SMLOUVA O ZAJISTENI
KLINICKEHO HODNOCENI

Astra Zeneca AB

se sidlem 151 85 Sodertilje,
Svédsko, SE-151 85,

IC: 556011-7482

(dale jen ,,zadavatel* a/nebo ,,Astra Zeneca“)

zastoupeny na zakladé pIné moci:

Quintiles Czech Republic, s.r.o.

se sidlem Radlicka 714/113a, 158 00, Praha 5
Ceska republika

IC: 247 68 651

DIC: CZ247 68 651

a

Smluvni vyzkumna organizace

Quintiles Czech Republic, s.r.o.

se sidlem Radlicka 714, 158 00 Praha 5
Ceska republika

IC: 247 68 651

DIC: CZ247 68 651

(dale jen ,,smluvni vyzkumna organizace®)

Poskytovatel zdravotnich sluzeb

Masarykiiv onkologicky tustav

CONTRACT ON CLINICAL TRIAL

Astra Zeneca AB

having a place of business at 151 85 Sodertilje,
Sweden, SE-151 85,

Identification No.: 556011-7482

(Hereinafter referred to as the ‘Sponsor’ and/or
“Astra Zeneca”)

Represented upon power of attorney given to:

Quintiles Czech Republic, s.r.o.
with its seat at Radlicka 714/113a, 158 00 Praha 5
Czech Republic

Identification number: 247 68 651

Tax identification number: CZ247 68 651

and

Contractual research organization

Quintiles Czech Republic, s.r.o.

with its seat at Radlicka 714, 158 00 Praha 5
Czech Republic

Identification number: 247 68 651

Tax identification number: CZ247 68 651

(Hereinafter referred to as the ‘Contractual research

organization’)

and

Provider of Medical services

Masarykuv onkologicky tustav

se sidlem: Zluty kopec 7, Brno, PSC 656 53, Ceska having a place of business at: Zluty kopec 7, Brno,
republika zip code 656 53, Czech Republic

IC: 00209805, DIC: CZ 00209805 Identification number: 00209805, Tax identification

zastoupeny prof. MUDr. Janem Zaloudikem, CSc., number: CZ 00209805 §
teditelem represented by prof. MUDr. Jan Zaloudik, CSc.,

(dale jen ,,poskytovatel) director _
(Hereinafter referred to as the ‘Provider)
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a

I ::n¢stnanec

poskytovatele
Adresa:
datum narozeni:

(dale jen ,,hlavni zkouSejici)

Preambule:

Zadavatel je ,,zadavatelem® klinickych hodnoceni ve
smyslu zakona ¢. 378/2007 Sb., o 1éCivech, ve znéni
pozdéjsich predpist.

Obchodni spolec¢nost Quintiles Czech Republic, s.r.o.
je ,smluvni vyzkumnou organizaci“ ve smyslu
vyhlasky ¢. 226/2008 Sb., o spravné klinické praxi a
blizsich podminkach klinického hodnoceni 1éCiv, ve
znéni pozdéjsich predpist, zastupujici zadavatele
vrozsahu plné moci. Na zikladé samostatného
smluvniho vztahu se zadavatelem je Quintiles Czech
Republic, s.r.o0. poskytovatelem finan¢nich prostredk
ur¢enych na provedeni klinického hodnoceni, jez je
predmétem této smlouvy.

Vyse uvedené smluvni strany uzaviraji tuto

Smlouvu

v souladu s ustanovenim § 1746 odst. 2 zakona ¢.
89/2012 Sb., obcanského zdkoniku, v platném znéni.

Pojmy, jez jsou ve smlouvé uvozeny velkym
pocatecnim pismenem, budou vykladany dle vyznamu
a smyslu, ktery jim smlouva pfipisuje.
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and

I 2 employee of the

Provider
Address:

Date of birth: -

(Hereinafter referred to as the “Principal
Investigator)

Preamble:

The Sponsor shall be deemed within the meaning of
the term “submitter” of clinical evaluation
conformably with Act on Drugs No. 378/2007 Coll.,
as amended.

Business company Quintiles Czech Republic, s.r.o.
shall be deemed within the meaning of term
“contractual research organization” in conformity with
Decree No. 226/2008 Coll., on good clinical practice
and detailed conditions of clinical trials on medicinal
products, as amended and shall represent the Sponsor
within delegation given by the power of attorney. In
terms of an independent contractual relation concluded
between Quintiles Czech Republic, s.r.o. and the
Sponsor, Quintiles Czech Republic, s.r.o. shall be a
provider of financial resources destined for execution
of the Study that is subject of this Contract.

Above-cited Contractual Parties have concluded this

Contract

in accordance with § 1746, paragraph 2, Act No.
89/2012 Coll., the Civil Code, as amended

All capitalized terms used herein shall have the
meaning ascribed to them in the Contract.



1)

2)

3)

l.
Pifedmét a ucel smlouvy

Pfedmétem této smlouvy je provedeni klinického
hodnoceni s nazvem: Randomizované, dvojité
zaslepené, placebem kontrolované multicentrické
klinické hodnoceni faze Il porovnadvajici ucinnost,
bezpecnost a snasenlivost pripravku olaparib
oproti placebu pri podavani doplikové lécby
abirateronem u  pacientii s metastazujicim
karcinomem prostaty rezistentnim vici kastraci,
kteri  podstoupili  predchozi  chemoterapii
obsahujict docetaxel, cislo protokolu
D081DC00008 (ptiloha ¢. 5 této smlouvy), dale
jen “klinické hodnoceni”.

Predmétem této smlouvy je také zavazek smluvni
vyzkumné organizace uhradit poskytovateli za
provadéni klinického hodnoceni odménu za
podminek uvedenych v této smlouvé, a to zejména
v ¢lanku XIII ,,Finanéni vyrovani®.

Utelem smlouvy je stanovit podminky k
provedeni klinického hodnoceni a vymezit prava
a povinnosti smluvnich stran pro pribch
klinického hodnoceni a zpracovani jeho vysledki.

1.
VyZadani povoleni a souhlas k zahajeni
klinického hodnoceni

Klinické hodnoceni bude provedeno na zaklade
povoleni Statniho tstavu pro kontrolu 1é¢iv, vydaného

dne 23.5.2014 pod ¢. j. sukls41553/2014 souhlasu
etické komise pro multicentrickd hodnoceni v Krajské
nemocnici Liberec, vydaného dne 26.3.2014 pod ¢. j.
EK/57/2014 a souhlasu etické komise poskytovatele

vV Masarykové onkologickém tstavu, vydan¢ho dne

8.4.2014 pod ¢. j. R 02/14. Vsechny vyse uvedené
dokumenty budou tvofit pfilohu ¢. 1, €. 2 a ¢. 3 této

smlouvy.
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I
Object and Purpose of the Contract

1) The subject of this Contract is a performance of
the Clinical Trial titled A Randomised, Double-
Blind, Placebo-Controlled, Multicentre Phase Il
Study to Compare the Efficacy, Safety and
Tolerability of Olaparib Versus Placebo When
Given in Addition to Abiraterone Treatment in
Patients With Metastatic Castrate-Resistant
Prostate Cancer Who Have Received
PriorChemotherapy = Containing  Docetaxel,
Protocol No. D081DC00008 (enclosed hereto as
Appendix No. 5), hereinafter referred to as the
‘Study’.

2) The subject of this Contract shall be also the
obligation of the Contractual research
organization to provide remuneration for the
implementation of the Study to the Provider under
the conditions set forth in this Contract and in
particular in section XIII “Financial Aspects”.

3) The objective of this Contract is to stipulate
conditions for conducting the Study and to
stipulate rights and obligations of Contract parties
regarding conduct of the Study and processing its
results.

1.
Application for Approval and Approval to
Conduct the Study

The Study will be conducted on the basis of the
Approval No.: sukls41553/2014 issued by the State
Institute for Drug Control on 23 May 2014, and the
Approval of the Ethics Committee for Multicentrics
Trials in Krajska nemocnice Liberec No.: EK/57/2014
issued on 26 March 2014 and the Approval of the
Ethics Committee of the Provider in Masarykiv
onkologicky tstav Brno No.: R 02/14 issued on 8 April
2014. The above-specified documents will be enclosed
hereto as Appendix No.l1, Appendix No. 2 and
Appendix No. 3 of this Contract.



1) Klinické

1.
Misto a doba provedeni klinického hodnoceni a
poskytovatel

hodnoceni  bude  provedeno
Masarykové onkologickém tustavu, Zluty kopec

7, Brno, PSC 656 53 pod vedenim hlavniho
deousejiciho NI -

spoluzkousejicimi. Splnéni povinnosti, které jsou
V této smlouve stanoveny hlavnimu zkousejicimu
a spoluzkousejicim zajisti poskytovatel v ramci

.
Place and Time of Study Conduct and the
Provider

v 1) The Study will be conducted in the Masarykav

onkologicky tstav, Zluty kopec 7, Brno, zip code
656 53 led b Principal  Investigator
d and Co-Investigators.
Performance of obligations of the Principal
Investigator and Co-Investigators established by
this Contract shall be secured by the Provider in

pracovnépravnich vztahi  jako jejich capacity of their employer within the labour law
zaméstnavatel. relations.

2) Nabor subjekti hodnoceni bude probihat v 2) The enrolment of subjects will start in || |
fedpokladané dob& od _pdo I and will end in ‘ or earlier provided the
H, nebo do dosazeni pozadovaného poctu required number of subjects is achieved,
subjektt hodnoceni v klinickém hodnoceni, pokud whichever happens first.
tak nastane dfive.

3) Minimélni cilovy pocet zatazeni ||| | |GzGz;0 3) Minimum enroliment goal is [ GG

1)

a poskytovatel vynalozi veskeré Gsili, aby cilového
poctu bylo dosazeno béhem piimétené doby po
zahajeni klinického hodnoceni ve zdravotnickém
zatizeni. V ptipadé, ze poskytovatel toto pravidlo
nesplni, mtize zadavatel znovu zvazit ucelnost
pokracovani poskytovatele v klinickém hodnoceni.

Provider will use best efforts to reach the
enrollment goal within a reasonable time after
commencement of the Study in the Medical
Facility. If Provider fails to adhere to this principle
Sponsor may reconsider Provider’s suitability to
continue participation in the Study.

Iv. Iv.
Zikladni podminky provadéni klinického Basic conditions for Study Conduct
hodnoceni

Hlavni zkouSejici provede klinické hodnoceni pfi
dodrzeni platnych pravnich piedpisi CR, a to
zejména zakona ¢. 378/2007 Sb., o 1éCivech, ve
znéni pozdéjsich predpist, zakona ¢. 372/2011 Sh.,
o zdravotnich sluzbach a podminkach jejich
poskytovani, ve znéni pozdé€jsich predpisi.
Klinické hodnoceni bude provedeno ve shodé se
zakladnimi podminkami a zdsadami stanovenymi
v nasledujicich dokumentech:

1) The Principal Investigator will conduct the Study

in compliance with the applicable Czech laws
and regulations, in particular Act on Drugs No.
378/2007 Coll., as amended and Act No.
372/2011 Coll., on Medical Services and terms
and conditions of performance of such services,
as amended. The Study will be carried out in
compliance with the basic conditions and
principles stipulated in the following documents:

a)  vpovolenik provedeni klinického hodnoceni a) The Approval to conduct the Study issued by the
vydaném Statnim tstavem pro kontrolu 1é¢iv State Institute for Drug Control and other
a dalSimi institucemi uvedenymi v ¢l. I institutions listed in Article Il. hereof.
smlouvy;
b) The Study Protocol No. D081DC00008, which
b) v protokolu klinického hodnoceni ¢islo may be amended only in compliance with § 56 Act

D081DC00008, jehoz piipadné zmény lze

on Drugs No. 378/2007 Coll., as amended.
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provést v souladu s § 56 zékona ¢. 378/2007

¢) jsou divérné a informace o jejich obsahu mohou
byt poskytnuty jen zaméstnancim poskytovatele,
kteti se podileji na provadéni klinického hodnoceni
a organtim a institucim uvedenym v ¢l. VI. odst. 3.

Sb.,, o Iéivech, ve znéni pozd¢jsich
predpist;

c) v instrukci zadavatele nazvané C) Sponsor’s instruction titled ‘Investigator’s
“Investigator’s Brochure” obsahujici veskeré Brochure’ specifying all currently available
v soucasné dobé znamé informace o 1é¢ivu information on the medicinal product used in the
pouzitém v klinickém hodnoceni a jeho Study and on its properties. The instruction will
vlastnostech. Instrukci pfeda zadavatel be handed over to the Principal Investigator by
hlavnimu zkousejicimu a bude pfipojena k Sponsor and will be enclosed to the Study
dokumentaci klinického hodnoceni. documentation.

d)  Poskytovatel bere na védomi, Ze toto klinické d) Provider acknowledges that the Study is part of a
hodnoceni je soucasti multicentrického multi-center Study and that when the enrollment
klinického hodnoceni, a ze jakmile bude goal for the multi-center Study as a whole is
dosazeno minimalniho cilového poctu reached, enrollment will be closed at all sites,
zatazeni vztahujiciho se k multicentrickému including at the Provider , regardless of whether
klinickému hodnoceni jako celku, nabor the Provider or any other site has reached its
subjektd hodnoceni do klinického hodnoceni individual enrollment goal.
bude uzavien na vSech mistech vykonu
klinického  hodnoceni  vCetné  tohoto
poskytovatele, bez ohledu na to, zda
jednotlivi poskytovatelé dosahli
minimalniho cilového poctu  zafazeni
subjekta.

2) Klinické hodnoceni bude provedeno ve shodé se 2) The Study will be conducted in compliance with
spraévnou  klinickou praxi a podminkami the Good Clinical Practice (“GCP”) and the
vychazejicimi z Helsinské deklarace a veskerych conditions stipulated in the Declaration of
platnych zakontl, smérnic a natizeni, jeZ mohou mit Helsinki and all applicable laws, guidelines and
vliv ¢ se vztahovat k vykonu klinického regulations which could impact or relate to the
hodnoceni, zejména k ochrané bezpecnosti, conduct of clinical trial including, but not limited
ochrany tdaji a informaci, uplatiovani smérnice to, safety reporting, privacy, Directive 95/46/EC,
95/46/ES, a evropskych zakonti o ochrané udaja, European Data Protection laws, anti bribery/anti
zakont proti uplatkatstvi a korupci, odhalovani a corruption laws, financial disclosure and conflict
sdélovani informaci finan¢ni povahy, ustanovenim of interest, ethics committee activities, and patient
na ochranu proti stfetim zajmu, ¢innosti etickych safety (collectively hereinafter referred to as
komisi, a na ochranu bezpecnosti pacientl “Applicable Law”).

(souhrnné dale jen ,,pravni pedpisy®).

3) Dokumenty uvedené v ¢lanku IV. odst. 1 pism. b)a 3) The Documents listed in Article IV., paragraph 1.,

letter b) and c) will be considered confidential,
with the information regarding their respective
contents disclosed solely to the employees of the
Provider participating in the conduct of the Study,
and to the authorities and institutions listed in
Article V1., paragraph 3.
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4)

5)

Zadavatel hodla vyuzit sluzeb smluvni vyzkumné
organizace ve vztahu Kkvykonu klinického
hodnoceni. Poskytovatel a hlavni zkouSejici
umozni smluvni vyzkumné organizaci provedeni
veskerych zavazkd a vykon veskerych prav
zadavatele, a to na zdkladé zmocnéni udéleného
smluvni vyzkumné organizaci. Zadavatel je
opravnén postoupit prava a povinnosti zadavatele,
jez mu vyplyvaji z této smlouvy, na své dcefiné ¢i
sesterské spole¢nosti.

Hlavni zkousSejici bude odpovédny za kazdodenni
vykon klinického hodnoceni, a to vcetné
odpovédnosti za Skoleni personalu uc¢astniciho se
vykonu klinického hodnoceni, a to formou dohledu
nad jejich praci a zajiSténim toho, Ze budou tyto
osoby jednat v souladu s témi ¢astmi smlouvy, jez

4) Sponsor

has retained Contractual research
organization to conduct the Study. The Provider
and the Principal Investigator shall permit
Contractual research organization to perform any
or all of the Sponsor’s obligations, as delegated to
Contractual research organization, and to exercise
any and all rights of the Sponsor, as delegated to
Contractual research organization. The Sponsor
may assign rights and obligations as sponsor and
its rights and obligations under this Contract to its
affiliates.

5) The Principal Investigator shall be responsible on

a day to day basis for the conduct of the Study
including responsibility for training the Site staff
on the Study supervising their work and ensuring
that they comply with the parts of this Contract
that relate to their duties on the Study. The

se vztahuji k jejich povinnostem, které jim Principal Investigator shall be available to
vyplyvaji ve vztahu k tomuto klinickému Contractual research organization and the
hodnoceni. Hlavni  zkouSejici je povinen Sponsor to perform work referable to the Study at
poskytnout  souéinnost smluvni  vyzkumné least until site closure.

organizaci a zadavateli za Gcelem provedeni praci
nutnych v radmci klinického hodnoceni, a to
minimalné¢ do okamziku ukonceni klinického
hodnoceni v daném misté jeho provadéni.

V.

Vybér subjekti klinického hodnoceni a vyZadani

jejich souhlasu

\%

Selection of Study Subjects and Obtaining Their

Consent

1) Zafazeni subjektd hodnoceni do klinického 1) Subjects may not to be enrolled in the Study
hodnoceni bude mozné jen s jejich pisemnym unless they are adequately informed and have
souhlasem (Informovany souhlas) a po jejich signed the Informed Consent. The Informed
fadném pouceni. Ziskani  Informovaného Consent should be obtained in compliance with
souhlasu od od subjektti hodnoceni musi byt ve legal regulations, ethical principles and good
shod¢ s pravnimi ptedpisy, etickymi principy a clinical practice. With regard to this:
spravnou klinickou praxi. K tomu:

a) Zadavatel prohlasuje, Ze piedal hlavnimu a) Sponsor declares that the Principal
zkousejicimu formulaf informovaného souhlasu Investigator has been given the Patient
pacienta se zafazenim do klinického hodnoceni a Information and Informed Consent form.
formulaf pisemného pouceni pro pacienta.

b) V piipadé, ze subjekt hodnoceni souhlasi se b) If the subject consents to his/her participation

zafazenim do klinického hodnoceni, pozada ho
hlavni zkousejici pfed zahajenim Studie 0 podpis
Informovaného souhlasu.

in the Study, the Principal Investigator will ask
him/her to sign the Informed Consent form
before the start of the Study..
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2)

Podepsané Informované souhlasy budou uloZzeny
v dokumentaci o klinickém hodnoceni vedené u
hlavniho zkousejiciho.

2) Signed Informed Consents will be filed in the
Principal Investigator’s Study documentation.

3) If the Sponsor finds out in course of the Study
3) Pokud zadavatel v prubéhu klinického hodnoceni that a subject enrolled in the Study has been
zjisti, ze subjekt hodnoceni byl zafazen v rozporu enrolled in contravention with the Protocol, he
s protokolem, muze takovy subjekt hodnoceni z may exclude such subject from the Study.
klinického hodnoceni vyfadit.
4) In compliance with the applicable Czech laws,
4) Hlavni zkousejici, poskytovatel, smluvni the Principal Investigator, the Provider,
vyzkumna organizace i zadavatel jsou povinni v Contractual research  organization and
prubéhu klinického hodnoceni i po jeho ukonéeni Sponsor are obliged to protect the
dbat piislusnych pravnich predpisi Ceské confidentiality of Personal Data of the Study
republiky na ochranu osobnich udaji subjekti subjects both in the course of the Study and
hodnoceni. after its close-out.
VI. VI.
Monitorovani a kontrola prabéhu klinického Monitoring and Auditing the Study
hodnoceni

1) Pribéh a provadéni klinického hodnoceni budou
koordinovany,  kontrolovany a  sledovany
odbornymi utvary ¢i  poveéfenymi osobami
zadavatele, kterym poskytovatel i hlavni zkousejici
umozni pristup ke vSem informacim ziskanym v
ramci  klinického hodnoceni, ik vysledkim
laboratornich testd, zkouSek a jinych zaznamii o
subjektech hodnoceni zatazenych do klinického
hodnoceni.

1) The course and conduct of the Study will be
coordinated, monitored and audited by expert
groups or by persons authorised by Sponsor. The
Provider and the Principal Investigator will
provide them with the access to all information
gathered in the course of the Study, results of
laboratory tests and examinations as well as
other information on the subjects enrolled in the
Study.

2) Povetenou osobou pro sledovani klinického
hodnoceni je: | NS

2) The authorised person to monitor the Study is:

I Quintiles Czech

Quintiles Czech Republic, s.r.o., Radlicka 714,
158 00 Praha 5, poptipadé jina osoba pisemné
zmocnéna zadavatelem ke sledovani klinického

Republic, s.r.o., Radlicka 714/113a, 158 00
Praha 5 or other person authorised by Sponsor in
writing to monitor the Study.

hodnoceni.

Prubéh klinického hodnoceni a jeho vysledek
mohou byt kontrolovany zadavatelem nebo
povétenymi auditory zadavatele; tim neni dotceno
pravo kontroly povétenymi pracovniky ptislusnych
statnich organi Ceské republiky a zahraniénich
kontrolnich ~ Grfadd.  Bude-li  poskytovateli
v pfimétené casové 1hiuté dorucena vyzva, souhlasi
poskytovatel stim, Zze Vrozsahu povoleném
pravnimi pfedpisy umozni osobam opravnénym
smluvni vyzkumnou organizaci, zadavatelem c¢i

The course of the Study and its results may be
audited by Sponsor or Sponsor’s auditors. This
provision will not intervene with the rights of the
authorised representatives of the appropriate
authorities of the Czech Republic and foreign
regulatory authorities to perform their own
audits. When given reasonable notice, the
Provider agrees to allow, to the extent allowed
by legal regulations, authorized Contractual
research organization, Sponsor or regulatory
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regulatnimi Ufady pifimy pfistup k zdznamim
poskytovatele, jez se vztahuji ke klinickému
hodnoceni, a to v&etné zdravotnické dokumentace
subjekt hodnoceni, pro ucely monitoringu, auditu
a provedeni kontroly, a do vSech mist vyuzivanych
poskytovatelem a  hlavnim  zkouSejicim
k provadéni klinického hodnoceni. Pokud mu
Vtom nebrani pfislusné pravni predpisy, je
poskytovatel povinen neprodlené oznamit smluvni
vyzkumné organizaci, jakoz i ji poskytnout kopie
jakychkoli  pozadavkd, korespondence nebo
komunikace zaslané ¢i pfijaté od vladnich ¢i
regulacnich ufadi ve vztahu ke klinickému
hodnoceni, zejména, pozadavky na kontrolu
zatizeni poskytovatele, a poskytovatel se zavazuje
umoznit smluvni vyzkumné organizaci a zadavateli
ucast pii jakékoliv takové kontrole. Poskytovatel
ucini veskeré nezbytné kroky za ucelem oddéleni,
a nezvefejnéni ¢i neposkytnuti  vesSkerych
Dtvérnych informaci, jejichz odhaleni ¢i
poskytnuti neni vyzadovano v souvislosti s t€émito
kontrolami. Smluvni vyzkumna organizace a/nebo
zadavatel budou opravnéni provéfit a s piedstihem
schvalit jakdkoliv podéni ¢i odpovédi vztahujici se
ke klinickému hodnoceni. Zadna takova odpovéd
nebude obsahovat nepravdivou ¢i zavadéjici
informaci ¢i udaj ve vztahu ke klinickému
hodnoceni, hodnocenému  1é¢ivu, smluvni
vyzkumné organizaci ¢i zadavateli. Po dobu
patnacti (15) let od splnéni vSech povinnosti
poskytovatele a hlavniho zkousejiciho ve vztahu
k vykonu klinického hodnoceni, ¢i predéasného
ukonceni klinického hodnoceni, poskytovatel a
hlavni zkousSejici vytvofi, budou vést a zachovaji v
uplné, aktualni, presné, prehledné a Citelné podobe
studijni dokumentaci a veskeré 1€karské zaznamy
vsech subjektd hodnoceni, a to ve forme, podobé¢ ¢i
zpasobem, jenz je vhodny pro shromazdovani
udaju pro piedloZeni ¢i kontrolu ze strany FDA a
ostatnich regulacnich ¢i vladnich organizaci ¢i
uradt a v plném souladu s protokolem a veSkerymi
pravnimi piedpisy a pfijme vhodna opatieni za
ucelem zabranéni ndhodnému ¢i predcasnému
zni¢eni ¢i znehodnoceni této dokumentace bez
predchoziho pisemného souhlasu zadavatele.
Nehledé na vySe uvedené ustanoveni zlstanou
zdravotni zaznamy subjektt hodnoceni majetkem
poskytovatele.

authority personnel direct access to the
Provider’s records relating to the Study,
including subject medical records, for
monitoring, auditing, and inspection purposes
and to all facilities used by The Provider and the
Principal Investigator to conduct the Study.
Unless prevented from doing so by applicable
law, The Provider shall immediately notify
Contractual research organization of, and
provide Contractual research organization
copies of, any inquiries, correspondence or
communications to or from any governmental or
regulatory authority relating to the Study,
including, but not limited to, requests for
inspection of the Provider’s facilities, and the
Provider shall permit Contractual research
organization and Sponsor to attend any such
inspections. The Provider will make reasonable
efforts to separate, and not disclose, all
Confidential Information that is not required to
be disclosed during such inspections.
Contractual research  organization and/or
Sponsor shall have the right to review and
approve in advance any responses that pertain to
the Study. No such response shall contain any
false or misleading information with respect to
the Study, the Investigational Product,
Contractual research organization or Sponsor.
For fifteen (15) years after the completion of the
Study by Provider and Principal Investigator of
all obligations in the conduct of the Study, or the
early termination of the Study, the Provider and
the Principal Investigator shall prepare, maintain
and retain complete, current, accurate, organized
and legible Study Documentation and medical
records of all subjects in a manner acceptable for
the collection of data for submission to, or
review by, the FDA and other regulatory or
governmental authorities, and in full compliance
with the Protocol and all Applicable Laws and
shall take measures to prevent accidental or
premature destruction of these documents
without the prior written approval of the
Sponsor. Notwithstanding the foregoing, Study
subjects’ medical records shall remain the
property of the Provider.
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3) Subjekty hodnoceni budou pouceny v souladu s ¢l.

V. odst. 1 této smlouvy a informovany také o tom,
ze udaje ziskané o nich v prabehu klinického
hodnoceni mohou byt pro ucely kontroly pouzity a
predlozeny také piislusSnym statnim organim

Ceské  republiky — a zahraniénim  kontrolnim
ufadtm.
VII.
Ostatni ujednani
1) Zadavatel poskytne poskytovateli formulate pro

2)

zdznam udaji o subjektech hodnoceni (dale jen
,CRF*).

Zadavatel se zavazuje pro ucely klinického
hodnoceni:

* dodéavat poskytovateli hodnocené [éCivé
pripravky Olaparib (dale jen ,hodnocené
1écivo®),

* hradit poskytovateli dodavky Ilé¢ivych
pripravka s u¢innou latkou abirateron-acetat a
prednison.

Hodnocené 1é¢ivo bude dodavano vyhradné do
Ustavni 1ékarny poskytovatele, a to v pracovni dny
v dobé od 7:00 do 15:30 hod. Hodnocené 1é¢ivo
bude jednozna¢né identifikovdno a adresovany
zaméstnanci poskytovatele odpovédnému za
farmaceutickou ¢ast klinického hodnoceni.

3) Zadavatelem poskytnuté hodnocené 1é¢ivo (-a) i

ostatni material, jejichz specifikace je uvedena v
protokolu o klinickém hodnoceni (¢l. TV. odst. 1
pism. b) této smlouvy), pouzije poskytovatel a
hlavni zkousSejici pouze pro provedeni klinického
hodnoceni. Zadavatel je vlastnikem veskerého
hodnoceného 1é¢iva, jakoz i veskerého placeba a
komparac¢nich produkti. Hodnocené Iécivo a
veskeré placebo a komparacni produkty zlstanou v
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3)

1)

Subjects will be informed in compliance with
Article V., paragraph 1. hereof, and of the fact
that the information gathered on them in the
course of the Study may be presented to and used
by the appropriate authorities of the Czech
Republic for the purpose of inspection and by
foreign regulatory authorities.

VII.
Other Provisions

Sponsor will provide the Provider with Case
Report Forms (CRF).

2) For the purposes of the Study, the Sponsor

undertakes to:

e provide the Provider with the investigational
product Olaparib (hereinafter referred to as
»Investigational Product®),

e pay deliveries of Investigational product with
active ingredient abirateron acetate and
prednisone to the Provider.

Investigational Product shall be delivered
exclusively to the Pharmacy of the Provider,
between the regular business hours as follows:
7.00AM-3:30PM. Such deliveries shall be clearly
identified and addressed for attention of the
Provider’'s employee responsible for the
pharmaceutical part of the Study.

3) The Investigational Product as well as other
materials specified in the Study Protocol (Article
IV., paragraph 1., letter b) of the Contract)
provided by Sponsor will be used by the Provider
and Principal Investigator solely for the purpose
of Study conduct. Sponsor owns all
Investigational Product, and any placebo and
comparator products. The Investigational
Product and any placebo and comparator

9



uschové a pod kontrolou hlavniho zkousejiciho po
celou dobu vykonu klinického hodnoceni.
Nespotfebované hodnocené 1é¢ivo musi byt
vraceno ¢i zlikvidovano dle pokynu smluvni
vyzkumné organizace, pricemz nesmi byt prodano
poskytovatelem a/nebo hlavnim zkousejicim.

Poskytovatel odpovida za zajisténi toho, ze kazda
osoba, ktera bude balit a manipulovat
snebezpeénym  zbozim  nebo  infekénim
materidlem, bude jednat v souladu s veSkerymi
pravnimi ptfedpisy. Kazda ze smluvnich stran je
povinna zajistit, Zze shromazd’ovani, nakladani s,
pfeprava a uchovavani jakychkoli lidskych
biologickych materidli, zejména krve, vzorku
tkang, plasmy a jakychkoli ostatnich materialt
obsahujicich lidské bunky (dale jen “biologické
materialy”) bude provadéno v souladu s
protokolem, informovanym souhlasem a se vSemi
pravnimi pedpisy. Poskytovatel souhlasi a bere na
védomi, ze zadavatel bude opravnén vyuzit
biologickych materidli za ucelem provadeéni nize
definovaného druhotného vyzkumu na zakladé
informovaného souhlasu podepsaného subjektem
hodnoceni a v souladu se v§emi platnymi pravnimi
predpisy. Druhotny vyzkum znamend vyzkumu,
jenz prekracuje, ¢i se 1isi od vyzkumu
specifikovaného protokolem, a to véetné vyzkumu
genetické povahy.

4) Poskytovatel a hlavni zkouS$ejici berou na
védomi, ze byli vybrani k vykonu hodnoceni
a/nebo k tcasti na poradach o klinickém hodnoceni
kvili svym zkusenostem, odbornym znalostem a
zdrojim a Vv zadném piipadé za ucelem piimét je
predepisovani, nakup, doporuc¢ovani nebo uzivani
jakéhokoli  produktu  AstraZeneca, ziskani
preferenéniho statutu pro takové produkty nebo
jejich poskytovani. Poskytovatel a hlavni
zkousejici souhlasi, Ze jejich rozhodnuti, pokud jde
o poradenstvi a péci o kazdého pacienta, nebude
ovlivnéno uwhradou, kterou dostavaji dle této
smlouvy, dale osvédcuji, Ze tato kompenzace
nepfesahuje realnou trzni hodnotu skutecné
poskytovanych sluzeb stim, ze Kk vykonu
hodnoceni nebudou poskytovany zadné dalsi
platby ani pobidky a Ze zadné platby nejsou

products shall remain within the custody and
control of the Principal Investigator at all times
during the conduct of the Study. . Unused
Investigational Product must be returned or
disposed as instructed by Contractual research
organization and must not be sold by the
Provider and/or Principal Investigator.

The Provider will be responsible for ensuring
that each individual who packages or handles
any dangerous goods or infectious materials will
comply with all Applicable Laws. Each party
shall ensure that any collection of, handling,
transportation and retention of any human
biological materials, including but not limited to
blood, body tissue, plasma and any other
material containing human cells (“Biological
materials”) is carried out in accordance with the
Protocol, Informed Consent and all Applicable
Laws. Provider agrees and acknowledges that
Sponsor may use the Biological materials to
conduct secondary (as defined below) research,
subject to the Informed Consent executed by the
Study subject and in accordance with all
applicable laws. Secondary Research means
research that exceeds or differs from the research
specified in the Protocol, including genetic
research.

4) Provider and Principal Investigator
acknowledge that they have been selected to
conduct the Study and/or attend Study Meetings
because of their experience, expertise and
resources and not, in any way, as an inducement
to, or in return for, past, present or future
prescribing, purchasing, recommending, using,
obtaining preferential formulary status for or
dispensing any AstraZeneca product. Provider
and Principal Investigator agree that their
judgment with respect to the advice and care of
each patient will not be affected by the
compensation they receive from this Contract,
that such compensation does not exceed the fair
market value of the services actually provided,
that no further payments or inducements will be
made to conduct the Study and that no payments
are being provided to them for the purpose of
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5)

poskytovany za ucelem pfimét je k nakupu nebo
predepisovani jakychkoliv 1éki, zafizeni nebo
produktl. Platby uhrazené za sluzby, které nejsou
skute¢né poskytovany, budou neprodlené vraceny
Quintiles. Poskytovatel a hlavni zkousSejici
souhlasi, ze nebudou Zzadat thradu po zadném
pacientovi, pojistovné nebo stitnim ufadu Cci
jakékoli tfeti strané za hodnocené 1é¢ivo, jez bylo
poskytnuto zadavatelem nebo smluvni vyzkumnou
organizaci.

Poskytovatel a hlavni zkousejici souhlasi, ze
nebudou Zzadat uhradu po zidném pacientovi,
pojistovné nebo stitnim ufadu za jakékoliv
navstévy, sluzby nebo vydaje vzniklé v pribéhu
klinického hodnoceni, za které obdrzeli ndhradu od
smluvni vyzkumné organizace nebo zadavatele, a
dale nebudou poskytovat jakémukoliv jinému
lékafi finanéni hodnotu za ucelem doporuceni
jakychkoliv pacientd. Poskytovatel a hlavni
zkousSejici se zavazuji, ze pfimo ani nepiimo
nepfijmou ani nebudou pozadovat zadné penézité
castky ani hodnoty od jakékoli fyzické nebo
pravnické osoby k zajisténi neopravnéné vyhody
pro takovou osobu v souvislosti s jakymkoli
obchodnim jednanim.

Poskytovatel a hlavni zkousejici timto prohlasuji a
zarucuji, ze platby, jez obdrzi dle této smlouvy,
neovlivni jejich rozhodnuti, jez je poskytovatel a
hlavni zkousejici, nebo jakykoliv z jejich
pfislusnych vlastniki, feditel, zaméstnancu,
zastupct, konzultantil, ani jakykoli jiny piijemce
platby dle této smlouvy opravnén ucinit jako ufedni
¢initel nebo jinak k tomu, aby napomohl zadavateli
nebo smluvni vyzkumné organizaci k ziskani
neopravnéné vyhody ¢i ziskani ¢i udrzeni obchodni
prilezitosti.

Poskytovatel a hlavni zkouSejici timto dale
prohlasuji a zarucuji, Ze ani oni ani jakykoliv z
jejich prislusnych vlastniku, feditelti, zamestnanct,
zastupci, konzultantd, ani jakykoli jiny pfijemce
platby dle této smlouvy nebude k tomu, aby
napomohl zadavateli nebo smluvni vyzkumné
organizaci k ziskani neopravnéné vyhody ¢i ziskani
¢i udrzeni obchodni pfilezitosti pfimo ¢i nepiimo
platit, nabizet, slibovat nebo povolit platbu ¢i
poskytovat nebo povolit poskytnuti jakékoli
majetkové hodnoty osobé ¢i pravnimu subjektu,
véetn¢ jakéhokoli zéstupce vefejné moci,

inducing them to purchase or prescribe any
drugs, devices or products. Payments made for
conduct of Study Services which are not actually
provided shall be promptly refunded to
Quintiles. Provider and Principal Investigator
agree that they will not bill any patient, insurer
or governmental agency, or any other third party,
for Investigational Product provided by Sponsor
or Contractual research organization.

Provider and Principal Investigator agree that
they will not bill any patient, insurer, or
governmental agency for any visits, services or
expenses incurred during the Study for which
they have received compensation from
Contractual research organization or Sponsor,
and that they will not pay another physician to
refer  patients. Provider and Principal
Investigator agree that they will not directly or
indirectly receive or solicit any money or
anything of value from any person or entity in
order to secure an improper advantage to such
person or entity in connection with any business
dealing.

5) Provider and Principal Investigator represent
and warrant that payments received pursuant to
this Contract will not influence any decision that
Provider, Principal Investigator or any of their
respective owners, directors, employees, agents,
consultants, or any payee under this Contract
may make, as a government official or otherwise,
in order to assist Sponsor or Contractual research
organization to secure an improper advantage or
obtain or retain business.

Provider and Principal Investigator further
represent and warrant that neither they nor any of
their respective owners, directors, employees,
agents, or consultants, nor any payee under this
agreement, will, in order to assist Sponsor or
Contractual research organization to secure an
improper advantage or obtain or retain business,
directly or indirectly pay, offer or promise to pay,
or authorize the payment of, or give, promise to
give or authorize the giving of anything of value
to any person or entity including any government
official, healthcare professional or person
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zdravotnického pracovnika nebo osoby spojené affiliated with a healthcare organization for

s n&jakou zdravotnickou organizaci za Gcelem (i) purposes of (i) influencing any act or decision,
ovlivnéni jakéhokoli postupu ¢i rozhodnuti, (ii) (ii) inducing such person or entity to do or omit
ovlivnéni takové osoby ¢i pravniho subjektu ucinit, to do any act in violation of their lawful duty; (iii)
nebo se zdrzet se jednani v rozporu s jejich securing any improper advantage; (iv) inducing
zakonnou povinnosti, (iii) ziskani neopravnéné such person or entity to use influence with the
vyhody, (iv) ovlivnéni takové osoby nebo pravniho government or instrumentality thereof to affect
subjektu k vyuziti svého vetfejného vlivu k tomu, or influence any act or decision of the
aby piimél nebo ovlivnil jakykoli postup C¢i government or instrumentality or (v) obtaining or
rozhodnuti organt vetejné moci nebo jeho zastupcu retaining business or securing improper
nebo (v) ziskani nebo uchovani obchodni ¢innosti advantage for any AstraZeneca group company.

nebo zajisténi neopravnéné vyhody pro jakoukoli
spole¢nost skupiny AstraZeneca.

Poskytovatel a hlavni zkousSejici nepodniknou Provider and Principal Investigator will take no
7adné opatteni, kterym by zpiusobili, Ze by jakakoli action that will cause any AstraZeneca group
spole¢nost skupiny AstraZenece porusila jakykoli company to be in breach of any applicable laws
ptislusny pravni predpis, ktery se tyka prevence for the prevention of fraud, corruption,
podvodu, korupce, vydirani, prani $pinavych penéz racketeering, money laundering or terrorism.

nebo terorismu.

Vedle ostatnich prav a moznosti napravy upravenych In addition to other rights or remedies under this
touto Smlouvou nebo zdkonem, jsou smluvni Contract or at law, contractual research
vyzkumna organizace nebo zadavatel opravnéni organisation or Sponsor may terminate this
ukoncCit platnost této Smlouvy v pripade, ze Contract if  Provider and/or  Principal
poskytovatel a/nebo hlavni zkouSejici porusi své Investigator breach any of the representations or
zavazky a zaruky upravené v tomto ¢lanku nebo v warranties contained in this Section or if
ptipadé, ze smluvni vyzkumna organizace nebo contractual research organisation or Sponsor
zadavatel zjisti, Ze ze strany poskytovatele a/nebo learns that improper payments are being or have
hlavniho zkousejiciho ¢i jakékoli fyzické osoby ¢i been made to Public Officials by Provider and/or
pravnické osoby jednajici jejich jménem, jsou ¢i Principal Investigator or any individual or entity
byla poskytovana neopravnéna plnéni zastupctim acting on its behalf.

vetejné moci.

6) Dohoda o ucasti na poradach o klinickém  6) Agreement Regarding Attendance at Study

hodnoceni (Study Meetings) Meetings

a. Definice pojm a. Definitions

Pojem ,,porady o klinickém hodnoceni znamena “Study Meetings” means meetings regarding
porady, jez jsou konany v souvislosti s klinickym the Study, including, but not limited to,
hodnocenim, zejména, ale nejen, porady investigator, study coordinator and/or results
zkouSejicich, koordinatora klinického hodnoceni meetings. Study Meetings are standard
a/nebo porady o dosazenych vysledcich. Porady o practice in conducting clinical studies and
klinickém hodnoceni ptedstavuji béznou praxi pii may occur before, during and after the Study.
provadéni klinickych studii, pficemz k jejich The purpose of meetings before and during the
kondni muize dojit pfed, vprubéhu ¢i po Study is to ensure that the Study is properly
dokongeni klinického hodnoceni. Uéelem porad, planned and conducted in a harmonized way
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jez probéhnou pied a v pribehu trvani klinického
hodnoceni je zajisténi, aby klinické hodnoceni
bylo  nalezit¢  naplanovano a  vedeno
harmonizovanym  zpusobem v souladu se
spravnou klinickou praxi (GCP). Porady po
provedeni klinického hodnoceni jsou obvykle
provadény za ti€elem sdileni piinosti a dosazenych
vysledkil predmétného klinického hodnoceni.

»Persondl v daném misté vykonavajici klinické
hodnoceni“ znamena vSichni zaméstnanci,
studenti, zastupci a dalsi osoby, které byly urceny
poskytovatelem k tucasti na vykonu klinického
hodnoceni véetné jakychkoli spoluzkousejicich.

b. Uast na poradach o klinickém hodnoceni

Hlavni zkouSejici a persondl v daném misté
vykonavajici klinické hodnoceni mohou byt
pfizvani k Gcasti a participaci na poradidch o
klinickém hodnoceni.

V rozsahu v jakém se hlavni zkousejici a personal
vV daném misté vykonavajici klinické hodnoceni
zucCastni porad o klinickém hodnoceni, smluvni
strany timto souhlasi, ze nebude poskytovana
jakakoliv dodate¢na kompenzace za ucast ci
participaci na takové poradé o klinickém
hodnoceni.

V piipadé, Zze hlavni zkousSejici ¢i personal
vV daném misté¢ vykondvajici klinické hodnoceni
jsou smluvné zavazani vaci zadavateli poskytnout
urcité sluzby pti poradach, podminky a zavazky
vztahujici se k takovym sluzbam budou podléhat
zvlastnimu smluvnimu ujednani.

Zadavatel zamysli provadét porady o klinickém
hodnoceni v souladu s veskerymi zavaznymi
pravnimi predpisy, nafizenimi a kodexy Ceské
republiky. V souladu spiedpisy na tseku
farmaceutického primyslu a se svou celosvétovou
politikou vnéj§i interakce, dostupnou na
www.astrazeneca.com je zadavatel opravnén
poskytnout pfiméfené ubytovani v zafizeni
hotelového typu, zajistit stravu a piepravu na
poradu/z porady o klinickém hodnoceni (souhrnné
dale jen ,,ubytovani‘) hlavnimu zkousejicimu a
persondlu v daném misté vykondvajicimu klinické
hodnoceni, ktefi se zicastni porady o klinickém
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in accordance with GCP. Meetings after the
Study usually are about sharing the outcome
and results of the Study.

“Study Site Staff” means all those employees,
students, agents or others who are engaged by
the Provider in the conduct of the Study
including any sub/co-investigators.”

b. Attendance at Study Meetings

Principal Investigator and Study Site Staff
may be invited to attend and participate in
Study Meetings.

To the extent that Principal Investigator and
Study Site Staff attend a Study Meeting, the
Parties agree that there will be no additional
compensation for attendance or participation
at such Study Meeting.

If the Principal Investigator or Study Site Staff
are retained by Sponsor to perform services at
the meetings, the terms and obligations of
such services will be subject to a separate
agreement.

Sponsor intends to conduct Study Meetings in
compliance with the applicable laws,
regulations and codices of the Czech
Republic. Consistent with Pharmaceutical
Industry codices and Sponsor’s Global Policy
External Interaction available at
www.astrazeneca.com. Sponsor may offer
modest hotel accommodation, meals and
transportation to and from the Study Meeting
(collectively, “Accommodation”) to Principal
Investigator and Study Site Staff attending
Study Meetings. The value of such
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7)

8)

hodnoceni. VySe predmétného ubytovani muze
byt zvefejnéna v souladu s ptislusnymi zavaznymi
pravnimi ptedpisy a nafizenimi.

Hlavni zkouSejici jménem svym a jménem
personalu v daném misté vykonavajicim klinické
hodnoceni timto bere na védomi a potvrzuje, Ze
jeho/jejich 1ucCast na poradach o klinickém
hodnoceni se bezprostiedné a piimo vztahuje
k jejich ucasti na vykonu klinického hodnoceni a
neni zadnou stimulaci ve vztahu k ¢i na oplatku za
budouci ¢i minulé piedepisovani, nakupy, uziti,
zvyhodiujici 1ékopisovy rezim ¢i poskytovani
jakéhokoli vyrobku zadavatele.

Ugastni-li se hlavni zkousejici porady o klinickém
hodnoceni  jménem svym ¢i  personalu
vykonavajicim v daném mist¢ klinické hodnocent,
prohlasuje a zarucuje, Ze jejich ucast na poradé
byla schvalena jejich zaméstnavatelem a nevyvola
na jejich strané neplnéni ¢i poruseni jakéhokoliv
pravidla, postupu ¢i smluvniho ujednani.

Ani poskytovatel, ani hlavni zkousejici nebudou
opravnéni poskytnout vefejné jakoukoli informaci
¢i provést vefejné prohlaseni prostfednictvim
tisku ¢i jakéhokoli jiného média, vcetné
uvefejnéni inzerce za Ucelem zajiSténi naboru
subjektdl hodnoceni bez ptfedchozi pisemné
kontroly a souhlasu smluvni vyzkumné
organizace a etické komise. Toto se neuplatni a
poskytovatel je opravnén uvetejnit klinické
hodnoceni na svych webovych strankach
(http://www.mou.cz/klinicke-studie?pageld=13).

Poskytovatel a hlavni zkousSejici souhlasi, ze
poskytnou sou¢innost ve vztahu k podanim vici
regulatnim Ufadim, bude-li jich zapotiebi,
pficemz za takovou €innost jim bude zadavatelem
poskytnuta pfiméfena uhrada. V ptipadé, ze
poskytovatel nebo hlavni zkousejici obdrzi od
regulacniho organu jakékoli formalni oznameni
souvisejici s klinickym hodnocenim, poskytovatel
nebo hlavni zkouSejici 0 tom musi co mozna
nejdfive informovat zadavatele a Quintiles.
Zadavatel a Quintiles budou mit pravo
pfezkoumat a schvalit veskeré odpoveédi
poskytovatele nebo hlavniho zkousSejiciho na
otazky predlozené statnim nebo regula¢nim
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Accommodation may be disclosed pursuant to
applicable laws and regulations.

Principal Investigator on behalf of itself and
Study Site Staff acknowledge and confirm that
their attendance at a Study Meeting directly
relates to their participation in the Study and
is not an inducement to, or in return for, future
or past prescribing, purchasing, use,
preferential formulary status or dispensing of
any Sponsor product.

When attending Study Meetings Principal
Investigator on behalf of itself and Study Site
Staff represent and warrant that their
attendance is authorized by their employer and
will not cause them to be in non-compliance
with or in breach of any policy, procedure or
contract.

7) Neither the Provider nor the Principal

Investigator shall issue to the public any
information or statement through the press or
any other media, including advertisements for
the enrollment of Study subjects, without the
prior review and approval of Contractual
research organization and the EC. The
foregoing provision shall not affect the
Provider’s right to publicate the Study at his
website. (http://Amvww.mou.cz/klinicke-
studie?pageld=13).

8) Provider and Principal Investigator agree to assist

with regulatory submissions, if necessary,
subject to Sponsor paying a reasonable fee. In
the event that Provider or Principal Investigator
receives a formal notification of any sort from
a regulatory authority relating to the Study,
Provider or Principal Investigator must notify
Sponsor and Quintiles as soon as possible.
Sponsor and Quintiles will have the right to
review and approve any Provider or Principal
Investigator responses to questions raised by a
governmental or regulatory authority. Sponsor
and Quintiles will be permitted to attend any
government or regulatory inspection or audit
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organem. Zadavateli a Quintiles bude dovoleno
ucastnit se jakékoli statni nebo regulacni kontroly
nebo auditu, o nichz se da divodné ocekavat, Ze
budou mit vliv na jakékoli udaje nebo klinickou
¢innost v ramci klinické studie.

Stane-1i se hlavni zkouSejici v dobé trvani této
smlouvy ¢i v obdobi dvou (2) let od ukonceni
platnosti této smlouvy Cclenem vyboru, ktery
stanovi €i pfijima pravidla pro vykon klinického
vyzkumu, zavazuje se hlavni zkousSejici, Ze
poskytne takovému vyboru informace o existenci a
povaze této smlouvy a bude jednat v souladu
S postupy stanovenymi takovym vyborem.

VIII.

Zavazné nezadouci piihody v priubéhu klinického

hodnoceni

1) Hlavni zkousSejici je povinen neprodlené hlasit

zadavateli zplsobem a ve lhaté stanovené
protokolem nebo v souboru informaci pro
zkousejiciho kazdou zavaznou nezadouci ptihodu,
ke které dojde v pribéhu klinického hodnoceni
1é¢iva, s vyjimkou téch piihod, které protokol nebo
soubor informaci pro zkousejiciho oznacuji za
pfihody nevyzadujici neprodlené hlaseni. Dale
hlavni zkousSejici a zadavatel postupuji v souladu s
§ 58 zakona ¢. 378/2007 Sb., o 1é¢ivech, ve znéni
pozdéjsich predpist.

IX.

Nahrada za poskozeni zdravi subjektu hodnoceni

1) Zadavatel prohlaSuje, Ze v souladu s § 52 zakona

¢. 378/2007 Sb., o IéCivech, ve znéni pozdejsich
predpist,, zajistii na celou dobu provadéni
klinického hodnoceni pojisténi odpovédnosti za
Skodu pro hlavniho zkousSejiciho a zadavatele,
jehoz prostiednictvim je zajiSténo i odskodnéni
vpripadé smrti subjektu hodnoceni nebo
v pripadé¢ Skody wvzniklé na zdravi subjektu
hodnoceni v disledku provadéni klinického
hodnoceni.  Kopie  pojistného  certifikatu
tvori prilohu €. 4 této smlouvy.

which might reasonably be expected to impact
any data or clinical activity in the Study.

If during the term of this Contract or within two
(2) years of the termination of this Contract,
Principal Investigator is a member of a committee
that sets formularies or develops clinical
guidelines, Principal Investigator will disclose to
such committee the existence and nature of this
Contract and will follow the procedures set forth
by the committee.

VIII.

Serious Adverse Events in the Course of the Study

1)

1) The Sponsor

The Principal Investigator is obliged to inform
Sponsor without reasonable delay in a way and
within the Ilimit defined by Protocol or
Investigator’s Brochure on any serious adverse
event occurred in the course of the Study, except
for the events designated by Protocol or
Investigator’s Brochure as events non requiring
immediate notification. Further, Principal
Investigator and Sponsor act in accordance with
§ 58 Act on Drugs No. 378/2007 Coll., as
amended.

IX.
Compensation of Injuries of Subjects

hereto acknowledges, that in
accordance with § 52 Act on Drugs No. 378/2007
Coll., as amended, contract insurance of liability
for damage for the Principal Investigator and the
Sponsor has been ensured. This policy also duly
covers compensable death of subject or
compensation of the subject in case of injury
resulting from and sustained in course of
performance of the Study. A copy of the
Certificate of Insurance is enclosed hereto as
Appendix No. 4.
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Zadavatel se zavazuje, ze v pripadé, ze
poskytovatel ¢i hlavni zkouSejici budou na
zéklad¢ pravomocného rozhodnuti povinni
nahradit subjektu klinického hodnoceni, popf.
dal§im opravnénym osobam:

- Skodu, kterd vznikla v duasledku provadéni
klinického hodnoceni,

- nemajetkovou Gjmu zpusobenou v dusledku
provadéni kKlinického hodnocenti,

nahradi  poskytovateli  a/mebo  hlavnimu
zkousejicimu Castky, které tito budou povinni z
vyse uvedenych titulti uhradit subjektu klinického
hodnoceni ¢i oprdvnénym osobam.

Zadavatel vSak neni povinen poskytovateli ¢i
hlavnimu zkouSejicimu poskytnout plnéni podle
predchozich odstavell v rozsahu, v jakém Skoda
anebo nemajetkova tjjma vznikly v dusledku:

» poruseni této Smlouvy ¢i pravnich predpisi, ze
strany poskytovatele ¢i hlavniho zkousejiciho;

» nedodrzeni pokynt zadavatele nebo smluvni
vyzkuné  organizace anebo  nesplnéni
pozadavki Protokolu ze strany poskytovatele,
hlavniho zkouSejiciho nebo nékterého ¢lena
Studijniho tymu;

» nedbalosti, hrubé nedbalosti, umysiného
nespravného pocinani nebo nespravného
jednani nebo opomenuti poskytovatele,
hlavniho zkousejiciho nebo nékterého Clena
Studijniho tymu nebo nespravné ¢i neuplné
informace nebo rady ve smyslu ust. § 2950
nebo Skodlivého jednani ve smyslu § 2971
zak. ¢. 89/2012 Sb., ob¢anského zakoniku ze
strany poskytovatele, hlavniho zkousejiciho
nebo nekterého ¢lena Studijniho tymu;

* pochybeni hlavniho zkouSejiciho nebo
poskytovatele bez odkladu informovat
zadavatele v pripadé jakékoliv zavazné
skute¢nosti, ktera se vyskytne v pribéhu
klinického  hodnoceni, vcetné  hlaseni
nezadoucich ptihod a zavaznych nezadoucich
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In case that Provider or Principal Investigator will
be on the basis of legally effective judgement
obliged to settle claims of the Study Subject or any
other authorised persons of:

-damage arising out of the conduct of the Study,
-immaterial damage arising out of the conduct of
the Study,

the Sponsor agrees to indemnify the Provider
and/or Principal Investigator from any costs
corresponding to such subject’s or other
authorised person’s claims.

The Sponsor shall not be obliged to provide such
reimbursement to the Provider or Principal
Investigator according to the previous paragraph
to the extent that such damage or immaterial
damage is caused by:
e Dbreach oh this Contract or  breach
applicable legal regulations by the
Provider or Principal Investigator;

e failure to adhere to Sponsor’s or
Contractual  research  organization’s
instructions or failure to follow the
Protocol by the Provider, Principal
Investigator or any Study Team member;

e Provider’s, Principal Investigator’s or any
Study Team member’s negligence, gross
negligence, wilfull act, misconduct or
omission or wrong or incomplete
information or advice within the meaning
of the provision § 2950 or harmful act
within the meaning of the provision §
2971 of the Act No. 89/2012 Coll., the
Civil Code by the Provider, Principal
Investigator or any Study team member;

o failure of the Provider or Principal
Investigator to immediately notify the
Sponsor about any serious event caused
during the conduct of the Study, including
but not limited to adverse events and
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piihod (oba tyto terminy jsou blize definovany
v Protokolu).

Zadavatel dale neni povinen poskytovateli ¢i

hlavnimu zkousejicimu poskytnout plnéni podle
predchozich odstavcil v pripadé:

narovnani, uznani nebo vyporadani takového
naroku subjektu klinického hodnoceni, popf.
dalsich opravnénych osob ze strany
poskytovatele nebo hlavniho zkousejiciho bez
pisemného souhlasu zadavatele, pticemz
zadavatel se zavazuje takovy souhlas
bezdGvodné neodmitnout;

nebo v piipad¢, kdy takové pisemné uplatnéné
naroky nebyly poskytovatelem nebo hlavnim
zkousejicim oznameny bez zbyte¢ného
odkladu zadavateli; poskytovatel nebo hlavni
zkousejici budou respektovat pokyny a
doporuceni zadavatele pti obran¢
poskytovatele nebo hlavniho zkousejiciho v
fizeni o nich.

serious adverse events (both terms are
defined in the Protocol).

The Sponsor shall not be further obliged to provide
such reimbursement according to the previous
paragraph to the Provider or Principal Investigator
in case of:

settlement or admission of such subject’s
or other authorised person’s claim by the
Provider or Principal Investigator without
written consent of the Sponsor, provided
that Sponsor undertakes not to refuse such
consent without reason;

failure of the Provider or Principal
Investigator to notify the Sponsor without
any delay about such claims filed in
writing; the Provider and Principal
Investigator shall respect instructions and
advice of the Sponsor regarding the
defence during the settlement
negotiations.

Poskytovatel se zavazuje odskodnit zadavatele a
Smluvni vyzkumnou organizaci za veskeré (jmy

The Provider undertakes to indemnify the Sponsor
and Contractual research organization from any
loss resulting from:

zpusobené:

* nedbalosti, hrubou nedbalosti nebo
umyslnym  jednanim  poskytovatele,
hlavniho  zkouSejiciho nebo  ¢lena
Studijniho tymu pii plnéni jejich

povinnosti v souladu s touto Smlouvou;
nebo

e poruSenim této smlouvy, Protokolu,
pisemnych instrukci zadavatele a/nebo
Smluvni vyzkumné organizace ohledné
klinického hodnoceni nebo pravnich
predpisi  poskytovatelem,  hlavnim
zkousejicim nebo ¢lenem Studijniho tymu
nebo nespravnou ¢i neuplnou informaci
nebo radou ve smyslu ust. § 2950 nebo
Skodlivym jednanim ve smyslu § 2971
zak. ¢. 89/2012 Sb., obcanského zakoniku

ze strany poskytovatele, hlavniho
zkouSejiciho nebo nékterého ¢lena
Studijniho tymu;

Provider’s, Principal Investigator’s or any
Study Team member’s negligence, gross
negligence, wilfull act during fulfilment
of the obligations under this Contract

breach of this Contract, Protocol, written
instruction of the Sponsor and/or
Contractual research organization
regarding the Study or applicable legal
regulations by the Provider, Principal
Investigator or any Study team member

or wrong or incomplete information or
advice within the meaning of the provision
§ 2950 or harmful act within the meaning
of the provision § 2971 of the Act No.
89/2012 Coll., the Civil Code by the
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2)

Smluvni vyzkumna organizace timto vyslovné
odmita jakoukoli odpovédnost v souvislosti
S hodnocenym lé¢ivem, v€etné odpovédnosti za
naroky spojené s timto lécivem, jehoz podani
zpusobilo nebo mélo zptisobit vznikly stav, ledaze
je tato odpovédnost zpisobena nedbalosti,
umysln¢ protipravnim jednanim nebo porusenim
této smlouvy ze strany smluvni vyzkumné
organizace.

Poskytovatel souhlasi, ze zajisti a bude udrzovat
pojisténi odpovédnosti v souladu s pozadavky
prislusnych pravnich predpist vztahujicich se
k poskytovani zdravotnich sluzeb.

X.
Ochrana diavérnych informaci. Osobni idaje

1) Pro tcely této smlouvy veskeré ustni, pisemné
¢i elektronické tidaje ¢i informace (zejména
dokumenty, popisy, data, informace a udaje,
formulafe CRF, fotografie, video materialy a
pokyny) a materialy (zejména hodnocené
lécivo a komparacni produkty), smluvni
vyzkumné organizace ¢i zadavatele, bez
ohledu na to, zda povahy technické, obchodni
¢i jiné, vcetn¢ informaci vztahujicich se
k obchodnim tajemstvim smluvni vyzkumné
organizace ¢i  zadavatele, reklamnim
materialtim, vyvojovym aktivitam,
vlastnickym praviim ¢i zalezitostem obchodni
povahy, spolecné s jakymikoliv vynalezy,
Work  Product a veskerymi jinymi
informacemi, udaji a vysledky
shromazdénymi, vyhotovenymi, vyvinutymi
¢i vygenerovanymi poskytovatelem, hlavnim
zkousSejicim ¢i jakoukoliv jinou osobou na
zaklad¢ této smlouvy, a to vcetné ujednani
této smlouvy (dale jen ,,divérné informace®)
budou predmétem vlastnictvi zadavatele.
Dtvémeé informace nezahrnuji jakoukoli
informaci:
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Provider, Principal Investigator
Study team member;

or any

Contractual research organization hereto expressly
disclaims any liability in connection with the
Investigational Product, including any liability for
any product claim arising out of a condition caused
by or allegedly caused by the administration of
such product except to the extent that such liability
is caused by the negligence, willful misconduct or
breach of this Contract by Contractual research
organization.

2) Provider agrees to maintain liability insurance as
required by applicable legal regulations related to the
provision of health service.

X

Protection of Confidential Information. Personal

Data

1) For the purposes of this Contract, all verbal,
written or electronic information (including, but
not limited to, documents, descriptions, data,
CRFs, photographs, videos and instructions) and
materials (including, but not limited to, the
Investigational Product and comparator products),
of Contractual research organization or Sponsor,
whether of a technical, business or other nature,
including information that relates to Contractual
research organization’s or Sponsor’s trade secrets,
products, promotional material, developments,
proprietary rights or business affairs, together with
any Inventions, Work Product and all other
information, data and results collected, prepared,
developed or generated by the Provider, the
Principal Investigator and any other person
pursuant to or in contemplation of this Contract,
including this Contract (hereinafter, the
“Confidential Information”) shall be the property
of Sponsor. Confidential Information does not
include any information that:
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a) jejiz znalost pied datem uzavieni této smlouvy
muze poskytovatel nebo hlavni zkousejici
prokazat, nepodléhala-li zarovenn jakymkoli
smluvnim ujednanim pfijatym za ucelem
ochrany jeji divérné povahy;

b) jejiz opravnéné ziskani od tieti osoby, ktera
jejim  poskytnutim neporuSila jakykoli
zavazek na ochranu jeji dtvémé povahy,
muze poskytovatel nebo hlavni zkousejici
prokazat; nebo

C) jez je C¢i se stane vefejné znamou bez
jakéhokoli jednani ¢&i  poruSeni jakékoli
povinnosti  poskytovatele ¢ hlavniho
zkousejiciho.

Aby bylo pfedejito jakymkoli pochybnostem,
Vv ptipadé, Ze zadavatel nebo smluvni vyzkumna
organizace zafadi ¢i zvefejni jakoukoli informaci
vztahujici se khodnocenému 1é¢ivu ¢i ke
klinickému hodnoceni Vv jakémkoli registru
klinickych hodnoceni ¢i databazi klinickych
hodnoceni, jakékoli aspekty ¢i detaily vztahujici
se kduvérnym informacim  souvisejicim
S hodnocenym lé¢ivem ¢i s klinickym
hodnocenim, jez nejsou zafazeny ¢i zvetfejnény
vtakovém registru ¢i databazi, nebudou
povaZovany za to, Ze jsou ¢i se stanou informaci
vefejnosti znamou.

1.1 Zékaz zvefejnéni, odhaleni ¢i poskytnuti
udaji. Po dobu deseti (10) let od vyprseni platnosti
¢i ukonCeni platnosti této smlouvy budou
poskytovatel a hlavni zkouSejici povinni
dodrZovat ptisnou diivérnost divérnych informaci
a bez predchoziho pisemného souhlasu
zadavatele, nebo jinak, nez v souladu s ujednanimi
této smlouvy, neodhali, nebudou-li to vyzadovat
pravni piedpisy, jakékoli tieti stran& jakoukoli
divérnou informaci a pouziji takové divérné
informace vyluéné pro ucely plnéni svych
povinnosti, jez jsou jim uloZeny touto smlouvou.
Poskytovatel je povinen omezit zpfistupnéni
divérnych informaci vyhradné tém osobam v
ramci své organizacni struktury, které takové
udaje potiebuji znat, a zajisti, ze tyto osoby si
budou védomy zavazku ochrany davérnych
informaci v rozsahu pozadovaném touto
smlouvou, a Ze ve stejném rozsahu budou témito
povinnostmi vazany. Poskytovatel a hlavni

a) the Provider or the Principal Investigator can
prove was known to it, him or her prior to the date
of this Contract and was not subject to any
confidentiality restrictions;

b) the Provider or the Principal Investigator can
prove was lawfully obtained from a third party
without breach of any obligation of
confidentiality; or

C) is or becomes part of the public domain through
no act or violation of any obligation of the
Provider or the Principal Investigator.

For the avoidance of doubt, in the event that
Sponsor or Contractual research organization lists
or discloses any information relating to the
Investigational Product or the Study in a clinical
trial registry(ies) or clinical results database(s),
any aspects or details of Confidential Information
concerning the Investigational Product or the
Study that are not listed or disclosed in such
registry(ies) or database(s) shall not be deemed to
be or become part of the public domain.

11 Non-Disclosure. For a period of ten (10)
years after the expiration or termination of this
Contract, the Provider and the Principal
Investigator shall keep Confidential Information
strictly confidential and shall not, without
Sponsor’s prior written consent or as may be
permitted by this Contract, disclose to any third
party any Confidential Information, provided that
such disclosure is required by law, and shall use
such Confidential Information solely for purposes
of performing its obligations under this Contract.
The Provider shall restrict the dissemination of
Confidential Information to only those persons
within its organization who have a need to know,
and shall ensure that they are aware of the
obligation of confidentiality required by this
Contract and are similarly bound. The Provider
and the Principal Investigator shall use at least the
same care and discretion in maintaining the
confidentiality of the Confidential Information as
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zkousejici vyvinou minimalné stejnou miru
ochrany a opatrnosti pfi zachovavani divérné
povahy duvérnych informaci, a to tak, jak kazdy z
nich nakldda se svymi nejcitlivéj§imi diveérnymi
udaji. Poskytovatel a hlavni zkous$ejici souhlasi, ze
budou davérné informace uchovavat na
bezpeéném misté, a ze piijmou bézné odpovidajici
opatfeni k ochrané davérnych dat pted jejich
neopravnénim  zneuzitim, zpfistupnénim a
zvetejnénim. Poskytovatel a hlavni zkousejici, dle
podminek konkrétniho pfipadu, neprodlené
vyrozumi zadavatele a smluvni vyzkumnou
organizaci poté, co poskytovatel nebo hlavni
zkousejici zjisti jakykoli tnik ¢i znehodnoceni ¢i
zneuziti divémych informaci. V néavaznosti na
ukoncCeni platnosti ¢i vyprSeni platnosti této
smlouvy, pfipadné na zakladé¢ predchoziho
pozadavku zadavatele, je poskytovatel nebo
hlavni zkousejici povinen bez zbytecného odkladu
vratit smluvni vyzkumné organizaci veskeré
davérné informace, pticemz poskytovatel bude
opravnén ponechat si v souladu s ostatnimi
podminkami stanovenymi v odst. 1.2 originaly
stejnopistt zdrojové zdravotnické dokumentace
kazdého subjektu hodnoceni.

1.2 Samostatna ujednani. Poskytovatel a
hlavni zkousSejici souhlasi, ze uzavienim této
smlouvy pfijali zavazek dav€rnosti  vuci
zadavateli, na jehoz zaklad¢ poskytovatel a hlavni
zkousejici ziskaji ptistup k divérnym informacim.
Dale pak, vsouladu se shora uvedenym,
poskytovatel a hlavni zkousSejici souhlasi, Ze
s vyjimkou pfipadil vyslovné shora uvedenymi na
zaklad¢é tohoto cClanku X. nebo pfilohy ¢. 8,
nebudou projednavat ¢i diskutovat o klinickém
hodnoceni a hodnoceném 1é¢ivu s jakoukoli tieti
osobou, a to zjakéhokoli divodu a nebudou
prezentovat jakékoli nazory, jez mohou mit
zaklad, Castecné Ci v celém svém rozsahu, piimo
¢i nepfimo, v piistupu k divémym informacim.
Za ucelem vyhnuti se jakymkoli pochybnostem
nejsou ani poskytovatel, ani hlavni zkousejici
opravnéni projednavat klinické hodnoceni ¢i
hodnocené 1é¢ivo s jakymkoli analytikem
v oblasti finan¢ni, cennych papird, pramyslu ¢i
jakymikoli médii.

1.3 Vyjimky ze zakazu zvefejnéni, odhaleni ¢i
poskytnuti udaji. V piipadé, ze poskytovatel
nebo hlavni zkousSejici budou vyzvani na zéklad¢
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each uses with its most sensitive confidential
information. The Provider and the Principal
Investigator agree to maintain the Confidential
Information in a secure facility, taking
commercially reasonable steps to protect the
information from unauthorized use, access and
disclosure. The Provider or the Principal
Investigator, as applicable, shall notify
Contractual research organization and Sponsor
immediately upon the Provider’s or the Principal
Investigator’s discovery of any loss or
compromise of the Confidential Information.
Upon the termination or expiration of this Contract
or upon Sponsor’s earlier request, the Provider or
the Principal Investigator shall promptly return to
Contractual research organization all Confidential
Information, provided that the Provider shall have
the right to retain, subject to the other provisions
of this Section 1.2, the original copies of each
Subject’s primary medical records.

1.2. External Discussions. The Provider and the
Principal Investigator agree that, by entering into
this Contract, they have assumed a relationship of
trust and confidence with Sponsor pursuant to
which the Provider and the Principal Investigator
will have access to Confidential Information.
Accordingly, the Provider and the Principal
Investigator agree that, except as expressly
permitted under this Section X. or Appendix 8,
they shall not discuss the Study or the
Investigational Product with any person for any
reason and shall not express any opinion that is
informed, in whole or in part, whether directly or
indirectly, by access to the Confidential
Information. For the avoidance of doubt, neither
the Provider nor the Principal Investigator shall
discuss the Study or the Investigational Product
with any financial, securities or industry analyst or
with the media.

1.3 Exceptions to Non-Disclosure. If the Provider
or the Principal Investigator are legally required
to disclose Confidential Information or results of
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pravniho ptedpisu ke zvefejnéni, odhaleni ¢i
poskytnuti davérnych informaci ¢i vysledki
klinického hodnoceni, poskytovatel ¢&i hlavni
zkousejici, dle podminek konkrétniho piipadu,
neprodlené¢ pisemné vyrozumi zadavatele, a to
nikoli ve lhité kratsi nez tfi (3) pracovni dny, pred
poskytnutim,  zvefejnénim ¢i  odhalenim
pozadovanych tdaju. Je-li takové poskytnuti,
zvefejnéni ¢i odhaleni pozadovano na zikladé
pravomocného soudniho rozhodnuti ¢i vladniho
nafizeni, poskytovatel a hlavni zkousejici se
zavazuji umoznit zadavateli obranu vici takovym

rozhodnutim  ¢i  nafizenim  ve  vztahu
k pozadovanému  poskytnuti, odhaleni  ¢i
zvefejnéni Udaji  a poskytovatel poskytne

soucinnost ve vztahu k takové obrané v rozsahu
umoznéném  platnymi  pravnimi  predpisy.
V ptipadé, ze poskytovatel ¢i hlavni zkousejici
jsou nasledné ¢i v jakékoli jiné souvislosti vyzvani
k poskytnuti, odhaleni ¢i zvefejnéni jakékoli
divérné informace, poskytovatel ¢i  hlavni
zkousejici, dle podminek konkrétniho piipadu,
vyhotovi pfedmétné poskytnuti, odhaleni Cci
zvetejnéni dle diivodného pozadavku zadavatele,
a to tak, aby poskytnuti, odhaleni ¢i zvefejnéni
obsahovalo vyhradné takové duvérné informace,
jez jsou vyzadovany platnymi pravnimi piredpisy.
Jakékoliv ustanoveni zde uvedené nebude branit
poskytovateli ¢ hlavnimu  zkouSejicimu
okamzitému poskytnuti, odhaleni ¢i zvetfejnéni
vysledkt klinického hodnoceni, a to v rozsahu,
ktery je nezbytné nutny za ucelem zabranéni Ci
zmirnéni rizika zdvazné zdravotni Gjmy; to vSak
pod podminkou, ze poskytovatel nebo hlavni
zkousejici, dle podminek konkrétniho piipadu,
neprodlené oznami zadavateli takové poskytnuti,
odhaleni ¢i zvefejnéni pred jeho realizaci a
bezprostiedné poté, co takové poskytnuti,
odhaleni ¢i zvetejnéni tdaji provede.

14 Pouziti jména. Jak poskytovatel,
hlavni zkousejici ¢i smluvni vyzkumna organizace
nejsou opravnéni uvadét ¢i jakkoli vyuzivat
jméno, ochrannou znamku, obchodni firmu ¢i logo
kterékoli smluvni strany, ¢i zadavatele, ve vztahu
k jakékoli publikaci, zvefejnéni v tisku ¢Ci
reklamnim materialiim ve vztahu ke klinickému
hodnoceni bez ptedchoziho pisemného svoleni
dotéené smluvni strany; to vSak pod podminkou,
ze smluvni vyzkumna organizace a zadavatel
budou opravnéni oznacit poskytovatele jako
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the Study, the Provider or the Principal
Investigator, as applicable, shall promptly notify
Sponsor in writing, but no less than three (3)
business days, prior to making the required
disclosure. If such disclosure is required pursuant
to a lawful judicial or government order, the
Provider and the Principal Investigator shall
permit Sponsor to defend against any such order
of disclosure and the Provider shall assist in such
defense to the extent permitted by Applicable
Laws. If the Provider or the Principal Investigator
is thereafter or otherwise required to disclose any
Confidential Information, the Provider or the
Principal Investigator, as applicable, shall craft
such disclosure as reasonably requested by
Sponsor so that such disclosure shall contain only
such Confidential Information as is required by
Applicable Laws. Nothing contained herein shall
prohibit the Provider or the Principal Investigator
from immediately disclosing results of the Study
to the extent necessary to prevent or mitigate a
serious health hazard; provided, however, that the
Provider or the Principal Investigator, as
applicable, shall notify Sponsor prior to making
such a disclosure and immediately after it has
made such a disclosure.

1.4 Use of Name. None of the Provider,
Principal Investigator or Contractual research
organization shall mention or otherwise use the
name, trademark, trade name or logo of any other
party, or Sponsor, in any publication, press release
or promotional material with respect to the Study
without the prior written approval of such party;
provided however that Contractual research
organization and Sponsor shall have the right to
identify the Provider as the site at which the Study
is being conducted and the responsible Principal
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misto, ve kterém je klinické hodnoceni provadéno,
jakoz 1 pfislusného odpovédného hlavniho
zkousejiclho a persondl vdaném  misté
vykonavajici klinické hodnoceni a pouzit ndzev
poskytovatele a jména hlavniho zkousejiciho ve
vztahu Kk ¢innostem souvisejicim s naborem
zadavatele v ramci daného klinického hodnoceni.

Pfed zahajenim klinického hodnoceni a v jeho
prubéhu muze byt poskytovatel a zaméstnanci
poskytovatele  pozadani o  poskytnuti
informaci a udaji, snimiz Ize nepiimo
spojovat né&jakou fyzickou osobu, kterd je
nazivu (dale jen ,,0osobni udaje*), vztahujicich
se k hlavnimu zkousSejicimu, zaméstnanciim
poskytovatele a ostatnimu personalu, jez
mohou podléhat upravé predpisii na ochranu
osobnich udaji. Tyto Osobni Udaje mohou
obsahovat jména, kontaktni informace,
pracovni zkuSenosti a profesni kvalifikaci,
publika¢ni ¢innost, Zivotopisy a vzdélavaci
¢innost, informace o provedenych plnénich,
vybaveni, persondlnich moZnostech a
ostatnich  informacich  vztahujicich se
k vykonu klinickych hodnoceni daného mista.
Zadavatel je spravcem takovych osobnich
udaji a smluvni vyzkumna organizace bude
jejich zpracovatelem, vyjma ptipadd, kdy
smluvni vyzkumna organizace s jakymikoliv
osobnimi 1daji bude naklddat dle této
smlouvy jako spravce, v takovém piipadé
bude v rozsahu takového nakladani spravcem
smluvni vyzkumna organizace. Hlavni
zkousejici timto poskytuje souhlas s vyuzitim
a zpracovanim svych osobnich udaji a
Poskytovatel souhlasi s tim, Ze poskytne
sou¢innost  pii  ziskdvani  jakychkoli
potiebnych souhlasi Studijniho personalu
nebo jiného pfislusného cClena personalu
Poskytovatele s uzivanim a zpracovavanim
osobnich udaji pro nasledujici ucely: a)
provedeni  klinického  hodnoceni, b)
prezkoumani statnimi kontrolnimi orgéany,
zadavatelem, smluvni vyzkumnou organizaci,
jejich zastupci a pobockami, c) jednani
vsouladu  spravnimi a  regulacnimi
pozadavky, d) uvefejnéni na webovych
strankdach ~ a v databazich  slouzicim
podobnému ucelu; a e) ulozeni do databazi
z dGvodti usnadnéni vybéru zkousejicich pro
budouci klinick4 hodnoceni. Zkousejici timto
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Investigator and Study site staff and to use the
Provider and Principal Investigator’s name in any
Sponsor Study recruitment activities.

Prior to and during the course of the
Study, the Provider and Provider staff
may provide information and data that is
directly or indirectly referable to a natural
person who is alive (“Personal Data”)
relating to its Principal Investigator,
Provider staff or other personnel, which
may be subject to data privacy laws or
regulations. Such Personal Data may
include names, contact information, work
experience, qualifications, publications,
resumes, educational background,
performance information, facilities, staff
capabilities, and other information
relating to the Site's conduct of clinical
trials. The Sponsor is the data controller
for such Personal Data, except that, if
Contractual research organization deals
with any Personal Data under this
Contract in the manner of a data controller
then Contractual research organization
shall be the data controller of such
Personal Data to the extent of such
dealings. The Principal Investigator
hereby consents to the use and processing
of his/her Personal Data and the Provider
agrees to assist in obtaining any necessary
consents from the Study Staff or other
relevant Provider personnel for the use
and processing of their personal data, for
the following purposes: a) the conduct of
the Study; b) review by governmental or
regulatory agencies, Sponsor, Contractual
research organization, and their agents,
and affiliates; c) satisfying legal or
regulatory requirements; d) publication on
and websites and databases that serve a
comparable purpose; and e) storage in
databases for use in selecting sites in
future clinical trials. The Investigator
hereby further consents and the Provider
agrees to assist obtaining any necessary
consents from the Study Staff or other
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dava souhlas a Poskytovatel souhlasi s tim, Ze
poskytne soucinnost pii ziskavani jakychkoli
potfebnych souhlasi Studijniho personalu
nebo jiného pfislusného clena personalu
Poskytovatele s prenosem téchto udaji pro
vySe uvedené ucely do jinych zemi nez do
jejich vlastni zemé.

2.1 Kazda ze smluvnich stran je zodpovédna za
vlastni zpracovani Osobnich Udajii a je povinna
zajistit, aby Osobni Udaje vztahujici se k subjektu
hodnoceni, zkouSejicimu a/mebo k jinym
zaméstnancim ucCastnicim se na klinickém
hodnoceni byly ziskavany, uchovavany, vyuzity,
zvetejnény a prevadény v souladu s veskerymi
relevantnimi narodnimu, federalnimi, statnimi a
mistnimi piedpisy na ochranu Osobnich Udaji, a
rovnéz v souladu s Informovanymi Souhlasy
subjektll hodnoceni, jeZ jsou, nebo budou ziskany
od subjektt hodnoceni. Zkousejici je odpovédny za
ziskani  souhlasi od kazdého zaméstnance
ucastniciho se na klinickém hodnoceni a za jejich
predani Astra Zeneca pro ucely shromaz’dovani,
pouziti a zvetejnéni jejich osobnich udaja.

XI.

Vlastnictvi vysledki klinického hodnoceni, jeho

ochrana a publikovani vysledki

relevant Provider personnel to the transfer
of such data for the above mentioned
purposes to countries other than their own
country.

2.1 Each party shall be responsible for its own
processing of Personal Data and shall ensure that
any Personal Data relating to a subject, the
Investigator and/or the study staff, is collected,
stored, used, disclosed and transferred in
accordance with all applicable national, federal,
state, or local privacy laws and with the informed
consents that are or will be obtained from
subjects.  Principal Investigator shall be
responsible  for obtaining and providing
AstraZeneca with consents from each Study staff
for the purposes of collection, use and disclosure
of their Personal Data.

XI.

Ownership of Study Results, its Protection and

Publishing of the Results

1) Jakékoliv publikovani vysledki klinického 1) Any publication of the results of the Study shall
hodnoceni bude probihat v souladu s podminkami be in accordance with the terms set forth in
stanovenymi v Pfiloze ¢. 8 této smlouvy. Appendix 8 to this Contract.

2) Poskytovatel a hlavni zkousejici berou na védomi, 2) The Provider and the Principal Investigator
ze zadnd odborna publikace kobjevim &i understand that any scientific publication
hodnocenym 1é¢iviim nesmi byt poskytovatelem regarding the discoveries or study medication
nebo hlavnim zkousejicim vydana ptfed podanim will not be published by Provider or the Principal
zadosti zadavatele o patentovou piihlasku, pokud Investigator before the Sponsor’s application for
vzhledem  kpovaze vysledki  klinického a patent providing such application for a patent
hodnoceni bude podani takové ptihlasky ptichdzet is applicable with regard to the character of the
v Gvahu. Study results.

3) Dusevni vlastnictvi: 3) Intellectual Property.

»Dusevni  vlastnictvi  AstraZeneca“ znamena ‘“AstraZeneca IP” means Study Documentation and

dokumentaci klinického hodnoceni a veskeré dusevni all Intellectual Property in and to any AstraZeneca

vlastnictvi

jakéhokoli  vynalezu tykajiciho

hodnoceného 1é¢iva AstraZeneca.

se Test Drug Invention.
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,Hodnocené 1éCivo AstraZeneca™ olaparib, 1é¢ivo
AstraZeneca, které je hodnoceno nebo testovano
V klinickém hodnoceni.

»Vynalez  tykajici se  hodnocen¢ho  léCiva
AstraZeneca® znamena vSechny vynalezy souvisejici
S hodnocenym lécivem AstraZeneca, zejména jeho
nové indikace nebo uziti, které vytvofi, vyprodukuje
nebo jinak realizuje poskytovatel, hlavni zkousejici
nebo persondl vykonavajici v daném misté klinicke
hodnoceni (s vyjimkou AstraZeneca), samostatné
nebo spolecné s jinymi osobami v ramci klinického
hodnoceni nebo v souvislosti s nim. Pro vylouceni
pochybnosti  plati, Ze vynalezy tykajici se
hodnoceného 1éCiva AstraZeneca zahrnuji rovnéz
veskeré vyndlezy souvisejici (a) s metabolickym a
farmakologickym piisobenim hodnocené¢ho [éc¢iva
AstraZeneca, s jeho vedlej$imi u¢inky, mechanismem
pusobeni, bezpecnosti nebo vzajemnou reakcei s jinymi
1é¢ivy nebo (b) s biomarkery, chemickymi analyzami,
diagnostickymi metodami nebo diagnostickymi
produkty, které mohou byt uzivany k predvidani
pacientovy reakce na hodnocené 1é¢ivo AstraZeneca
nebo odolnosti pacienta vi¢i nému nebo jakymkoli
zpisobem k vybéru pacienti k1é¢bé pomoci
hodnoceného 1é¢iva AstraZeneca.

,»DI1vEjsi  dusevni vlastnictvi“ znamend veskeré
dusSevni vlastnictvi, které n€ktera smluvni strana ptimo
nebo nepfimo vlastnila nebo kontrolovala pred datem
ucinnosti.

,,DuSevni vlastnictvi poskytovatele“ znamena veskeré
dusevni vlastnictvi s vyjimkou dusevniho vlastnictvi
AstraZeneca, které je vytvoreno, vyprodukovano nebo
jinak realizovano ze strany poskytovatele, hlavniho
zkousejiciho nebo kohokoli Z personalu
vykonavajiciho v daném misté klinické hodnoceni (s
vyjimkou AstraZeneca) v ramci klinického hodnoceni
nebo v souvislosti s nim.

,Dusevni  vlastnictvi“ znamena veSkerd prava
k napadim, vzorcim, obchodnimu tajemstvi,
vynaleziim, objeviim, know-how, idajim, databazim,
dokumentaci, zpravam, materidlim, pisemnostem,
navrhim, pocitaCovému  softwaru, procesum,
zasadam, metodam, technikdm a jinym informacim,
véetné patentl, ochrannych znamek, servisnich
znamek, registrovanych vzord, prav ke vzorum,
autorskych prav a jinych prav nebo majetku
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“AstraZeneca Test Drug” means olaparib, the
AstraZeneca medicinal product being studied or tested
in the Study.

“AstraZeneca Test Drug Invention” means all
inventions relating to the AstraZeneca Test Drug
including, without limitation, new indications or uses
thereof, that are conceived, generated or otherwise
made by the Provider, the Principal Investigator or any
Study Site Staff (other than AstraZeneca) whether
solely or jointly with others, under or in connection
with the Study. For the avoidance of doubt,
AstraZeneca Test Drug Inventions also include any
inventions relating (a) to the AstraZeneca Test Drug’s
metabolic activity, pharmacological activity, side
effects, drug metabolism, mechanism of action, safety,
or drug interactions, or (b) to biomarkers, assays,
diagnostic methods or diagnostic products, which may
be used to predict patient response or resistance to the
AstraZeneca Test Drug or be used in any way to select
patients for treatment with the AstraZeneca Test Drug.

“Background Intellectual Property” means any
Intellectual Property that was owned or controlled,
directly or indirectly, by a Party prior to the Effective
Date.

“ProviderIP” means all Intellectual Property other than
the AstraZeneca IP that is conceived, generated or
otherwise made by the Provider, the Principal
Investigator or any Study Site Staff (other than
AstraZeneca) under or in connection with the Study.

“Intellectual Property” means any and all rights in and
to ideas, formula, trade secrets, inventions,
discoveries, know-how, data, databases,
documentation, reports, materials, writings, designs,
computer software, processes, principles, methods,
techniques and other information, including patents,
trademarks, service marks, trade names, registered
designs, design rights, copyrights and any rights or
property similar to any of the foregoing in any part of
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podobného kterémukoli z vySe uvedenych prav bez
zietele na to, zda tato prava jsou nebo nejsou
registrovana, spolecné spravem podat piihlaSku
k jejich registraci.

,Dokumentace klinického hodnoceni“ znamena
vSechny zaznamy, ucetni zaznamy, poznamky,
zpravy, udaje a sdéleni IRB (schvaleni podani a zpravy
o postupu klinického hodnoceni) shromazdéné,
vyprodukované nebo wuzivané v souvislosti s
klinickym hodnocenim, které jsou v pisemné,
elektronické, optické nebo jiné forme, vcetné vsech
zaznamenanych piivodnich pozorovani a zaznamil o
klinické cinnosti, naptiklad CRF a vSechny ostatni
zpravy a zaznamy potifebné k hodnoceni a
rekonstrukei klinického hodnoceni.

Poskytovatel neprodlen¢ a v plném rozsahu zpfistupni,
zajisti, aby hlavni zkousSejici a personal vykonavajici
v daném misté¢ klinické hodnoceni neprodlen¢ a v
plném rozsahu zpfistupnili AstraZeneca veskeré
dusevni vlastnictvi ~ AstraZeneca. Poskytovatel
souhlasi s tim, ze AstraZeneca bude vlastnit veSkera
prava a titul Kk veSkerému duSevnimu vlastnictvi
AstraZeneca. Poskytovatel se timto zavazuje, Ze bez
dalsi uplaty celosvétoveé postoupi a prevede, zajisti,
aby hlavni zkousejici a personal vykonavajici v daném
misté klinické hodnoceni bez dalsi uplaty celosvétove
postoupili a prevedli AstraZeneca veskera sva prava a
titul K duSevnimu  vlastnictvi ~ AstraZeneca.
AstraZeneca se timto zavazuje, ze udéli poskytovateli
nevyhradni, trvalou, bezplatnou licenci bez prava
udélovat podlicence, kuzivani dokumentace mista
vykonu  klinického  hodnoceni a  knowhow
vytvoteného pfi plnéni této smlouvy K jeho vlastnimu
(1) internimu vyzkumu a/mebo (ii) k vzdélavacim
ucelim a/mebo (iii) k péci o subjekty klinického
hodnoceni za ptredpokladu, ze budou dodrZovana
omezeni ohledné duvérnych informaci a publikace
stanovena v této smlouvé. Pro vylouceni pochybnosti
tato udélena pradva nezahrnuji zadnd uZzivaci préva
k vynalezim tykajicim se hodnoceného 1éCiv
AstraZeneca.

Poskytovatel na zadost spole¢nosti AstraZeneca a
vyhradné na jeji naklady a pod jeji vyhradni kontrolou
uzavie, zajisti, aby hlavni zkouSejici a personal
vykonavajici v daném misté klinické hodnoceni
uzavieli vesSkeré dokumenty nebo poskytli veskera
svédectvi tak, jak AstraZeneca povazuje za potiebné
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the world, whether registered, or not, together with the
right to apply for the registration of any such rights.

“Study Documentation” means all records, accounts,
notes, reports, data, and IRB communications
(submission approval and progress reports) collected,
generated or used in connection with the Study,
whether in written, electronic, optical or other form,
including all recorded original observations and
notations of clinical activities such as CRFs and all
other reports and records necessary for the evaluation
and reconstruction of the Study.

Provider shall, and shall cause the Principal
Investigator and the Study Site Staff tomake prompt
and full disclosure to AstraZeneca of all AstraZeneca
IP. Provider agrees that AstraZeneca shall own all
rights and title in and to all AstraZeneca IP. Provider
hereby agrees that it will assign and transfer, and shall
cause the Principal Investigator and the Study Site
Staff to assign and transfer without additional
consideration, to AstraZeneca (or its nominated
designee) all their rights and title in and to the
AstraZeneca IP throughout the world. AstraZeneca
hereby agrees that it will grant Provider a non-
exclusive, perpetual, royalty-free license, without the
right to grant sub-licenses, to use the Study
Documentation and know-how generated in the
performance of this agreement for its own (i) internal
research and/or (ii) educational purposes and/or (iii)
Subject care purposes, provided that the restrictions
with regards to the Confidential Information and
publication sections as set forth in this Agreement are
observed and adhered to. For the avoidance of doubt
this grant does not include any rights to use
AstraZeneca Test Drug Inventions.

Upon the request and at the sole expense and exclusive
control of AstraZeneca, Provider shall, and shall cause
the Principal Investigator and the Study Site Staff to ,
to execute any instruments or testify as AstraZeneca
deems necessary for AstraZeneca to obtain patents or
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k tomu, aby ziskala patenty nebo jinak chranila svij
podil na dusevnim vlastnictvi AstraZeneca.

Poskytovatel neprodlené a v plném rozsahu zpiistupni
a zajisti, aby hlavni zkousejici a personal vykonavajici
v daném misté klinické hodnoceni neprodlené¢ a
Vv plném rozsahu zpfistupnili AstraZeneca veskeré
dusevni vlastnictvi poskytovatele. Poskytovatel se
timto zavazuje, ze udéli AstraZeneca nevyhradni
celosvétovou, trvalou a bezplatnou licenci s pravem
udélovat podlicence k uzivani dusevniho vlastnictvi
poskytovatele v rozsahu vyzadovaném KuZivani a
k vyuziti hodnoceného 1é¢iva AstraZeneca a
dusevniho vlastnictvi AstraZeneca.

Kazd4 smluvni strana si ponechd vSechna prava ke
svému  difvejsi duSevnimu vlastnictvi. Tato
smlouva neni zamyslena k vyvozeni a nebude z ni
vyvozovano zadné vyslovné ani implikované udéleni
licence nebo postoupeni ve vztahu k takovému

vvvvvv

Bez zietele na vySe uvedend ustanoveni, v piipad¢, ze
Hlavni zkousejici uzije diivéjsi duSevni vlastnictvi
dusevni vlastnictvi Poskytovatele bude potiebné pro
uzivani ¢i vyuziti vysledkt této Studie, Poskytovatel
timto poskytuje Zadavateli trvalé, celosvétové,
nevyhradni, licenéni opravnéni nepodléhajici
licenénim poplatkim s opravnénim k poskytnuti
vlastnictvi Poskytovatele v rozsahu potiebném k
uzivani a vyuziti hodnoceného 1éCiva AstraZeneca a
dusevniho vlastnictvi AstraZeneca.

XII.
Reseni spori

1) Smluvni strany se dohodly, ze pravni vztahy vzniklé
z této smlouvy, jakoz i pravni vztahy se smlouvou
souvisejici, se fidi obecné¢ zavaznymi pravnimi
predpisy Ceské republiky.

2) Smluvni strany se pii zpracovani klinického
hodnoceni zavazuji vzidjemné¢ si pomahat
a pripadné spory a rozdilnost nazori na postup a
zpusob praci fesit jednanim obvyklym u smluvnich
stran.
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otherwise to protect AstraZeneca's interest in
AstraZeneca IP.
Provider shall, and shall cause the Principal

Investigator and the Study Site Staff, to make prompt
and full disclosure to AstraZeneca of all Provider IP.
Provider shall own all rights and title in and to all
Provider IP. Provider hereby agrees that it will grant to
AstraZeneca a non-exclusive, world-wide, perpetual,
royalty-free license, with the right to grant sub-
licenses, to use the Provider IP to the extent required
to use and exploit the AstraZeneca Test Drug and the
AstraZeneca IP.

Each Party shall retain all rights in its respective
Background Intellectual Property. This Agreement is
not intended to and shall not infer any license grant or
assignment, whether expressed or implied, with regard
to such Background Intellectual Property.

Notwithstanding, the foregoing, if the Investigator has
used some Provider’s Background Intellectual
Property in the performance of the study and this
Provider’s Background Intellectual Property is needed
to use or exploit the results of the Study, the Provider
hereby grants to Sponsor a perpetual, worldwide, non-
exclusive, royalty-free license, with the right to grant
sub-license, to use that Provider’s Background
Intellectual Property to the extent required to use and

exploit the AstraZenece Test Drug and the
AstraZeneca IP.
XI1.
Settlement of Disputes
1) Contract parties have agreed that legal

relations resulting from this Contract or related

thereto are governed by the law of the Czech

Republic.
2) Contract parties undertake to provide
assistance to each other and to settle possible
disputes regarding their different views on the
procedures and methods of work by means of
discussing the matter in a manner usually
applied by Contract parties.
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3) K projednani a rozhodovani ptipadnych sporu,
které nebudou piekonany spolupraci dle odst. 2
tohoto &lanku, jsou piislugné soudni organy Ceské
republiky mistné ptislusnymi dle obecného soudu
Poskytovatele.

4) V piipad¢ jakéhokoli rozporu mezi ceskou a
anglickou jazykovou verzi smlouvy se upiednostni
a pouzije Ceska verze smlouvy.

XII.
Finanéni vyrovnani
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3)

4)

Any disputes unsettled by a mutual agreement
in compliance with paragraph 2. of this Article
will be referred to and resolved by the
competent court of the Czech Republic. The
competent Court of jurisdiction shall be the
one where the Provider is located.

In case of any discrepancies between Czech and
English language version of the Contract the
Czech version of the Contract shall prevail.

XIII.
Financial aspects
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1)

2)

3)

XIV.
Ukonceni klinického hodnoceni

Zadavatel do 90 dnd od ukonceni klinického
hodnoceni oznami Statnimu ustavu pro kontrolu
lé¢iv a pfislusnym etickym komisim, ze bylo
klinick¢é hodnoceni ukonceno. Pokud doslo
k ukoneni klinického hodnoceni predCasné,
zkracuje se vySe uvedena lhita na 15 dnt;
v takovém piipadé¢ =zadavatel uvede davody
pred¢asného ukonceni.

V piipadé, ze alespoii _
nebude zafazen do Kli¢ového data zafazeni, mize
zadavatel ukoncit tuto smlouvu v souladu s odst. 3
tohoto clanku. Kli¢ové datum =zafazeni je
definovano jako 100 (sty) kalendaini den po
Inicia¢ni navs§téveé mista hodnoceni.

Zadavatel, smluvni vyzkumna organizace nebo
poskytovatel jsou opravnéni vypoveédét tuto
smlouvu pisemnou vypovédi s vypovédni lhiitou v
délce 30 dni, ktera po¢ina ode dne doruceni
vypoveédi ostatnim smluvnim stranam, a to v
nasledujicich ptipadech:

a) pokud nektera smluvni strana neplni
nékteré z ustanoveni této smlouvy
a neodstrani zavadny stav ani ve lhiite 60
dni od doruCeni pisemné vyzvy k
naprave;

b) pokud néktera smluvni strana provede se
svymi véfiteli vyrovnani nebo bude-li na
jeji majetek prohlasen konkurs;

c) pokud nékterd smluvni strana pozbude
opravnéni k ptisobeni v dané oblasti;

d) bude-li riziko pro subjekty hodnoceni
netumeérné zvyseno, nebo

e) pokud potfebné opravnéni, povoleni,
souhlas nebo vyjimka je revokovano,
jeho platnost suspendovana, nebo

3) The Sponsor,
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XIV.
Study Completion

1) The Sponsor shall until 90 days of the Study
completion inform the State Institute for Drug
Control and relevant Ethics Committees on
completion of the Study. Provided the
completion of the study has been aborted,
above mentioned period shall be reduced to 15
days. In such case, the Sponsor is obliged to
give reasons for such abortion.

2) If at least || GGG has not been

enrolled by the Key Enrollment Date then
Sponsor may terminate this Contract in
accordance with section 3 of this Article. Key
Enrollment Date is defined as a 100th
(hundredth) calendar day after Site Initiation
Visit.

the Contractual research
organization or the Provider is entitled to
terminate this Contract by written notice with
the period of notice being 30 days upon written
notice to the other Party in cases as follows:

a) Any of the Contract parties does not meet
some provision of this Contract and does
not eliminate the discrepancies within 60
days after obtaining a written request to
do so;

b) Any of the Contract parties performs
settlement with its creditors or files a
petition for bankruptcy;

c) Any of the Contract parties ceases to be
authorised to pursue its activities within
the field in concern;

d) The risk incurred by the subjects
increases significantly; or

e) The necessary authorisation, approval,
consent or exception are revoked or
suspended, or  expires  without
prolongation.
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uplyne-li doba, na kterou bylo vydano
bez ptislusného prodlouzeni.

4) Klinické hodnoceni muze byt ukonceno nebo
pozastaveno zadavatelem, smluvni vyzkumnou
organizaci nebo poskytovatelem neprodlené po
doruceni pisemného oznameni ostatnim z diivodu
bezpecnosti, nebo v  jinych  pfipadech
vyzadovanych  platnymi  zakony. Smluvni
vyzkumna organizace nebo zadavatel mohou, a to
i bez uvedeni duvodu ukoncit tuto smlouvu
pisemnou vypovedi s vypoveédni lhiitou v délce 30
dni, kterd pocind bézet prvnim dnem mésice
nasledujiciho po doruceni vypovédi zbylym
smluvnim stranam. Poskytovatel mtze ukondit
tuto smlouvu pisemnou vypovédi s vypovédni
lhiitou v délce 30 dni, kterd pocina bézet prvnim
dnem mésice nasledujiciho po doruceni vypovedi
zbylym smluvnim stranam, pokud okolnosti
neovlivnitelné poskytovatelem brani
poskytovateli klinické hodnoceni dokonc¢it, nebo v
ptipadé, ze poskytovatel rozumné piedpoklada, ze
je nebezpecné v klinickém hodnoceni pokracovat.
Po obdrzeni vypovédi poskytovatel okamzité
prerusi jakykoliv ndbor a zafazovéani subjektd,
bude postupovat podle definovanych postupti o
ukonceni, zajisti, ze budou dokonceny jakékoliv
pozadované follow-up procedury, a vynaloZi
veskeré primérené usili k minimalizaci dalSich
naklada.

Dojde-li k zavaznému poruseni této smlouvy a
muaze-li byt pozadovano jeji ukonceni, pak s
vyjimkou ohrozeni bezpec¢nosti subjektti, smluvni
vyzkumnd organizace muize pozastavit vykon
vSech nebo casti této smlouvy, zejména vcetné
naboru, a to za predpokladu, Ze poskytovateli je
poskytnuto pisemné oznameni o povaze neplnéni
zavazku a je mu umoznéno napravit toto prodleni
ve lhuté peti (5) dntt od doruceni oznameni. V
ptipadé ukonceni platnosti této smlouvy
kteroukoliv ze stran, vynalozi strany veskeré usili
k minimalizaci jakychkoli obtizi nebo poskozeni
jakychkoliv subjekti klinického hodnoceni. Vedle
jinych prav a prostfedkii napravy dle této smlouvy
nebo ze zdkona mize smluvni vyzkumna
organizace vypovédét tuto smlouvu pisemnou
vypoveédi s vypoveédni Thitou v délce 30 dni, ktera
pocinad bézet prvnim dnem meésice nasledujiciho
po doruceni vypovédi zbylym smluvnim stranam,
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4) The Study may be terminated or suspended by
Sponsor, Contractual research organization or
the Provider immediately upon written notice to
the other for safety concerns or as otherwise
required by Applicable Laws. Contractual
research organization or Sponsor may terminate
this Contract without cause upon 30 days prior
written notice with period of notice
commencing on the day following the day of
delivery of the notice to the other contract
parties. The Provider may terminate upon 30
days prior written notice with period of notice
commencing on the day following the day of
delivery of the notice to the other contract
parties if circumstances beyond the Provider’s
reasonable control prevent the Provider from
completing the Study, or if the Provider
reasonably determines that it is unsafe to
continue the Study. Upon receipt of notice of
termination, the Provider shall immediately
cease any subject recruitment and enrolment,
follow the specified termination procedures,
ensure that any required subject follow-up
procedures are completed, and make all
reasonable efforts to minimize further costs.

If a material breach of this Contract appears to have
occurred and termination may be required, then,
except to the extent that subject safety may be
jeopardized, Contractual research organization may
suspend performance of all or part of this Contract,
including, but not limited to, subject enrolment
provided that Provider is given written notice of the
nature of the default and an opportunity to cure such
default within a period of five (5) days after the giving
of notice. In the event of termination of this Contract
by either of the parties, the parties shall use their best
efforts to minimize any inconvenience or harm to any
subjects in the Study. In addition to other rights and
remedies under this Agreement or at law, Contractual
research organization may terminate this Agreement
upon 30 days prior written notice with period of notice
commencing on the day following the day of delivery
of the notice to the other contract parties if Principal
Investigator is no longer able, for any reason, to act as
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jestlize hlavni zkousejici jiz nebude z jakéhokoli principal investigator of the Study and no replacement
divodu schopen jednat jako hlavni zkouSejici mutually acceptable to AstraZeneca, Quintiles and
v klinickém hodnoceni a AstraZeneca, Quintiles a Provider can be agreed upon within a reasonable time.

poskytovatel se nebudou moci v pfiméiené 1huté
dohodnout na vzajemné ptijatelné nahradg.

XV.
Zavérecna ustanoveni

1) Zadavatel je zastoupeny v rozsahu plné moci
spolecnosti Quintiles Czech Republic, s.r.o.,
Radlicka 714/113a, 158 00, Praha 5. Plna moc
tvori prilohu €. 6 této Smlouvy.

2) Pravni  poméry touto smlouvou vyslovné
neupravené se ftidi prislusnymi ustanovenimi
obcanského zdkoniku a pfislusnych prévnich
predpisti Ceské republiky.

3) Tato smlouva je vyhotovena ve Ctyfech
stejnopisech, pficemz kazda smluvni strana obdrzi
po jednom.

4) Smluvni strany se dohodly, Ze tato smlouva mize
byt ménéna pouze pisemné prostiednictvim

vzestupné Cislovanych dodatkli podepsanych

vSemi smluvnimi stranami.

5) V piipadé rozporu mezi znénim protokolu a touto
smlouvou je rozhodujici znéni

péci o subjekty klinického hodnoceni na jeho

zaklad¢ poskytované; ve vSech ostatnich ohledech

jsou rozhodujici podminky této smlouvy.

Smlouva o zajisténi klinického hodnoceni/Contract on Clinical Trial

protokolu
s ohledem na provadéni klinického hodnoceni a

XV.
Final Provisions

1) Sponsor is represented by Quintiles Czech
Republic, s.r.o., Radlickd 714/113a, 158 00
Praha 5, within the scope of the Power of
Attorney enclosed hereto as Appendix No. 6.

2) The legal relations not specifically addressed
hereby will comply with the provisions of the
Civil Code and other applicable Ilegal
regulations of Czech Republic.

3) This Contract has been written in four original
copies, each Contract party obtaining one of
them.

4) The contracting parties have agreed that this
Contract may be modified, only in writing by
amendments numbered in ascending order and
signed by all contracting parties.

5) In the event of a conflict between the Protocol
and this Contract, the Protocol shall prevail
with respect to the conduct of the Study and
the treatment of subjects in connection
therewith; in all other respects the terms of the
Contract will govern.
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Na dtikaz souhlasu se znénim této Smlouvy, ptipojuji In witness of their consent to the wording hereof,
smluvni strany svij podpis. the Contract parties sign the Contract.

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

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

Jméno/By:
Funkce/Title:

Datum/Date: 10.11.2014

Na dukaz souhlasu pripojuje sviij podpis
opravnény zastupce Quintiles Czech Republic
s.r.o.

ACKNOWLEDGED AND AGREED BY
Quintiles Czech Republic s.r.o.

Jméno/By:
Funkce/Title:

Datum/Date: 10.11.2014

Na dukaz souhlasu pripojuje sviij podpis
opravnény zastupce Masarykova onkologického
ustavu

ACKNOWLEDGED AND AGREED BY
Masarykiiv onkologicky ustav

Jméno/By: prof. MUDT. Jan Zaloudik, CSc.
Funkce/Title: feditel/Director

(pfedmétnd osoba musi byt opravnéna jednat jménem
poskytovatele)

(must be authorized to sign on Provider ‘s behalf):
Datum/Date: 14.11.2014

Na dukaz souhlasu pripojuje sviij podpis
hlavni zkousejici

ACKNOWLEDGED AND AGREED BY THE
PRINCIPAL INVESTIGATOR

Podpis/By:

Datum/Date: 14. 11. 2014

Prilohy: Appendices:
39
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halouzka
Text napsaný psacím strojem
10. 11. 2014

halouzka
Text napsaný psacím strojem
10. 11. 2014

halouzka
Text napsaný psacím strojem
14. 11. 2014

halouzka
Text napsaný psacím strojem
14. 11. 2014


1. Povoleni Statniho tstavu pro kontrolu 1€¢iv
Souhlas etické komise pro
hodnoceni

Souhlas etické komise

Doklad o pojisténi

Protokol

n

SR

S.r.o.

7. Vypis z Obchodniho rejstiiku
spole¢nosti Quintiles Czech Republic, s.r.o.

8. Publikace
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PIna moc spolecnosti Quintiles Czech Republic,

1.
multicentricka 2.

SIS

spolecnosti 7.

8.

Approval of the State Institute for Drug Control
Approval of the Ethics Committee for
Multicentrics Trials

Approval of the Ethics Committee

Certificate of insurance

Protocol

Power of Attorney of Quintiles Czech Republic,
S.r.0.

Excerpt from the Commercial Register of the
company Quintiles Czech Republic, s.r.o.
Publication
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Priloha 8
PUBLIKACE

a) Publikace a zpiistupnéni, sdéleni ¢i zverejnéni

Appendix 8
PUBLICATION

a) Publication and Disclosure

Zadavatel se zavazuje podavat informace o vyrobku,
vyzkumu a vyvoji v piesné a objektivni podobé. Tyto
komunika¢ni cCinnosti musi byt uskutecnény
odpovédnym a etickym zplisobem, s pfihlédnutim k
prislusnym vnéj$im standardiim tykajicim se zpiisobu
a obsahu védeckych, technickych a Ilékafskych
publikaci. Publikace zjednotlivych mist vykonu
klinického hodnoceni nesmi byt vydany diive nez
prvotni rukopis. Pokud AstraZeneca nebude do
osmnacti (18) meésici po dokonceni klinického
hodnoceni publikovat na vSech mistech vykonu
klinického hodnoceni, bude jednotlivym mistim
vykonu klinického hodnoceni povoleno publikovat
S vyhradou ustanoveni a podminek uvedenych v této
smlouve.

e Pfi vykonu prav akademické svobody, bude
poskytovatel a hlavni zkousejici (ale zadny jiny
Clen personalu vdaném mist€¢ vykonavajici
klinické hodnoceni), bez ohledu na povinnosti
zachovat ml¢enlivost v ¢lanku X., podléhajici této
priloze 8, mit pravo zvetejnit ve védeckych nebo

jinych  Casopisech, nebo na odbornych
konferencich nebo jinych setkanich
multicentrické¢ studijni vysledky (viz nize).

Publikace v biomedicinskych ¢asopisech se musi
tidit pokyny stanovenymi editory mezinarodniho
vyboru zdravotnického ¢asopisu (ICMJE) ohledné
etickych  zdsad  tykajici se  publikace
v biomedicinckych odbornych ¢asopisech, (ii)
publika¢ni politikou AstraZeneca, dostupnou na
www.astrazeneca.com, (iii) vSemi pfisluSnymi
pravnimi pfedpisy, (iv) zasadami, postupy a
smérnicemi poskytovatele a (v) vSemi pfislusnymi
zasadami a postupy AstraZeneca, poskytnutymi
autorovi ze strany AstraZeneca.

e Vsouladu se smérnicemi spravné publikacni
praxe
(http://www.bmj.com//node/397569?variant=full-
text) AstraZeneca neplati zkouSejicim zadnou
odménu za autorstvi recenzovanych ¢lankt a
prezentaci. V pripadé, ze hlavni zkousejici
pozaduje thradu cestovnich nakladi nebo jinou
podporu Vv souvislosti s prezentacemi udaji na
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Sponsor is committed to communicate product,
research and development information in an accurate
and objective fashion. These communication activities
must be undertaken in a responsible and ethical
manner, taking into account relevant external
standards regarding the manner and content of
scientific, technical and medical publications.
Publications from individual sites must not precede the
primary manuscript. If AstraZeneca does not publish
within eighteen (18) months of completion of the
Study at all participating sites, an individual site will
be permitted to publish subject to the terms set out and
referred to herein.

e In the exercise of the rights of academic
freedom, the Provider and the Principal
Investigator (but no other Study Site Staff)
shall, notwithstanding the confidentiality
obligations in Article X., but subject to this
Appendix 8, have the right to publish in
scientific or other journals, or to present at
professional conferences or other meetings
Multi-Center Study Results (as defined
below). Publications in biomedical journals
must follow the guidelines established by the
International Committee of Medical Journal
Editors (ICMJE) guidelines for ethical
principles related to publication in biomedical
journals, (ii) AstraZeneca’s Publication
Policy, available at www.astrazeneca.com,
(iii) all applicable laws and regulations, (iv)
Institution’s policies and guidelines, and (v)
any applicable AstraZeneca policies provided
to the author by AstraZeneca.

e In line with good publishing practice
guidelines
(http://www.bmj.com//node/397569?variant=
full-text), AstraZeneca does not pay
compensation to investigators for authorship
of peer-reviewed articles or presentations.
Where payment of travel expenses or other
support is required by the Principal
Investigator in relation to presentations of the
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kongresech, bude se takova thrada a podpora fidit
samostatnou smlouvou. Se vSemi spoluautory
publikaci (ktefi jiz diive nepodepsali smlouvu se
zkousejicim pro ucely klinického hodnoceni) bude
uzaviena samostatna autorska smlouva.

e Autoii publikaci jsou povinni informovat o
veskerych stfetech zajmt, véetné vSech financnich
nebo osobnim vztaht, které mohou byt vnimany
jako zaujatost v jejich praci.

e Hlavni zkousejici se zavazuje zpfistupnit vSechny
dalsi udaje vyzadované jakymkoli zdravotnickym
zafizeni nebo védeckou instituci, zdravotnickym
vyborem nebo védeckou organizaci, k niz nalezi.

b) Postupy publikace

Nejméné Sedesat (60) dnid pred predlozenim
jakéhokoli materidlu ke zvefejnéni nebo prezentaci
poskytne poskytovatel zadavateli takovy material k
pfezkoumani. Zadna takovd publikace nebo
prezentace nemuze obsahovat jakékoli davérné
informace zadavatele bez pfedchoziho pisemného
souhlasu zadavatele. Pokud o to zadavatel pisemné
pozada, poskytovatel pozdrzi, nebo zajisti, aby hlavni
zkousejici pozdrzel, material k publikaci nebo
prezentaci dalSich devadesat (90) dni ode dne, kdy
zadavatel Zadost podal, aby mu bylo umoznéno podat
patentovou piihlasku nebo pfijeti takovych opatieni,
které zadavatel povazuje za vhodné k zachovani a
ochrang jeho vlastnickych prav v materialu, ktery byl
predlozen ke zvetfejnéni nebo prezentaci.

Zadavatel a jeho pobocky maji pravo samostatné
publikovat klinické hodnoceni, a to za pfedpokladu, ze
je deklarovano nalezité uznani intelektualniho pfinosu
poskytovatele a hlavniho zkousejiciho, v souladu
s pravidly standardni védecké praxe.

¢) Kontakt s médii

Poskytovatel se nesmi zapojit a zajisti, aby se jeho
zameéstnanci véetné hlavniho zkousejiciho
nezapojovali, do rozhovord nebo jinych kontaktii s
médii, vCetné novin, rozhlasu, televize a internetu,
vztahujicich se ke  klinickému  hodnoceni,
hodnocenému 1éCivu, vynalezim, nebo studijnim
datim bez predchoziho pisemného souhlasu
zadavatele. Toto ustanoveni nezakazuje zvefejnéni
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data at congresses, this will be subject to a
separate contract. Any co-authors on the
Publications (who have not already signed an
investigator contract for the study) will be
subject to a separate author contract.

e Authors of publications disclose any potential
conflicts of interest including any financial or
personal relationships that might be perceived
to bias their work.

e Principal Investigator agrees to provide any
additional disclosure required by any medical
or scientific institution, medical committee or
other medical or scientific organisation with
which the Principal Investigator is affiliated.

b) Publication Procedures

At least sixty (60) days prior to submission of any
material for publication or presentation, Provider shall
provide Sponsor with such material for review. No
such publication or presentation may include any
Sponsor Confidential Information without Sponsor’s
prior written approval. If requested in writing by
Sponsor, Provider shall withhold, or shall cause the
Principal Investigator to withhold, material from
submission for publication or presentation for an
additional ninety (90) days from the date of Sponsor’s
request to allow for the filing of a patent application or
the taking of such measures as Sponsor deems
appropriate to establish and preserve its proprietary
rights in the material being submitted for publication
or presentation.

Sponsor and its affiliates shall have the right to
independently publish the Study, and provided that
due acknowledgment is made for the intellectual
contribution made by the Provider and the Principal
Investigator, in accordance with standard scientific
practice.

¢) Media Contacts

Provider shall not, and shall ensure that its personnel,
including Principal Investigator, do not, engage in
interviews or other contacts with the media, including
but not limited to newspapers, radio, television and the
Internet, related to the Study, the Investigational
Product, Inventions, or Study Data without the prior
written consent of Sponsor. This provision does not
prohibit publication or presentation of Study Data in
accordance with Section (a) and (b) above.
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nebo prezentaci studijnich dat v souladu s Casti (a) a
(b) vyse.

Zadavatel muize zvefejnit existenci studie ve snaze
nabrat subjekty hodnoceni (,,Nabor*). Takovy Nabor
bude zahrnovat zpfistupnéni Siroké vefejnosti
prostfednictvim tisku nebo elektronickych médii
(v€etn¢ internetu), uvedeni kontaktnich informaci o
hlavnim zkousejicim a zdravotnickém zafizeni a profil
klinického hodnoceni. Pokud jsou tyto kontaktni
informace k dispozici ke staZzeni na internetu, nebo
umistény v tisku mimo USA, hlavni zkousSejici a
poskytovatel souhlasi se zobrazenim (nebo
zptistupnénim) téchto kontaktnich informaci v zemich
mimo USA pro tyto ucely. Navic hlavni zkousSejici
zajisti , aby zaméstnanci poskytovatele podepsali ¢ast
o ochran¢ osobnich udaji uvedenou na logu pro
delegovani  pravomoci  poskytnutém  smluvni
vyzkumnou organizaci nebo zadavatelem pied
zah4jenim studie a souhlas s uvedenim svého jména a
kontaktni informace v materidlech Naboru. Pred
zapisem musi byt vSechny Naborové materialy
schvaleny zadavatelem a etickou komisi.

d) Registr a hlaSeni

Bez omezeni jakychkoli jinych prav zadavatele dle
této smlouvy, berou poskytovatel a hlavni zkousejici
na védomi a souhlasi s tim, Ze zadavatel bude
registrovat klinické hodnoceni a, jakmile budou k
dispozici, post multicentrické studijni vysledky v
souladu s vnitini politikou zadavatele, na jednom nebo
vice vefejné pristupnych registrech a internetovych
strankach (vCetné vefejné podporovanych strankach
ClinicalTrials.gov a na svych vlastnich webovych
strankach AstraZenecaClinicalTrials.com).
Poskytovatel a hlavni zkouSejici by neméli provadét
registraci nebo odeslani vysledkii, aby se zabranilo
duplicité¢ zaznamt. Zameéstnanci zadavatele musi
jednat v souladu s mistnimi/narodnimi pravnimi
predpisy a/nebo predpisy, které vyzaduji registraci
informaci o klinickém hodnoceni do vefejné
pristupnych registrd, jinych nez uvedenych vyse. V
ptipadé, ze si poskytovatel a hlavni zkousejici pteji
pouzit vefejné pristupné webové stranky na zaklade
dobrovolnosti (napf. univerzitni/ nemocni¢ni webové
stranky), informace vztahujici se k protokolu nesmi
prekrocit informace, které zadavatel jiz odeslal a mélo
by byt dostate¢né poskytnout hypertextovy odkaz na
studii zaevidovanou na www.ClinicalTrials.gov.
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Sponsor may publicize the existence of the Study in an
attempt to recruit Subjects (“Recruitment”). Such
Recruitment will involve making available, to the
general public via print or electronic media (including
the Internet), the Principal Investigator’s and the
Medical Facility’s contact information and an outline
of the Study. Where such contact information is
available for download via the Internet, or is placed in
print media outside the U.S., Principal Investigator and
Provider consent to the display (or making available)
of such contact information in countries outside the
U.S. for these purposes. Additionally, the Principal
Investigator shall ensure that Provider personnel initial
the data privacy consent column in the delegation of
responsibilities log provided by Contractual research
organization or Sponsor prior to initiation, thereby
consenting to the listing of their name and contact
information in the Recruitment materials. Prior to
posting, all Recruitment materials must be approved
by Sponsor and the EC;

d) Registry and Reporting

Without limitation to any other right of Sponsor
hereunder, the Provider and the Principal Investigator
acknowledge and agree that Sponsor will register the
Study and, when available, post the Multi-Center
Study Results in accordance with Sponsor internal
policy on one or more publicly-accessible trial
registries and websites (including the publicly-funded
website ClinicalTrials.gov and on its own website
AstraZenecaClinicalTrials.com). The Provider and
the Principal Investigator should not undertake
registration or posting of results to avoid duplication
of entries. Sponsor personnel must comply with
local/national law and/or regulations which require
registration of study information to a publicly-
accessible registry other than those named above.
Where the Provider and the Principal Investigator wish
to use a publicly-accessible website on a voluntary
basis (e.g. a university/hospital website) the
information related to the Protocol must not exceed the
information Sponsor has already posted and it should
be sufficient to provide a hyperlink to the trial when
registered on www.ClinicalTrials.gov.
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