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’DODATEK KE SMLOUVE O KLINICKEM
HODNOCENI

Prvni dodatek (,dodatek") k dané smlouvé o klinickém
hodnoceni u¢inné k 10.4.2015 (,smlouva‘), uzaviené
mezi spole¢nosti AbbVie, s. r. 0., se sidlem Metronom
Business Center, Bucharova 2817/13, Stodllky, 158 00
Praha 5, Ceska republika, IC: 24148725 DIC:
CZ24148725 (dale jen ,AbbVie") a Masarykovym
onkologickym ustavem, se sidlem Zluty kopec 7, 656
53 Brno, Ceska republika, IC: 00209805, DIC:

CZ00209805 |déle '|en |Poskitovatel zdravotnich

sluzeb”) a

—(déle jen "Zkousejici"), ktera

upravuje poskytovani sluzeb souvisejicich s protokolem
¢. M14-011 s nazvem ,Randomizovana, placebem
kontrolovana, dvgjité zaslepena studie féze 3
hodnotici bezpeénost a ucinnost pridani Veliparibu
a Carboplatinu oproti pridani Carboplatinu ke
standardni neoadjuvantni chemoterapii a oproti
standardni neoadjuvantni chemoterapii u pacientek
s triple negativni rakovinou prsu (TNBC) v raném
stadiu“ (,protokol").

Na zakladé podepsani tohoto dodatku vSemi smluvnimi
stranami a v souladu s podminkami smlouvy se timto
smluvni strany dohodly, ze smlouva bude upravena
nasledujicim zplsobem:

¥

1. Na zakladé Dodatku Protokolu & 3 a 4 se
rozpoet uvedeny v Pfiloze A smlouvy timto
odstrafiuje v celém rozsahu a je nahrazen
rozpottem, ktery tvofi pfilohu A tohoto
dodatku.

Druhy odstavec pismene d) ¢lanku 8. Odména
se timto v celém rozsahu rusi a je nahrazen
nasledujicim textem:

.Poskytovatel zdravotnich sluzeb se zavazuje proplacet
subjektlim Studie cestovni naklady, a to po kazde
navstévé subjektu Studie uskutednéné v souladu s
protokolem Studie. Cestovni naklady budou uhrazeny
subjektu  Studie bezprostiedné po uskutednéni
navstévy na zakladé a ve vysi dle pfedloZzené jizdenky
¢i jiného obdobného dokladu prokazujiciho vynalozené
naklady. Vy$e nahrady vyplacena jednotlivému
subjektu Studie nesmi piekrocit |V ramci
jedné studijni navstévy.*

3. Veskeré odkazy ve Smlouvé na adresu
spole¢nosti AbbVie jsou timto nahrazeny

Masarvk's Oncology Institute
M!4—0!!

15 June 2016

AMENDMENT TO THE CLINICAL STUDY
AGREEMENT

First Amendment (the “Amendment’) to that certain
Clinical Study Agreement effective 10.4.2015 (the
“Agreement”), between AbbVie s.r.o0., registered office:
Metronom Business Center, Bucharova 2817/13,
Stodulky, 158 00 Prague 5, Czech Republic, Business
Registration Number: 24148725, Tax Registration
Number: CZ24148725 (hereinafter "AbbVie") and
Masaryk’s Oncology Institute, registered office: Zluty
kopec 7, 656 53 Brno, Czech Republic, Business
Registration No.: 00209805, Tax Registration No.:

CZ00209805 (the "Medical Services Provider"

(hereainafter "Investigator"), which covers provision of
services relating to 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)" (“Protocol’).

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. Pursuant to Protocol Amendment no.3 and 4,
the Budget set forth in Exhibit A of the
Agreement shall be deleted in its entirety and
replaced by the budget, which is attached
hereto as Exhibit A. :

2. Second paragraph, letter d) of Section 8.
Compensation is hereby deleted in its entirety

and replaced by the following:

“The Medical Services Provider agrees to reimburse
Travel Expenses to the Study subjects after each visit
made by the Study subject in accordance with the
Study Protocol. Travel Expenses will be reimbursed to
the Study subject, immediately after the visit on the
basis of and in the amount of a submitted travel ticket
or other similar document showing proof of the expense
incurred. The amount reimbursed to*each subject may
not exceed AN for one Study visit.”

3. Any and all references to the address of

AbbVie within the Agreement shall be replaced
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Metronom Business Center,

.r.o.,
:r2817/13, Stodulky, 158 00 Praha 3,

Eeska republika“.

, Abbvie S
Bucharova

imam,  jeZ zde nejsou definovany jinak, bude
P;éuzou'én vyznam, ktery je jim pfipisovan ve smlouvé.
Eokud neni vyslovné upraveno v tomto dodatku jinak,

pudu véechny ostatni podminky smlouvy po dobu
platnosti teto smlouvy i nadale platné a ucinné. Tento

dodatek nabyva ucinnosti po Gplném podpisu véemi
smiuvnimi stranami.

NA DUKAZ GEHOZ kazda ze stran piipojila nize pod
tento dodatek podpis svého opravnéného zastupce
jednajiciho jejim jménem.

ABBVIE s.r. 0.

By / podpis:

MUDr. Josef Svoboda CSe.

Name / jméno:

Title / funkce

18 -06- 2016

Date / datum:

By / podpis:

Name / jméno:

Title / funkce:

Investigator / ZkouSejici

29.06. 2015

Date / datum:

Masaik's Oncoloii Institute

M14-011
15 June 2016
with:
,AbbVie s.r.o., Metronom Business Center,

Bucharova 2817/13, Stodllky, 158 00 Prague
5, Czech Republic.

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 be effective upon
full execution by all parties.

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.

Masarykuv onkd

By / podpis:

ik, CSc.

rof. MUDr. {an Zaloudik, CSc.
irector / Fedite

29 06. 2016

Name / jméno:
itle / funkce:

Date / datum:
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halouzka
Text napsaný psacím strojem
prof. MUDr. Jan Žaloudík, CSc.


Masak’s Oncolo Institute

15 June 2016
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Masak’s Oncolo Institute

M14-011
15 June 2016
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