DODATEK C. 4 KE SMLOUVE O
ZAJISTENI KLINICKEHO HODNOCENI

Tento Dodatek ke Smlouvé o =zajisténi klinického
hodnoceni (,,Dodatek) je uzavien mezi spole¢nosti
Quintiles Czech Republic, s.r.0., se sidlem Praha 5,
Jinonice, Radlicka 714/113a, PSC 158 00, Ceska
republika, ICO: 247 68 651, DIC: CZ247 68 651 (dale
jen ,,Quintiles*), Krajskou nemocnici Liberec, a.s., se
sidlem Husova 10, Liberec, PSC 460 63, Ceska
Republika, ICO: 272 28933 (dale jen ,,Zdravotnické
zafizent), N (i< jcn , Hlavni
zkousejici®) a spole¢nosti Astra Zeneca AB, se sidlem
v 151 85 Sodertilje, Svédsko (dale jen ,,Zadavatel“), a
nabyva ucinnosti k datu posledniho podpisu uvedeného
niZe.

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, zZe Quintiles,
Poskytovatel, ZkousSejici a Zadavatel jsou smluvnimi
stranami smlouvy s nazvem Smlouva 0 zajisténi
klinického hodnoceni k protokolu “Randomizované,
dvojité zaslepené, placebem kontrolované
multicentrické klinicke hodnoceni faze Il porovnavajici
ucinnost, bezpecnost a snasenlivost pripravku olaparib
oproti placebu pri podavani doplikove léchy
abirateronem u pacientu s metastazujicim karcinomem
prostaty rezistentnim vici kastraci, kteri podstoupili
predchozi chemoterapii obsahujici docetaxel*, Cislo
protokolu D081DCO00008, ktera nabyla G¢innosti dne
14. listopadu 2014 (dale jen "Smlouva"), a ve znéni
Dodatku ¢. 1 ze dne 2. unora 2018, a strany si pieji
zménit tuto Smlouvu;

NYNI, Z TOHOTO DUVODU, s ohledem
na vzajemné pfisliby a ujednani stanovené v tomto
Dodatku se smluvni strany timto dohodly na
nasledujicich zménach ve Smlouvé:

Vsechna ustanoveni a podminky Smlouvy, které nejsou
vyslovné zménény timto Dodatkem, zlstavaji plné¢
platné a u¢inné.

REGISTR SMLUV

Bez ohledu na vyse uvedené, Poskytovatel, Zadavatel
a Quintiles timto berou na védomi, Ze tento Dodatek
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AMENDMENT NO. 4 TO CLINICAL
TRIAL AGREEMENT

This Amendment to Clinical Trial Agreement
(“Amendment”) is between Quintiles Czech
Republic, s.r.o., having a place of business at Praha 5,
Jinonice, Radlicka 714/113a, zip code 158 00, Czech
Republic, Identification number: 247 68 651, Tax
identification number: CZ247 68 651 (“Quintiles”),
Krajska nemocnice Liberec, a.s., having a place of
business at Husova 10, Liberec, zip code 460 63, Czech
Republic, Identification Number: 272 28 933 (the
“Institution”), (“Principal
Investigator”) and Astra Zeneca AB, having a place of
business at 151 85 Sodertélje, Sweden (the “Sponsor”),
and is effective as of the date last signed below.

WITNESSETH:

WHEREAS, Quintiles, Provider, Investigator
and the Sponsor are parties an agreement entitled
Clinical Trial Agreement for Protocol “A Randomised,
Double-Blind, Placebo-Controlled, Multicentre Phase
Il Study to Compare the Efficacy, Safety and
Tolerability of Olaparib Versus Placebo When Given
in Addition to Abiraterone Treatment in Patients With
Metastatic Castrate-Resistant Prostate Cancer Who
Have Received Prior Chemotherapy Containing
Docetaxel” protocol number D081DC00008, effective
as of November 14, 2014 (the “Agreement”), and as
amended by Amendment No. 1 dated Februry 02, 2018,
and the parties desire to amend such Agreement;

NOW THEREFORE, in consideration of the
mutual promises and covenants set forth herein the
parties hereby agree to amend the Agreement as
follows:

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

CONTRACTS REGISTRY

Notwithstanding the foregoing, Provider, Sponsor and
Quintiles hereby acknowledge that this Amendment
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bude zveiejnén spolecné se Smlouvou v souladu se zak.
¢. 340/2015 Sb., o registru smluv. Za zvefejnéni dle
pfedchozi véty odpovidda Poskytovatel. Takovémuto
zvetejnéni nepodléhaji ty udaje, které tvori obchodni
tajemstvi nékteré ze smluvnich stran. Pro Gcely tohoto
Dodatku a Smlouvy se obchodnim tajemstvim rozumi
zejména Oddil XIII. Smlouvy - Finan¢ni vyrovnani,
minimalni cilovy pocet zafazeni, ocekavany zarazeny
pocet subjektt a ocekavana délka trvani Studie. Dale
nebudou takovémuto zvefejnéni podléhat osobni tdaje
fyzickych osob, ledaze jsou jiz zvefejnény v jiném
vefejné piistupném registru. Poskytovatel vyrozumi
Quintiles o zvetejnéni Dodatku spole¢né se Smlouvou
tak, ze ve formulafi pouzivaném ke zvetejnéni smlouvy
zad4 adresu ﬁjako emailovou adresu, na
kterou ma byt zaslana notifikace o uvefejnéni. Neni-li
Dodatek  spolecné se  Smlouvou  zvefejnén
Poskytovatelem ve 1htité 5 pracovnich dni od podpisu
Dodatku vSemi smluvnimi stranami, jsou k jeho
zvetejnéni opravnéni Quintiles ¢i Zadavatel.

Ptedpokléddand hodnota finan¢niho plnéni dle Smlouvy
ve znéni Dodatku ¢ini pfiblizné 680000 K¢.

V ptipadé jakychkoli rozport mezi Ceskou a anglickou
verzi tohoto Dodatku ma pfednost ¢eska verze.
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will be published together with the Agreement pursuant
to Act No. 340/2015 Coll., on Agreements Register. As
and between the Parties, Provider agrees to publish the
Amendment and the Agreement pursuant to the
foregoing. Any information which constitutes trade
secret of either Party is exempted from such
publication. For the purposes of the Agreement and the
Amendment, trade secrets include, but are not limited
to, Section XIlII. of the Agreement - Financial aspects,
minimum enrollment goal, expected number of Study
subjects enrolled and the expected duration of the
Study. Furthermore, personal data of individuals are
also exempt from such publication, unless they have
been previously published in another public register.
The Provider will inform Quintiles of publishing the
Amendment together with the Agreement by
designatin the  following email  address:
& as the email address to which a
notification of publication in the Agreements register
shall be sent. Should the Provider fail to publish this
Amendment together with the Agreement within 5
working days from its full execution by all parties, it
may be published by the Sponsor or Quintiles.

The estimated value of financial payment under the
Agreement, as amended, shall be approximately CZK
680000.

In case of any discrepancies between the Czech and
English language version of this Amendment
occurred, the Czech version shall prevail.
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NA DUKAZ TOHO smluvni strany uzaviely tento IN WITNESS WHEREOF, this Amendment has been
Dodatek prostfednictvim svych fadné opravnénych executed by the parties hereto through their duly

vedoucich pracovnikil v nize uvedeny den.

ACKNOWLEDGED AND AGREED BY QUINTILES
CZECH REPUBLIC, s.r.o.

Na diikaz souhlasu pFipojuje sviij podpis opravnény
zastupce Quintiles Czech Republic, s.r.o.

By/Podpis:

Name/Jméno:
Title/Funkce:

Date/Datum: 14.3.2018

Under a Power of Attorney Quintiles Czech Republic, s.r.o.
Na zéklad¢€ plné moci Quintiles Czech Republic, s.r.o.

Signed by Quintiles Czech Republic s.r.0., under a
Power of Attorney for and on behalf of Astra Zeneca
AB:

Quintiles Czech Republic s.r.o. na zakladé plné moci v
zastoupeni Astra Zeneca AB:

authorized officers on the date(s) set forth below.

ACKNOWLEDGED AND AGREED BY Krajska
nemocnice Liberec, a.s:

Na diikaz souhlasu pfipojuje sviij podpis opravnény
zastupce Krajské nemocnice Liberec, a.s.:

By/Podpis:

Name/Jméno: MUDr. Richard Lukas, PhD

Title/Funkce: Managing Director and Chairman of the
Board of Directors / Generalni feditel a
predseda piedstavenstva

Date/Datum:___ 20.4.2018

ACKNOWLEDGED AND AGREED BY I

Na diikaz souhlasu p¥ipojuje sviij podpis [ NGTcNGNG:

By/Podpis:

BylPodpls: Name/smeno: [N
Name/Jméno: Title/Funkce: Principal Investigator/Hlavni zkousejici
Title/Eunkee: Date/Datum: 10.4.2018
Date/Datum: 14.3.2018
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