strany se dohodly, ze v pfipadé, ze
poskytovateli zdravotnich sluzeb vznikl do uzavieni
tohoto Dodatku narok na uhradu Castek doplnénych
/ upravenych timto Dodatkem, uhradi Abbvie
poskytovateli zdravotnich sluzeb takove Castky v
platebnim obdobi bezprostfedné nasledujicim po
uzawvieni tohoto Dodatku.

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

NA DUKAZ CEHOZ kazdd smluwni strana
prostfednictvim swch fadné zmocnénych zastupcl
uvedla tuto smlouwu v platnost swwym podpisem.

Contracting parties hereby agreed, that should the
Provider of Medical Senvices is entitled to payments of
any compensations modified / amended by this
Amendment, AbbVie shall make payments of such
amounts to Provider of Medical Senices in payment
period consectutive to the period following execution of
this Amendment.

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

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: MUDr. Josef Svoboda, CSc.

Title/Funkce: Country Clinical Operations Manager
upon power of attorney / na zakladé plné moci

Date/Datum: 6. 9. 2018

By/Podepsal:

Date/Datum:

Masarykav onkologicky tstav

Name/Jméno: prof. MUDr. Jan Zaloudik, CSc.

Title/Funkce: director / feditel

17.9.2018

| have read this Agreement and acknowledge the

obligations in the Agreement.

Tuto Smlouw jsem si preCetl a uznavam
zavazky z ni plynouci.

By/Podepsal:

Name/Jmeéno: [
Title/Funkce: Principal Investigator / Hlawni
zkousejici

Date/Datum:_17-9. 2018
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