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DRUHY DODATEK KE SMLOUVE O KLINICKE
STUDII

Tento druhy dodatek (,Dodatek”) ke Smlouvé o klinické
studii (,Smlouva”), uzawené s ucinnosti od 1. prosince
2014 mezi AbbVie, s. r. 0., Metronom Business
Center, Bucharova 2817/13, Stodllky, 158 00 Praha 5,
Ceska republika, IC: 24148725, DIC: CZ24148725,
zastoupena jednatelem MUDr. Branislavem Trutzem
(-AbbVie”) a Masarykiv onkologicky ustav, Zuty
kopec 7, 656 53 Brno, Ceska republika, zastoupeny
prof. MUDr. Janem Zaloudikem, CSc., feditelem
(,Poskytovatel zdravotnich sluzeb”) na provedeni
klinické studie podle Protokolu €. M12-914 s nazvem

,,Randomizované, placebem kontrolované klinické
hodnoceni faze 3 s carboplatinou, paclitaxelem a
s PARP inhibitorem veliparib (ABT-888) nebo bez
néj u pacientu s HER2-negativnim metastatickym
nebo Iokdlné pokrocilym  neoperovateinym
karcinomem prsu asociovanym s BRCA”

S ohledem na fadné pInéni tohoto Dodatku a v souladu
s podminkami Smlouvy, se smluvni strany dohodly
pozménit Smlouwu nasledowné:

1. Rozpocet stanoveny v Pfiloze A Smlouwy - Rozpocet
a platebni plan se rusi vcelém svém rozsahu a
nahrazuje se pfilozenou Pfilohou A - RozpoCet a
platebni plan.

Pojmy, jez zde nejsou definovany jinak, maji stejny
wznam, ktery je jim pfipisovan ve Smlouve. Kromé
podminek, které se wyslomé zmeénily timto Dodatkem,
zUstavaji vS8echny ostatni podminky této Smlouvy
v pIné platnosti a u€innosti béhem trvani této Smilouvy.

Smluwni strany souhlasi s uvefejnénim tohoto dodatku
véetné predchozich dodatk(i a smlouvy poskytovatelem
zdrawotnich sluzeb za Uu€elem splnéni povinnosti
uloZzenych mu platnou a u€innou prawni Upravou, a to
zejména zakonem €. 340/2015 Sb., o registru smluyv, ve
znéni pozdégSich predpisi, a dale pokyny a
rozhodnutimi ~ Ministerstva  zdrawotnictvi ~ Ceské
republiky. Nicméné obé strany prohlaSuji, ze znéni
Protokolu, design studie, platebni pfilohu a pojistny
certifikat povazuji za obchodni tajemstvi ve smyslu ust.
§ 504 zak. 89/2012 Sh., obCansky zakonk, ve znéni
pozdéjSich predpis.

SECOND AMENDMENT TO THE CLINICAL STUDY
AGREEMENT

Second Amendment (the “Amendment”) to that certain
Clinical Study Agreement (the “Agreement”), effective
1 December 2014, concluded between AbbVie, s.r.0.,
Metronom Business Center, Bucharova 2817/13,
Stodllky, 158 00 Praha 5, Czech Republic, ID:
24148725, VAT ID: CZ24148725, represented by
Branislav Trutz, MD, General Manager and Executive
("AbbVie") and Masarykiv onkologicky ustav, Zluty
kopec 7, 656 53 Brno, Czech Republic, represented by
prof. Jan Zaloudik, CSc., Director (the “Provider of
Medical Services”) (“AbbVie”) for performance of
clinical study in accordance with the Protocol No.
M12-914 entitled

“A Phase 3 Randomized Placebo-Controlled Trial of
Carboplatin and Paclitaxel With or Without the
PARP Inhibitor Veliparib (ABT-888) in HER2-
Negative Metastatic or Localy Advanced
Unresectable BRCA-Associated Breast Cancer”

Subject to the full execution of this Amendment and in
accordance with the temns of the Agreement, the
parties hereby agree to amend the Agreement, as
follows:

1. 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 attached Exhibit A - Budget Summary and
Payment Schedule.

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.

Contracting parties hereby agree with the
disclosure/publication of this amendment, including but
not limited to, any/all preceding amendments and
Agreement by the Provider of Medical Senices in
accordance with the obligations stipulated by applicable
legal regulations, specifically Act no. 340/2015 Caoll., on
Contracts Registry, as amended, and further in
accordance with guidelines and resolutions of the
Ministry of Health of Czech Republic. Howewer, both
contracting parties hereby acknowledge, that the
Protocol, Study Design, detailed Payment Schedule
and Insurance Certificate, shall be deemed as a
business secret in accordance with Section 504 Act no.
89/2012, Coll., Civil Code, as amended.
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AbbVie bere na v&domi, Ze poskytovatel zdravotnich
slzeb jakozto statni pfispéwkova organizace, je
povinna na dotaz tfeti osoby poskytnout informace
podle zékona €. 106/1999 Sb., o svobodném pfistupu k
informacim, ve znéni pozdéjsich predpis.

Smluwni strany se dohodly, Zze v pfipadg, ze
poskytovateli zdrawotnich sluzeb vznikl narok na
Uhradu ¢&astek doplnénych / upravenych timto
dodatkem, uhradi Abbvie poskytovateli zdravotnich

slwzeb takove &astky v  platebnim  obdobi
bezprostfedné nasledujicim po uzaweni tohoto
dodatku.

NA DUKAZ CEHOZ kazdd smluwni strana

prostfednictvim swch fadné zmocnénych zastupcl
uvedla tuto smlouwu v platnost swwm podpisem.

AbbVie hereby acknowledges, that the Provider of
Medical Senices sening as governmental allowance
organization, is obliged to provide information to any
third person upon its request, as stipulated by Act no.
106/1999 Coll., on Free Access to Information, as
amended.

Contracting parties hereby agreed, that should the
Provider of Medical Senices 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.

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 pIné moci

Date/Datum: 6- 9. 2018

By/Podepsal:

Date/Datum:

Masarykuv onkologicky Ustav

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

Title/Funkce: Director / feditel

17.9.2018

| have read this Amendment and acknowledge

the obligations in the Amendment.

Tento Dodatek jsem si

preCetl a uznavam

zavazky z néj plynouci.

By/Podepsal:

Name/Jméno: [N I

Title/Funkce:

Principal Investigator/Hlawni

zkousejici

Date/Datum: 13.9.2018
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