AMENDMENT 1 TO CONTRACT ON
CLINICAL TRIAL

DODATEK C. 1 KE SMLOUVE O
KLINICKEM HODNOCEN{

This Amendment 1 to Contract On Clinical
Trial (“Amendment”) is between Quintiles
Czech Republic, s.r.o0., with its seat at Radlicka

714, 158 00 Praha 5, Czech Republic
(“Quintiles” and/or “Contractual Research
Organization” or “CRO”),

Masarykiivonkologickyustav, having a place
of business at Zlut}'lkopec 7, Brno, zip code 656
53, Czech Republic (the “Provider”), Astra
Zeneca AB, having a place of business at 151
85 Sodertdlje, Sweden, SE-151 85 (the
“Sponsor” and/or “Astra Zeneca”) and
B 2 cployee of the Provider,
with the address at [ Gc—_ (the
“Principal Investigator”), each a “Party” and
together the “Parties” and is effective as of the
date last signed below.

Tento dodatek ¢. 1 ke smlouvé o klinickém
hodnoceni (,,Dodatek*) se wuzavira mezi
Quintiles Czech Republic, s.r.o., se sidlem
Radlicka 714, 158 00 Praha 5, Ceska republika
(,,Quintiles nebo ,,smluvni  vyzkumna
organizace” nebo ,,CRO*), Masarykovym
onkologickym tstavem, se sidlem Zluty kopec
7, Brno, PSC 656 53, Ceska republika
(,,Poskytovatel), spolecnosti Astra Zeneca
AB, se sidlem 151 85 Sdodertilje, Svédsko, SE-
151 85 dale jen ,,Zadavatel“ anebo ,,Astra
Zeneca®) a ﬂtnankyni
Poskytovatele, bytem (,,hlavni
zkousejici®), dale samostatné oznacovanymi
jako ,,strana* a spolecné jako ,,strany* a nabyva
ucinnosti ke datu posledniho podpisu nize.

WITNESSETH:

TIMTO SE STVRZUJE:

WHEREAS, Quintiles, Provider, Sponsor and
Investigator are parties to an agreement entitled
Contract On Clinical Trial effective as of
December 08, 2015 (the “Agreement”), and the
parties desire to amend such Agreement;

VZHLEDEM K TOMU, ZE Quintiles,
Poskytovatel, Zadavatel a Zkousejici jsou
stranami smlouvy s nazvem Smlouva o
klinickém hodnoceni uzaviené s U¢innosti ke
dni 8. prosince 2015 (,,Smlouva“), a vzhledem
k tomu, Ze si strany pfeji upravit znéni této
smlouvy;

WHEREAS, Protocol has been updated;

VZHLEDEM K TOMU, ZE byl pozménén
protokol;

WHEREAS, Budget & Payment Schedule, has
been updated.

VZHLEDEM K TOMU, ZE byl pozménén
rozpocet a platebni prehled,

NOW THEREFORE, in consideration of the
mutual promises and covenants set forth herein,
and other good and valuable consideration, the
receipt and sufficiency of which is hereby

NYNI S OHLEDEM NA SHORA
UVEDENE, se zictelem na vzijemné sliby a
umluvy zde obsazené a dalSi nalezita a
hodnotnd protiplnéni, jejichz pfijeti a
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acknowledged, the parties hereby agree to
amend the Agreement as follows:

dostateCnost se timto uznava, se strany timto
dohodly upravit smlouvu nasledovng¢:

1. Protocol Title throughout the
Agreement is revised to read in full as follows:

1. Nazev protokolu se v celé smlouve
upravuje v plném znéni nasledovné:

An Open Label, Single Arm, Multicentre Study
to Assess the Clinical Effectiveness and Safety
of Lynparza (Olaparib) Capsules Maintenance
Monotherapy in Platinum Sensitive Relapsed
somatic or germline BRCA Mutated Ovarian
Cancer Patients who are in Complete or Partial

Oteviené,  jednoramenné, multicentrické
klinické hodnoceni posuzujici klinickou
ucinnost a DbezpeCnost tobolek Lynparza

(Olaparib) pii udrzovaci monoterapii pacientek
s karcinomem vajeCniku somatickou nebo
zarodecnou mutaci BRCA citlivou na lécbu

PAYMENT SCHEDULE, Section O. Blood
Germline BRCA Tests and Section P. Blood
Germline BRCA test performed for the
study conducted in FakultniNemocnice
Hradec Kralovéis hereby deleted in its
entirety.

Response  Following  Platinum  based | platinou, u nichz doslo k relapsu a které upln¢

Chemotherapy (ORZORA) nebo Castetné¢ odpovidaji na chemoterapii
zaloZenou na platiné (ORZORA)

2. Appendix 1, BUDGET & | 2. Pfiloha 1, ROZPOCET A

PLATEBNI PREHLED, ¢ast O. Krevni test
zarode¢né mutace genu BRCA a cast P.
Krevni test zarode¢né mutace genu BRCA
pro Kklinické hodnoceni provadéné ve
Fakultni nemocnici v Hradci Kralové se
timto cela odstranuje.

3, Appendix 1, BUDGET &
PAYMENT SCHEDULE, Section BUDGET

3. Piiloha 1, ROZPOCET A
PLATEBNi PREHLED, ¢ist PLATEBNI

TABLE, is hereby deleted in its entirety and
replaced with the following:

TABULKA se timto celda odstraiuje a
nahrazuje se nasledujicim znénim:

BUDGET TABLE

PLATEBNI TABULKA

TABLE 1: Planned Subject Visits:

TABULKA C. 1: Planované navstévy subjektii:

VISIT PAYMENT
(CZK)

VISIT
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Total per subject

payment 110091

Celkova castka za

subjeki 110091

Table 2: Conditional Subject Visits:

Tabulka ¢. 2: Navstévy subjektit uskuteénéné
podle potieby:

Visit

Visit Payment

Platba za
navstévu

NavS§téva

The Provider will be reimbursed for all visits
completed prior to the execution of this
Amendment immediately following the
conclusion of this Amendment and in the
amounts set forth herein in accordance with the
completed CRFs.

Vsechny navstévy dokoncené pred uzavienim
tohoto dodatku budou uhrazeny Poskytovateli
v platebnim obdobi bezprostiedné
nasledujicim po uzavieni tohoto dodatku a

v ¢astkach stanovenych timto dodatkem

v souladu s vyplnénymi CRF.

All terms and conditions of the Agreement not
expressly amended by this Amendment remain
in full force and effect.

Veskeré podminky smlouvy, jez tento dodatek
vyslovné neupravuje, zlstavaji pln€¢ platné a
ucinné.

IN WITNESS WHEREOF, this Amendment
has been executed by the parties hereto through
their duly authorized officers on the date(s) set
forth below.

NA DUKAZ CEHOZ smluvni strany uzaviely
tento  dodatek  prostfednictvim  svych
opravnénych zastupct k datu uvedenému nize /
k datim uvedenym niZze.

ACKNOWLEDGED AND AGREED BY QUINTILES CZECH REPUBLIC S.R.O.: / NA
DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE

QUINTILES CZECH REPUBLIC, S.R.O.:

Signature / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum:_11.7.2017
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halouzka
Text napsaný psacím strojem
11. 7. 2017


ACKNOWLEDGED AND AGREED BY MASARYKﬁV’ONKOLOQICKY USTAV:/NA
DUKAZ SOUHLASU PIVQIPOJUJE,SVUJ PODPIS OPRAVNENY ZASTUPCE
MASARYKOVA ONKOLOGICKEHO USTAVU:

Signature / Podpis:

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

Title / Funkce:Director / Reditel
(must be authorized to sign on Provider’s behalf) /
(pfedmétna osoba musi byt opravnéna jednat jménem poskytovatele)

Date / Datum:_ 18. 7. 2017

ACKNOWLEDGED AND AGREED BY ASTRA ZENECA AB (publ): / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE ASTRA ZENECA
AB (publ):

Signature / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum:__29- 6- 2017

ACKNOWLEDGED AND AGREED BY INVESTIGATOR: / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS ZKOUSEJICI:

Signature / Podpis:

Name / Jméno: ||| GG—_vvvvvvvvy

Date / Datum: _18.7.2017
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halouzka
Text napsaný psacím strojem
18. 7. 2017

halouzka
Text napsaný psacím strojem
29. 6. 2017

halouzka
Text napsaný psacím strojem
18. 7. 2017




