CONFIDENTIAL INFORMATION / DUVERNE INFORMACE

CLINICAL TRIAL RESEARCH AGREEMENT

SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENi

This CLINICAL TRIAL AGREEMENT (this
“Agreement”) is made and entered into effective
as of the date signed by SPONSOR (“Validity
Date”) by and between CLOVIS ONCOLOGY,
INC., a Delaware corporation having an office at
5500 Flatiron Parkway, Suite 100, Boulder,
Colorado 80301 (“SPONSOR?”), represented by its
legal representative Clovis Oncology Ireland
Limited having an office at Regus Dublin Airport,
Skybridge House - Dublin Airport, Swords, County
Dublin, K67

P6K2, Ireland

and

University Hospital in Pilsen , having an address of

Edvarda Benese 1128/13, 305 99 Pilsen
(“INSTITUTION”).
and

Denis Berezovskiy M.D., having an address of
XXX (“INVESTIGATOR”)..

Tato SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENI (tato ,smlouva®) je uzaviena a
vstoupila v platnost dnem podpisu ze strany
ZADAVATELE (,datum platnosti) a uzaviraji ji
delawarska spolec¢nost CLOVIS ONCOLOGY,
INC. se sidlem na adrese 5500 Flatiron Parkway,
Suite 100, Boulder, Colorado 80301
(,ZADAVATEL")zastoupena jeho zakonnym
zastupcem Clovis Oncology Ireland Limited s
kancelafi na letisti Regus Dublin, Skybridge
House - Dublin Airport, Swords, County Dublin,
K67 P6K2, Irsko

a
Fakultni nemocnice Plzenn s adresou Edvarda
Benese 1128/13, 305 99 Plzen (,INSTITUCE®)

a

MUDr. Denis Berezovskiy XXX (,ZKOUSEJICI*) .

PRELIMINARY STATEMENTS

UVODNI PROHLASENI

A. SPONSOR desires
INSTITUTION to conduct a clinical trial (the
“Study”) under the protocol entitled,

A. ZADAVATEL si preje,
aby INSTITUCE provedla klinické hodnoceni
(,studie®) podle protokolu s nazvem

CO-338-087: A Multicenter, Randomized,
Double-Blind, Placebo-Controlled Phase 3
Study in Ovarian Cancer Patients Evaluating
Rucaparib and Nivolumab as Maintenance
Treatment Following Response to Front-Line
Platinum-Based Chemotherapy

CO0O-338-087: Multicentricka, randomizovana,
dvojité zaslepena, placebem kontrolovana
studie faze 3 u pacientek s rakovinou
vajeéniki, hodnotici latky rucaparib a
nivolumab jako udrzovaci Ié€bu po reakci na
primarni chemoterapii zalozenou na platiné

(said protocol, as it may
be amended or supplemented from time to time in
accordance with this Agreement, the “Protocol”,
which is incorporated herein by reference).

(uvedeny protokol, jelikoZz
muze byt €as od €asu zménén nebo doplnén v
souladu s touto smlouvou, je zde uvadén jako
Lprotokol* pomoci odkazu).

XXX

XXX

C. SPONSOR has retained the services of
Synteract, Inc. (the “CRO”) to assist SPONSOR as
a contract research organization to provide certain
clinical trial services for the Study as directed by
SPONSOR.

C. ZADAVATEL si ponechava sluzby spole¢nosti
Synteract, Inc. (dale jen ,CRO"), ktera pomaha
ZADAVATELI jako smluvni vyzkumna organizace
poskytovat urcité sluzby klinického hodnoceni pro
studii dle pokynt ZADAVATELE.
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D. SPONSOR desires Denis Berezovskiy M.D.,
(hereinafter, the “INVESTIGATOR”) to conduct
and supervise the Study and INSTITUTION agrees
to provide INVESTIGATOR to perform same.

D. ZADAVATEL si pfeje, aby MUDr. Denis
Berezovskiy (dale jen ,ZKOUSEJICI“) proved]
studii a dohlizel na ni, a INSTITUCE souhlasi, ze
poskytne ZKOUSEJICIMU provedeni téhoz.

E. INVESTIGATOR, any SUBINVESTIGATORS
and all INSTITUTION employees, staff and agents
and all other persons providing services in the
conduct of the Study (all such persons, including
INVESTIGATOR, collectively, “Study Personnel”)
will perform the Study on behalf of INSTITUTION.

E. ZKOUSEJICI, veskefi SPOLUZKOUSEJICI a
v8ichni zaméstnanci, pracovnici a zastupci
INSTITUCE a vSechny ostatni osoby poskytujici
sluzby pfi provadéni studie (vSechny tyto osoby,
véetné  ZKOUSEJICIHO, jsou  spoleéné
oznalovany jako ,pracovnici provadéjici studii“)
provedou studii jménem INSTITUCE.

The parties therefore agree as follows:

Smluvni strany se dohodly takto:

ARTICLE 1. STUDY GOVERNANCE

CLANEK 1. VEDENI STUDIE.

A. STUDY,; EC; PROTOCOL CHANGES.

A. STUDIE; EK; ZMENY PROTOKOLU.

@ INSTITUTION and INVESTIGATOR shall
conduct the Study under the review of an EC (as
defined below) and in accordance with (i) the
Protocol, (ii) this Agreement, (iii) all applicable
laws, including without limitation the Clinical Trials
Directive (officially Directive 2001/20/EC of the
European Parliament and of the Council of 4 April
2001), the Clinical Trials Regulation (officially
Regulation No 536/2014 of the European
Parliament and of the Council of 16 April 2014), the
EU General Data Protection Regulation (the
“GDPR,” official as of 25 May 2018), Directive
2001/20 EC, Clinical Trials Regulation EU
536/2014 (The Clinical Trials Regulation EU
536/2014 which will come into effect in 2019 and
replace the Directive 2001/20 EC), as implemented
into legislation in the country in which the
INSTITUTION is located, rules, regulations, good
clinical practices, current International Conference
on Harmonisation/Good Clinical Practice (“ICH-
GCP”) guidelines and the requirements and official
guidance of relevant health authorities (collectively,
as the same may be amended from time to time,
“Applicable Law”) and (iv) any other written
requirements provided by SPONSOR or CRO. By
way of explanation, but not limitation, “Applicable
Law” shall include: (i) laws, rules, regulations and
directives relating to the performance of clinical
investigations and the rights, safety and welfare of
human subjects in clinical trials in accordance with
the requirements of the United States Food and
Drug Administration (FDA), Title 21 CFR 312.120,

(a) INSTITUCE a ZKOUSEJICI provede studii
na zakladé pfezkumu EK (jak je definovano nize) a
v souladu s (i) protokolem, (ii) touto smlouvou, (iii)
vSemi platnymi pravnimi pfedpisy, v€etné&, mimo
jiné, smérnice o klinickych hodnocenich (oficialné
smeérnice Evropského parlamentu a Rady
2001/20/ES ze dne 4. dubna 2001), nafizeni o
klinickych  hodnocenich  (oficialné  nafizeni
Evropského parlamentu a Rady & 536/2014 ze
dne 16. dubna 2014), obecného nafizeni EU o
ochrané udaju (,GDPR®, oficialné ze dne 25.
kvétna 2018), smérnice 2001/20/ES, nafizeni o
klinickych hodnocenich EU 536/2014 (nafizeni o
klinickych hodnocenich EU 536/2014, které
vstoupi v platnost v roce 2019 a nahradi smérnici
2001/20/ES), jak jsou zavedeny do pravnich
predpisi v zemi, v niz INSTITUCE pusobi,
pravidel, pFedpist, spravné klinické praxe,
aktualnich pokynd Mezinarodni konference o
harmonizaci pro spravnou klinickou praxi (,ICH-
GCP") a pozadavkli a oficialnich pokyni
pfislusnych zdravotnickych organu (souhrnné, jak
mohou byt tyto €as od €asu zménény, ,platné
pravni predpisy“) a (iv) vSemi dalSimi pisemnymi
pozadavky ZADAVATELE nebo CRO. Za ucelem
vysvétleni, ale ne omezeni, mezi ,platné pravni
predpisy“ patfi: (i) zakony, pravidla, nafizeni a
smérnice tykajici se provadéni klinickych zkousek
a prav, bezpecnosti a dobrych zivotnich podminek
lidskych subjektd v klinickych hodnocenich v
souladu s pozadavky Ufadu pro kontrolu potravin a
IéCiv Spojenych statd americkych (FDA), hlava 21
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the European Medicines Agency (EMA) or any
other similar national regulatory body having
authority in the country in which the Study is to be
undertaken (each, a “Regulatory Authority”) (if
applicable according to the Protocol); (i) laws,
rules, regulations and directives relating to false
claims statutes, kickbacks, physician referrals, and
payments to physicians, and any other transfers of
value to any healthcare providers, including, but
not limited to, INVESTIGATOR,
SUBINVESTIGATORS, and third party institutions
in connection with this Agreement; (iii) laws, rules,
regulations and directives and relating to the
protection of individuals with regard to the
processing of personal data and on the free
movement of such data as implemented into
legislation in the country in which INSTITUTION is
located and any other applicable personal data
protection legislation, including, but not limited to
the EU General Data Protection Regulation
2016/679, Federal Data Protection Act, as
applicable (collectively “Data Protection Laws”);
(iv) the Declaration of the Helsinki World Medical

Association Recommendations Guiding
Physicians in Biomedical Research Involving
Human Subjects (1996 version) including

amendments as set out in the Protocol.

CFR 312.120, Evropské agentury pro IléCivé
pfipravky (EMA) nebo jakéhokoli jiného
podobného narodniho regulaéniho organu, ktery
ma pravomoc v zemi, ve které ma byt studie
provedena (jednotlivé ,regulaéni ufad®) (v
prislusnych pfipadech podle protokolu), (ii) zakony,
pravidla, pfedpisy a smérnice tykajici se zakonl o
faleSnych  narocich, nezakonnych  provizi,
doporuceni lékari a uhrad lékafim a jakychkoli
jinych pfevodd hodnoty pro poskytovatele
zdravotni péce, véetné, mimo jiné,
ZKOUSEJICIHO, SPOLUZKOUSEJICICH a
instituci tfeti stran v souvislosti s touto smlouvou,
(iii) zakony, pravidla, nafizeni a smérnice tykajici
se ochrany osob v souvislosti se zpracovanim
osobnich udaji a volnym pohybem téchto udaju,
jak jsou zavedeny do pravnich predpist v zemi, ve
které INSTITUCE pusobi, a jakékoli dal$i platné
pravni predpisy na ochranu osobnich dajq,
v€etné, mimo jiné,), obecného nafizeni EU o
ochrané osobnich udaja 2016/679 a pfipadné
federalniho zakona o ochrané osobnich Udajd
(souhrnné ,pravni predpisy o ochrané udaju*), (iv)
helsinska deklarace Svétové |ékafské asociace s
doporuéenimi vedoucich Iékaft v biomedicinském
vyzkumu zahrnujicim lidské subjekty (verze z roku
1996), v€etné zmén stanovenych v protokolu.

(b) Sponsor will ensure that CRO will, submit
the Protocol for review and approval to the
governing Ethics Committee, or “EC”. “Ethics
Committee” or “EC” means an appropriate
independent review committee of scientists or
other qualified individuals under Applicable Law.

(b) Zadavatel zajisti, aby CRO pfredlozila
protokol fidici etické komisi neboli ,EK* k pfezkumu
a schvaleni. ,Etickou komisi“ neboli ,EK* se rozumi
odpovidajici nezavisla kontrolni komise sestavena
z védcl nebo jinych kvalifikovanych osob podle
platnych pravnich pfedpisu.

(©) The Parties agree that changes to the
Protocol may be made only (i) in accordance with
procedures outlined in the Protocol; or (ii) by
mutual written agreement of INVESTIGATOR,
INSTITUTION and SPONSOR. Upon mutual
agreement by the Parties, SPONSOR shall submit
agreed upon Protocol changes to the appropriate
regulatory authority for approval and shall be
accompanied by such notification, review and/or
approval of the EC as may be required by
Applicable Law and/or the Protocol.

(c)Smluvni strany souhlasi s tim, Zze zmény
protokolu mohou byt provedeny pouze (i) v souladu
s postupy uvedenymi v protokolu nebo (ii)
vzajemnou pisemnou dohodou mezi
ZKOUSEJICIM, INSTITUCI a ZADAVATELEM.
Po vzajemné dohodé mezi smluvnimi stranami
ZADAVATEL prfedlozi odsouhlasené zmény
protokolu pfislusnému regulaénimu organu a tyto
budou doprovazeny takovym oznamenim,
pfezkoumanim a/nebo schvalenim ze strany EK,
jak to muze vyzadovat platny pravni predpis
a/nebo protokol.

B. INVESTIGATOR; SUBINVESTIGATORS;
REPLACEMENT OF INVESTIGATOR.

B. ZKOUSEJICI, SPOLUZKOUSEJICI,

VYMENA ZKOUSEJICIHO.
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) INVESTIGATOR shall personally
supervises the conduct of the Study and all Study
Personnel and comply with all of the terms and
commitments set forth in this Agreement, and shall
ensure the Study is conducted in accordance with
Good Clinical Practices (“GCP”) and international
ethical and quality standards.

(@) ZKOUSEJICI bude osobné& dohlizet na
provadéni studie a na vS8echny pracovniky
provadéjici studii a dodrzoval vSechny podminky a
zavazky stanovené touto smlouvou, a zajisti, aby
studie byla provadéna v souladu se spravnou
klinickou praxi (,GCP“) a mezinarodnimi etickymi a
jakostnimi standardy.

(b) t INVESTIGATOR shall appoint such other
qualified individuals as subinvestigators
(collectively, “SUBINVESTIGATORS?”) to assist in
the conduct of the Study.

(b) ZKOUSEJICI jmenuje jiné kvalifikované
osoby jako spoluzkous$ejici (souhrnné
,SPOLUZKOUSEJICi“), které budou pomahat pfi
provadéni studie.

XXX

all Study Personnel will provide reasonable
assistance to the SPONSOR (or to the CRO, when
acting on behalf of the SPONSOR) in this regard.
In the event that the INVESTIGATOR, any Sub-
Investigator or any member of Study Personnel
refuses to provide such consent, the Parties agree
that he/she will not engage in Study duties.

Pxxx

vSichni pracovnici provadgjici studii poskytli
ZADAVATELI (nebo CRO pfi jednani jménem
ZADAVATELE) v tomto ohledu pfiméfenou pomoc.
V pripadé, ze ZKOUSEJICI, spoluzkousejici nebo
kterykoliv pracovnik z pracovnikGi provadéjicich
studii odmitne poskytnout takovy souhlas, smluvni
strany souhlasi s tim, Zze se tato osoba nezapoji do
povinnosti v ramci studie.

C. PROVISION OF STUDY DRUG.

C. ZAJISTENI HODNOCENEHO LEKU.

XXX

XXX

XXX affect the safety of Research subjects
or their willingness to continue participation,
materially influence the conduct of the Study, or
alter the EC’s approval to continue the Study, to the
extent required by and in accordance with § 40
Abs. 1 Nr. 2, 7 AMG and ICH - GCP.

XXX pfimo ovlivnit bezpeénost subjekti
vyzkumu nebo jeho ochotu pokraovat v uc&asti,
podstatné ovlivnit provadéni studie nebo zménit
souhlas EK s pokraCovanim studie, v rozsahu
pozadovaném v § 40 Abs. 1 €. 2, 7 AMG a ICH -
GCP a v souladu s nimi.

Pending the handover of the Study Drug to the
clinical trial site, the authorized pharmacist shall be
responsible for monitoring the handling of the
investigational medicinal product in accordance
with the principles of good pharmacy practice and
the SPONSOR’s's instructions, including the
keeping of relevant documentation.

Do doby pfedani studijniho léku na misto
klinického hodnoceni je povéfeny farmaceut
odpovédny za kontrolu zachazeni s hodnocenym
IéCivym  pfipravkem podle zasad spravné
Iékarenské praxe a pokyntd ZADAVATELE vcéetné
vedeni pfislusné dokumentace

The SPONSOR, CRO on behalf of the
SPONSOR, is obliged to make an initial visit to the
authorized pharmacist of the relevant pharmacy of

Zadavatel, CRO jménem Sponzora, je povinen
provést iniciaéni navstévu povéreného

farmaceuta prislusné lékarny FN Plzen pied
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the University Hospital in Plzeri before the start of
the Study. As part of the initiation visit, the
pharmacist in charge must be given:

O any information necessary to participate in this
clinical trial

0 Study-related documentation required by
legislation, the State Institute for Drug Control or
other regulatory authority (especially the summary
of the protocol, study file, approval of SUKL and
ethics committee, etc.)

0 the so-called Delegation log, containing a list of
all persons authorized to handle investigational
medicinal products, the potential sponsor of which
will subsequently notify the authorized pharmacist
of any possible updates without undue delay

zahajenim pfislusné Studie V ramci iniciaéni
navstévy musi byt povéfenému farmaceutovi
predany:

veskeré informace nezbytné pro jeho

spolutc¢ast na tomto klinickém hodnoceni

— souvisejici  Studijni  dokumentace
pozadovana legislativou, Statnim
ustavem pro kontrolu [é&iv nebo jinou
regulacni autoritou (zejména souhrn
protokolu, study file, schvaleni SUKL a
etickou komisi atd.)

- tav. Delegation log,  obsahujici
seznam vSech osob opravnénych
zachazet s hodnocenymi |éCivymi
pfipravky, jehoz pfipadnou aktualizaci
bude zadavatel nasledné povéfenému
farmaceutovi oznamovat bez
zbytecného odkladu

SPONSOR is obliged to ensure that the above
conditions are met even if another entity entrusts
communication with the authorized pharmacist or
performs part of the tasks within the clinical trial
(delivery, monitoring, etc.). In order to reduce
organizational and health risks, SPONSOR is
obliged to demonstrably inform each such entity
about the specific agreed conditions.

SPONSOR shall be responsible for shipping to the
address according to the location of the center
where the Study will be conducted and shall mark
it on behalf of the responsible pharmacist.

Institutional Pharmacy Plzef-Lochotin
Dept. of cytostatics preparation

alej Svobody 80

304 60 PILSEN

ZADAVATEL je povinen zajistit splnéni vyse
uvedenych podminek i v pfipade, ze
komunikaci s povéfenym farmaceutem nebo
provadénim ¢asti Ukonl v ramci klinického
hodnoceni (dodavky, monitoring atd.) povéfi jiny
subjekt. Za ucelem snizeni organizacnich a
zdravotnich rizik je ZADAVATEL povinen
kazdy takovy subjekt o konkrétnich dohodnutych
podminkach prokazatelné informovat.

ZADAVATEL bude zodpovédny za dorucni na
adresu podle mista centra, kde bude Studie
probihat a oznac&i ji jménem odpovédného
farmaceuta.

Ustavni lékarna FN Plzen-Lochotin
Odd. pfipravy cytostatik

alej Svobody 80,

304 60 Plzen-Lochotin

D. STUDY PERSONNEL.

D. PRACOVNICI PROVADEUJICIi STUDII.

INSTITUTION shall take all reasonable
steps to inform all Study Personnel of all of their
obligations under this Agreement, including
INSTITUTION’s obligations which shall apply
equally to all Study personnel and INSTITUTION

INSTITUCE pfijme veSkera pfiméfena
opatfeni, aby informovala v8echny pracovniky
provadéjici studii o v3ech jejich povinnostech a
zavazcich vyplyvajicich z této smlouvy, véetné
povinnosti INSTITUCE, které se vztahuji stejnym
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shall ensure that Study Personnel fully comply with
the same. INSTITUTION shall be liable for any
breach by Study Personnel of any of their or
INSTITUTION's obligations hereunder (whether or
not employees of INSTITUTION). Such
INSTITUTION obligations hereunder include, but
are not limited to, INSTITUTION’s obligations with
respect to confidentiality, publication, intellectual
property and use and disclosure of Study Data.

zplsobem na vSechny pracovniky provadéjici
studii, a INSTITUCE zajisti, aby je pracovnici
provadéjici studii plné dodrzovali. INSTITUCE
odpovida za jakékoli poruSeni povinnosti
INSTITUCE nebo pracovnikl provadéjicich studii,
které vyplyvaji z této smlouvy, ze strany
pracovnik(l provadéjicich studii (bez ohledu na to,
zda jsou zaméstnanci INSTITUCE, &i nikoli). Mezi
takové povinnosti INSTITUCE, které vyplyvaji z
této smlouvy, patfi mimo jiné povinnosti
INSTITUCE s ohledem na duvérnost, zverejnéni,
duSevni vlastnictvi a pouzivani a zvefejfiovani
Udaju ze studie.

E. THIRD PARTY INSTITUTIONS.

E. INSTITUCE TRETICH STRAN.

INSTITUTION and INVESTIGATOR agree
not to engage the services or use the facilities of
any third party (each, a “Third Party Institution”)
in conducting the Study unless and until
INSTITUTION and/or INVESTIGATOR has (i)
executed a separate written agreement with such
Third Party Institution to govern these services,
whose terms are consistent with the terms
hereunder, and (ii) obtained SPONSOR’s prior
written consent to use such Third Party Institution
in connection with the Study. INSTITUTION and/or
INVESTIGATOR shall bear sole responsibility for
any payments owed to each Third Party Institution
in connection with its services. The Study shall
otherwise be conducted solely at INSTITUTION

INSTITUCE a ZKOUSEJICI se zavazuje,
ze pfi provadéni studie nebude najimat sluzby ani
vyuzivat zafizeni tfeti strany (jednotlivé ,instituce
tieti strany”), pokud a dokud INSTITUCE a/nebo
ZKOUSEJICI (i) neuzaviela samostatnou
pisemnou smlouvu s takovou instituci tfeti strany,
aby fidila tyto sluzby, pfiCemz podminky takové
samostatné smlouvy jsou v souladu s podminkami
stanovenymi touto smlouvou, a (i) neziska
pfedchozi pisemny souhlas ZADAVATELE s
vyuzitim takové instituce tfeti strany v souvislosti
se studii. INSTITUCE a/nebo ZKOUSEJICI nese
vyhradni odpovédnost za veSkeré platby, které
dluzi jednotlivym institucim tfeti strany v souvislosti
s jejimi sluzbami. Studie bude jinak provadéna

owned facilities. INSTITUTION and/or | vyhradné v zafizenich vlastnénych INSTITUCI.
INVESTIGATOR shall be responsible for the | INSTITUCE a/nebo ZKOUSEJICI odpovida za
compliance by all Third Party Institutions of all | dodrZzovani vSech platnych ustanoveni této
applicable terms of this Agreement. smlouvy ze strany vSech instituci tfetich stran.

F. COMPLIANCE WITH LAWS. F. DODRZOVANI PRAVNICH PREDPISU.

The parties acknowledge that SPONSOR
is bound by all applicable anti-corruption and anti-
bribery laws and regulations, including, but not
limited to, the federal false claims statute (31
U.S.C. §3729). anti-kickback statute (42 U.S.C.
§8§1320a-7(b)) and related safe harbor regulations,
the Foreign Corrupt Practices Act (“FCPA”) XXX
hereunder is a prohibited payment for
recommending or arranging for the referral of
business or the ordering of items or services.
Additionally, the parties agree that neither this
Agreement nor any consideration paid hereunder
is contingent upon INSTITUTION'S and/or

Smluvni strany berou na védomi, Ze
ZADAVATEL je vazan vSemi platnymi pravnimi
pfedpisy a nafizenimi pro boj s korupci a
uplatkafstvim, v€etné, mimo jiné, federalniho
zakona o faleSnych narocich (31 U.S.C. §3729),
zdkona pro boj s nezakonnymi provizemi (42
U.S.C. §§1320a-7(b)) a souvisejicich nafizeni o
.bezpeéném pristavu® (safe-harbor), zakona o
korupé&nich praktikach v zahranié¢i (Foreign Corrupt
Practices Act ,FCPA") XXX zakazanou platbou za
doporu€eni nebo zajisténi postoupeni obchodu
nebo objednani zboZi &i sluzeb. Smluvni strany se
kromé toho dohodly, Ze ani tato smlouva, ani
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INVESTIGATOR’s use or
SPONSOR products.

purchase of any

Uhrada zaplacena na zakladé této smlouvy neni
podminéna pouzivanim ¢&i nakupem produktl
ZADAVATELE ze strany INSTITUCE a/nebo
ZKOUSEJIiCIHO.

G. CRO.

G. CRO.

XXX CRO’s services and may by written
notice subsequently designate other organizations
to provide the same or additional clinical trial
services. INSTITUTION and/or INVESTIGATOR
will reasonably cooperate with CRO in CRO’s
performance of such clinical trial services at
INSTITUTION. This cooperation will include,
without limitation, furnishing information as
reasonably requested by CRO, meeting with CRO
at designated times and allowing CRO access to
INSTITUTION’s facilities for the purpose of
monitoring the Study.

XXX CRO rozsifit nebo zuzit a mulze
pisemnym oznamenim nasledné urcit dalSi
organizace, které budou poskytovat stejné nebo
dodate¢né sluzby pro klinické hodnoceni.
INSTITUCE a/nebo ZKOUSEJICi bude s CRO pii
pinéni jejich sluzeb pro klinické hodnoceni v
INSTITUCI pfiméfené spolupracovat. Tato
spoluprace bude mimo jiné zahrnovat poskytnuti
informaci, jez mdze CRO odlvodnéné pozadovat,
jednani s CRO v ur€enych terminech a umoznéni
pfistupu CRO do zafizeni INSTITUCE za ucelem
monitorovani studie.

ARTICLE 2. OBLIGATIONS OF
INSTITUTION, INVESTIGATOR AND STUDY

CLANEK 2.  POVINNOSTI INSTITUCE,
ZKOUSEJICIHO A PRACOVNIKU

INSTITUTION will ensure that only individuals who
are appropriately trained and qualified will assist in
conducting the Study and that such individuals
shall comply with the terms of this Agreement.
INSTITUTION will provide appropriate resources
and facilities so that INVESTIGATOR and the
Study Personnel can conduct the Study within the
time period set forth in the Protocol and shall
ensure INVESTIGATOR and the Study Personnel
perform the Study in an efficient, ethical and
professional manner.

PERSONNEL PROVADEJICICH STUDII
A. PERFORMANCE OF STUDY. A. PROVADENI STUDIE.
Together with INVESTIGATOR, INSTITUCE spolu se ZKOUSEJICIM

zajisti, aby pfi provadéni studie poméahaly pouze
osoby, které jsou fadné proSkolené a kvalifikované,
a aby tyto osoby dodrZovaly ustanoveni a
podminky této smlouvy. INSTITUCE poskytne
odpovidajici prostfedky a zafizeni tak, aby
ZKOUSEJICI a pracovnici provadsjici studii mohli
studii provést ve |haté stanovené v protokolu, a
zajisti, aby ZKOUSEUJICI a pracovnici provadsjici
studii provedli studii efektivnim, etickym a
profesionalnim zplsobem.

consent form in accordance with Applicable Law;

B. INFORMED CONSENT. B. INFORMOVANY SOUHLAS.
XXX XXX
€) contain all required elements of a proper | (a) obsahovat vdechny povinné prvky fadného

formulafe souhlasu v souladu s platnymi pravnimi
predpisy,
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C. PROMISES TO STUDY SUBJECTS ON
BEHALF OF SPONSOR.

C. SLIBY SUBJEKTUM STUDIE JMENEM
ZADAVATELE.

INSTITUTION and INVESTIGATOR shall not
make any written or oral promises, statements or
other representations to Study subjects XXX

INSTITUCE a ZKOUSEJICI nebude
subjektlim studie poskytovat Zadné pisemné ani
ustni sliby, ujisténi &i jina prohlaSeni XXX

D. SITE  AUDITING
REPRESENTATIVES.

BY  SPONSOR

D. AUDIT PRACOVISTE PROVADENY

ZASTUPCI ZADAVATELE.

Upon reasonable notice and during normal
business hours during the term of this Agreement,
INSTITUTION and/or INVESTIGATOR shall permit
XXX. INSTITUTION and INVESTIGATOR agree
that SPONSOR representatives (including CRO)
will not be required to sign any forms or
authorizations in connection with site auditing or

Po pfiméfeném oznameni a b&hem bézné
pracovni doby v pribéhu trvani této smlouvy
INSTITUCE a/nebo ZKOUSEJICi povoli XXX.
INSTITUCE a ZKOUSEJICI souhlasi s tim, ze
zastupci ZADAVATELE (v€etné CRO) nebudou
povinni podepisovat zadné formulafe nebo
opravnéni v souvislosti s auditem nebo

shall immediately notify SPONSOR and CRO of
any request received by INSTITUTION and/or
INVESTIGATOR from any applicable regulatory or
other governmental agency to inspect or otherwise
gain access to the information, data or materials
pertaining to the Study. INSTITUTION and/or
INVESTIGATOR shall provide this notice to
SPONSOR prior to permitting any third party
access unless prior notice is not possible.

monitoring.  This includes, without limitation, | monitoringem na pracovisti. To mimo jiné zahrnuje
authorizations to access electronic medical | opravnéni k pfistupu k elektronickym zdravotnim
records. zadznamlm.
E. INSPECTION BY GOVERNMENTAL | E. KONTROLA PROVEDENA VLADNIM
AUTHORITY. ORGANEM.
(a) INSTITUTION and/or INVESTIGATOR | (a) INSTITUCE a/nebo ZKOUSEJICI

neprodlené ohlasi ZADAVATELI a CRO jakoukoli
Zadost, kterou INSTITUCE a/nebo ZKOUSEJICI
obdrzi od jakékoli pfislusné kontrolni nebo jiné
vladni agentury, o zkontrolovani, pfipadné jinym
zpUusobem zpfistupnéni informaci, udaju nebo
materiald souvisejicich se studii. INSTITUCE
a/nebo ZKOUSEUJICI poskytne ZADAVATELI toto
oznameni pfed povolenim pfistupu tfetich stran,
pokud predchozi oznameni neni nemozné.

(b) INSTITUTION and/or INVESTIGATOR
shall provide SPONSOR and CRO with a copy of
such written request by such agency and all related
correspondence.

(b) INSTITUCE a/nebo ZKOUSEJICI
poskytne ZADAVATELI a CRO kopii takovéto
pisemné zadosti od takové agentury i kopii veSkeré
souvisejici korespondence.

(c) INSTITUTION and/or INVESTIGATOR
shall permit inspection of such information, data
and materials by authorized representatives of
XXX documents and materials that are required to
be disclosed during such inquiry or inspection.

(c) INSTITUCE a/nebo ZKOUSEJICI povoli
kontrolu takovych informaci, udajd a materiald
autorizovanymi zastupci téchto agentur, jak to XXX
materidly, jejichz zvefejnéni je b&éhem takového
Setfeni nebo kontroly vyZzadovano.

(d) When practical, Institution and Investigator
shall allow Sponsor to visit Institution prior to
inspection in order to aid in preparation for such

(d) Pokud je to proveditelné, instituce a
zkousejici umoZzni zadavateli, aby navstivil instituci
pfed kontrolou, aby pomohl pfi pfipravé na tuto
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inspection and shall provide the Sponsor with a
detailed summary of the inspection as soon as
reasonably practicable thereafter.

kontrolu, a poskytne zadavateli podrobné shrnuti
kontroly, jakmile to poté bude rozumné
proveditelné.

represents and warrants that INSTITUTION and
INVESTIGATOR have not and shall not use any
person or entity debarred under the Generic Drug
Enforcement Act of 1992, as amended, in any
capacity in connection with performing the Study.
INSTITUTION and INVESTIGATOR
acknowledges that this representation and
warranty may be relied upon by SPONSOR in any
applications to the United States Food and Drug
Administration  (“FDA”) for drug approval.
INSTITUTION and/or INVESTIGATOR shall
immediately notify SPONSOR and CRO of any
change in the truth of this representation and
warranty. This provision survives the termination
or expiration of this Agreement.

(e) In the event a regulatory or other | (e) V pfipadé, Ze kontrolni nebo jina vladni
governmental agency takes regulatory action | agentura pfijme regula¢ni opatfeni vici XXX
against XXX
F. DEBARMENT. F. VYLOUCENI.

INSTITUTION and/or INVESTIGATOR INSTITUCE  a/nebo  ZKOUSEJICI

prohlasuje a zaruCuje, Ze v souvislosti s
provadénim studie nevyuziva ani nebude vyuZzivat
v zadné funkci zadnou osobu &i subjekt, které jsou
vylou¢ené jakymkoli regulaénim  organem.
INSTITUCE a ZKOUSEJICI berou na védomi, ze
ZADAVATEL se muze na toto prohlaseni a zaruku
spolehnout ve v8ech Zzadostech predkladanych
Uradu pro kontrolu potravin a lé&iv Spojenych statt
americkych (,FDA*) za ucelem schvaleni léku.
INSTITUCE a/nebo ZKOUSEJICi neprodlen&
informuje ZADAVATELE a CRO o jakékoli zméné
pravdivosti tohoto prohlaseni a zaruky. Platnost
tohoto ustanoveni pfetrvava i po vypovézeni nebo
vyprseni platnosti této smlouvy.

disclosures for XXX one (1) year thereafter,
together with INVESTIGATOR, INSTITUTION
shall promptly update these financial disclosures
and promptly provide such updated forms to
SPONSOR and CRO.

G. FINANCIAL DISCLOSURE. G. POSKYTOVANI FINANCNICH
INFORMACI.

So that SPONSOR may fulfill its Aby ZADAVATEL mohl splnit své
certification and other financial disclosure | povinnosti tykajici se poskytovani osvédCeni a
obligations to the FDA under 21 CFR Part 54 and | dalSich finan¢nich informaci Gfadu FDA na zakladé
such other Applicable Law together with | pfedpisu 21 CFR Part 54 a dalSich platnych
INVESTIGATOR, INSTITUTION shall promptly | pravnich  pfedpisi, INSTITUCE spolu se
furnish to SPONSOR and CRO financial | ZKOUSEJICiM neprodlen& poskytne

ZADAVATELI a CRO finan¢ni XXX INSTITUCE
spolu se ZKOUSEJICIM bude aZ do uzavieni nebo
ukon&eni studie a po dobu jednoho (1) roku poté
tyto finanéni informace neprodlené aktualizovat a
neprodlené poskytne aktualizované formulafe
ZADAVATELI a CRO.

INSTITUTION shall report to SPONSOR and CRO
all adverse events, serious adverse events, and
other reportable events in the course of the Study

H. ADVERSE EVENT AND SAFETY | H. HLASENI NEZADOUCICH UCINKU A
REPORTING. BEZPECNOSTNIi HLASENI.
Together with INVESTIGATOR, INSTITUCE spolu se ZKOUSEJIiCIM v

pribéhu studie v souladu s platnymi pravnimi
pfedpisy a protokolem nahlasi ZADAVATELI a
CRO vSechny nezadouci ucinky, vazné nezadouci
ucinky a dalSi udalosti, které je tfeba nahlasit.
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in accordance with Applicable Law and the
Protocol.

I INVESTIGATOR MEETINGS.

SETKANI ZKOUSEJICICH.

XXX XXX
ARTICLE 3. COMPENSATION. CLANEK3. ODMENA.
A PAYMENT. A PLATBA.
1 | XXX
B. BUDGET. B. ROZPOCET.

Together with INVESTIGATOR and SUB-
INVESTIGATOR (if applicable), INSTITUTION
shall complete the Study within the budget set forth
in Attachment A XXX

INSTITUCE spolu se ZKOUSEJICIM a
SPOLUZKOUSEJICIM  dokoné&i studii v ramci
rozpoctu stanoveného v pfiloze A XXX

acknowledges that SPONSOR is subject to
Applicable Laws related to the collection and
reporting of any payments or transfers of value to
certain healthcare providers and teaching hospitals
(collectively, “Financial Transparency Laws”),
which include, without limitation, relevant
provisions of the Affordable Care Act of 2010 and
its implementing regulations and any similar
applicable legislation in the country where the
Study is performed.

XXX XXX

C. STUDY PERSONNEL COMPENSATION. [ C.  ODMENA PRO PRACOVNIKY
PROVADEJICI STUDIL.

XXX XXX

D. PROHIBITION ON DOUBLE-BILLING. D. ZAKAZ ZDVOJENEHO UCTOVANI.

XXX XXX

E. TRANSPARENCY. E. TRANSPARENTNOST.

(a) Financial Transparency Laws. | (a) Pravni predpisy o financni

INSTITUTION and INVESTIGATOR | transparentnosti.INSTITUCE a ZKOUSEJICI bere

na védomi, Z2e ZADAVATEL podléha plathym
pravnim predpis(im, které se tykaji shromazdovani
a vykazovani veSkerych plateb nebo pFevodl
hodnoty nékterym poskytovatelim zdravotni péce
a fakultnim nemocnicim (souhrnné ,pravni
pfedpisy o finanéni transparentnosti®), mezi néz
mimo jiné patfi pFisluSna ustanoveni zakona o
dostupné péci (Affordable Care Act) z roku 2010 a
jeho provadécich predpisi a jakékoli obdobné
pravni pfedpisy platné v zemi, kde se studie
provadi.
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() This Section 3.E. survives the expiration or
termination of this Agreement.

Q) Tento odstavec 3.E zUstava v platnosti i po
vyprSeni platnosti této smlouvy nebo po jejim
ukonéeni.

Confidential Information disclosed or made
available under this Agreement, the party who
owns or otherwise controls that Confidential
Information.

ARTICLE 4. CONFIDENTIAL INFORMATION CLANEK 4. DUVERNE INFORMACE
A. DEFINITIONS. A. DEFINICE.
(@ “Disclosing Party” means, with respect to | (a) ,Sdélujici smluvni stranou“ se v

souvislosti s davérnymi informacemi, které jsou
sdélovany nebo zpfistuprfiovany na zakladé této
smlouvy, rozumi smluvni strana, ktera vlastni tyto
diivérné informace nebo je jinak kontroluje.

(b) “Receiving Party” means, with respect to
Confidential Information, the party who receives or
is otherwise exposed to that information under this
Agreement.

(b) ,PFijimajici smluvni stranou“ se v
souvislosti s dOvérnymi informacemi rozumi
smluvni strana, ktera na zakladé této smlouvy tyto
informace obdrzi nebo jim je jinak vystavena.

(©) "Confidential Information” means, with
respect to a Receiving Party, confidential
information that is owned or controlled by the
Disclosing Party and is directly or indirectly
disclosed or otherwise made available hereunder
to said Receiving Party, whether written, graphic,
oral, visual, tangible or intangible, in any form or
format (including machine or computer readable
code).

(c) ,Davérnymi informacemi* se v
souvislosti s pfijimaci smluvni stranou rozuméji
davérné informace, které jsou ve vlastnictvi nebo
pod kontrolou sdélujici smluvni strany a jsou pfimo
¢i nepfimo sdéleny nebo jinak zpfistupnény na
zakladé této smlouvy uvedené pfijimajici smluvni
strané, at' jiZ pisemné, graficky, ustné, vizualng,
hmotn& nebo nehmotné, v jakékoli formé& nebo
formatu (v&etné strojové nebo poditacové Citelného
kodu).

B. USE OF CONFIDENTIAL INFORMATION. | B. POUZITI DUVERNYCH INFORMACI.
C. PERMITTED  DISCLOSURES  OF | C. POVOLENA ZVEREJNEN| DUVERNYCH
CONFIDENTIAL INFORMATION. INFORMACI.
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D. REQUIRED DISCLOSURES.

D. POZADOVANA ZVEREJNENI.

XXX Receiving Party is legally required to
disclose. In the event that any Confidential
Information is ordered to be produced in an action
or proceeding, it will not lose its confidential status
through such use and Receiving Party shall take all
reasonable and necessary steps to protect its
confidentiality.

XXX davérnych informaci sdélujici smluvni
strany, kterou je pfijimajici smluvni strana povinna
zvefejnit. V pfipadg, Ze je v ramci jakékoli Zaloby
nebo fizeni pfikazano podat duvérné informace,
neztraceji tyto informace prostrednictvim takového
pouziti svUj statut dlvérnosti a pfijimajici smluvni
strana podnikne vSechny pfiméfené a nezbytné
kroky k ochrané jejich dlivérnosti.

E. RETURN
INFORMATION.

OF CONFIDENTIAL

E. VRACENI DUVERNYCH INFORMACI.

Upon the termination or expiration of this
Agreement, or at any other time upon the written
request of Disclosing Party, Receiving Party shall
promptly return to Disclosing Party or at Disclosing
Party’s request, destroy all Confidential Information
in Receiving Party’s possession or control,
together with all copies, summaries and analyses.
In case of destruction, Receiving Party shall
promptly send a written certification that
destruction has been accomplished to the
Disclosing Party. However, Receiving Party is
entitted to retain one copy of Confidential
Information for the sole purpose of determining its
obligations under this Agreement or otherwise
abiding by the record retention requirements of this
Agreement or Applicable Law.

Po ukon&eni této smlouvy nebo po
vyprseni jeji platnosti nebo kdykoliv na zakladé
pisemné zadosti sdélujici smluvni strany pfijimajici
strana neprodlené sdélujici smluvni strané vrati
v8echny dlvérné informace, které ma pfijimaci
smluvni strana v drzeni nebo pod kontrolou, spolu
se vSemi kopiemi, souhrny a analyzami, pfipadné
tyto davérné informace a kopie, souhrny a analyzy
na zadost sdélujici smluvni strany zni€i. V pfipadé
zniCeni zaSle pfijimajici smluvni strana sdélujici
smluvni strané neprodlené pisemné potvrzeni, ze
zni€eni bylo u€inéno. Pfijimajici smluvni strana je
vS§ak opravnéna ponechat si jednu kopii dlivérnych
informaci vyhradné za ucelem stanoveni svych
povinnosti a zavazk( na zakladé této smlouvy
nebo jinak, pficemz dodrzuje pozadavky na
uchovavani zaznami dané touto smlouvou nebo
platnymi pravnimi predpisy.

F. DURATION OF CONFIDENTIALITY.

F. DOBA TRVANI
ZACHOVANI MLCENLIVOSTI.

POVINNOSTI

The obligations of confidentiality of this
Agreement shall survive and continue for ten (10)
years after the expiration or termination of this
Agreement.

Povinnosti zachovani mi€enlivosti o této
smlouvé zlistanou v platnosti a prfetrvaji po dobu
deseti (10) let po vyprSeni platnosti této smlouvy
nebo jejim ukoncCeni.

G. IRREPARABLE HARM.

G. NENAPRAVITELNA UJMA.

The Receiving Party acknowledges that
breach of this Agreement may cause the
Disclosing Party irreparable harm, for which
monetary damages may be an inadequate remedy.
Therefore, in the event of breach of this Article 4,
Disclosing Party is entitled, in addition to any other
remedy available at law or in equity, to seek

Pfijimajici smluvni strana bere na védomi,
Ze poruSeni této smlouvy mulze zpusobit
nenapravitelnou Ujmu sdélujici smluvni strané, pro
niz penézita nahrada Skody muze byt
nedostate¢nym opravnym prostfedkem. V pfipadé
poruseni tohoto ¢lanku 4 je tedy sdélujici smluvni
strana opravnéna, kromé jakéhokoli jiného
opravného prostiedku, ktery je k dispozici na

Clinical Trial Agreement (Czech Repbulic)/Smlouva o provedeni klinického hodnoceni (Ceskd republika)
Clovis Oncology, Inc. Protocol No: CO-338-087/Clovis Oncology, Inc. Protokol ¢.: CO-338-087
Investigator: Dr. Berezovskiy/Zkousejici lékai: MUDr. Berezovskiy

Page/Strana 12 of/z 32

ATHENA_CZE_3way CTA_TMP_v1.0_12Jun2019 / ATHENA_CZE_3way CTA_TMP_v1.0_12. ¢ervna 2019



CONFIDENTIAL INFORMATION / DUVERNE INFORMACE

USE FOR FINANCIAL BENEFIT.

injunctive relief or an order for specific | zdkladé zakona nebo na zakladé spravedlivého

performance. naroku, pozadat o soudni zakaz nebo pfikaz k
provedeni urcitého plnéni.

H. PROHIBITION ON DISCLOSURES OR | H. ZAKAZ ZVEREJNENI NEBO POUZITI ZA

UCELEM FINANCNIi VYHODY.

Without limiting the generality of the
foregoing, INSTITUTION and INVESTIGATOR
shall not (i) disclose SPONSOR Confidential
Information directly or indirectly to any financial,
securities, or industry analyst, or to the media,
except as authorized in writing by SPONSOR or (ii)
use SPONSOR Confidential Information in
connection with purchase or sale of any securities.
This obligation also extends to, without limitation,
unpublished Study Data and any opinion of
INSTITUTION or INVESTIGATOR that is informed,
in whole or in part, directly or indirectly, by access
to SPONSOR Confidential Information or
unpublished Study Data.

Aniz by byla omezena obecnost vy3e
uvedeného, INSTITUCE a ZKOUSEJICI nebude
(i) sdélovat duavérné informace ZADAVATELE
pfimo ani nepfimo zadnému finan¢nimu
analytikovi, analytikovi cennych papirll nebo
oborovému analytikovi ani médiim s vyjimkou
pfipadli, kdy je to pisemné povoleno
ZADAVATELEM, ani (ii) pouzivat davérné
informace ZADAVATELE v souvislosti s nakupem
nebo prodejem jakychkoli cennych papird. Tato
povinnost se vztahuje mimo jiné i na
nepublikované udaje ze studie a jakykoli nazor
INSTITUCE nebo ZKOUSEJICIHO, ktery je zcela
nebo z&asti, pfimo nebo nepfimo informovan na
zakladé pfistupu k davérnym informacim
ZADAVATELE nebo nepublikovanym udajim ze
studie.

I PERSONAL INFORMATION.

l. OSOBNI UDAJE.

The Parties agree that each will comply
with their respective obligations as required under
Applicable Law, including Data Protection Laws
and any other applicable privacy and data
protection laws, using appropriate technical and
organizational measures for the processing,
integrity, confidentiality and security of personal
information and Study Data.

Smluvni strany se dohodly, Ze kazda z nich
bude plnit své pfislusné povinnosti, jak je
pozadovano podle platnych pravnich predpisq,
vCetné zakond o ochrané osobnich udajd a
jakychkoli dalSich platnych zakond na ochranu
soukromi a udaji, s vyuzitim vhodnych
technickych a organizaCnich opatfeni pro
zpracovani, integritu, davérnost a bezpecnost
osobnich udajd a udajl ze studie.

Where the Study is in the European Union
and SPONSOR is deemed the data controller of
certain Personal Data (as defined by Data
Protection Laws) that is included as part of the
Study Data recorded by INSTITUTION and
INVESTIGATOR pursuant to this Agreement
(“Study Personal Data”) and INSTITUTION and/or
Study Team are deemed data processors for their
Study performance, INSTITUTION and
INVESTIGATOR shall act in accordance with
instructions provided by SPONSOR regarding
such Study Personal Data.

Pokud je studie provadéna v Evropské unii
a ZADAVATEL je povazovan za spravce udajl
ur€itych osobnich Udaji (dle definice zakonl o
ochrané osobnich udaju), které jsou soucasti udajl
ze studie zaznamenavanych INSTITUCI a
ZKOUSEUJICIM na z&kladé této smlouvy (,0sobni
Udaje ze studie®) a INSTITUCE a/nebo tym
provadéjici studii jsou povazovani za zpracovatele
Udaju za ucelem provadéni studie, INSTITUCE a
ZKOUSEJICI bude jednat v souladu s pokyny
ZADAVATELE, jezZ se tykaji téchto osobnich udaju
ze studie.

Clinical Trial Agreement (Czech Repbulic)/Smlouva o provedeni klinického hodnoceni (Ceskd republika)
Clovis Oncology, Inc. Protocol No: CO-338-087/Clovis Oncology, Inc. Protokol ¢.: CO-338-087
Investigator: Dr. Berezovskiy/Zkousejici lékai: MUDr. Berezovskiy
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INSTITUTION, INVESTIGATOR and
SPONSOR agree to enter into a separate Data
Processing Agreement in order to XXX.

INSTITUCE, ZKOUSEJICI a ZADAVATEL
souhlasi, Ze uzaviou samostatnou smlouvu o
zpracovani Udaju, aby XXX.

ARTICLE 5. PATIENT PRIVACY

CLANEK 5. SOUKROMIi PACIENTU

A. PATIENT PRIVACY AND
CONFIDENTIALITY OF HEALTH INFORMATION

A. SOUKROMIi PACIENTU A DUVERNOST
ZDRAVOTNICH INFORMACI

(@ INSTITUTION and INVESTIGATOR shall
comply and shall require all Study Personnel to
comply with all Applicable Law, including all Data
Protection Laws, governing patient privacy and
confidentiality of health information. INSTITUTION
and INVESTIGATOR shall take all actions
necessary to comply with such laws and
regulations, including agreeing to amend this
Agreement as necessary for compliance.

(@) INSTITUCE a ZKOUSEJICI bude
dodrZzovat a vyZadovat, aby vSichni pracovnici
provadéjici studii dodrzovali veSkeré platné pravni
predpisy, véetné vSech zakonl o ochrané
osobnich udajl, které upravuji soukromi pacient(
a divérnost informaci o jejich zdravi. INSTITUCE
a ZKOUSEUJICI pfijme veskera opatfeni nezbytna k
dodrzovani téchto pravnich predpisli a nafizeni,
v€etné dohody o zméné této smlouvy, je-li to pro
dodrZovani pfedpisl nezbytné.

(b) INSTITUTION and INVESTIGATOR shall
also obtain written authorization from Study
subjects as necessary to permit regulatory
agencies, affiliated ECs and privacy boards,
SPONSOR, research partners, agents and
employees, other research sites that may be
involved in the Study, health care providers who
may provide services to Study subjects and
laboratories and  other individuals and
organizations that may analyze Study subjects’
medical information in connection with the Study,
to have full access to and use of Study subjects’
personal data and protected health information.

(b) INSTITUCE a ZKOUSEJICI také v pfipadé
potfeby ziska pisemné opravnéni od subjektl
studie, aby umoznila kontrolnim agenturam,
pfidruzenym EK a radam pro ochranu osobnich
Udajl, ZADAVATELI, vyzkumnym partnerim,
zastupclim a zaméstnancim, dalSim vyzkumnym
pracovistim, ktera mohou byt zapojena do studie,
poskytovatelim zdravotni péce, ktefi mohou
poskytovat sluzby subjektum studie, a laboratofim
a dal$im jednotliveim a organizacim, které mohou
analyzovat zdravotni informace subjektt studie v
souvislosti se studii, mit plny pfistup k osobnim
Udajim a chranénym zdravotnim informacim
subjektll studie a plné tyto Udaje a informace
pouzivat.

records of Study subjects in connection with the
Study.

XXX XXX
ARTICLE 6.  INTELLECTUAL PROPERTY CLANEK 6.  DUSEVNI VLASTNICTVI A
AND STUDY DATA UDAJE ZE STUDIE
A. DEFINITIONS A. DEFINICE
XXX XXX
(b) “Medical Records” means the medical | (b) Zdravotnimi zaznamy“ se rozuméji

zdravotni zaznamy subjektd studie v souvislosti se
studii.

Clinical Trial Agreement (Czech Repbulic)/Smlouva o provedeni klinického hodnoceni (Ceskd republika)
Clovis Oncology, Inc. Protocol No: CO-338-087/Clovis Oncology, Inc. Protokol ¢.: CO-338-087
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B. OWNERSHIP OF BACKGROUND | B. VLASTNICTVI DOSAVADNI
TECHNOLOGY TECHNOLOGIE

It is recognized and understood that
certain existing inventions and technologies are
the separate property of SPONSOR
JINSTITUTION, or INVESTIGATOR respectively
and are not affected by this Agreement, and
neither Party shall have any claims to or rights in
such separate inventions and technologies
(“Background Technology”).

Uznava se a rozumi, Zze nékteré stavajici
vynalezy a technologie jsou samostatnym
vlastnictvim ZADAVATELE, respektive
INSTITUCE nebo ZKOUSEJICIHO a nejsou touto
smlouvou nijak dotéeny a Zadna ze smluvnich
stran nema zadné naroky ani prava na takové
samostatné vynalezy a technologie (,dosavadni
technologie®).

STUDY DATA AND MEDICAL RECORDS

C. EXCLUSIVE OWNERSHIP OF | C. VYLUCNE VLASTNICTVi DUSEVNIHO
INTELLECTUAL PROPERTY VLASTNICTVi
D. COLLECTION AND STORAGE OF | D. SHROMAZDOVANi A UCHOVAVANI

UDAJU ZE STUDIE A ZDRAVOTNICH ZAZNAMU

Together with INVESTIGATOR and SUB-
INVESTIGATOR (if applicable), INSTITUTION
shall prepare, document and maintain Medical
Records and Study Data in accordance with
Applicable Law, the Protocol, and the XXX to the
applicable data type and in accordance with
Applicable Law and industry standards, and (ii)
protect the Medical Records and Study Data from
unauthorized use, access, duplication, disclosure,
loss and damage.

Spolu  se  ZKOUSEJICIM a
SPOLUZKOUSEUJICIM, INSTITUCE pfipravi,
zdokumentuje a bude uchovavat zdravotni

zdznamy a Udaje ze studie v souladu s platnymi
pravnimi predpisy, protokolem XXX pfisluSnému
typu udajl, a v souladu s platnymi pravnimi
pfedpisy a oborovymi normami a (ii) chranit
zdravotni zaznamy a udaje ze studie pfed
neopravnénym pouzitim, pfistupem, duplikovanim,
zvefejnénim, ztratou a posSkozenim.

E. EXCLUSIVE OWNERSHIP OF STUDY | E. VYHRADNI VLASTNICTVI UDAJU ZE
DATA AND STUDY SAMPLES STUDIE A VZORKU ZE STUDIE

XXX XXX

F. PERMITTED USES OF STUDY DATABY | F. POVOLENA POUZITiI UDAJU ZE STUDIE
INSTITUTION ZE STRANY INSTITUCE

Clinical Trial Agreement (Czech Repbulic)/Smlouva o provedeni klinického hodnoceni (Ceskd republika)
Clovis Oncology, Inc. Protocol No: CO-338-087/Clovis Oncology, Inc. Protokol ¢.: CO-338-087
Investigator: Dr. Berezovskiy/Zkousejici lékai: MUDr. Berezovskiy

Page/Strana 15 of/z 32

ATHENA_CZE_3way CTA_TMP_v1.0_12Jun2019 / ATHENA_CZE_3way CTA_TMP_v1.0_12. ¢ervna 2019



CONFIDENTIAL INFORMATION / DUVERNE INFORMACE

G. RESTRICTION
STUDIES.

ON  CORRELATIVE

OMEZENI KORELACNICH STUDII.

®

XXX; or (iii) as otherwise expressly permitted by
this Agreement.

XXX nebo (iii) jinak vyslovné povoleného touto
smlouvou.

H. RETENTION AND DESTRUCTION

H. ZACHOVANI A ZNICENI

INSTITUTION  shall retain Medical
Records and Study Data for as long as required by
Applicable Law and the Protocol, but in any event,
no less than 5 years after the termination or
expiration of the Study. After retention is no longer
required by Applicable Law, INSTITUTION shall, at
SPONSOR’s sole option and expense (i)
immediately return all Study Data to SPONSOR; or
(i) continue to store Medical Records and Study
Data for any period that the SPONSOR may
reguest.

INSTITUCE si ponecha zdravotni
zaznamy a Udaje ze studie tak dlouho, jak to
vyzaduji platné pravni pfedpisy a protokol, avSak v
kazdém pfipadé nejméné 5 let po ukonceni studie
nebo vyprdeni jeji platnosti. Poté, co pfislusné
pravni predpisy jiz nevyzaduji uchovavani,
INSTITUCE na zakladé vyhradni volby a vydaja
ZADAVATELE (i) okamzité vrati vSechny udaje ze
studie ZADAVATELI, nebo (ii) bude nadale
uchovavat zdravotni zaznamy a uUdaje ze studie po
dobu, kterou mize ZADAVATEL pozadovat.

INVESTIGATOR (including any Study Personnel)
of any information relating to the Study, Study
results and/or any Study Data, and shall include,
without limitation, any article, manuscript, data,

ARTICLE 7. PUBLICATION CLANEK7. ZVEREJNENI/PUBLIKACE
A. PUBLICATION BY INVESTIGATOR AND | A. ZVEREJNENI  ZKOUSEJICIM A
INSTITUTION INSTITUCI.
(a) “Publication” means any public | (a) ,Publikaci“ se rozumi jakakoli zvefejnéni
disclosures by INSTITUTION and/or | informaci tykajicich se studie, vysledkd studie

a/nebo udaju ze studie ze strany INSTITUCE
a/nebo ZKOUSEJICIHO (v&etn& pracovnik(
provadéjicich studii) a zahrnuje v3echny ¢&lanky,
rukopisy, Udaje, texty, diagramy, plakaty, grafy,

parties acknowledge and agree that Study Data
that is not published, presented or otherwise

text, diagrams, posters, charts, slides or pictures | diapozitivy nebo obrazky tykajici se zjisténi
related to the investigative findings. vyzkumu.
(c) Confidentiality of Unpublished Data. The | (c) Duvérnost nepublikovanych udaja.

Smluvni strany berou na védomi a souhlasi, ze
Udaje ze studie, které nebyly publikovany,

Clinical Trial Agreement (Czech Repbulic)/Smlouva o provedeni klinického hodnoceni (Ceskd republika)
Clovis Oncology, Inc. Protocol No: CO-338-087/Clovis Oncology, Inc. Protokol ¢.: CO-338-087
Investigator: Dr. Berezovskiy/Zkousejici lékai: MUDr. Berezovskiy
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disclosed in accordance with Section 7.A.(a) above
(“Unpublished Data”) remains within the definition
of SPONSOR Confidential Information and
INSTITUTION and INVESTIGATOR shall not and
shall require their personnel not to disclose
Unpublished Data to any third party or disclose any
Study Data in greater detail than the same may be
disclosed in any publications or disclosures made
in accordance with Section 7.A.(a) above.

prezentovany nebo jinak zvefejnény v souladu s
vySe uvedenym  odstavcem  7.A. (a)
(,nepublikované udaje“) nadale spadaji do
definice davérnych informaci ZADAVATELE a
INSTITUCE ani ZKOUSEJICI nesdéli a od svych
pracovnik(i bude vyzadovat, aby nesdélovali
nepublikované udaje zadné ftreti strané ani
nesdélovali zadné udaje ze studie ve vétSich
podrobnostech, nez je mozné je poskytnout v
publikacich nebo informacich zvefejnovanych v
souladu s vySe uvedenym odstavcem 7.A (a).

B. DELAY FOR PATENT PROTECTION B. ODKLAD ZA UCELEM PATENTOVE
OCHRANY

C. MULTI-CENTER STUDY C. MULTICENTRICKA STUDIE

D. LICENSE TO USE PUBLICATIONS. D. LICENCE K POUZITi PUBLIKACI.

E. PUBLICATION BY SPONSOR.

E. ZVEREJNENI ZADAVATELEM.

Nothing in this Article 7 is intended to limit
or restrict in any way SPONSOR’s right to publish
independently regarding the Study. Prior to
commencement of the Study at the INSTITUTION,
SPONSOR shall register the Study with a public
clinical trial registry (e.g., www.clinicaltrials.gov) in
accordance with applicable publication
prerequisites of the International Committee of
Medical Journal Editors and Applicable Law.

Nic v tomto &lanku 7 neni minéno jako
jakékoli mozné omezeni prava ZADAVATELE na
nezavislé publikovani, pokud jde o studii. Pred
zahajenim studie v INSTITUCI ZADAVATEL
zaregistruje studii do vefejného registru klinickych
hodnoceni (napf. ww.clinicaltrials.gov) v souladu s
prisludnymi publikaénimi podminkami
Mezinarodniho vyboru editor( Iékafskych ¢asopis(
a platnymi pravnimi pfedpisy.

F. USE OF NAME.

F. POUZITI JMENA/NAZVU.

None of the parties shall make, place or
disseminate any advertising, public relations,
promotional material or any material of any kind
using the name of the other party and/or the other
party’s subsidiary or affiliate companies or use their
trademarks, without the prior written approval of
the other party; provided that INSTITUTION
consents on behalf of itself and INVESTIGATOR
that SPONSOR is hereby authorized to disclose on
one or more clinical trial registries/databases
INSTITUTION’s and/or INVESTIGATOR's

Zadna ze smluvnich stran nesmi bez
prfedchoziho pisemného souhlasu druhé smiuvni
strany provést, zadat nebo Sifit jakoukoli reklamu,
materialy pro public relations, propagaéni materialy
nebo jiné materialy jakéhokoli druhu s pouzitim
jména/nazvu druhé smluvni strany a/nebo
dcefinych nebo pfidruzenych spoleCnosti druhé
smluvni strany ani pouzivat jejich ochranné
znamky; pficemz INSTITUCE souhlasi svym
jménem a jménem ZKOUSEJICIHO, ze
ZADAVATEL je timto opravnén zvefejnit v jednom

Clinical Trial Agreement (Czech Repbulic)/Smlouva o provedeni klinického hodnoceni (Ceskd republika)
Clovis Oncology, Inc. Protocol No: CO-338-087/Clovis Oncology, Inc. Protokol ¢.: CO-338-087
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participation in the Study, including, without
limitation, identifying the location and contact
information for INSTITUTION and all other
locations where the Study is conducted under this
Agreement.

nebo ve vice registrech/databazich klinickych
hodnoceni ucast INSTITUCE a/nebo
ZKOUSEJICIHO ve studii, v&etng, mimo jiné,
identifikace mista a kontaktnich udajd na
INSTITUCI a vSech ostatnich mist, kde se studie
na zakladé této smlouvy provadi.

covered by Section 8.A.(a). and subject to Section
XXX any amounts paid or payable by an
INSTITUTION Indemnitee to a third party resulting
from claimsXXX

ARTICLE 8. INDEMNIFICATION; STUDY CLANEK 8. ODSKODNENI, UJMA
SUBJECT INJURY; INSURANCE; DISCLAIMER | SUBJEKTU STUDIE, POJISTENI, VYLOUCENI
ODPOVEDNOSTI
A. SPONSOR INDEMNIFICATION. A. ODSKODNENI| ZADAVATELEM.
(a) Distinct from any medical expenses | (a) Na rozdil od veSkerych zdravotnich

vydajl, na které se vztahuje odstavec 8.A(a)., a s
XXX odpovédnosti v pfipadé jakychkoli Castek
zaplacenych nebo splatnych odSkodnénou osobou
INSTITUCE vici tfeti strané, které vyplyvaji z XXX

(b) The indemnification obligations set forth
above shall apply only if the INSTITUTION and
INVESTIGATOR Indemnitee (i) promptly notifies
SPONSOR of the assertion of any such Claims
against it/him/her, (ii) authorizes and permits
SPONSOR to conduct and exercise sole control of
the defense and disposition of such Claims and (iii)
fully cooperates with SPONSOR regarding any
such Claims (including access to pertinent records
and documents and provision of relevant
testimony) and in determining the scope of
SPONSOR's obligations hereunder. Subject to the
foregoing, each INSTITUTION and
INVESTIGATOR Indemnitee may participate in
any such Claims at its/his’/her own cost and
expense. SPONSOR shall not enter into a
settlement that admits fault on behalf of the
INSTITUTION and INVESTIGATOR Indemnitee

(b) VySe uvedené povinnosti odSkodnéni se
uplatni pouze tehdy, pokud odSkodnéna osoba
INSTITUCE a ZKOUSEJICI (i) neprodlen&
informuje  ZADAVATELE o vzneseni takovych
narok( v{ci ni, (i) ZADAVATELE opravni a povoli
mu provadét a vykonavat vyhradni kontrolu nad
obhajobou a vyfizenim takovych naroku a (iii) plné
spolupracuje se ZADAVATELEM v souvislosti s
takovymi naroky (v€etné& pfistupu k pfisluSsnym
zaznamim a dokumentim a  poskytnuti
pfisluSnych vypovédi) a pfi urCovani rozsahu
povinnosti ZADAVATELE na zakladé této smlouvy.
S vyhradou vySe uvedeného se mohou jednotlivé
odskodnéné osoby INSTITUCE a ZKOUSEJICIHO
podilet na jakychkoli takovych narocich na své
vlastni naklady a vydaje. ZADAVATEL nepfistoupi
na urovnani, které pfipousti pochybeni, jménem
odskodnéné osoby INSTITUCE a ZKOUSEJICIHO

without the INSTITUTION and INVESTIGATOR | bez predchoziho pisemného souhlasu

Indemnitee’s prior written consent, which shall not | odS8kodnéné osoby INSTITUCE a

be unreasonably withheld. ZKOUSEUJICIHO, ktery nebude bezd(ivodné
odepren.

B. REIMBURSEMENT FOR STUDY- B. NAHRADA ZA UJMU SOUVISEJICI SE

RELATED INJURY. STUDII.

C. EXCEPTIONS.

C. VYJIMKY.

Clinical Trial Agreement (Czech Repbulic)/Smlouva o provedeni klinického hodnoceni (Ceskd republika)
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D. INSTITUTION INDEMNIFICATION

||
||
||
||
||
||
D.

ODSKODNENI INSTITUCI.

@ INSTITUTION and INVESTIGATOR shall
indemnify, defend and hold harmless SPONSOR,
and its directors, trustees, officers, employees and
agents (collectively, the “SPONSOR
Indemnitees”), from and against any amounts paid
or payable by a SPONSOR Indemnitee to a third
party resulting from Claims arising as a result of
bodily injury to (including death of) a Study subject
arising out of or relating to an Institution
Indemnitee’s negligence, intentional wrongdoing,
or failure to follow the Protocol for the Study or
good clinical practice requirements

(a) INSTITUCE a ZKOUSEJICI odskodni,
bude branit a zbavi ZADAVATELE, jeho feditele,
spravce, Cinitele, zaméstnance a zastupce
(souhrnné ,odSkodnéné osoby ZADAVATELE")
odpovédnosti v pfipadé jakychkoli Castek
zaplacenych nebo splatnych odSkodnénou osobou
ZADAVATELE vuci treti strané, které vyplyvaji z
narok( vzniklych v dusledku télesné ujmy (v€etné
umrti) subjektu studie vyplyvajici z nedbalosti,
umysliného protipravniho jednani nebo nedodrzeni
protokolu pro studii nebo pozadavkl spravné
klinické praxe ze strany odSkodnéné osoby
instituce, pfipadné s témito souvisejici.

(b) The indemnification obligations set forth
above shall apply only if the SPONSOR
Indemnitee (i) promptly notifies INSTITUTION
and/or INVESTIGATOR of the assertion of any
such Claims against it/him/her, (ii) authorizes and
permits INSTITUTION to conduct and exercise
sole control of the defense and disposition of such
Claims and (iii) fully cooperates with INSTITUTION
and/or INVESTIGATOR regarding any such
Claims (including access to pertinent records and
documents and provision of relevant testimony)
and in determining the scope of the
INSTITUTION’S and/or INVESTIGATOR’S
obligations hereunder. Subject to the foregoing,
each SPONSOR Indemnitee may participate in any
such Claims at its/his/her own cost and expense.
INSTITUTION and/or INVESTIGATOR shall not
enter into a settlement that admits fault on behalf
of a SPONSOR Indemnitee without the SPONSOR
Indemnitee’s prior written consent, which shall not
be unreasonably withheld.

(b) VySe uvedené povinnosti odSkodnéni se
uplatni pouze tehdy, pokud odSkodnéna osoba
ZADAVATELE (i) neprodlené informuje INSTITUCI
a/nebo ZKOUSEJICIHO o vzneseni takovych
narok( vici ni, (i) INSTITUCI opravni a povoli ji
provadét a vykonavat vyhradni kontrolu nad
obhajobou a vyfizenim takovych naroku a (iii) plné
spolupracuje s INSTITUCI a/nebo ZKOUSEJiCIM
v souvislosti s takovymi naroky (v€etné pfistupu k
pfisluSnym zaznamim a dokumentdm a poskytnuti
pfisluSnych vypovédi) a pfi urCovani rozsahu
povinnosti INSTITUCE a/nebo ZKOUSEJICIHO na
zakladé této smlouvy. S vyhradou vyse uvedeného
se mohou jednotlivé odSkodnéné osoby
ZADAVATELE podilet na jakychkoli takovych
narocich na své vlastni naklady a vydaje.
INSTITUCE a/nebo ZKOUSEJICI nepfistoupi na
urovnani, které pfipousti pochybeni, jménem
od8kodnéné osoby ZADAVATELE bez
pfedchoziho pisemného souhlasu odSkodnéné
osoby ZADAVATELE, ktery nebude bezdivodné
odepren.
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E. INSURANCE.

E. POJISTENI.

SPONSOR shall provide compulsory
insurance for Study subjects in order to satisfy
claims for reimbursement of damage to their life or
health due to participation in the Study conducted
under this Agreement in accordance with
requirements of laws of the Czech Republic. The
insurer will be selected by SPONSOR. The amount
of insurance payment as per compulsory insurance
agreement cannot be lower than that established
by applicable laws. Documents confirming
insurance should be provided to INVESTIGATOR
for review prior to the Study.

ZADAVATEL zajisti povinné pojisténi pro
subjekty studie za Uucelem uspokojeni narok( na
nahradu Skody na jejich zivoté nebo zdravi v
disledku ucasti ve studii provadéné na zakladé
této smlouvy v souladu s pozadavky pravnich
predpisti Ceské republiky. Pojistovaci spole¢nost
vybere ZADAVATEL. VySe pojistného plnéni dle
smlouvy o povinném pojisténi nesmi byt nizsi nez
Castka stanovena platnymi pravnimi pFedpisy.
Dokumenty potvrzujici pojisténi by mély byt
ZKOUSEJICIMU poskytnuty pred zahajenim
studie.

F. DISCLAIMER.

F. VYLOUCENI ODPOVEDNOSTI.

INSTITUTION and INVESTIGATOR
acknowledge that the Study Drug is experimental
in  nature. SPONSOR MAKES NO
REPRESENTATIONS OR WARRANTIES,
EXPRESSED OR IMPLIED, REGARDING THE
SAFETY OR EFFICACY OF THE STUDY DRUG
AND EXPRESSLY DISCLAIMS ANY IMPLIED
WARRANTIES OF MERCHANTABILITY,
NONINFRINGEMENT, OR FITNESS FOR A
PARTICULAR PURPOSE.

INSTITUCE a ZKOUSEJICI berou na
védomi, ze hodnoceny Iék je experimentalni
povahy. ZADAVATEL NEPOSKYTUJE ZADNA
PROHLASENI ANI ZARUKY, VYJADRENE ANI

PREDPOKLADANE, POKUD JDE 0
BEZPECNOST NEBO UCINNOST
HODNOCENEHO LEKU A  VYSLOVNE
VYLUCUJE JAKEKOLI PREDPOKLADANE
ZARUKY OBCHODOVATELNOSTI,
NEPORUSOVANI NEBO VHODNOSTI PRO

KONKRETNI UCEL.

ARTICLE9. TERM AND TERMINATION

CLANEK 9. OBDOBI A UKONCENI

A. TERM.

A. OBDOBI.

This Agreement shall commence on the
Validity Date of this Agreement and shall, unless
sooner terminated as herein expressly provided,
continue until completion of the Study as provided
in the Protocol.

Tato smlouva zacina dnem ucinnosti této
smlouvy a bude pokracovat, nebude-li ukonCena
dfive, jak je vyslovné uvedeno v této smlouvé, az
do dokonéeni studie, jak je stanoveno v protokolu.

B. TERMINATION BY PARTIES.

B. UKONCENI SMLUVNIMI STRANAMI

€) This Agreement and/or any Study
conducted hereunder may be terminated or

€) Tato smlouva a/nebo jakdkoli studie
provadéna na zakladé této smlouvy muze byt

suspended and/or further enroliment of subjects in | ukonéena anebo pozastavena, pfipadné
a Study may be suspended: zafazovani subjektdl do studie mlze byt
pozastaveno:

0] by SPONSOR, without cause, upon 30
days prior written notice to INSTITUTION and/or

0] ZADAVATELEM bez udani ddvodu na
zakladé pisemného oznameni zaslaného
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protect the best interests of the Study subjects; (b)
for material breach of this Agreement, where the
breach is not cured within thirty (30) days following
receipt of written notice thereof from the non-
breaching party; or (c) as otherwise expressly
permitted by the Protocol; or

INVESTIGATOR; INSTITUCI a/nebo ZKOUSEJICIMU 30 dni
predem,
(ii) by either party, either (a) if necessary to | (ii) kteroukoli ze smluvnich stran (a) je-li to

nezbytné k ochrané nejlepSich zajma subjektl
studie, (b) z dlvodu zavazného poruseni této
smlouvy, pokud toto poruseni neni napraveno do
tficeti (30) dnl od obdrzeni pisemného upozornéni
na poruSovani zaslaného neporusujici smluvni
stranou nebo (c) jak je vyslovné povoleno
protokolem, pfipadné

(b) Upon termination or suspension of the
Study, the parties shall promptly meet and confer
to determine an appropriate phase-out for subjects
already enrolled in the Study.

(b) Po ukonéeni nebo pozastaveni studie se
smluvni strany neprodlené setkaji a projednaji a
stanovi vhodné postupy vyfazovani subjektd jiz
zarazenych do studie.

C. SURVIVAL.

C. PRETRVANI PLATNOSTI.

Sections 1.D, 1.E and Articles 2 through 10
of this Agreement shall survive any termination or
expiration of this Agreement, as well as any other
terms which by their intent or meaning are intended
to so survive. No termination hereunder shall
constitute a waiver of any rights or causes of action
that either party may have accrued based upon
events occurring prior to the termination date.

Odstavce 1.D, 1.E a &lanky 2 az 10 této
smlouvy zUstanou v platnosti i po ukonceni této
smlouvy nebo vyprSeni jeji platnosti, jakoz i
vSechny dalSi podminky a ustanoveni, které jsou
dle svého zaméru ¢&i vyznamu uréeny k tomu, aby
zGstaly v platnosti. Zadné ukondeni dle této
smlouvy nepfedstavuje vzdani se prav nebo
zalobnich divodu, které by jedné ze smiuvnich
stran mohly vzniknout na z&kladé udalosti, k nimz
doS$lo prfed datem ukondeni.

INVESTIGATOR or any Study Personnel render to
SPONSOR pursuant to this Agreement shall be
rendered as an independent contractor. Nothing
contained in this Agreement shall be construed to
place the parties or their personnel in the
relationship of employer and employee, partners,
principal and agent, joint venturers, or as an insurer
or a representative of the other party to this
Agreement. Neither party shall have the power to
bind or obligate the other party, nor shall either
party hold itself out as having such authority.
INSTITUTION INVESTIGATOR or any Study
Personnel shall not (i) be eligible to participate in or

ARTICLE 10. MISCELLANEOUS CLANEK 10. RUZNE
A. INDEPENDENT CONTRACTOR | A. NEZAVISLY DODAVATELSKY VZTAH.
RELATIONSHIP.

All services that INSTITUTION, VeSkeré sluzby, které INSTITUCE,

ZKOUSEJICI ¢&i vsichni pracovnici provadsjici
studii poskytuji ZADAVATELI v souladu s touto
smlouvou, budou poskytovany jako sluzby
nezavislého dodavatele. Zadné ustanoveni této
smlouvy nesmi byt vykladano tak, aby uvadélo
smluvni strany nebo jejich zaméstnance do vztahu
zaméstnavatele a zaméstnance, partnerd,
obchodniho partnera a zéastupce, spoleénych
podniki nebo pojistitele nebo zastupce druhé
strany této smlouvy. Zadna ze smluvnich stran
nema pravomoc zavazat druhou smluvni stranu
nebo ji ukladat povinnosti a zadna ze smluvnich
stran nebude jednat jako takova autorita.
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receive any benefits or have any rights as an
employee of SPONSOR,; or (ii) be covered by any
SPONSOR liability insurance policies during the
term of this Agreement.

INSTITUCE, ZKOUSEJICI a zadny pracovnik
provadéjici studii nebudou (i) zpusobili k u¢asti na
zaméstnaneckych vyhoddch a pravech u
ZADAVATELE ani k  ziskani  takovych
zaméstnaneckych vyhod a prav; ani nebudou (ii)
kryti Zadnou smlouvou o pojisténi odpovédnosti
ZADAVATELE po dobu trvani této smlouvy.

B. NO IMPLIED RIGHTS OR LICENSE.

B. ZADNA PREDPOKLADANA PRAVA ANI
LICENCE.

No right or license is granted under this
Agreement by either party to the other except those
specifically set forth herein. Nothing contained
within this Agreement shall impose an obligation of
exclusivity on one party by the other.

Zadna ze smluvnich stran neudé&luje na
zakladé této smlouvy druhé smluvni strané zadna
prava ani licence vyjma téch, které jsou konkrétné
uvedeny v této smlouvé. Zadné ustanoveni této
smlouvy neuklada jedné smluvni strané povinnost
exkluzivity vdéi druhé smluvni strané.

C. GOVERNING LAW.

C. ROZHODNE PRAVO.

This Agreement and any claim,
controversy, dispute or other matter arising under
or related to this Agreement, the relationship of the
parties, or the enforcement of the rights and
obligations hereunder of the parties will be
governed by the laws of the Czech Republic and
will be construed and interpreted under and in
accordance with the laws of that State without
regard to the provisions governing conflict of laws.

Tato smlouva a jakékoli naroky,
kontroverze, spory nebo jiné zalezitosti vyplyvajici
z této smlouvy nebo vztahujici se k této smlouvé,
vztah smluvnich stran, pfipadné prosazovani prav
a povinnosti téchto smluvnich stran vyplyvajicich z
této smlouvy se budou fidit pravnimi pfredpisy
Ceské republiky a budou vykladany podle zakond
tohoto statu a v souladu s nimi bez ohledu na
ustanoveni o kolizi pravnich norem.

D. SEVERABILITY.

D. ODDELITELNOST.

This Agreement is intended to be
severable and the invalidity and/or unenforceability
of any clause of this Agreement, or any part
thereof, shall not affect the wvalidity and or
enforceability of any other clause or part thereof to
the extent not invalidated or held unenforceable.

Tato smlouva je minéna jako oddélitelna a
neplatnost a/nebo nevymahatelnost jakéhokoli
odstavce této smlouvy nebo kterékoli jeho Casti
nema vliv na platnost a vymahatelnost jakéhokoli
jiného odstavce nebo jeho C€asti v rozsahu, ve
kterém neni neplatny nebo nevymahatelny.

E. NOTICES.

E. OZNAMENI.

Any legal or formal notices must be in
writing and will be deemed effective only when (A)
delivered personally; (B) sent by facsimile; or (C)
mailed by certified or registered mail, postage
prepaid, return receipt requested, to the party and
address set forth herein or such other address(es)
of which such party shall have given written notice.

Jakakoli pravni nebo formalni oznameni
museji byt pisemna a budou povaZovana za
ucinna pouze tehdy, pokud budou (A) dorucena
osobné, (B) odeslana faxem nebo (C) zaslana
postou jako doporueny dopis, vyplacena postovni
zasilka, dopis s doru€enkou druhé smluvni strané
na adresu uvedenou vySe v tomto dokumentu nebo
na takovou jinou adresu (takové jiné adresy), jiz
(jez) tato smluvni strana pisemné oznami.
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For purposes hereof, the person at SPONSOR to
whom notices shall be addressed is:

Pro Gcely této smlouvy je osobou u ZADAVATELE,
které maji byt zasildna oznameni:

Clovis Oncology, Inc.

Clovis Oncology, Inc.

5500 Flatiron Parkway, Suite 100

5500 Flatiron Parkway, Suite 100

Boulder, CO 80301

Boulder, CO 80301

Attention: Legal Department

K rukam: Pravni oddéleni

Facsimile: 303-245-0360

Fax: 303-245-0360

And
to:

with  copy to CRO, addressed

A S
adresovanou:

kopii pro CRO,

Synteract, Inc.

Synteract, Inc.

430 Davis Drive, Suite 500

430 Davis Drive, Suite 500

Morrisville, NC 27560

Morrisville, NC 27560

Attn: Legal Department

K rukam: Pravni oddéleni

And the person at INSTITUTION to whom notices
shall be addressed is:

A osobou v INSTITUCI, které maji byt zasilana
oznameni, je:

Lucie Sykorova

Lucie Sykorova

Coordinator of the clinical trials

Koordinatorka klinickych studii

University Hospital in Pilsen

Fakultni nemocnice Plzen

Edvarda BeneSe 1128/13, 305 99 Pilsen

Edvarda BenesSe 1128/13, 305 99 Plzen

F. ENTIRE AGREEMENT.

F. UPLNA DOHODA.

This Agreement and any attachments
hereto set out the entire agreement of the parties
and supersede all prior agreements and
understandings relating to its subject matter. This
Agreement and any attachments hereto may not
be altered, modified, or waived in whole or in part,
except in writing signed by both parties.

Tato smlouva a jeji pfilohy predstavuji
Uplnou dohodu mezi smluvnimi stranami a
nahrazuji vSechny pfedchozi dohody a umluvy
tykajici se jejiho pfedmétu. Tato smlouva a jeji
pfilohy nesméji byt zménény, upravovany nebo
zcela &i z€asti vypustény, s vyjimkou pisemného
podepsani obéma smluvnimi stranami.

G. HEADINGS.

G. NADPISY.

The headings in this Agreement are
intended solely for convenience or reference and
shall be given no effect in the construction or
interpretation of this Agreement.

Nadpisy uvedené v této smlouvé jsou
urCeny vyhradné pro usnadnéni orientace a
referenci a nemaji vliv na vyklad této smlouvy.

H. COUNTERPARTS.

H. STEJNOPISY.

This Agreement may be executed in
counterparts, each of which shall be deemed to be
an original and all of such counterparts shall
together constitute one and the same Agreement.

Tato smlouva mize byt vyhotovena ve
vice stejnopisech, z nichz kazdy se povazuje za
original, a vSechny takové stejnopisy tvofi
dohromady jednu a tutéZ smlouvu.

I ASSIGNMENT.

l. POSTOUPENI.
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INSTITUTION and/or INVESTIGATOR
may not assign any of its rights or delegate any of
its duties under this Agreement without the prior
written consent of SPONSOR. Any unauthorized
attempted assignment by INSTITUTION or
INVESTIGATOR shall be null and void and of no
force or effect.

INSTITUCE a/nebo ZKOUSEJICI nesmi
bez predchoziho pisemného souhlasu
ZADAVATELE postoupit Zzadna sva prava
vyplyvajici z této smlouvy ani delegovat své
povinnosti vyplyvajici z této smlouvy. Jakykoli
neopravnény pokus o postoupeni ze strany
INSTITUCE nebo ZKOUSEJICIHO bude anulovan
a prohlaSen za neplatny a nebude mit zadnou
platnost ani u€inek.

J. ANTI BRIBERY.

J. PROTIKORUPCNI ZASADY.

The parties acknowledge that SPONSOR
is bound by all applicable anti-corruption and anti-
bribery laws and regulations, including, but not
limited to, the Foreign Corrupt Practices Act
(“FCPA”) and UK Bribery Act and will not cause
SPONSOR to be in breach of its responsibilities
through any act as described in this Section 10.J.

Smluvni strany berou na védomi, zZe
ZADAVATEL je vazan vSemi platnymi pravnimi
prfedpisy a nafizenimi pro boj s korupci a
uplatkafstvim, vc€etné, mimo jiné, zakona o
korupé&nich praktikach v zahranic¢i (Foreign Corrupt
Practices Act, ,FCPA®) a protikorupéniho zakona
Spojeného kralovstvi, a Ze nezpuUsobi, aby
ZADAVATEL porusil své povinnosti
prostifednictvim jakéhokoli jednani popsaného v
tomto odstavci 10.J.
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In performing the Study and/or services
under this Agreement, INSTITUTION and Study
Personnel (i) agrees that it has not and shall not,
directly or indirectly, offer to make, promise,
authorize or accept any payment or anything of
value, including bribes, gifts and/or donations to or
from any public official, regulatory authority or
anyone else for the improper purpose of
influencing, inducing or rewarding any act,
omission or decision in order to secure an improper
advantage, including to obtain or retain business,
and (i) shall comply with all applicable anti-
corruption and anti-bribery laws and regulations.
INSTITUTION shall notify SPONSOR immediately
upon becoming aware of any breach under this
Section 10.J.

V ramci provadéni studie a/nebo sluzeb na
zakladé této smlouvy se INSTITUCE a pracovnici
provadéjici studii (i) zavazuji, Ze pfimo ani nepfimo
nenabizeli ani nebudou nabizet provedeni platby &i
¢ehokoli hodnotného, neslibovali ani nebudou
slibovat, nepovolili ani nepovoli platbu ¢i pfedani
¢ehokoli hodnotného, véetné uplatk a/nebo dart,
vefejnému Ciniteli, kontrolnimu organu nebo
komukoli jinému pro neopravnény ucel ovlivhovani
jakéhokoli jednani, navadéni k takovému jednani
nebo jeho odméfovani, opomenuti nebo
rozhodnuti s cilem zajistit neopravnénou vyhodu,
v€etné ziskani nebo udrzeni obchodu, a ani
takovou platbu €i cokoli hodnotného za vySe
uvedenymi neopravnénymi Ucely od vefejného
Cinitele, kontrolniho organu nebo kohokoliv jiného
nepfijali ani nepfijmou, a (ii) budou dodrzovat
vSechny platné pravni predpisy a nafizeni pro boj
s korupci a Uplatkarstvim. Pokud se INSTITUCE
dozvi o jakémkoli poruSeni dle tohoto odstavce
10.J, ihned o tom informuje ZADAVATELE.

For the purpose of ensuring compliance
with applicable anti-bribery laws and regulations,
INSTITUTION agrees that SPONSOR shall have
the right to conduct an investigation or audit of
INSTITUTION during the term of this Agreement to
monitor compliance with the terms of this Section
10.J. INSTITUTION shall cooperate fully with such
investigation or audit, the timing of which shall be
at the sole discretion of SPONSOR.

Aby bylo zajisténo dodrzovani platnych
pravnich pfedpist a nafizeni pro boj s korupci a
Uplatkarstvim, INSTITUCE souhlasi s tim, Zze
ZADAVATEL bude mit béhem doby platnosti této
smlouvy pravo provadét Setfeni nebo audit
INSTITUCE a monitorovat dodrzovani ustanoveni
tohoto odstavce 10.J. INSTITUCE bude pfi
takovém Setfeni nebo auditu, jehoz nacasovani
zavisi na vyhradnim uvazeni ZADAVATELE, plné
spolupracovat.

[Signature Page Follows]
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In order to demonstrate their agreement,
the parties have executed this Agreement as of the
Validity Date.

Na dukaz svého souhlasu smluvni strany uzaviely
tuto smlouvu ke dni platnosti .

CLOVIS ONCOLOGY Ireland

in the name and on behalf of/ jménem spolecnosti

CLOVIS ONCOLOGY, INC.

Signature/ Podpis:

Print Name / Jméno hulkovym pismem:

Title/Funkce:

Date/Datum:

UNIVERSITY HOSPITAL PILSEN/FAKULTNi NEMOCNICE PLZEN

Signature/ Podpis:

Print Name / Jméno hlilkovym pismem:

Vaclav Simanek, M.D., Ph.D.,
MUDr. Vaclav Simanek, Ph.D.

Title/Funkce:

Date/Datum:

| HAVE READ AND UNDERSTAND THE ABOVE
AGREEMENT AND AGREE TO ABIDE BY THE
TERMS THEREOF:

VYSE UVEDENOU SMLOUVU
PRECETL/PRECETLA,
POROZUMEL/POROZUMEL JSEM Ji
A SOUHLASIM S DODRZOVANIM PODMINEK
TETO SMLOUVY:

JSEM  SI

INVESTIGATOR/ ZKOUSEJiCi

Signature/ Podpis:

Print Name/ Jméno hulkovym pismem: Denis Berezovskiy M.D., / MUDr. Denis Berezovskiy.

Date/Datum:
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EXHIBIT A

PRILOHA A

TERMS OF PAYMENT

PLATEBNi PODMINKY

As consideration for performance under
the terms of this Agreement, the SPONSOR or the
CRO on behalf of the SPONSOR shall provide
financial remuneration for the Study to the
INSTITUTION as follows:

Jako protihodnotu za pInéni v souladu s
podminkami této smlouvy poskytne ZADAVATEL
nebo CRO jménem ZADAVATELE INSTITUCI
finanéni odménu za studii, a to nasledovné:

The parties acknowledge and agree that
the INSTITUTION's payment information
designated below is proper for this Agreement, and
the INSTITUTION is authorized to receive all of the
payments for the services performed under this
Agreement. The institution’s obligation to
reimburse the INVESTIGATOR, if any, is
determined by internal rules of the INSTITUTION,
which may involve different payment amounts and
different payment intervals than the payments
made by the SPONSOR or the CRO, on behalf of
SPONSOR, to INSTITUTION. INVESTIGATOR
acknowledges that if he/she is not the payee,
SPONSOR and/or CRO will not pay
INVESTIGATOR even if the INSTITUTION fails to
reimburse INVESTIGATOR.

Smluvni strany berou na védomi a
souhlasi s tim, Ze niZze uvedené platebni udaje
INSTITUCE jsou spravné pro tuto smlouvu, a
INSTITUCE je opravnéna pfijimat vesSkeré platby
za sluzby poskytované na zakladé této smlouvy.
Povinnost instituce vyplatit ZKOUSEJICIHO,
pokud existuje, je ur€ena urena internimi pravidly
instituce , ktera mize zahrnovat jiné vyse plateb a
jiné intervaly vyplaty nez u plateb provadénych
INSTITUCI ZADAVATELEM nebo CRO jménem
ZADAVATELE. ZKOUSEUJICI bere na v&domi, ze
pokud neni pfijemcem platby, ZADAVATEL a/nebo
CRO nebudou ZKOUSEJICIMU platit, ani kdyz
INSTITUCE ZKOUSEJICIMU nezaplati.

Electronic Payment Information:

Udaje pro elektronickou platbu:

BANK AND ADDRESS/ BANKA A ADRESA:

Czech National bank/Ceska narodni banka

ACCOUNT NAME/ NAZEV UCTU:

University Hospital Pilsen/Fakultni nemocnice
Plzen

BANK ACCOUNT HOLDER ADDRESS/ ADRESA
DRZITELE BANKOVNIHO UCTU:

Edvarda Benese 1128/13, 305 99 Pilsen/Edvarda
Benese 1128/13, 305 99 Plzen

SORT CODE/ SMEROVY KOD BANKY:

0710

ACCOUNT NUMBER/ CiSLO UCTU:

34534-33739311/0710

IBAN No/ IBAN:

CZ91 0710 0345 3400 3373 9311

Bank ldentifier Code/ SWIFT Code/ Identifikaéni
kod banky / kod SWIFT:

CNBACZPP

VAT No/ DIC:

CZ00669806

PAYEE ADDRESS: trails@fnplzen.cz

E-mailova

adresa prijemce plabeb/ Payee email address:

trails@fnplzen.cz

The costs set forth hereunder are
exclusive of VAT. Any VAT or other sales tax,
exchange fees or bank fees, if applicable may be
reverse charged and shall be the responsibility of
the SPONSOR or INSTITUTION, as applicable. In
no event will CRO be responsible for any VAT or
other sales tax incurred by INSTITUTION or
SPONSOR hereunder.

VySe uvedené naklady jsou bez DPH.
Jakakoli DPH nebo jina daf z prodeje, poplatky za
vyménu nebo bankovni poplatky mohou byt v
pfipadé potieby nauctovany zpét a ponese za né,
dle okolnosti, odpovédnost ZADAVATEL nebo
INSTITUCE. CRO v zadném pfipadé nenese
odpovédnost za jakoukoli DPH nebo jinou dani z
prodeje, ktera vznikla INSTITUCI nebo
ZADAVATELI na zakladé této smlouvy.
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CONFIDENTIAL INFORMATION / DUVERNE INFORMACE

Compensation provided to the Study Subjects
Compensation will be provided to the Study
Subjects only as provided for, and in accordance
with the Protocol.The Provider undertakes to pay
to the Clinical Trial Subjects in the name and on
behalf of the Company a financial compensation of
CZK 645 for each personal visit.

The Company shall hand over the funds to the
Provider for this purpose on the basis of an issued
invoice by bank transfer to the bank account in the
form of an advance invoice in the amount of CZK
12,900; these funds remain the property of the
Company until they are handed over to the
Subjects of the Clinical trial. Once these funds have
been exhausted, the Provider will issue further
invoices of the same amount.

Nahrada poskytovana Subjektiim klinického
hodnoceni

Poskytovatel se zavazuje vyplacet Subjektiim
klinického hodnoceni jménem a na ucet
Spole¢nosti finanéni ndhradu ve vysi 645 K& za

kazdou osobni navstévu.

Finanéni prostfedky pfeda k tomuto ucelu
Poskytovateli Spole¢nost, a to na zakladé
vystavené faktury bezhotovostné na bankovni
ucet formou zalohové faktury, a to ve vysi 12 900
K¢; tyto finanéni prostfedky zlstavaji majetkem
Spolecnosti az do jejich pfedani Subjektu
hodnoceni. Po vy¢erpani téchto finanénich
prostfedkd bude Poskytovatel vystavovat dalsi
faktury ve stejné vysi.

submission and approval

1. Payment Schedule. 1. Harmonogram plateb.

0] execution of this Agreement (0] uzavieni této smlouvy,

(ii) collection of all required regulatory | (ii) shromazdéni vSech pozadovanych
documents regulaénich dokumentd,

(iii) collection of materials required for EC | (iii) shromazdéni materiald pozadovanych pro

predlozeni EK a jeji schvéleni,

the study staff to complete the activities associated
with the study start-up.

(iv) completion of a site initiation visit (iv) dokoneni  pocateCni navstévy na
pracovisti,
(V) submission of an invoice (V) predlozeni faktury.
This payment is intended to allow time for Ugelem této platby je poskytnout

pracovnik(im provadéjicim studii Cas na dokonc&eni
Cinnosti spojenych se zahajenim studie.

b. SPONSOR or CRO on behalf of the
SPONSOR will reimburse the INSTITUTION on a
quarterly basis, in accordance with the budget
table and payment schedule listed below. A Study
Subject’s completion of a visit and associated
payment will be based on completed CRFs
entered into the Electronic Data Capture.

b. ZADAVATEL nebo CRO jménem
ZADAVATELE bude vyplacet INSTITUCI &tvrtletné
v souladu s rozpoé&tovou tabulkou a nize uvedenym
harmonogramem plateb. Ukonéeni navstévy
subjektu studie a souvisejici platby budou
zalozeny na vyplnénych formulafich CRF
zadanych do elektronického zaznamu dat.

Study Visit/
Per Study Visit Fee (15% Overhead Included)

Poplatek za navstévu v ramci studie
(korun éeskych )/ 15 %, zahrnuty rezijni naklady
25 %,)

Visit 1/ 1. navstéva (Screening)
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CONFIDENTIAL INFORMATION / DUVERNE INFORMACE

Cycle 1, Day 1/ 1. cyklus, 1. Den

Cycle 1, Day 15/
1. cyklus, 15. Den

Cycle 2, Day 1/
2. cyklus, 1. Den

Cycle 2, Day 15/
2. cyKlus, 15. Den

Cycle 3, Day 1/
3. cyklus, 1. Den

Cycle 4, Day 1/
4. cyklus, 1. Den

Cycle 5, Day 1/
5. cyklus, 1. Den

Cycle 6, Day 1/
6. cyklus, 1. Den

Cycle 7, Day 1/
7. cyklus, 1. Den

Cycle 8, 11 + (Every 3 Cycles)/
8. cyklus, 11 + (kazdé 3 cykly)

Cycle 9 + Non-Scan Cycle Visits/
9. cyklus + navstévy v ramci cyklu bez vySetfeni

Cycle 10, 14+ (Every 4 Cycles)/
10. cyklus, 14 + (kazdé 4 cykly)

End of Treatment
Konec lé¢by

Safety Follow-up (1 & 2)/
Bezpecnostni kontrolni navstéva (1 a 2)

Long-term Follow-up/
Dlouhodobé kontrolni sledovani

Total Per Study Subject Fee*/
Celkovy poplatek za subjekt studie*

*Inclusive of subject reimbursement and all direct and indirect costs
*Zahrnuje thradu subjektu a veskeré primé a nepfimé naklady.

to the following schedule:

C. The INSTITUTION will be paid according

C.
nasledujiciho harmonogramu:

INSTITUCE bude vyplacena podle

Final Payment.

Koneéna platba.

Reimbursement for Screen Failures.

||
||
3.

Kompenzace za neuspésné screeningy.
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CONFIDENTIAL INFORMATION / DUVERNE INFORMACE

Valid Screen Failures include subjects that
were consented and entered into the screening
process appropriately and subsequently did not
meet enrollment criteria. Screen Failures criteria
include patients that fail to qualify for
randomization.

Platné neuspé&Sné screeningy zahrnuji
subjekty, které poskytly souhlas a byly fadné
zapsany do screeningového procesu a nasledné
nesplnily  kritéria pro zafazeni. Kritéria
neuspésnych screeningli zahrnuji pacienty, ktefi
se nekvalifikovali pro randomizaci.

Valid Screen Failures must be listed on the
Screening and Enrollment Log and must have
verifiable source documentation of all assessments
that were performed leading to the disqualification.
SPONSOR and CRO retain the right, however, to
deny payment for any subject found by the monitor
to have been entered into screening
inappropriately by the INVESTIGATOR, or for
procedures performed after the point where the
subject should have been dropped.

Platné neuspésné screeningy museji byt
uvedeny v protokolu screeningu a zafazeni a
museji mit ovéfitelnou zdrojovou dokumentaci
v8ech hodnoceni, ktera byla provedena a vedla k
diskvalifikaci. = ZADAVATEL a CRO si vSsak
vyhrazuji pravo odmitnout platbu za jakykoli
subjekt, u néhoz dohlizitel zjistil, ze byl zapsan do
screeningu nevhodné ze strany ZKOUSEJICIHO,
nebo u postupu provedenych poté, kdy mél byt
subjekt vyloucen.

4, Reimbursement for Discontinued or Early
Terminated Patients

4, Kompenzace za pacienty s pferusenou
nebo pfed€asné ukon€enou ucasti ve studii

For Study Subjects that discontinue before
completing all visits, the payment will be prorated
based on the number of confirmed completed
visits, as verified by completed CRFs.

U subjektll studie, ktefi prerusi ucast ve
studii pfed dokonlenim vSech navstév, bude
platba pomérné upravena na zakladé poctu
potvrzenych dokon&enych navstév dle ovéreni
vyplnénymi formulari CRF.

There is no additional Study Subject
reimbursement for an unscheduled visit.

Za neplanovanou navstévu nebude
provedena zadna dalSi uhrada za subjekt studie.

5. Ethics Committee (EC) Fees

5. Poplatky etické komisi (EK)

Central EC invoices will be submitted by
the Central EC to CRO and reimbursed by the
CRO, on behalf of the SPONSOR, directly to the
Central EC within forty five (45) days of receipt of
the invoice.

Faktury Centraini etické komise budou
Centralni etickou komisi predkladany CRO a
hrazeny CRO jménem ZADAVATELE pfimo
Centralni etické komisi do Ctyficeti péti (45) dnu od
obdrzZeni faktury.

If a Central EC is not used by the
INSTITUTION, invoices will be submitted by the
INSTITUTION to SPONSOR or CRO and
INSTITUTION will be reimbursed by the
SPONSOR or the CRO on behalf of SPONSOR,
within forty five (45) days of receipt of an invoice,
for EC fees incurred for obtaining or maintaining
the EC approval for the Study, up to an amount pre-
approved by the SPONSOR and CRO.

Pokud INSTITUCE nevyuZije Centralni
EK, budou faktury za poplatky EK za ziskani nebo
zachovani souhlasu EK se studii, a to aZz do vy3e
pfedem schvalené ZADAVATELEM a CRO,
predkladany INSTITUCI ZADAVATELI nebo CRO
a INSTITUCE obdrzi uhradu od ZADAVATELE
nebo CRO jménem ZADAVATELE do Ctyficeti péti
(45) dnu od obdrzeni faktury.

6. Invoiceable Expenses:

6. Fakturovatelné vydaje:
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Cost (CZK/ Invoiceable Items
(Overhead Not Applicable)

Naklady ¢eské koruny// Fakturovatelné
polozky
(rezijni naklady nevztahuje se)

Pre-approved invoiceable expenses will be
reimbursed by the CRO, on behalf of the
SPONSOR, within forty five (45) days of receipt of
a correctly completed invoice. SPONSOR is
responsible for any exchange fees and bank fees
that may be assessed. Invoices, as applicable, for
all Fees and Costs under this Agreement including
all pre-approved expenses must be addressed to
SynteractHCR, Inc. EC Specific Expenses should
be included in an Invoice sent to SynteractHCR,
Gmbh, both invoicing addresses are outlined
below:

Pfedem schvalené fakturovatelné vydaje
uhradi CRO jménem ZADAVATELE do c¢tyficeti
péti (45) dnU od obdrzeni fadné vydané faktury.
ZADAVATEL je zodpovédny za pfipadné poplatky
za vyménu a bankovni poplatky, které mohou byt
udéleny. Faktury na v8echny poplatky a naklady
na zakladé této smlouvy, véetné vSech pfedem
schvalenych vydaju, museji byt v pfislusnych
pfipadech adresovany spoleénosti SynteractHCR,
Inc. Zvlastni naklady EK by mély byt zahrnuty do
faktury zaslané spole¢nosti SynteractHCR, Gmbh,
obé fakturacni adresy jsou uvedeny nize:
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CONFIDENTIAL INFORMATION / DUVERNE INFORMACE

All other Invoice Expenses Sent to/
Vsechny ostatni fakturované vydaje jsou
zasilany na adresu

EC Invoice Expenses Sent to/
Fakturované vydaje EK jsou zasilany na adresu:

SynteractHCR, GmbH Synteract, INC
Albrechtstrasse 14 5909 Sea Otter Place
80636 Miinchen, Germany Suite 100

Carlsbad, CA 92010

Attn/ K rukam: XXX

Phone/ Telefon: +XXX

Email: Clovis CO-338 087 Athena_Invoices@synteract.com

Please note that invoices will not be | Upozorfiujeme, ze faktury nebudou zpracovany,
processed unless they reference the | pokud nebudou uvadét odkaz na nazev
SPONSOR name, Protocol number and | ZADAVATELE, ¢cislo protokolu a jméno
INVESTIGATOR name. After receipt and | ZKOUSEJICIHO. Po obdrzeni a ovéfeni bude
verification, reimbursement for invoices will | proplaceni faktur zahrnuto do pristi pravidelné
be included with the next regularly scheduled | planované platby za predmétnou ¢innost.

payment for subject activity.

No other additional funds will be paid without | Bez pfedchoziho pisemného souhlasu CRO a
the prior written consent of CRO and | zadavatele nebudou vyplaceny Zadné jiné dalsi
Sponsor. Nothing contained herein shall infer | finanéni prostfedky. Nic z toho, co je v této
that additional funding will be granted. smlouvé uvedeno, neznamena, Ze budou
poskytnuty dalsi financni prostredky.
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