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CONTRACT AMENDMENT#1TO

C0-338-043 (ARIEL4)

DODATEK C. 1 KE SMLOUVE O

CLINICAL TRIAL AGREEMENT

PROVEDENI KLINICKEHO HODNOCENI

This CONTRACT AMENDMENT # 1 TO
CLINICAL TRIAL AGREEMENT
(“Contract Amendment # 1), that shall
become valid on last signature date hereof and
effective on date of its publication in
accordance with Act 340/2016, on Register of
Contracts by and between

CLOVIS ONCOLOGY, Inc. located at 5500
Flatiron Parkway, Suite 100, Boulder, CO
80301, USA (“Sponsor™)

And
Fakultni nemocnice v Motole, state founded

organisation, located at V Uvalu 84, Zip
code: 150 06, Prague 5, Czech Republic,

Company ID no.: 00064203, represented by
I (ic Provider of

healthcare services or Provider”)

WITNESSETH:

WHEREAS, under the terms of a the
Clinical Trial Agreement, dated 12 of May
2017 and as amended (the “Agreement”)
between and among the parties, Sponsor
retained the Provider to perform the research
study entitled “A Phase 3 Multicenter,
Randomized Study of Rucaparib versus
Chemotherapy in Patients with Relapsed,
BRCA Mutant, High Grade Epithelial
Ovarian, Fallopian Tube, or Primary
Peritoneal Cancer”, bearing protocol number
CO-338-043 (the “Study”) sponsored by
CLOVIS ONCOLOGY, Inc.., as more
particularly described in the Agreement; and

Tento DODATEK C. 1 KE SMLOUVE O
PROVEDENI KLINICKEHO HODNOCENI
(dale jen ,,Dodatek ¢. 1 ke Smlouvé®), ktery se
stava platnym dnem podpisu posledni strany a
nabyva UCinnosti datem jeho zvefejnéni
v souladu se zakonem ¢. 340/2016 o Registru
smluv, se uzavird mezi

CLOVIS ONCOLOGY, Inc., se sidlem 5500
Flatiron Parkway, Suite 100, Boulder, CO
80301, USA (dale jen ,,Zadavatel®)

a

Fakultni  nemocnice v Motole,  statni
prispévkova organizace, s adresou V Uvalu 84,

PSC: 150 06, Praha 5, Ceska reﬁublika, IC:

00064203, zastoupena
(dale jen ,,Poskytovatel zdravotnich sluzeb nebo
Poskytovatel*)

NECHT JE STVRZENO:

VZHLEDEM K TOMU, ZE na
zakladé Smlouvy o provedeni klinického
hodnoceni mezi smluvnimi stranami ze dne 12.
kvétna 2017 (dale jen ,,Smlouva”), Zadavatel
zavazal Poskytovatele zdravotnich sluzeb k
provadéni klinické vyzkumné studie pod
nazvem “Multicentrickd, randomizovna studie
faze 3, srovnavajici rucaparib s chemoterapii u
pacientek s relabujicim zhoubnym epitelidlnim
novotvarem ovaria, vejcovodu nebo primadrné
peritonea, svysokym gradingem a pozitivni
mutaci BRCA” (dale jen ,,Studie), s Cislem
protokolu C0-338-043, sponzorované
spole¢nosti CLOVIS ONCOLOGY, Inc., jak
je podrobnéji popsana ve Smlouve; a
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WHEREAS, the parties hereto desire
to modify the Agreement to amend the budget
within Exhibit B, by including an additional
cost for Infusion set with filter (|
Preparation);

NOW, THEREFORE, in
consideration of the premises and of the
following mutual promises, covenants and
conditions hereinafter set forth, the parties
hereto agree as follows:

1. Budget. To account for changes to the
services and costs under the
Agreement, the parties agree that
Exhibit B of the Agreement is hereby
deleted in its entirety and replaced with
the attached Exhibit B, which now
includes the additional cost for

Infusion set with filter (|

Preparation).

The parties agree that the Provider will
be retroactively reimbursed for the
Infusion sets with filter ([l
Preparation) purchased for the purpose
of the study conduct before the
execution of the Contract Amendment
#1, in accordance with Exhibit B
Budget hereto. Expected maximum
amount of the total payment under
this Agreement, as amended, will be
approximately 1.502.065,-Czk.

2. Ratification of Balance of
Agreement. In all other respects, the
terms of the Agreement are hereby
ratified and affirmed by each of the
parties hereto.

3. Headings. The headings in this
Contract Amendment # 1 are for
convenience of reference only and
shall not affect its interpretation.

4. Validity and Effectiveness. This
Amendment 1 is valid on the last

CO-338-043 (ARIEL4)

VZHLEDEM K TOMU, ZE smluvni

strany si pfeji zménit Smlouvu v rdmci Ptilohy

B, a to zahrnutim dodate¢nych nakladu za
infuzni sety s filtrem (ptiprava );

SE TIMTO s ohledem na piedpoklady
a nasledujici vzijemné pfiisliby, dohody a
podminky dale ustanovené smluvni strany
dohodly takto:

1. Rozpocet / Platebni podminky. Za
ucelem zohlednéni zmén ve sluzbach a
nakladech podle Smlouvy se strany
shoduji, ze Ptiloha B, kterd je ptipojena
k této Smlouvé je timto odstranéna a
nahrazena zde pfilozenou Piilohou B,
ktera nové zahrnuje dodate¢né naklady
za infuzni sety sfiltrem (pfiprava

)

Smluvni strany souhlasi s tim, ze
Poskytovateli budou zpétné uhrazeny
infuzni  sety  sfiltrem  (pfiprava
B koupené  pro  udely
provedeni této Studie pied uzavienim
Dodatku ¢. 1, a to vsouladu se zde
pfipojenou Piilohou =~ B Rozpocet.
Ocekavana maximalni ¢astka celkové
platby podle této Smlouvy, ve znéni
tohoto dodatku bude p¥iblizné ¢init
1.502.065,-K¢&.

2. Potvrzeni obsahu Smlouvy. Ve vsech
ostatnich  ohledech jsou podminky
Smlouvy schvaleny a potvrzeny kazdou
smluvni stranou této Smlouvy.

3. Nadpisy. Nadpisy uvedené v tomto
Dodatku ¢. 1 ke Smlouvé maji pouze
informativni vyznam a nemaji jakykoli
vliv na vyklad Smlouvy.

4. Platnost a u¢innost. Tento Dodatek ¢. 1
se stava platnym dnem podpisu posledni
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signature hereof and shall become
effective by the date of publishing in
the Register of contracts, when the
provisions of Article 6 of the
Agreement are  applicable  for
publication.

CO-338-043 (ARIEL4)
smluvni strany a Gfinnym dnem
zvetejnénim v registru smluv, kdyz na
zvefejnéni se pouziji ustanoveni dle ¢l.
6 Smlouvy.
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IN WITNESS WHEREOF, the parties
hereto, each by a duly authorized
representative, have executed this Contract
Amendment # 1 as of the date first written
above.

CLOVIS ONCOLOGY, Inc.

By/Podepsal:

C0-338-043 (ARIEL4)

NA DUKAZ TOHO, i4dné zmocnéni zéstupci
smluvnich stran podepsali tento Dodatek ¢. 1 ke
Smlouvé ke dni posledniho podpisu, jak je
uvedeno niZe.

Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno:

Title/Funkce:

Date/Datum:

PROVIDER OF HEALTHCARE SERVICES / POSKYTOVATEL ZDRAVOTNICH

SLUZEB

By/Podepsal:

Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno:

Title/Funkce:

Date/Datum:
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I, hereunder undersigned,
, as the Principal
Investigator, hereby certify, that | have duly
read this Amedment no. 1 and | shall oblige to
secure fulfillment of obligations arrising out of
it, which may relate to me in accordance with
the legislation. Further, | affirm not to disclose
any information related to this Study unless
prior approval of the Sponsor is obtained, and
also oblige to maintain secrecy about any/all
submitted information, to maintain such
information as confidential and to refrain from
any use of such information and results other
than for purposes of this Study.

Date/Datum:

C0-338-043 (ARIEL4)

Ja, nize podepsana | EEEEEEEEEEEE
jako Hlavni zkousejici potvrzuji, ze jsem se fadne
seznamila a souhlasim s podminkami tohoto
Dodatku ¢. 1 a zavazuji se zajistit dodrZovani
povinnosti z n€j vyplyvajicich, které by mné
mohly nalezet v souladu s pravnimi ptedpisy.
Dale se zavazuji nezvefejnovat informace tykajici
se predmétného klinického hodnoceni (Studie)
bez predchoziho pisemného souhlasu Zadavatele,
zachovavat mlcenlivost o vSech poskytnutych
informacich, povazovat tyto za divérné a zdrzet
se jakéhokoliv jiného uziti téchto informaci a
vysledki nez pro ucely tohoto klinického
hodnoceni.
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EXHIBIT B/PRILOHA B
BUDGET / ROZPOCET

[Exhibit B is kept blank based on non-disclosure [Piiloha B je ponechana prazdna dle ujednani o
agreement in accordance with Article 6 of the nezvetejiiovani v souladu s ¢lankem 6 Smlouvy]
Agreement]
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