CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI

he Clinical Trial Agreement (“Agreement™) is Tato smlouva o klinickém hodnoceni
made by and between:

Fakultni nemocnice u sv. Anny v Brné,
having a place of business at Pekaiska
664/53, 656 91 Brno, Czech Republic,
Identification number: 00159816, Tax
identification number: CZ00159816,
represented by MUDr. Martin Pavlik, PhD,
EDIC. DESA. director (the “Institution™),
and

“Investigator ), an

(“Smlouva™) je uzavirana mezi nasledujicimi
stranami:

e Fakultni nemocnice u sv. Anny v Brné, se
sidlem Pekafska 664/53, 656 91 Brno, Ceska
republika, Identifikatni &islo: 00159816,
Dafiové identifika¢ni &islo: CZ00159816,
zastoupena MUDr. Martinem Pavlikem, PhD,
EDIC, DESA., feditel (“Zdravotnické
za¥izeni”), a

JHousejici

e  Quintiles Czech Republic, s.r.o., havinga e  Quintiles Czech Republic, s.r.o., se sidlem
place of business at Praha 5, Jinonice, Praha 5, Jinonice, Radlicka 714/113a, PSC 158
Radlicka 714/113a, zip code 158 00, Czech 00, Ceska republika, I1C: 247 68 651, DIC:
Republic, Identification number: 247 68 651, CZ24768651, (*Quintiles™), a
Tax identification number: CZ247 68 651
(*Quintiles™). and

e AstraZeneca AB., having a place of e AstraZeneca AB, se sidlem SE-151 85
business at SE-151 85 Sodertiilje, Sweden, Sodertilje, Svédsko, Identifikaéni Eislo:
Identification number: 556011-7482, Tax 556011-7482, Danové identifikaéni ¢islo:
identification number: SES556011748201, SE556011748201, (“Zadavatel” nebo ,Astra
(“Sponsor” or “Astra Zeneca™) Zeneca™)

Each a “Party” and together the “Parties”. Kazda samostatné jako “Strana™ a spole¢né jako

_ “Strany™.

| Protocol ' Cislo

Number: Protokolu:
5 L Nazev
Protocol Title: Britakolus
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Protocol Date: | September 2014 Lat 7452014
Protokolu:
Sponsor: AstraZeneca AB Zadavatel: AstraZeneca AB

Country where

‘Stat ve kterém

ma sidlo Misto

53,656 91 Brno /
State Institute for Drug
Control, Srobarova 48, 100
41 Prague 10

Site is provadéni
A o Czech Republic klinického Ceska republika
Conducting :
Study hodnoceni,
které provadi
Studii
Fakultni nemocnice u sv. Fakultni nemocnice u sv. Anny |
i Anny v Brné : : v Brn¢
e IL. interni klinika Misto,  kde | |/ interni klinika |
where the Hypertenzni poradna bude Hypertenzni poradna ’
study will be o providéna s T
condiscted: Pekarska 53 Studie: Pekarska 53
’ 656 91 Brno ’ ' 656 91 Brno
Czech Republic Ceska republika
100 kalendédfnich dni po
100 Calendar Days after Site lmcnz?crjl > navstévé, : 'J‘v’h’sta
At Serag ke provadéni klinického
Initiation Visit (being the 5 AT
Key ; : hodnoceni (a to jakoZto den, ke
s date by which Site must i3 : i ; A
Enrollment ’ : Klicové datum | kterému je Misto provadéni
= enrol at least one (1) subject | . ", e : 2
Date: R zarazeni: klinického hodnoceni povinno
as more specifically set out : gl o2 :
: B p zafadit minimdlné jeden (1)
B i O ey subjekt, jak je dale podrobnéji
Enrollment Date™ below) ,J ' J ROEES A
rozvedeno nize v odstavei 1.7
. “Kli¢ové datum zafazeni™)
Ethics Committee of the Eticka komise IKEM a TN,
ICEM and  Thomayer Thomayerova Nemocnice,
Hospital, Videriska 800, 140 Videniska 800, 140 59 Praha 4 -
59 Praha 4 - Kr¢ / Kré /
ECMT / LEC/ | Ethics Committee of Faculty MEK / LEK /| Eticka komise Fakultni
RA Hospital st. Anna, Pekafska | SUKL nemocnice u sv. Anny v Brné,

Pekarska 53, 656 91 Brno /
Stétni tstav pro kontrolu Iéciv, |
Srobarova 48,

100 41 Praha 10 ]

Besides the terms defined in the text of the
Agreement, the following additional definitions
shall apply to this Agreement:
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Protocol: the clinical protocol referenced
above as it may be modified from time to
time by the Sponsor (defined below)

Case Report Form or CREF: case report form
(paper or electronic) to be used by Site to
record all of the Protocol-required
information to be reported to Sponsor on
each Study Subject.

Study: the clinical trial that is to be

performed in accordance with this
Agreement and the Protocol for purposes of
gathering information about the

compound/medical device identified in the
Protocol.

Study  Subject: an individual who

participates in the Study, either as a recipient
of the Investigational Product (defined
below) or as a control.

Study Staff: the individuals involved in
conducting the Study under the direction of
the Investigator.

Investigational Product: the
compound/medical device identified in the
Protocol that is being tested in the Study.

Good _ Clinical _ Practices or GCPs:
International Conference on Harmonisation
of Technical Requirements for Registration
of Pharmaceuticals for Human Use (ICH)
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to
time and the principles set out in the
Declaration of Helsinki as revised from time
to time.

Sponsor: the sponsor of the Study.
Medical Records: the Study Subjects’

Protokol: klinicky protokol, na ktery je
odkazano vyse, a ktery mize podléhat ¢as od
¢asu zménam provedenym Zadavatelem (ve
smyslu nize uvedené definice)

Formuldfe pro zdznamy o subjektech
hodnoceni (Case Report Form) nebo CREF:

formulaf pro zaznamy o subjektech hodnoceni
(v listinné ¢i elektronické podobé&) bude
pouzivin Mistem provadéni klinického
hodnoceni za ufelem zdznamu veSkerych
informaci pozadovanych Protokolem, které
podléhaji oznamovani Zadavateli ve vztahu
ke kazdému Subjektu studie (ve smyslu nize
uvedené definice).

Studie: klinické hodnoceni, které bude
provedeno v souladu s touto Smlouvou a
Protokolem pro téely ziskani a shromazdéni
informaci o sloZce/zdravotnickém prostiedku
popsaném v Protokolu.

Subjekt studie: jednotlivec, ktery se ucastni
Studie, bud’ jakoZto pfijemce Hodnoceného
1é¢iva (ve smyslu niZe uvedené definice) nebo
jako kontrolni subjekt.

Studijni persondl: jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
Zkousejiciho.

Hodnocené  1éCivo:  slozka/zdravotnicky

prostiedek definovany v Protokolu, ktery je
predmétem hodnoceni ve Studii.

Sprivnd _ klinickd praxe nebo GCPs:
Mezindrodni konference pro harmonizaci

technickych pozadavkii a podminek pro
registraci lé€iv pro huménni pouziti (ICH)
Harmonizovana tripartitni smérice pro
Spravnou klinickou praxi, ve znéni, jez je v
pribéhu ¢asu novelizovino a zasady
vymezené Helsinskou deklaraci, revidované v
priibéhu ¢asu.

Zadavatel; zadavatel Studie.

Zdravotni _zdznamy:

primarni zdravotni
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primary medical records kept by the
Institution on behalf of the Study Subjects,
including, without limitation, treatment
entries, x-rays, biopsy reports, ultrasound
photographs and other diagnostic images.

Study Data: means all records, accounts,
notes, reports, data, and ECMT / EC / RA
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. Sponsor shall
own all Study Documentation developed by
the Institution, the Investigator or any of
their personnel in performance of the Study.

Personal Data: any information and data that
is directly or indirectly referable to a natural
person who is alive.

Government Official:  any officer or
employee of a government or of any
ministry,  department,  agency, or
instrumentality of a government; any person
acting in an official capacity on behalf of a
government or of any ministry, department,
agency, or instrumentality of a government;
any officer or employee of a company or of
a business owned in whole or part by a
government; any officer or employee of a
public international organization such as the
World Bank or the United Nations; any
officer or employee of a political party or
any person acting in an official capacity on
behalf of a political party; and/or any

zaznamy Subjekth studie vedené
Zdravotnickym zafizenim ve vztahu Kk
Subjektu studie, =zejména zaznamy o

poskytnuté péci, ziznamy o RTG vySetfenich,
protokoly o provedenych biopsiich, snimky z
ultrazvukovych vySetfeni a daldi snimky
diagnostické povahy.

Studijni data a idaje: Rozumi se jimi viechny
zéznamy, ulty, pozndmky, zpravy, data
a komunikace s multicentrickou etickou
komisi, etickymi komisemi a kontrolnimi
ufady (podani ke schvaleni azpravy
o priibéhu Studie) shromazd'ované, vytvifené
nebo pouZivané v souvislost se Studii
v pisemné, elektronické, optické &i jiné
podobé, napiiklad vSechna zaznamenani
plivodni pozorovani a zdznamy o klinickych
tikonech, napf. formuldfe zdznami subjektl
hodnoceni a viechny dalsi zpravy a zdznamy
nezbytné  k vyhodnoceni  a rekonstrukci
klinického hodnoceni. Vlastnikem veskeré
dokumentace ke Studii  vytvéfené
Zdravotnickym zafizenim, Zkou3ejicim nebo
jejich pracovniky pfi provadéni Studie bude
Zadavatel.

Osobni_tdaje: veSkeré informace a udaje,
které je moZné pfimo ¢i nepiimo vztdhnout
k zijici fyzické osobé.

Zastupce vefejné moci: jakykoli ufednik &i
jakykokoli zaméstnanec vlédniho dradu ¢i
jakéhokoli ministerstva, rezortu, tdradu ¢&i
agentury, nebo zastupce statniho/spravniho
ufadu; jakdkoli osoba jednajici v ufedni
funkci jménem stétniho/spravniho Gfadu Ci
jakéhokoli ministerstva, dstavu, wfadu &
agentury nebo zistupce vladniho Wfadu;
jakykoli ufednik & zaméstnanec spoleCnosti
& podnikatelského subjektu vlastnéného
stitem, v diléim & plném rozsahu; jakykoli
ifednik &  zaméstnanec  mezindrodni
organizace vefejného charakteru jako napr.
Svétova banka & Organizace spojenych
nirodl; jakykoli ufednik & jakykoli
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candidate for political office; any doctor,
pharmacist, or other healthcare professional
who works for or in any hospital, pharmacy
or other healthcare facility owned or
operated by a government agency, ministry
or department.

Item(s) of Value: should be interpreted
broadly and may include, but is not limited

to, money or payments or equivalents, such
as gift certificates; gifts or free goods;
meals, entertainment, or hospitality; travel
or payment of expenses; provision of
services; purchase of property or services at
inflated prices; assumption or forgiveness of
indebtedness; intangible benefits, such as
enhanced social or business standing (e.g.,
making donations to government official’s
favored charity); and/or benefits to third
persons related to government officials
(e.g., close family members).

Dual Capacity: the capacity of holding a
Government Official position and being a
party to this Agreement.

Biological Materials: any human biological
materials, including but not limited to blood,
body tissue, plasma and any other material
containing human cells.

Secondary Research: research that exceeds
or differs from the research specified in the
Protocol, including genetic research.

Sponsor_Intellectual Property: Study Data
(excluding Medical Records) and all

Intellectual Property in and to any
Inventions.

Background Intellectual Property: any

zaméstnanec politické strany ¢&i jakakoli osoba
jednajici v rameci ji své€fené pravomoci
jménem politické strany; a/nebo jakykoli
kandidat na politickou funkei; jakykoli 1ékaf,
farmaceut &i jiny profesiondl ve zdravotnictvi,
pracujici pro ¢&i v jakékoli nemocnici, 1ékdmé
¢i jakémkoli jiném zafizeni zdravotnického
typu ve vlastnictvi & provozovaném
stitnim/spravnim Gfadem, ministerstvem ¢&i
ustaven.

Hodnotné véci: budou vykladdny v SirSim
smyslu a mohou tak zejména zahrnovat
penézni Castky, platby &i ekvivalenty plateb,
jako napiiklad dérkové certifikaty ¢i poukazy;
dary & bezplatné poskytované vyrobky;
pohosténi, zidbavu, & pohostinnost; cesty &i
propldceni nékladl; poskytovani sluzeb;
koupé majetku ¢&i sluzeb za nadhodnocené
Castky; prevzeti ¢i prominuti splatnych
zavazkill; vyhody nehmotného charakteru,
jako napfiklad zvySené socidlni  &i
podnikatelské postaveni (napf., poskytovéni
darii ¢i podpory na dobro¢inné Gcely, jeZ jsou
podporovany  stitnimi/sprdvnimi  Gfady);
a/nebo vyhod vii¢i tfetim osobam vztahujici
se k zastupciim vefejné moci (napf. blizef
¢lenové rodiny).

Dudlni funkce: zplsobilost plisobit v pozici
Zastupce vefejné moci a zaroven byt smluvni
stranou této Smlouvy.

Biologické materidly: veskeré biologické
materidly, napfiklad krev, t€lni tkdn, plazma
nebo jiné materialy obsahujici lidské buiiky.

Vedlejsi vyzkum: vyzkum, ktery je nad ramec
vyzkumu popsaného v Protokolu nebo se od
né&j lisi, napiiklad geneticky vyzkum.

Dusevni vlastnictvi Zadavatele: Studijni data
a udaje (s vyjimkou zdravotni dokumentace)
a vedkeré dulevni vlastnictvi souvisejici s

vynilezy.

Pivodni  duSevni  vlastnictvi:  duSevni
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Intellectual Property that was owned or
controlled, directly or indirectly, by a party
prior to the effective date of this Agreement.

Intellectual Property: any and all rights in

and to 1ideas, 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, trade-marks, service marks, trade
names, registered designs, design rights,
copyrights and any rights or property similar
to any of the foregoing in any part of the
world, whether registered, or not, together
with the right to apply for the registration of
any such rights.

Investigational Product Invention: all
inventions relating to the Investigational
Product including, without limitation, new
indications or wuses thereof, that are
conceived, generated or otherwise made by
the Institution, the Investigator or any Study
Staff whether solely or jointly with others,
under or in connection with the Study. For
the avoidance of doubt, Sponsor Test Drug
Inventions also include any inventions
relating (a) to the Investigational Product’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
Investigational Product or be used in any
way to select patients for treatment with the
Investigational Product.

vlastnictvi, které jest¢ pred datem ucinnosti
této smlouvy néktera ze smluvnich stran
piimo &i nepfimo vlastnila nebo nad nim méla
pfimo ¢i nepfimo kontrolu.

DuSevni _ vlastnictvi: veSkerd prdva k
nipadim, lékovym formam, obchodnim
tajemstvim, vynaleziim, objeviim, know-how,
datim, databazim, dokumentaci, zpravam,
materidlim, pisemnym zdznamlm, nidvrhim,
pocitaCovému softwaru, procesiim,
principim, metodam a technikdm a dalsi
informace, napf. patenty, ochranné znamky,
ochranné zniamky sluZeb, obchodni ndzvy,
zapsané vzory, autorskd prava a daldi prava
nebo vlastnictvi podobné vySe uvedenym
polozkam, a to kdekoli na svété bez ohledu na
to, zda jsou zapsané, ¢i nikoli, spoleéné s
pravem zZadat o jejich zapsani.

Vynédlez  souvisejici s Hodnocenym
piipravkem: velkeré vynalezy tykajici se
hodnoceného pfipravku, napfiklad nové
indikace nebo nové zpiisoby jeho pouziti, s
nimiz pfijdou, vytvofi je nebo jinym
zpisobem ulini Zdravotnické zafizeni,
ZkouSejici nebo pracovnici  klinického
hodnoceni sami nebo ve spoluprici s
ostatnimi na zékladé tohoto klinického
hodnoceni nebo v souvislosti s nim. Aby se
predeslo pochybnostem, zahrnuji vyndlezy
souvisejici se Zadavatelovym hodnocenym
pfipravkem také vynalezy, které se tykaji (a)
metabolické a farmakologické aktivity
Hodnoceného piipravku, jeho vedlejSich
uéinkt, metabolismu, mechanismu pisobeni,
bezpe¢nosti a interakce s jinymi 1é¢ivy nebo
(b) biomarkert, testd, diagnostickych metod a
diagnostickych produktii, které je mozné
pouZivat k predpovidani odpovédi pacienti
nebo jejich rezistence vii¢i Hodnocenému
pfipravku nebo je moZné je vyuzivat jinym
zplsobem k vybirdni pacientli pro lécbu
Hodnocenym pfipravkem.

Dusevni vlastnictvi Zdravotnického zafizeni:

Institution  Intellectual  Property: all
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Intellectual Property other than the Sponsor
Intellectual Property that is conceived,
generated or otherwise made by the
Institution, the Investigator or any Study
Staff under or in connection with the Study.

RECITALS:

WHEREAS, Quintiles is providing clinical
research organisation services to Sponsor under
a separate contract between Quintiles and
Sponsor. Quintiles’ services include monitoring
of the Study and contracting with clinical
research sites;

WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site™) are willing to
conduct the Study and Quintiles requests the
Site to undertake such Study.

WHEREAS, Institution and Investigator
permit Quintiles to perform any and all of the
AstraZeneca obligations as a Sponsor, as
delegated to Quintiles, and to exercise any and
all rights of AstraZeneca, as delegated to
Quintiles.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Regulations,
and Good Clinical Practices

Site agrees that Site and Study Staff shall
perform the Study at Institution in strict
accordance with this Agreement, the
Protocol (enclosed hereto as Attachment B),
any and all applicable laws regulations and
guidelines, applicable in the Czech Republic
including in particular, but without
limitation, Act No. 89/2012 Coll., the Civil
Code, as amended (,,Civil Code*), GCPs,
Act _ No. 378/2007 _ Coll., __on
Pharmaceuticals and on amendments to

veSkeré duSevni vlastnictvi s vyjimkou
Zadavatelova duSevniho vlastnictvi, s nimzZ
pfisli, vytvofili ho ¢&i jingm zpiisobem ziskali
Zdravotnické zafizeni, ZkousSejici nebo jiny
pracovnik klinického hodnoceni na zdkladé
této smlouvy nebo v souvislosti s ni.

UVODNI CAST:

VZHLEDEM K TOMU, Ze Quintiles poskytuje
Zadavateli sluzby smluvni vyzkumné organizace,
a to na zakladé samostatné smlouvy uzaviené
mezi Quintiles a Zadavatelem. Sluzby Quintiles
zahruji monitoring Studie a uzavirani smluv s
klinickymi vyzkumnymi centry;

VZHLEDEM K TOMU, Ze Zdravotnické
zafizeni a ZkouSejici (dale spole¢né jen “Misto
provadéni klinického hodnoceni”) hodlaji provést
Studii a Quintiles po Mistu provadéni klinického
hodnoceni poZaduje provedeni takové Studie.

VZHLEDEM K TOMU, ze Zdravotnické
zafizeni a Zkou3ejici souhlasi s tim, aby Quintiles
plnil veskeré zavazky AstraZeneca jakozto
Zadavatele, jejichz plnénim bude povéfena,
a uplatiiovala vedkeréa prava AstraZeneca, jejichZ
uplatiiovanim bude povéiena.

NYNi S OHLEDEM NA SHORA UVEDENE,
bylo dohodnuto nasledujici:

1. PROVEDENI STUDIE

1.1 Soulad s Pravnimi pfedpisy. nafizenimi a

Spréavnou klinickou praxi
Misto provadéni klinického hodnoceni

souhlasi s tim, ze Misto provadéni klinického
hodnoceni a Studijni personal provede ve
Zdravotnickém zafizeni Studii v pfisném
souladu s touto Smlouvou, Protokolem (ktery
je k této Smlouvé piipojen jako Pfiloha B),
veSkerymi pfislusnymi pravnimi pfedpisy a
nafizenimi plamymi na tGzemi Ceské
republiky, zejména véetné zik. & 89/2012
Sb., ob&ansky zakonik, v platném znéni
(,,Ob&ansky  zakonik™), GCP,  zik.
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some related acts (“Act on
Pharmaceuticals™) and Decree
No. 226/2008 Coll.,, on good clinical
practice and detailed conditions of clinical
trials on medicinal products, as amended,
Act No. 372/2011 Coll., on Medical
Services and terms and conditions of
performance of such services (,.Act on
Medical Services*) or any subsequent
amendments or laws substantially replacing
any of the foregoing.(together “Applicable
Laws”). Site and Study Staff acknowledge
that Quintiles and Sponsor, and their
respective affiliates, need to adhere to the
provisions of (i) the Bribery Act 2010 of the
United Kingdom (Bribery Act); (ii) the
Foreign Corrupt Practices Act 1977 of the
United States of America (FCPA) and (iii)
any other applicable anti-corruption
legislation.

Site acknowledges to have, at all times
during the course of the Study, appropriate
licenses, approvals and certifications
necessary to safely, adequately and lawfully
perform the Study in accordance with GCPs,
regulatory requirements and all applicable
laws, and has no notice of any investigations
that would jeopardize such licenses,
approvals or certifications.

This section 1.1 shall survive termination or
expiration of this Agreement.

1.2. Informed Consent Form

¢. 378/2007 Sb., o léfivech a zménéch
nékterych souvisejicich zakon (“Zdkon o
lé¢ivech™) a Vyhlasky ¢&. 226/2008 Sb., o
spravné klinické praxi a bliZSich podminkéach
klinického hodnoceni 1é¢ivych pfipravki, v
platném znéni, zdk. €. 372/2011 Sb., o
Zdravotnich sluzbach a podminkdch jejich
poskytovani  (,Zakon o  zdravotnich
sluzbach®) nebo jakychkoli néslednych
pozméfiujicich & podstatné nahrazujicich
pravnich predpisi ve vztahu ke shora
uvedenym pravnim normam, (spoleCné
“Prisluiné pravni pfedpisy”). Misto provadéni
klinického hodnoceni a Studijni persondl
timto berou na védomi, Ze Quintiles a
Zadavatel, a jejich odpovédné pobolky, se
zavazuji dodrzovat (i) britsky zdkon proti
korupci z roku 2010 (“Protikorup¢ni zdkon™);
(ii) zdkon USA z roku 1977 o zahrani¢nich
korupénich praktikach z roku 1977 (“FCPA”)
a (iil) jakékoli dalsi pravni pfepisy na Gseku
zékazu korup¢nich praktik.

Misto provadéni klinického hodnoceni
potvrzuje, Zz¢ bude mit po celou dobu
Klinického hodnoceni veSkera opravnéni,
schvileni a certifikity, které jsou nezbytné
k bezpeénému, fadnému  a zdkonnému
provadéni Klinického hodnoceni v souladu se
zédsadami spravné klinické praxe, pozadavky
kontrolnich dfadli a platmymi  pravnimi
pfedpisy. Nevi o Zadnych fizenich, kterd by
mohla takové licence, schvdleni nebo
certifikaty ohrozit.

Ustanoveni tohoto ¢&lanku 1.1 zistévaji
v platnosti ipo vypovézeni nebo uplynutf
doby trvani Smlouvy.

1.2 Formuldf pisemného informovaného
souhlasu
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The Institution acknowledges and agrees
that the Investigator shall use an informed
consent form that has been approved by
Sponsor and is in accordance with
applicable regulations and the requirements
of the Ethics Committee for Multicentrics
Trials (“ECMT”) and Local Ethics
Committees (“LEC), jointly Ethics
Committees (“EC”) that is responsible for
reviewing the Study. Site shall obtain the
prior written informed consent of each
Study Subject.

1.3. Medical Records and Study Data
1.3.1. Collection, Storage and

Destruction: The Institution and the
Investigator shall ensure the prompt,
complete, and accurate collection,
recording and classification of the Medical
Records and Study Data.

Site shall:

i. maintain and store Medical
Records and Study Data in a
secure manner with physical and
electronic access restrictions, as
applicable and environmental
controls appropriate to the
applicable data type and in
accordance with applicable laws,
regulations and industry
standards, for a period of 15 years
from completion or early
termination of the Study; and

ii. protect the Medical Records and
Study Data from unauthorized use,
access, duplication, and
disclosure. If directed by Sponsor
or Quintiles, Site will submit
Study Data using the electronic
system provided by Sponsor or
Quintiles or their designated
representative and in accordance
with Sponsor’s instructions for
electronic data entry. Site shall

Zdravotnické zafizeni bere na védomi a
souhlasi s tim, Ze Zkousejici bude pouzivat
formuléf informovaného souhlasu, ve znéni
schvileném Zadavatelem, a ktery je v souladu
s pfislus$nymi pravnimi pfedpisy a poZadavky
Etické komise pro multicentrickd hodnoceni
(*MEK”) a Mistnich etickych komisi (“LEK),
spoleéné dale jen Etickych komisi (“EK”),
které jsou zodpové&dné za kontrolu Studie.
Misto provadéni klinického hodnoceni
predem zajisti pisemny informovany souhlas
kaZzdého Subjektu studie.

1.3. Zdravotni ziznamy a Studijni data a idaje
1.3.1.  ShromaZd'ovéni, uskladnéni a

likvidace: Zdravotnické zafizeni a Zkousejici
zajisti  promptni, Uplné a  pfesné

shromazd'ovani, zaznamenavani a
klasifikadni roztfidéni Zdravotnich zdznami
a Studijnich dat a adaji.

Misto provadéni klinického hodnoceni:

i. bude po dobu 15 let od dokonéeni nebo
pfipadného pfedCasného ukonCeni
Studie vést a skladovat Zdravotni
zaznamy a Studijni data a udaje
bezpetnym zpiisobem s omezenim
fyzického i elektronického pfistupu,
dle podminek konkrétniho pfipadu a s
kontrolou prostfedi pfisluSnou pro
konkrétni typ dat a tdaji v souladu s
pfislusnymi  pravnimi  pfedpisy,
nafizenimi a technickymi standardy; a

ii. bude chrinit Zdravotni zdznamy a
Studijni data a Gdaje proti
neopravnénému zneuZiti, pfistupu,
kopirovani ¢i odhaleni. Bude-li tak
pozadovéno Zadavatelem &i Quintiles,
Misto provadéni klinického hodnoceni
pfedlozi Studijni data a udaje za
pouziti elektronického systému pro
elektronicky zédznam dat, ktery bude
poskytnuty Zadavatelem nebo
Quintiles nebo jimi  urenym
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In case

prevent unauthorized access to the
Study Data by maintaining
physical security of the electronic
system and ensuring that Study
Staff’ maintain the confidentiality
of their passwords. Investigator
agrees to collect all Study Data in
Medical Records prior to entering
it into the CRF. Site shall ensure
the prompt submission of CRFs;
and

take measures to prevent
accidental or premature
destruction or damage of these
documents. Neither Institution nor
Investigator shall destroy or
permit the destruction of any
Medical Records or Study Data
without prior written notification
to the Sponsor. The Institution will
keep all Medical Records and
Study Data as well as any
documentation related to Study
subjects for 15 years after
completing the Study

of termination of Investigator

employment relationship, the responsibility
for maintaining Medical Records and Study
Data shall be determined in accordance with
Applicable regulations but Institution will
not in any case be relieved of its obligations
under this Agreement for maintaining the
Medical Records and Study Data.

1.3.2.

Ownership. Institution shall retain

and store Medical Records. The Institution
and the Investigator will assign to Sponsor
all of their rights, title and interest, including

zastupcem, a to v souladu s pokyny
Zadavatele pro elektronicky zdznam
dat. Misto provadéni klinického
hodnoceni zabrani neopravnénému
piistupu ke Studijnim datiim a udajim
zajiSténim fyzické  bezpecnosti
elektronického systému a dale zajisti,
Ze Studijni personal bude zachovavat
v divémém rezimu jim pfidélena
pfistupova hesla. Zkousejici souhlasi,
ze shromazdi veSkera Studijni data a
udaje obsazené ve Zdravotnich
zaznamech pred jejich vloZzenim do
CRF. Misto provadéni klinického
hodnoceni zajisti neprodlené
predkladani CRFs; a

iii.  pfijme opatfeni za GCelem zabranéni
nahodného ¢&i pfedcasného zniCeni &i
poskozeni téchto dokumentii. Ani
Zdravotnické zafizeni, ani ZkouSejici
nezni¢i ¢ nepovoli  likvidaci
jakychkoli Zdravotnich zdznami ¢&i
Studijnich dat a udaji bez predchoziho
pisemného  ozndmeni  zaslané¢ho
Zadavateli. Zdravotnické zafizeni
uchovéd Zdravotni zdznamy a Studijni
data a udaje, jakoz i veSkerou
dokumentaci vztahujici se
k Subjektim studie po dobu 15 let od
ukonceni Studie.

V pfipadé ukonleni pracovnépravniho
poméru Zkousejiciho, odpovédnost za vedeni
Zdravotnich zdznami a Studijnich dat a adaji
bude uréena v souladu s PfisluSnymi pravnimi
predpisy, avSak Zdravotnické zafizeni se
vZzadném pfipadé nezprosti svych povinnosti,
jez mu plynou z této Smlouvy ve vztahu k
vedeni Zdravotnich zdznami a Studijnich dat
a udaji.

1.3.2. Vlastnictvi. Zdravotnické zafizeni si
ponechd a bude wuchovavat Zdravotni
zéznamy. Zdravotnické zafizeni a Zkousejici
pfevedou na Zadavatele veSkerd svd priva,
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intellectual property rights, to all
Confidential Information (as defined below)
and any other Study Data.

1.3.3. Access. Use, Monitoring and
Inspection. Site shall provide original or
copies (as the case may be) of all Study Data
to Quintiles and Sponsor for Sponsor’s use.
Site shall afford Sponsor and Quintiles and
their  representatives and  designees
reasonable access to Site’s facilities and to
Medical Records,Study Data, other source
documents and all required licenses,
certificates and accreditations so as to
permit Sponsor and Quintiles and their
representatives and designees to monitor the
Study.

Sponsor and Quintiles are obliged to inform
the Investigator or the Institution (Clinical
Studies Department) on any dates of
scheduled initiation, closing (COV) and
monitoring visits sufficiently in advance.
Sponsor and Quintiles agree that, if needed,
in addition to the Investigator, also other
designated personnel of the Institution will
attend these visits.

Site shall afford regulatory authorities
reasonable access to Site’s facilities and to
Medical Records and Study Data, and the
right to copy Medical Records and Study
Data.

The Site agrees to cooperate with the

niroky a tituly, v¢etné prav dusevniho
vlastnictvi k Davérnym informacim (ve
smyslu niZe uvedeném) a k jakymkoli jinym
Studijnim datiim a (dajim.

1.3.3. Pristup. Pouziti, Monitoring a Kontrola.
Misto provadéni klinického hodnoceni
poskytne origindly & kopie (dle podminek
konkrétniho pfipadu) viech Studijnich dat a
udaji Quintiles a Zadavateli pro moZnost
jejich vyuziti Zadavatelem. Misto provadéni
klinického hodnoceni umoZni Zadavateli a
Quintiles a jejich zastupclim a zmocnénclim
odpovidajici pfstup do prostor a zafizeni
Mista provadéni klinického hodnoceni a k
Zdravotnim zdznamim, Studijnim datim a
udajum, dal§im zdrojovym dokumentim a
viem pozadovanym licencim, certifikatim a
akreditacim, aby umoZnilo Zadavateli a
Quintiles a jejich zastupciim a zmocnénclim
provedeni monitoringu Studie.

Zadavatel a Quintiles jsou povinni s
dostateénym predstihem informovat
Zkou$ejictho  nebo Zdravotnické zafizeni
(Oddéleni klinickych studii) o jakychkoli
datech planovanych iniciaénich, uzaviracich
(COV) a monitorovacich nav§tév. Zadavatel i
Quintiles souhlasi, Ze se téchto nivitév bude
v  piipadé potfeby alastnit  kromé
Zkousejictho i daldi povéfeny pracovnik
Zdravotnického zafizeni.

Misto provadéni klinického hodnoceni
umoZni regulatornim Gfadim pfiméfeny
pfistup do prostor a zafizeni Mista provadéni
klinického hodnoceni a ke Zdravotnim
zaznamim a Studijnim datiim a Gdajim, a
poskytne  opravnéni ke  kopirovéani
Zdravotnich zaznami a Studijnich dat a Gdaji.

Misto provadéni klinického hodnoceni
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representatives of Quintiles and Sponsor
who visit the Site, and the Site agrees to
ensure that the employees, agents and
representatives of the Site do not harass, or
otherwise create a hostile working
environment for such representatives.

The Site shall immediately notify Quintiles
of, and provide Quintiles 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
Site’s facilities, and the Site shall permit
Quintiles and Sponsor to attend any such
inspections. The Site will make reasonable
efforts to separate, and not disclose, all
Confidential Information that is not required
to be disclosed during such inspections. If
Site is asked to respond to governmental or
regulatory authority questions, Sponsor and
Quintiles shall have the right to review and
approve such response.

1.3.4. License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in section
3 “Confidentiality”, for internal, non-
commercial research and for educational
purposes, and (ii) for preparation of
publications in accordance with Section 5
“Publication Rights™.

souhlasi, Ze bude spolupracovat se zastupci
Quintiles a Zadavatele, ktefi navstivi Misto
provadéni klinického hodnoceni, a Misto
provadéni klinického hodnoceni souhlasi, Ze
zajisti, Ze zaméstnanci a zdstupci Mista
provadéni klinického hodnoceni nebudou
klast jakékoli prekazky ¢i jakkoli jinak
vytvafet nepfiznivé pracovni podminky pro
takové zastupce.

Misto provadéni klinického hodnoceni
neprodlené vyrozumi Quintiles, a v téZe
souvislosti Quintiles poskytne veskeré kopie,
o jakékoli Zddosti, korespondenci ¢i
komunikaci pfijaté ¢&i zaslané jakémukoli
stitnimu/spravnimu  ufadu & regulatorni
autorité vztahujici se ke Studii, zejména
véetné Zadosti &i oznameni o kontrole prostor
a zafizeni Mista provadéni klinického
hodnoceni, a Misto provadéni klinického
hodnoceni umozni Quintiles a Zadavateli, aby
se takovych kontrol zaCastnili. Misto
provadéni klinického hodnoceni vyvine
nezbytné usili za Gi¢elem oddéleni, nikoli vak
odhaleni ¢ zpfistupnéni,  veSkerych
Diivérnych informaci, jejichz odhaleni ¢i
zpfistupnéni neni v této  souvislosti
vyZadovéano b&hem takovych kontrol. Bude-li
Misto provadéni klinického hodnoceni
vyzvano né&jakym statnim ¢&i  kontrolnim
ufadem, aby odpovédélo na dotazy, budou mit
Zadavatel a Quintiles pravo odpovédi nejprve
posoudit a schvalit.

1.3.4. Licentni opridvnéni. Zadavatel timto
Zdravotnickému zafizeni poskytuje trvalé,
nevyhradni, nepievoditelné, bezplatné
licenéni opravnéni, bez prava udéleni
sublicence, k uziti Studijnich dat a adaji (i) v
souladu se zdvazky stanovenymi v Cléanku 3
“Diivémy rezim”, pro vnitfni ucely, vyzkum
nekomeréniho charakteru a pro edukativni
ucely, a (ii) pro pfipravu publikaci v souladu
s Clankem 5 “Préiva na zvefejnéni”.
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1.3.5. Site agrees to assist the Sponsor in the
preparation and submission of
investigational new drug applications and
any other premarket or marketing
applications relating to the Study or the
Sponsor Investigational Product, if
necessary, subject to Sponsor paying a
reasonable fee.

1.3.6 Survival. This section 1.3 “Medical
Records and Study Data” shall survive
termination or expiration of this Agreement.

1.4 Duties of Investigator

Investigator is responsible for the conduct of
the Study at Institution. In particular, but
without limitation, it is the Investigator’s
duty to review and wunderstand the
information in the Investigator’s Brochure
or device labeling instructions. Quintiles or
Sponsor will ensure that all required reviews
and approvals by applicable regulatory
authorities and ECs are obtained. The
Investigator is responsible prior to
commencement of the Study to ensure that
all approvals by applicable regulatory
authorities and ECs have been obtained and
to to review all CRFs to ensure their
accuracy and completeness.

Investigator agrees to provide a written
declaration revealing Investigator’s possible
economic or other interests, if any, in
connection with the conduct of the Study or
the Investigational Product.

1.3.5. Misto provadéni klinického hodnoceni
se proti uhradé pfiméfeného poplatku
Zadavatelem zavazuje poskytnout v pfipadé
nutnosti Zadavateli soucinnost pfi pfipravé a
podani registrace hodnocenného nového
1é&iva a pfi ostatnich Zadostech v obdobi pred
i po uvedeni trh vztahujicich se k této Studii
¢i hodnocenému lé¢ivu Zadavatele.

1.3.6 Pfetrvavajici platnost. Tento odstavec
1.3 “Zdravotni zaznamy a Studijni data a
Gdaje” zlistane zavazny i v piipadé zdniku
platnosti &i vyprieni platnosti této Smlouvy.

1.4. Povinnosti Zkousejiciho

Zkousejici je odpovédny za provedeni Studie
ve Zdravotnickém zafizeni. Konkrétné pak
jde zejména ale nejen o povinnost
Zkousejictho zkontrolovat a porozumét
informacim obsazenym v Souboru informaci
pro zkoudejictho & pokynech k pfistroji.
Quintiles nebo Zadavatel zajisti, Ze budou
opatfena vedkerd poZadovanid kontrolni
schvaleni od pfisludnych regulatornich ufadd
a EK. Zkousejici se zavazuje, Ze pied
zahdjenim Studie zajisti, ze byly ziskény
veSkeré souhlasy a povoleni pfisluSnych
regulatornich Gfadi a EK a Ze byly
zkontrolovany viechny CRF tak, aby byla
zajisténa jejich piesnost a uplnost.

Zkousejici souhlasi, ze poskytne pisemné
prohldSeni vztahujici se k potencidlnim
zajmim Zkousejiciho ekonomické ¢&i jiné
povahy, ¢&i odhali jiné zajmy, je-li jich,ato v
souvislosti s provadénim této Studie Ci ve
vztahu k Hodnocenému lé€ivu.
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Investigator agrees to provide a written
declaration revealing Investigator's
disclosure obligations, if any, with the
Institution in connection with the conduct of
the Study and the Investigational Product.

Site agrees to provide prompt advance
notice to Sponsor and Quintiles if
Investigator will be terminating its
employment relationship in the Institution
or is otherwise no longer able to perform the
Study. The appointment of a new
Investigator must have the prior written
approval of Sponsor and Quintiles.

Investigator and/or Study Staff may be
invited to attend and participate in Study
Meetings in accordance with Attachment E.

1.5 Adverse Events

The Investigator shall report adverse events
and serious adverse events as directed in the
Protocol and by applicable laws and
regulations. The Investigator shall cooperate
with Sponsor in its efforts to follow-up on
any adverse events. The Site shall comply
with its LEC reporting obligations.

Sponsor will promptly report to the Site, the
Site’s LEC, and Quintiles, any finding that
could affect the safety of participants or
their willingness to continue participation in
the Study, influence the conduct of the
Study, or alter the Site’s LEC approval to
continue the Study.

1.6 Use and Return of Investigational

Product and Equipment. Use of Biological
Materials.

ZkouSejici souhlasi, Ze poskytne pisemné
prohladeni, jez bude odhalovat zdvazky
Zkousejiciho, jsou-li néjaké, a to vidi
Zdravotnickému zafizeni ve vztahu a v

souvislosti s provadénim Studie a
Hodnocenym lé¢ivem.
Misto provadéni klinického hodnoceni

souhlasi, Ze zaSle pfedem promptni oznameni

Zadavateli a Quintiles v pfipadé, Ze
ZkouSejici ukon&i pracovni pomér ve
Zdravotnickém  zafizeni ¢  nebude-li

ZkouSejici z jakéhokoli jiného diivodu
schopen provadét Studii. Ustanoveni nového
Zkousejiciho bude podléhat predchozimu
pisemnému schvileni Zadavatele a Quintiles.

ZkousSejici a/nebo Studijni personal budou
mozna vyzvani, aby se za¢astnili schiizek ke
Studii podle piilohy E.

1.5. Nezadouci pfihody
Zkousejici oznami nezadouci piihody a

zavazné nezadouci pithody v souladu s
pozadavky Protokolu a pfislu§nymi pravnimi
predpisy a nafizenimi. Zkousejici se zavazuje,
7ze bude spolupracovat se Zadavatelem
v souvislosti s jeho asilim vynaloZeném v
ramci kontrolniho procesu ve vztahu k
jakékoli nezadouci pfihodé. Misto provadéni
klinického hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyZadovanymi
jeho LEK.

Zadavatel bez zbyteEného odkladu vyrozumi
Misto provadéni klinického hodnoceni, LEK
a Quintiles, ohledné jakéhokoli zjisténi, jez je
zplisobilé ovlivnit bezpecenost Gcastniki &i
jejich viili a ochotu pokracovat v tcasti ve
Studii, mit vliv na provadéni Studie, ¢i zménit
vydané souhlasné stanovisko LEK Mista
provadéni klinického hodnoceni vztahujici se
k pokraCovini ve Studii.

1.6. Pouziti a vraceni Hodnoceného lé¢iva a
Materidli. Pouzivani Biologickych materidld.
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Sponsor or a duly authorized agent of
Sponsor, shall supply Institution or
Investigator with sufficient amount of
Investigational Product as described in the
Protocol. Site acknowledges that Sponsor
owns the Investigational Product, and any
placebo and comparator drug (if applicable).

Investigational Product shall be supplied to
the Institution’s Pharmacy. Institution shall
ensure, that Investigational Product is stored
within the Pharmacy separately from any
other drugs and that any /processing,
monitoring, administration and dispensing
of the Investigational Product shall be
performed in compliance with Protocol.
Investigator  is obliged to collect the
Investigational ~ Product  from  the
Institution’s Pharmacy pursuant to Protocol.

The Site shall use the Investigational
Product and any comparator products
provided in connection with the Study,
solely for the purpose of properly
completing the Study and shall maintain the
Investigational Product as specified by
Sponsor and according to applicable laws
and regulations, applicable in the Czech
Republic, including storage in a locked,
secured area at all times.

Upon completion or termination of the
Study, the Site shall return or destroy, at
Sponsor’s option, the Investigational
Product, comparator products, and materials
and all Confidential Information (as defined
below) at Sponsor’s sole expense.

Institution and Investigator shall comply
with all laws and regulations applicable in

Zadavatel, ¢i jeho Fadné& opravnény zéstupce,
doda Zdravotnickému zafizeni i
Zkousejicimu dostatedné mnozstvi
Hodnoceného Ié¢iva dle podminek popsanych
v Protokolu. Misto provadéni klinického
hodnoceni bere na védomi, Zze vlastnikem
Hodnoceného pfipravku a pfipadného placeba
a srovnavaciho pfipravku (bude-li pouZivén)
je Zadavatel.

Hodnocené 1é¢ivo bude dodino do
nemocniéni lékarny Zdravotnického zafizeni.
Zdravotnické zafizeni se zavazuje, Ze zajisti,
aby hodnocené Ié€ivo bylo uloZeno v 1ékame
oddélené od ostatnich lé¢iv a aby pfiprava,
kontrola, uchovavani a vydavani
hodnoceného lé€ivého pFipravku probihaly
vsouladu s Protokolem,. Zkousejici se
zavazuje, ze bude hodnocené 1é¢ivo odebirat
z 1ékamy Zdravotnického zafizeni v souladu
s Protokolem.

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené IéCivo a jakykoli
komparaéni produkt poskytnuty v souvislosti
se Studii vyhradné pro ucely fadného
dokonfeni Studie a bude uchovivat
Hodnocené lé¢ivo dle pokynii Zadavatele a v
souladu s pfisluinymi pravnimi predpisy,
nafizenimi a pravidly platnymi na uzemi
Ceské republiky véetné povinnosti skladovat
Hodnocené Ié¢ivo v uzamleném a
zabezpeeném prostoru, a to po celou
predmétnou dobu.

V navaznosti na dokondeni ¢i ukonéeni
Studie, Misto provadéni klinického hodnocent
vrati ¢ zlikviduje, a to plné dle volby
Zadavatele, Hodnocené lé¢ivo, komparacni
produkty a materialy, jakoZ i veskeré Divérné
informace (ve smyslu nize uvedené definice)
plné a vyluéné na niklady Zadavatele.

Zdravotnické zafizeni a ZkouSejici se
zavazuji, ze budou jednat v souladu s
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the Czech Republic governing the
disposition or destruction of Investigational
Product and any instructions from Quintiles
that are not inconsistent with such laws and
regulations.

The Site shall return any equipment or
materials provided by Sponsor for use in the
Study unless Sponsor and Institution have a
written agreement for Institution to acquire
the equipment. If Site does not return the
equipment, it may be charged with fair
market value of the equipment by the
Sponsor. Equipment may only be accessed
and used by the Institution, Investigator
and/or Study Staff to the extent required for
the conduct of the Study and only for the
purposes described in the Protocol. If there
are Site facility improvements provided by
Quintiles or Sponsor in relation to the Study,
then Site shall enter a separate written
agreement with Quintiles or Sponsor with
respect to such facility improvements.

Site acknowledges that any collection,
handling, transportation and retention of
Biological Materials, is carried out in
accordance with the Protocol, informed
consent and all applicable laws and
regulations, applicable in the Czech
Republic Site agrees and acknowledges that
Sponsor may use the Biological Materials to
conduct Secondary Research, subject to the
informed consent and in accordance with

veSkerymi pravnimi pfedpisy, nafizenimi a
pravidly platnymi na Gzemi Ceské republiky
upravujicimi naklddani s Hodnocenym
léCivem ¢i likvidaci Hodnoceného léCiva a
jakymikoli instrukcemi a pokyny
poskytnutymi Quintiles, jeZ nejsou v rozporu
s takovymi prdvnimi prepisy, nafizenimi a
pravidly.

Misto provadéni klinického hodnoceni vrati
jakékoli vybaveni ¢ materidly poskytnuté
Zadavatelem pro jejich pouziti ve Studii,
nebude-li uzaviena pisemnd smlouva mezi
Zadavatelem a Zdravotnickym zafizenim, na
jejimz zakladé Zdravotnické zafizeni nabude
vlastnictvi k takovému vybaveni. Jestlize
Misto provadéni klinického hodnoceni
vybaveni nevrdti, bude mu moci Zadavatel
naudtovat pfiméfenou trzni hodnotu takového
vybaveni. Pfistup k vybaveni smi mit pouze
Zdravotnické zafizeni, ZkousSejici a pfipadné
Studijni persondl asméji ho vyuZivat
vrozsahu nezbytném k provadéni Studie
a vyhradné pro tcéely uvedené v Protokolu.
Doslo-li k jakémukoli zhodnoceni zafizeni
provozovanych Mistem provadéni klinického
hodnoceni, a to prostiednictvim Quintiles ¢&i
Zadavatele v souvislosti se Studii, Misto
provadéni klinického hodnoceni se zavazuje,
Ze uzavie samostatnou smlouvu s Quintiles
nebo Zadavatelem ve vztahu k a v souvislosti
s takovym zhodnocenim zafizeni
provozovanych Mistem provadéni klinického
hodnoceni.

Misto provadéni klinického hodnoceni bere
na védomi, Ze odbér Biologickych materiald,

nakladani § nimi, jejich pfeprava
auchovavani budou probihat v souladu
s Protokolem, informovanym souhlasem

aplatnymi pravnimi pfedpisy a dalSimi
predpisy, platnymi na tizemi Ceské republiky.
Misto provadéni klinického hodnoceni bere
na védomi a souhlasi s tim, Ze Zadavatel bude
moci  Biologické materidly  vyuzZivat
k provadéni vedlej§iho vyzkumu v souladu
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applicable laws and regulations.

This section 1.6 “Use and Retun of
Investigational Product and Equipment. Use
of Biological Materials” shall survive
termination or expiration of this Agreement.

1.7 Key Enroliment Date

The Site understands and agrees that if Site
has not enrolled at least one (1) Study
Subject by the Key Enrollment Date then
Quintiles or/and Sponsor may terminate this
Agreement in accordance with Section 15
“Term & Termination” Sponsor/Quintiles
has the right to limit enrollment at any time.
Site acknowledges that the Study is part of a
multi-center Study, and that when the
enrollment goal for the multi-center Study
as a whole is reached, enrollment will be
closed at all sites, including at the Site,
regardless of whether the Site or any other
site has reached its individual enrollment
goal.

1.8. Recruitment

Institution and Investigator understand and
agree that Quintiles 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),
Investigator’s and Institution’s contact
information and an outline of the Study.
Where such contact information is available
for download via the Internet, Investigator
and Institution consent to the display (or

s platnymi pravnimi a dal§imi pfedpisy a pod
podminkou ziskani informovaného souhlasu.

Ustanoveni tohoto ¢&lanku 1.6 ,Pouzivani
Hodnoceného piipravku a Vybaveni a jejich
vraceni. Vyuzivani Biologickych materidli*
ziistavaji v platnosti ipo vypovézeni nebo
uplynuti doby trvani Smlouvy.

1.7. KliCové datum zafazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, Ze v pfipadé€, ze Misto
provadéni klinického hodnoceni nezafadi
alespoii  jeden (1) Subjekt studie ke
Kli¢ovému datu zafazeni, pak Quintiles
a/nebo Zadavatel budou opriavnéni ukondéit
tuto Smlouvu v souladu s Clinkem 15
“Platnost & Ukoncéeni platnosti”. Zadavatel
/Quintiles jsou opravnéni omezit zafazeni
Subjekti studie, a to v kterykoli &asovy
okamzik. Misto provadéni klinického
hodnoceni bere na védomi, Ze Studie je

soucasti multicentrického klinického
hodnoceni, aZe jakmile bude splnén cil
nidboru pacienti do multicentrického

klinického hodnoceni jako celku, bude nabor
ukonfen ve viech Mistech provadéni
klinického hodnoceni véetné tohoto bez
ohledu na to, zda toto nebo jakékoli jiné Misto
providéni klinického hodnoceni splnilo
vlastni ndborovy cil.

1.8. Nabor pacientti
Zdravotnické zafizeni a ZkouSejici berou na

védomi a souhlasi s tim, Ze¢ Quintiles miZe
publikovat informace o Studii ve snaze ziskat
pro né&j pacienty (dale jen ,Nabor*). Soucasti
Néboru bude poskytnuti kontaktnich tdajl
Zkousejiciho  a Zdravotnického  zafizeni
a zékladnich informaci o Studii Siroké
vefejnosti prostfednictvim tiSténych nebo
clektronickych médii (v&etné internetu).
Bude-li moZné tyto informace stahovat
z internetu, souhlasi Zkousejici
a Zdravotnické zafizeni se zobrazovanim

making available) of such contact (nebo poskytovanim) kontaktnich Gdaji pro
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information for these purposes,
Additionally, the Investigator shall ensure
that Study Staff initial the data privacy
consent column in the delegation of
responsibilities log provided by Quintiles
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 Quintiles and applicable ethics
committee/regulatory authority.

1.9. The Study will be conducted on the basis of
the approval issued by the State Institute for
Drug Control and the approval of the Ethics
Committee for Multicentrics Trials and the
approval of the Ethics Committee of the
Medical Facility.

1.10. Sponsor and Quintiles herein confirms and
acknowledges, that in relation with this Study
no other agreement have been nor shall be
concluded with any employee of the Institution,
with the exclusion of Confidentiality Disclosure
Agreement (,,CDA”).

2. PAYMENT

In consideration for the proper performance of
the Study by Site in compliance with the terms
and conditions of this Agreement, payments
shall be made in accordance with the
provisions set forth in Attachment A, with the
last payment being made after the Site
completes all its obligations hereunder, and
Quintiles has received all properly completed
CRFs and, if Quintiles requests, all other
Confidential Information (as defined below).

tyto udely. Zkousejici dale zajisti, aby Studijni
persondl jest¢ predtim uvedl do pfisluSného
sloupce se souhlasem ohledn¢ ochrany
osobnich dajii v protokolu o pfeneseni
odpovédnosti, ktery dostanou od Quintiles,
své inicidly a tim vyjadfil souhlas s uvedenim
svého  jména a kontaktnich udaji
v ndborovych materidlech. Viechny niborové
materidly musi pfed zvefejnénim schvalit
Quintiles a pfislusna Etickda komise /
pfisludny kontrolni tfad.

1.9. Studie bude provedena na zikladé povoleni
vydaného Statnim tGstavem pro kontrolu 1€¢iv,
souhlasného stanoviska Multicentrické etické
komise a souhlasného stanoviska Etické komise
Zdravotnického zafizeni.

1.10. Zadavatel i Quintiles timto potvrzuji a
berou na védomi, Ze v souvislosti s touto Studii
nebyla a nebude uzaviena Zadna jind smlouva s
jakymkoliv zaméstnancem Zdravotnického
zafizeni, svyjimkou smlouvy o zivazku
zachovavat divémy rezim informaci.

2. PLATBY

V souvislosti s fadnym plnénim Studie Mistem
provadéni klinického hodnoceni, a to v souladu
s podminkami a ustanovenimi této Smlouvy,
budou poskytovany platby dle podminek a
ustanoveni definovanych v Pfiloze A, pfi¢emz
posledni platba bude uskuteénéna poté, co
Misto provadéni klinického hodnoceni splni a
dokonéi veskeré zdvazky, jez mu vyplyvaji z
této Smlouvy, a Quintiles obdrzi veskeré fadné
vyplnéné CRF a, bude-li tak Quintiles
vyzadovat, veikeré dalsi Divérné informace (ve
smyslu niZe uvedené definice).
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3. CONFIDENTIALITY

3.1 Definition

"Confidential Information" means the
confidential and proprietary information of
Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the
Investigational Product, technical
information relating to the Investigational
Product, all Pre-Existing Intellectual
Property (as defined in Section 4) of
Sponsor, and the Protocol; and (ii) Study
enrollment  information, information
pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the
regulatory status of the Investigational
Product, and Study Data and Inventions (as
defined in Section 4).

Confidential Information shall not include
information that:

i. can be shown by documentation to have
been public knowledge prior to or after
disclosure by Sponsor, other than
through wrongful acts or omissions
attributable to Investigator, Institution
or any of its personnel;

ii.can be shown by documentation to have
been in the possession of Investigator,
Institution or any of its personnel prior
to disclosure by Sponsor, from sources
other than Sponsor that did not have an
obligation of confidentiality to Sponsor;

3. DUVERNY REZIM

3.1 Definice

"Dlivérné informace" budou vyklddany jako
informace davémé a majetkové povahy
nalezejici  Zadavateli, pficemz budou
zahmovat (i) veskeré informace, jez byly
Zdravotnickému zafizeni, Zkousejicimu ¢&i
kterémukoli ¢lenu persondlu Zdravotnického
zafizeni, poskytnuty, odhaleny, zpfistupnény
& sdéleny Zadavatelem &i jeho jménem,
zejména véetné informaci o Hodnoceném
1é¢ivu, technickych informaci vztahujicich se
k Hodnocenému légivu, veskeré Existujici
dudevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) Zadavatele, a Protokol;
a (ii) informace vztahujici se k procesu
zafazovéani do Studie, informace vztahujici se
k aktudlnimu stavu Studie, komunikace vii¢i a
od regulatornich ufadd, informace vztahujici
se k aktualnimu stavu Hodnoceného 1éCiva na
regulatorni trovni a Studijnich dat a Gdaji, a
dale k Objeviim (ve smyslu definice uvedené
v Clanku 4).

Pojem Divémé informace
informace, ve vztahu ke kterym:

i. na zdkladé prisluiné dokumentace lze
prokdzat, Ze byly vefejné znamé pied
okamZikem ¢&i po okamziku jejich
odhaleni, zpfistupnéni ¢i sdéleni ze
strany Zadavatele, aniz by tim doSlo k
jakémukoli protipravnimu jednani ¢i
opominuti pfi¢itatelnému Zkou3ejicimu,
Zdravotnickému zafizeni ¢i jakémukoli
jejich zaméstnanci;

ii. na zékladé pfislusné dokumentace lze
prokazat, Ze byly v  dispozici
Zkousejiciho, Zdravotnického zafizeni €i
jakéhokoli zaméstnance pfed jejich
zvefejnénim, sdélenim ¢&i zpfistupnénim
ze strany Zadavatele, a byly ziskdny ze
zdroji odlidnych od Zadavatele, pfiteZ
tyto nebyly vdziny povinnosti divémosti

nezahrmuje
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iii. can be shown by documentation to have
been independently developed by
Investigator, Institution or any of its
personnel; or

iv. is permitted to be disclosed by written
authorization from Sponsor.

3.2 Obligations
Site and Institution’s personnel, including

Study Staff shall not

i. use Confidential Information for any
purpose other than the performance
of the Study or

ii. disclose Confidential Information to

any third party, except as permitted
by this Section 3. or by Section 5
“Publication Rights”, or as required
by law or by a regulatory authority or
as authorized in writing by the
disclosing party.
In case of disclosure required by law
or by a regulatory authority, it shall
be crafted as reasonably requested by
Quintiles/Sponsor so that disclosure
is limited to that required by laws and
regulations

To protect Confidential Information, Institution
agrees to:

i. limit dissemination of Confidential
Information to only those Study Staff
having a need to know for purposes of
performing the Study; and

ii. advise all Study Staff who receive
Confidential Information of the
confidential nature of such information;

vuci Zadavateli;

iii. na zaklad¢ pfisluiné dokumentace lze
prokdzat, Ze byly vyvinuty nezivisle
ZkouSejicim, Zdravotnickym zafizenim ¢i
jakymkoli jejich zaméstnancem; nebo

iv. jejich odhaleni, zpfistupnéni ¢i sdéleni lze
provést na zakladé pisemného svoleni
Zadavatele.

3.2  Povinnosti
Misto provadéni klinického hodnoceni a

zaméstnanci Zdravotnického zafizeni, a to

véetné Studijniho persondlu, nebudou

i. vyuzivat Divémé informace pro
jakykoli jiny a&el, neZli je provadéni
Studie, nebo

ii.  odhalovat, zpfistupfiovat ¢&i sdélovat

Divémé informace jakékoli treti strané,
s vyjimkou opravnéni povoleného v
tomto Clénku 3. nebo Clénku § “Priva
na zvefejnéni”, nebo povinnosti uloZené
zdkonem ¢i jakymkoli regulatornim
ufadem nebo na zdkladé pisemného
svoleni odhalujici strany.
V piipadé, Ze bude jejich zvefejnéni
pozadovano ze zikona nebo jejich
zvefejnéni bude pozadovat kontrolni
ufad, budou podle pozZadavki
Quintiles/Zadavatele Diivémné
informace upraveny tak, aby byly
zvefejnény pouze ty udaje, které jsou
vyZzadovany platnymi pravnimi
predpisy.

Za ugelem ochrany Divémnych informaci,

Misto provadéni klinického hodnoceni

souhlasi, Ze:

i. omezi distribuci Dulvérnych informaci
pouze vi&i tém ¢Elenim Studijniho
persondlu, ktefi takové skuteCnosti
potiebuji znat v souvislosti s provadénim
Studie; a

ii. bude informovat viechny ¢éleny Studijniho
persondlu,  kterym budou Diveémé
informace odhaleny, zpfistupnény ¢i
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and sdéleny, o dvémé povaze takovych

informaci; a
iii. use reasonable measures to protect iii. pfijme nezbytnd opatieni za GCelem
Confidential Information from ochrany Diivérnych informaci pfed jejich
disclosure. odhalenim ¢&i zpfistupnénim.
Nothing herein shall limit the right of Site to Zadné ze shora uvedenych ustanoveni
disclose Study Data as permitted by Section neomezuje opravnéni Mista provadéni
5 “Publication Rights”. klinického hodnoceni odhalit, zpfistupnit,

zvefejnit & sdélit Studijni data a adaje v
povoleném rozsahu v souladu s upravou
uvedenou v Clanku 5 “Prava na zvefejnéni”.

3.3 Compelled Disclosure 3.3 Zikonem uloZené odhaleni
In the event that Institution or Investigator V pripadé, Ze Zdravotnické zafizeni C¢i
receives notice from a third party seeking to Zkousejici obdrZi oznameni ¢i vyzvu od tfet
compel disclosure of any Confidential strany, kterd bude poZadovat odhaleni, sdéleni

Information, the notice recipient shall &1 zpristupnéni jakékoli Diivémé informace,
provide Sponsor with prompt notice so that piijemce takové vyzvy Zadavateli takovou
Sponsor may seek a protective order or other skutenost neprodlené oznami, aby mél
appropriate remedy. In the event that such Zadavatel moznost uplatnit

protective order or other remedy is not pfedb&zné/ochranné opatfeni ¢&i jakykoli jiny

obtained, the notice recipient shall furnish vhodny ochranny &i népravny prostiedek. V

only that portion of the Confidential piipadé, Ze takové predbézné/ochranné

Information which is legally required to be opatfeni ¢i jiny vhodny ochranny &i népravny

disclosed, and shall request confidential prostfedek neni vydan & dosaZen, pfijemce

treatment for the Confidential Information. vyzvy poskytne pouze takovou Cast
Divérnych informaci, a to v rozsahu, v jakém
je jejich odhaleni, sdéleni &i zpfistupnéni
pozadovédno, pfitemz bude vyZadovat
uplatiiovani divémého rezimu ve vztahu
k t¢mto Divémym informacim.

3.4 Return or Destruction 3.4 Vréaceni ¢&i likvidace
Upon termination of this Agreement or upon V névaznosti na ukonceni platnosti této
any earlier written request by Sponsor at any Smlouvy & v kterykoli dfivéjdi okamzik na
time, Site shall return to Sponsor, or destroy, zdkladé pisemného poZadavku Zadavatele,
at Sponsor's option, all Confidential Misto provadéni klinického hodnoceni
Information other than Study Data. Zadavateli vrati, pfipadné dle poZadavku

Zadavatele zlikviduje, veskeré Divémeé
informace, odlisné od Studijnich dat a Gdaju.

3.5 Survival 3.5 Pretrvajici platnost
This Section 3 “Confidentiality” shall Tento Clanek 3 “Diivérny reZim™ ziistane v
survive termination or expiration of this platnosti i v pfipadé ukonceni platnosti €i pii
Agreement for ten (10) years. vyprieni platnosti této Smlouvy, a to po dobu
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4. INTELLECTUAL PROPERTY

Institution shall, and shall cause the
Investigator and the Study Staff, to make
prompt and full disclosure to Sponsor of
all Sponsor Intellectual Property.
Institution agrees that Sponsor shall own
all rights and title in and to all Sponsor
Intellectual Property. Institution hereby
assigns and transfers, and shall cause the
Investigator and the Study Staff, to
assign and transfer, without additional
consideration, to Sponsor (or its
nominated designee) all their rights and
title in and to the Sponsor Intellectual
Property throughout the world. Sponsor
hereby grants Institution a non-
exclusive, perpetual, royalty-free
license, without the right to grant sub-
licenses, to use the Study Data and
know-how generated in the performance
of this agreement for its own (i) internal
research and/or (ii) educational purposes
and/or (iii) Study 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 Investigational Product
Inventions.

Upon the request and at the sole expense
and exclusive control of Sponsor,
Institution shall, and shall cause the
Investigator and the Study Staff, to
execute any instruments or testify as
Sponsor deems necessary for Sponsor to
obtain patents or otherwise to protect
Sponsor's  interest in  Sponsor
Intellectual Property.

Institution shall, and shall cause the

deseti (10) let.
4 DUSEVNI VLASTNICTVI

Zdravotnické zafizeni neprodlené a
v plném rozsahu piedd Zadavateli veSkeré
dusevni vlastnictvi Zadavatele a zajisti,
aby tak ucinili také ZkousSejici a Studijni
persondl. Zdravotnické zafizeni souhlasi
s tim, Ze Zadavatel bude mit veSkerd prava
androky souvisejici s  duSevnim
vlastnictvim Zadavatele. Zdravotnické
zafizeni timto postupuje a pfevadi bez
naroku na dali thradu Zadavateli (nebo
jim povéfenému zastupci) veSkerd prava
andaroky souvisejici s  duSevnim
vlastnictvim Zadavatele kdekoli na svété
a zavazuje se, ze zajisti, aby tak u€inili
také ZkouSejici a Studijni persondl.
Zadavatel timto udili Zdravotnickému
zafizeni nevyhradni Casové neomezenou
beziplatnou licenci bez prava k udileni
podlicenci na vyuzivani Studijnich dat a
udajii a know-how vytvafeného pfi plnéni
této Smlouvy pro vlastni (i) interni
vyzkum, (ii) vzdélavaci G&ely a (iii) acely
pé&e o Subjekty studie pod podminkou, Ze
budou dodrzovina omezeni ohledné
divémych informaci a zvefejiiovani
stanovend v této Smlouvé. Aby se
predeSlo pochybnostem, neni soucasti
udéleni licence pravo vyuzivat vynilezy
souvisejici s Hodnocenym piipravkem.

Na zadost Zadavatele, na jeho naklady
apod jeho vyhradni kontrolou vyhotovi
Zdravotnické zafizeni veskeré dokumenty
nebo poskytne Zadavateli veSkeré dikazy,
které bude Zadavatel povazovat za
nezbytné, k ziskani patentl nebo jiné
ochrany jeho zajml v souvislosti s jeho
duSevnim vlastnictvim, a zajisti, aby totéz
ucinili také Zkousejici lékar a Studijni
personal.

Zdravotnické zafizeni neprodlené a
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5.

Investigator and the Study Staff, to make
prompt and full disclosure to Sponsor of
all Institution Intellectual Property.
Institution shall own all rights and title
in and to all Institution Intellectual
Property. Institution hereby grants to
Sponsor a non-exclusive, world-wide,
perpetual, royalty-free license, with the
right to grant sub-licenses, to use the
Institution Intellectual Property to the
extent required to use and exploit the
Investigational Product and the Sponsor
Intellectual Property.

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, the
Institution hereby grants to Sponsor a
perpetual, worldwide, non-exclusive,
royalty-free license, with the right to
grant sub-license, to use the Institution’s
Background Intellectual Property to the
extent required to use and exploit the
Sponsor Test Drug and the Sponsor IP.

This Section 4 “Intellectual Property”
shall survive termination or expiration
of this Agreement, but for no longer than
15 years from termination or expiration
of this Agreement.

PUBLICATION RIGHTS

5.1 Publication and Disclosure

5.

v plném rozsahu pfeda Zadavateli veskeré
své dusevni vlastnictvi a zajisti, aby tak
udinili také ZkouSejici a Studijni persondl.
Zdravotnické zafizeni bude mit veskera
prava anédroky souvisejici s jeho
duSevnim vlastnictvim. Zdravotnické
zafizeni timto udili Zadavateli nevyhradni

celosvétovou Casové neomezenou
beztplatnou licenci s pravem udilet
podlicence na vyuZivani duSevniho
vlastnictvi ~ Zdravotnického  zafizeni
vrozsahu, vjakém to bude nezbytné
k vyuzivani Hodnoceného pfipravku

a Zadavatelova duSevniho vlastnictvi.

Veskera prava k plivodnimu duSevnimu
vlastnictvi budou inadidle naleZet
pfisludné smluvni strané. Zamérem této
smlouvy neni udéleni licence na vyuZivani
pivodniho duSevniho vlastnictvi nebo
jeho postoupeni, at’ uz vyslovné nebo jen
mic¢ky pfedpokléddané, atouto smlouvou
kudéleni licence ani  postoupeni
pivodniho duSevniho vlastnictvi
nedochézi. Bez ohledu na vyse uvedend
ustanoveni, udili timto Zdravotnické
zatizeni Zadavateli Casov€é neomezenou
celosvétovou nevyhradni beziplatnou
licenci s pravem udilet podlicence na

vyuzivani ptivodniho dusevniho
vlastnictvi  Zdravotnického  zafizeni
vrozsahu, vjakém to bude nezbytné
k vyuzivani  hodnocené¢ho  piipravku

a Zadavatelova dudevniho vlastnictvi.

Tento Clanek 4 “Dusevni vlastnictvi”
zlistane v platnosti i v pfipadé ukon&eni
platnosti & pf vyprSeni platnosti této
Smlouvy, maximélné viak po dobu 15 let
od ukon¢eni platnosti & pfi vyprieni
platnosti této Smiouvy.

PRAVA NA ZVEREJNENI

5.1. Publikovéni a zpfistupnéni
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a) 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. [f Sponsor 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.

In the exercise of the rights of academic
freedom, the Institution and the
Investigator (but no other Study Staff)
shall, notwithstanding the
confidentiality obligations in section 3
of this Agreement, but subject to this
section 5, 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 (i) 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 Sponsor policies
provided to the author by Sponsor.

In line with good publishing practice
guidelines

a) Zadavatel se zavazuje, Ze bude poskytovat

presné a objektivni informace
o pfipravku, vyzkumu avyvoji. Tato
komunikace musi probihat odpovédné
a eticky a v souladu s platnymi externimi
standardy, jimiz se fidi zpisob vydavini
védeckych, odbomych a lékaiskych
publikaci  ajejich obsah. Zpravy
jednotlivych center klinického hodnoceni
bude mozné vydavat aZz po vydani hlavni
zZpravy o klinickém hodnoceni.
Nezvetejni-li Zadavatel zpravu
o klinickém hodnoceni do osmnacti (18)
mésici po dokonéeni Studie ve vSech
zakastnénych centrech, bude moci Misto
provadéni klinického hodnoceni vydat
vlastni zpravu o klinickém hodnoceni
vsouladu s podminkami stanovenymi
v této smlouvé.

Pfi uplathovani prava akademické
svobody maji Zdravotnické zafizeni
a ZkouSejici (aviak nikdo dalsi ze
Studijniho persondlu) bez ohledu na
ustanoveni o mléenlivosti v ¢lanku 3 této
smlouvy, ale v souladu s ustanovenimi
¢lanku 5 této smlouvy, pravo publikovat
vysledky multicentrického klinického
hodnoceni (definice viz nize) v odbornych
a jinych Casopisech a prezentovat je na
odbornych konferencich a dalsich
setkanich. Publikace v biomedicinskych
¢asopisech se museji Fidit (i) zasadami
Mezinarodniho  vyboru  vydavatell
lékarskych &asopisit  (ICMJE), které
upravuji etické principy publikovini
v biomedicinskych  Casopisech,  (ii)
smérnici  AstraZeneca o publikovéni,
ktera je k dispozici na internetové strince
www.astrazeneca.com, (iii) platnymi
pravnimi  a daldimi  pfedpisy, (iv)
smérnicemi a zasadami Zdravotnického
zafizeni a(v) pripadnymi zasadami
Zadavatele, které poskytne autorovi.

V souladu se zisadami spravné publikaéni
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(http://www.bmj.com//node/3975697va
riant=full-text), Sponsor 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 Investigator in relation to
presentations of the 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.

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

The 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 Investigator
is affiliated.

b) Publication Procedures

At least sixty (60) days prior to
submission of any material for
publication or presentation, Institution
shall provide Sponsor with such material
for review. No such publication or
presentation may  include any
Confidential  Information  without
Sponsor’s prior written approval. If
requested in writing by Sponsor,
Institution shall withhold, or shall cause
the 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

praxe
(http://www.bmj.com//node/397569?vari
ant=full-text) nebude Zadavatel vyplacet
Zkou$ejicim Zadnou odménu za autorstvi
recenzovanych ¢lanki nebo prezentaci.
Bude-li Zkousejici v souvislosti
s prezentaci vysledki na kongresu
poZadovat proplaceni cestovnich vyloh
nebo jinou podporu, bude to pfedmétem
samostatné smlouvy. Pfipadni spoluautofi
publikaci, s nimiZ nebyla pro tuto Studii
uzaviena smlouva jako se ZkouSejicimi,
budou muset uzavfit samostatnou
autorskou smlouvu.

Autofi publikaci budou muset informovat
omozném konfliktu zdjmi  vCetné
piipadnych finanénich a osobnich vztahi,
ktery by mohl byt wvnimén jako
ovliviiovani jejich price.

ZkousSejici se zavazuje, Ze sdéli pfipadné
dalsi informace, které bude poZadovat
zdravotnickd nebo védecka instituce,
zdravotnicky vybor €i jind zdravotnicka
nebo védeckd organizace, sniz bude
spolupracovat.

b) Postup pfi publikovéni

Nejpozdéji  Sedesat (60) dni pred
odevzdinim k publikaci nebo prezentaci
poskytne Zdravotnické zafizeni takovy
materidl ke kontrole Zadavateli. Bez
predchoziho pisemného souhlasu
Zadavatele nesmi publikace nebo
prezentace obsahovat zadné divémné
tidaje. Na Zadavatelovu pisemnou Zadost
odlozi Zdravotnické zafizeni poskytnuti
materiali k publikaci nebo prezentaci
o dalSich devadesiat (90) dni od data
Zadavatelovy Zzadosti, aby bylo moZné
podat patentovou piihlaSku nebo u€init
jiné kroky, které bude Zadavatel
povaZovat za vhodné k ziskéni a ochrané

AZ EMPT - Clinical Trial Agreement — INST & INV Czech Republic — 06 May 2014
Updated for AstraZeneca AB,
RSA83314: Fakultni nemocnice u sv. Anny v Bmg, site N
Version 8.0, 160615
25




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 Institution and the
Investigator, in accordance with
standard scientific practice.

c¢) Registry and Reporting

Without limitation to any other right of
Sponsor hereunder, the Institution and
the 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 (http://www.clinicaltrials.gov/)
and on its own website
(http://www .astrazenecaclinicaltrials.co
m). The Institution and the Investigator
should not undertake registration or
posting of results to avoid duplication of
entries and avoid disclosure of
Confidential Information. 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 Institution and the
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

svych vlastnickych prav k materidliim
predkladanym k publikaci nebo
prezentaci, a zajisti, aby totéz uéinil také
Zkousejici.

Zadavatel ajeho dcefiné a sesterské
spoleénosti  maji  prdvo  publikovat
vysledky  Studie nezdvisle apod
podminkou, Ze bude fadné a v souladu se
standardni v&deckou praxi uvedeno, Ze se
na publikaci podileli také Zdravotnické
zafizeni a ZkouSejici.

¢) Registrace a zpravy o Studii

Aniz by tim byla omezena jind
Zadavatelova prava podle této smlouvy,
berou Zdravotnické zafizeni a Zkousejici
na védomi a souhlasi s tim, Ze Zadavatel
zaregistruje  Studii  a pfipadné také
zvetejni  vysledky  multicentrického
klinického hodnoceni v souladu se svymi

internimi smérnicemi v nékterém
z vefejné pfistupnych registrii
ainternetovych  stranek  klinickych
hodnoceni

(napf. http://www.clinicaltrials.gov/) a na
vlastni internetové strance

(http://www.astrazenecaclinicaltrials.com
). Zdravotnické zafizeni ani ZkouSejici
nebudou Studii registrovat a zvefejiiovat
jeho vysledky sami, aby se pfedeslo
duplicité zdznamii a nebyly zvefejnény
diivémé informace. Zadavatelovi
pracovnici jsou povinni fidit se platnymi
mistnimi pravnimi a dal§imi predpisy,
které vyzaduji, aby byly informace
o Studii zvefejnény v jiném vefejné
pfistupném registru nez v tom, ktery je
uveden vySe. Budou-li Zdravotnické
zafizeni a ZkouSejici chtit zvefejnit
informace na  vefejné  pfistupné
internetové strdnce, na niZ nejsou
zvefejiiovany povinné (napf. na
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sufficient to provide a hyperlink to the
trial when registered on
www.ClinicalTrials.gov.

5.2. Media Contacts

Institution and Investigator shall not,
and shall ensure that Institution’s
personnel do not engage in interviews or
other contacts with the media, including
but not limited to any financial, industry
or security anlyst, 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 this section.

53. Use of Name, Registry and
Reporting

No Party hereto shall use any other
Party’s name, or Sponsor’s name, in
connection with any advertising,
publication or promotion without prior
written permission, except that the
Sponsor and Quintiles may use the Site’s
name in Study publications and
communications, including clinical trial
websites and Study newsletters. Sponsor
will register the Study with a public
clinical trials registry in accordance with
applicable laws and regulations and will
report the results of the Study publicly
when and to the extent required by
applicable laws and regulations.

internetové  strnce univerzity nebo
nemocnice), budou smét zvefejnit
informace o Protokolu pouze v takovém
rozsahu, vjakém je wuz zvefejnil
Zadavatel. Mé&l by stacit odkaz na
registraci Studie na internetové strance
www.ClinicalTrials.gov.

5.2. Kontakty s médii

Zdravotnické zafizeni a ZkouSejici
nebudou, a zajisti, Ze zaméstnanci
Zdravotnického zafizeni nebudou,
poskytovat jakékoli rozhovory ¢i jiné
formy kontakti s médii, zejména
s finan¢nimi, odvétvovymi nebo
bezpeénostnimi analytiky,
vydavatelstvimi novin, provozovateli
radiového vysilani, provozovateli
televizniho vysilani a spole€nostmi
plisobicimi na Internetu, a to v souvislosti
se Studii, Hodnocenym lé¢ivem, Objevy
nebo Studijnimi daty a daji bez
predchoziho pisemného svoleni
Zadavatele. Toto ustanoveni nebrani
moznosti publikovat ¢&i  prezentovat
Studijni data a udaje v souladu s timto
Clénkem.

5.3. Pouziti ndzvu &i jména, registrace a
oznamovani

Zidna strana této Smlouvy neni
oprdvnéna pouzit jména i ndzvu jiné
Strany, ndzvu Zadavatele, a to
v souvislosti s jakoukoli reklamni
¢innosti, k publikaénim ¢i marketingovym
G&elim bez predchoziho pisemného
svoleni, svyjimkou pfipadd, kdy
Zadavatel a Quintiles budou opravnéni
pouZit ndzvu Mista provadéni klinického
hodnoceni v souvislosti s publikacemi
tykajicimi se Studie a vrdmci
komunikace, véetné webovych strinek
vénovanych klinickym hodnocenim a pro
ucely newslettert vydavanych
v souvislosti se Studii. Zadavatel bude
Studii registrovat v souladu s pfislu§nymi
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5.4. Survival

This Section 5 “Publication Rights”
shall survive termination or expiration
of this Agreement.

6 PERSONAL DATA

6.1 Study Team Member Personal Data

Both prior to and during the course of
the Study, the Investigator and his/her
teams may be called upon to provide
Personal Data. This data falls within the
scope of the law and regulations relating
to the protection of personal data, in
particular Act No. 101/2000 Coll., on
Personal Data Protection, as amended.
For the Investigator, this personal data
may include names, contact information,
work experience and professional
qualifications, publications, resumes,
educational background and information
related to potential Dual Capacity
conflict of interest, and payments made
to Payee(s) under this Agreement for the
following purposes:

(i) the conduct of clinical trials,

(ii) verification by governmental or
regulatory agencies, the Sponsor,
Quintiles, and their agents and
affiliates,

(iii)compliance ~ with  legal and
regulatory requirements,

(iv) publication on
www.clinicaltrials.gov and
websites and databases that serve a
comparable purpose;

(v) storage in databases to facilitate the
selection of investigators for future

pravnimi pfedpisy a nafizenimi a bude
oznamovat vysledky Studie vefejné tehdy
a vrozsahu uloZeném pfisluSnymi
pravnimi pfedpisy a nafizenimi.

5.4. Pretrvajici platnost
Tento Clinek 5 “Prava na zvefejnéni”

zlistane v platnosti i v pfipadé ukonCeni
platnosti ¢i pfi vyprSeni platnosti této
Smlouvy.

6. OSOBNi UDAJE

6.1. Osobni idaje €lenil Studijntho tymu
Jak pred zahdjenim, tak i v pritbéhu
provadéni Studie, Zkou3ejici a jeho/jeji
tym mohou byt poZidini o poskytnuti
svych osobnich udajii. Tyto Gdaje spadaji
do ramce pravnich predpisi na dseku
ochrany osobnich udaji, konkrémné
zakona ¢&. 101/2000 Sb., na ochranu
osobnich udaji, v platném znéni.
Ohledn& ZkouSejiciho, tyto osobni tdaje
mohou zahrnovat jména, kontaktni
informace, pracovni zkuSenosti a profesni
kvalifikaci, pfehled publikaci, resume,
informace o absolvovaném vzdélani, a
informace tykajici se potencidlnich stietii
zajml v souvislosti s vykonem Dudlni
funkce, a tidaje o platbach uskute¢nénych
vici Pifjemci plateb dle této Smlouvy, a to
pro nasledujici ucely:

(i) provadéni klinickych

hodnoceni,

(ii) ovéfeni ze strany statnich/spravnich
nebo regulatornich ufadii, Zadavatele,
Quintiles, a  jejich  zastupcd,
sesterskych organizaci ¢i pobocek,

(iii) zajisténi souladu s pridvnimi a
regulatornimi pozadavky,

(iv) zvefejnéni na strankéch
www.clinicaltrials.gov a webovych
strankach a serverech, které slouZi
obdobnému tucelu;

(v) evidovani v databdzich pro uGcely

usnadnéni vybé&ru zkoudejicich pro
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clinical trials; and
(vi) anti-corruption compliance.

Names of members of Study Staff may
be processed in Quintiles’ Study
contacts database for study-related
purposes only.

6.2 Study Subject Personal Data

The Investigator shall obtain Study
Subject written consent for the
collection and use of Study Subject
Personal Data for Study purposes,
including the disclosure, transfer and
processing of data collected in
accordance with the Protocol, in
compliance with applicable data
protection provisions.

The Site, the Sponsor and Quintiles
agree to comply with any applicable data
privacy or data protection legislation of
the country in which the data originated.

6.3 Data Controller

The Sponsor shall be the data controller
for such Personal Data except that, if
Quintiles deals with any Personal Data
under this Agreement in the manner of a
data controller, Quintiles shall be the
data controller of such Personal Data to
the extent of such dealings.

Quintiles may process Personal Data, as
defined in the applicable data protection
legislation enacted under the same or
equivalent/similar national legislation
(collectively "Data Protection
Legislation"), of the Investigator and
Study Staff for study-related purposes

budouci klinicka hodnoceni; a
(vi) zajiSténi souladu na poli zdkazu
jakéhokoli korup&niho jednani.
Jména €lenti Studijniho personalu mohou
byt zpracovdna v databdzich vedenych
Quintiles pro tcely studijnich kontakti, a
to vyluéné pro ucely souvisejici s
klinickymi studiemi.
6.2. Osobni udaje Subjektu studie
Zkoudejici zajisti ziskdni pisemného
souhlasu Subjektu studie pro Gcely k
ziskani a pouziti osobnich Gdajii Subjektu
studie pro uéely souvisejici se Studii, a to
véetné odhaleni, pfevodu a zpracovani
osobnich Gdajii ziskanych dle Protokolu, a
dale v souladu s pfisluSnymi pfedpisy na
poli ochrany dat.

Misto vykonu klinického hodnoceni,
Zadavatel a Quintiles souhlasi, Ze budou
jednat v souladu sveskerymi priavnimi
pfedpisy na useku informaci o osobnich
pomérech a ochrany osobnich udaja,
platnymi pro zemi, ve které doslo ke
vzniku takovych adaji.

6.3. Sprivce udaji
Zadavatel bude plisobit jako spravce tidajl

ve vztahu k takovymto osobnim tdajim,
aviak s vyjimkou pfipadu, kdy Quintiles
naklada s jakymikoli osobnimi ddaji na
zékladé této Smlouvy jakoZto spravce dat,
v takovém pripadé¢ bude Quintiles
spravcem takovych osobnich udajii v
rozsahu, v jakém s nimi naklada.

Quintiles je opravnén zpracovavat "osobni
tidaje", jak jsou tyto definovany
pfisludnymi pravnimi pfedpisy na Gseku
ochrany osobnich udaji, jez byly vydany
na zaklade shodné &
ekvivalentni/obdobné nérodni legislativy
(spoleéné dile jen "Pravni predpisy na
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and all such processing will be carried
out in accordance with the Data
Protection Legislation.

6.4 Processing

Each Party shall be responsible for its
own processing of Personal Data and
Quintiles shall ensure that any Personal
Data relating to a Study Subject,
Investigator and/or Study Staff, is
collected, stored, used, disclosed and
transferred in accordance with all
applicable supranational and national
privacy laws and with the informed
consents that are or will be obtained
from Study Subjects. Investigator shall
be responsible for obtaining and
providing Quintiles with written consent
(in the form agreed with Quintiles) from
each Study Staff for the collection, use
and disclosure of their Personal Data.

6.5 Survival
This Section 6 “Personal Data™ shall
survive termination or expiration of this
Agreement.

7 STUDY SUBJECT INJURY,

Sponsor hereby represents and warrants
that in accordance with § 52, par. 3,
letter f) of the Act on Pharmaceuticals
No. 378/2007 Coll.,, as amended,
contract insurance of liability for
damage for the 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

ochranu osobnich tdaji"), Zkousejiciho a
¢leni Studijniho persondlu pro Acely
souvisejici se Studii, pfi¢emz veskera
takovd zpracovini budou provadéna v
souladu s Pravnimi pfedpisy na ochranu
osobnich adaji.

6.4 Zpracovani dat

Kazda smluvni strana nese odpovédnost
za vlastni zpracovavéani osobnich tdaja.
Quintiles zajisti, aby byly osobni Gdaje
Subjektii studie, Zkousejictho a pfipadné
Studijniho persondlu shromaZd'ovény,

ukladany, vyuzivény, sdélovany
a pfedavany v souladu s platnymi

mezindrodnimi  a ndrodnimi  pfedpisy
oochrané soukromi a v souladu
s informovanym souhlasem, ktery byl
nebo bude ziskdn od Subjektd studie.
Zkousejici bude povinen ziskat od vSech
pracovnikil klinického hodnoceni
pisemny souhlas (v podob€, na niZz se
dohodne s Quintiles)
se shromaZd'ovanim, vyuZzivanim

a sdélovanim jejich osobnich tudaji
a predat ho Quintiles.

6.5 Pfetrvani platnosti
Tento Clanek 6 “Osobni udaje” ziistane v

platnosti i v pfipadé ukonceni platnosti ¢i
pii vyprieni platnosti této Smlouvy.

7. POSKOZENi ZDRAVI SUBJEKTU STUDIE

Zadavatel prohlaSuje a potvrzuje, Ze v
souladu s ust. § 52 odst. 3, pism. f) zakona
¢. 378/2007 Sb., o léCivech, v platném
znéni, zajistil na celou dobu provadéni
klinického hodnoceni pojisténi
odpovédnosti za Skodu pro zkousejiciho a
zadavatele, jehoz prostiednictvim je
zajisténo i odskodnéni v pfipadé smrti
subjektu hodnoceni nebo v pripadé skody
vzniklé na zdravi subjektu hodnoceni

AZ EMPT - Clinical Trial Agreement — INST & INV Czech Republic — 06 May 2014
Updated for AstraZencca AB,
RSA83314; Fakultni nemocnice u sv, Anny v B, site No [
Version 8,0, 160615
30




sustained in course of performance of
the Study. A copy of the Certificate of

Insurance

is attached hereto as

Attachment C.

The Site shall promptly notify Quintiles
and Sponsor in writing of any claim of
illness or injury actually or allegedly due

to

an

adverse reaction to the

Investigational Product and cooperate
with Sponsor in the handling of the
adverse event.

Sponsor shall reimburse Institution for
the direct, reasonable and necessary
medical expenses incurred by Institution
for the treatment of any adverse event
experienced by, illness of or bodily
injury , including death, to a Study
Subject that is caused by treatment of the
Study Subject in accordance with the
Protocol, except to the extent that such
adverse event, illness or personal injury
is caused by:

a)

b)

failure by [nstitution,
Investigator or any of their
respective personnel to comply

with this Agreement, the
Protocol, any written
instructions of Sponsor

concerning the Study, or any
applicable law, regulation or

guidance, including GCPs,
issued by any regulatory
authority, or

negligence or willful misconduct
by Institution, Investigator or
any of their respective
personnel.

AZ EMPT - Clinical Trial Agreement — INST & INV Czech Republic — 06 May 2014
Updated for AstraZencca AB,
RSA83314: Fakultni nemocnice u sv. Anny v Bmé, site No|

Version 8.0, 160615

v diisledku provadéni klinického
hodnoceni. Kopie pojistného certifikdtu
tvofi pfilohu C této Smlouvy.

Misto provadéni klinického hodnoceni je
povinno neprodlené pisemné vyrozumét
Quintiles a Zadavatele o jakémkoli naroku
vztahujicimu se k onemocnéni ¢i Gjmé na
zdravi, k nimZ skute¢né ¢i idajné doslo v
souvislosti s nezadouci reakci na
Hodnocené lé€ivo a zavazuje se plné
spolupracovat se Zadavatelem pfi feSeni
nezédouci udalosti.

Zadavatel uhradi  Zdravotnickému
zafizeni pfimé, pfiméfené a nezbytné
zdravotni  vydaje, které  vznikly

Zdravotnickému zafizeni v souvislosti s
lécbou jakychkoli neZzddoucich udalosti,
nemoci nebo Ujmy na zdravi Subjektu
studie, v&etné¢ smrti, zplisobené lécbou
Subjektu studie v souladu s Protokolem, s
vyjimkou pfipadii, kdy takova nezadouci
udéilost, nemoc nebo tjma na zdravi je
zpiisobeno:

a) pochybenim  Zdravotnického
zarizeni, ZkouSejiciho nebo
jakéhokoliv jejich zaméstnance jednat

vsouladu s touto Smlouvou,
Protokolem, jakoukoliv pisemnou
instrukci Zadavatele tykajici se

Studie, nebo jakéhokoliv platného
zdkona nebo provadéciho predpisu
nebo postupu, véetné GCP, vydaném
jakoukoliv regulaéni autoritou, nebo

b) nedbalosti nebo Umyslnym
nespravnym jednanim
Zdravotnického zafizeni, ZkouSejicim
nebo jakymkoliv jejich zastupcem.

3




Indemnification by Sponsor is covered in a Nahrada Skody vyplicend Zadavatelem je

separate indemnification letter, in accordance upravena v samostatném slibu odSkodnéni
with provisions set forth in Attachment F. podle ustanoveni Pfilohy F. Zadavatel i
Sponsor and Quintiles maintain contractual Quintiles maji uzaviené smluvni pojidténi
liability coverage with sufficient limits to cover odpovédnosti s dostateCnymi  limity
their obligations under the Study. k pokryti jejich zdvazki ze Studie.

This Section 7 subsection “Study Subject Injury Tento Clanek 7 podsekce "Poskozeni zdravi
and Damages” shall survive termination or Subjektu studie a OdSkodnéni" zlstane v
expiration of this Agreement. platnosti po ukonéeni nebo uplynuti doby

trvani této Smlouvy.

8 QUINTILES DISCLAIMER 8. ODMITNUTi ODPOVEDNOSTI QUINTILES
Quintiles expressly disclaims any Quintiles timto vyslovné odmita jakoukoli
liability in connection with the odpovédnost v souvislosti s Hodnocenym
Investigational Product, including any l1é¢ivem, véetné jakékoliv odpovédnosti
liability for any claim arising out of a za  jakékoliv  ndroky  vyplyvajici
condition caused by or allegedly caused z okolnosti zplisobené nebo domnéle
by any Study procedures associated with zplsobené jakymkoliv Studijnim
such product except to the extent that postupem spojenym s takovym lé¢ivem

such liability is caused by the
negligence, willful misconduct or
breach of this Agreement by Quintiles.

This Section 8 “Quintiles Disclaimer”
shall survive termination or expiration
of this Agreement.

9 CONSEQUENTIAL DAMAGES

Neither Quintiles nor Sponsor shall be
responsible to the Site for any lost
profits, lost opportunities, or other
similar consequential damages, nor
shall Site be responsible to Quintiles or
Sponsor for any lost profits, lost

opportunities, or other consequential
damages.

vyjma rozsahu, v jakém je takova
odpovédnost  zapfiinéna nedbalosti,
umyslnym protipravnim jedninim nebo
poruSenim této Smlouvy ze strany
Quintiles.

Tento Clinek 8 "Odmitnuti odpovédnosti
Quintiles" zlstane v plamosti i po
ukon&eni nebo uplynuti doby trvéni této
Smlouvy.

9. NASLEDNA SKODA

Ani Quintiles ani Zadavatel nebudou vici
Mistu provadéni klinického hodnoceni
odpovédni ve vztahu k jakémukoli uslému
zisku, ztraté obchodnich piilezitosti, &
Jjakymkoli souvisejicim obdobnym
§kodam, ani Misto provadéni klinického
hodnoceni nebude odpovédné vici
Quintiles nebo Zadavateli ve vztahu k
jakémukoli  uSlému  zisku, ztraté
obchodnich pfilezitosti, ¢&i jakymkoli
souvisejicim §kodam.
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This Section 9  *“Consequential
Damages™ shall survive termination or

Tento Clének 9 "Nasledna §koda" zlistane
v platnosti po ukonéeni nebo uplynuti

expiration of this Agreement. doby trvéni této Smlouvy.
10 B EN 10. VYLOUCE
The Site represents and warrants that Misto provadéni klinického hodnoceni
neither Institution nor Investigator, nor prohlauje a  potvrzuje, Ze ani
any of Institution’s employees, agents or Zdravotnické zafizeni ani kterykoli ze
other persons performing the Study at zamé&stnanctli, zastupch Zdravotnického
Institution, have been debarred, zafizeni Ci jakdkoli jind osoba, kterd se
disqualified or banned from conducting podili na  vykonu  Studie ve
clinical trials or are under investigation Zdravotnickém zafizeni, nebyla zbavena
by any regulatory authority for pfisludného opravnéni, nebyla ji uloZena
debarment or any similar regulatory sankce zdkazu vykonu ¢innosti klinickych
action in any country, and the Site shall hodnoceni a déile, Zze kterykoli z t&chto
notify Quintiles immediately if any such subjekti neni vySetfovan jakoukoli
investigation, disqualification, kontrolni instituci, kdy vysledkem
debarment, or ban occurs. takového Setfeni ¢i fizeni milZe byt
uloZeni sankce zdkazu vykonu &innosti &i
odebrani opréavnéni, a to v kterémkoli
stité, a Misto provadéni klinického
hodnoceni se dile zavazuje neprodlené
vyrozumét Quintiles v pfipadé, Zze dojde
k takovému vySetfovani, diskvalifikaci,
uloZeni sankce zdkazu vykonu Cinnosti
nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.
This Section 10 “Debarment” shall Tento Clanek 10 "Vyloudeni" ziistane v
survive termination or expiration of this platnosti po ukonéeni nebo uplynuti doby
Agreement. trvéni této Smlouvy.
11 FINANCIAL DISCLOSURE AND 11. FINANCNI INFORMACE A STRET ZAJMU
CONFLICT OF INTEREST

Upon Sponsor’s or Quintiles’ request,
Site agrees that, for each listed or
identified  investigator or  sub-
investigator who is directly involved in
the treatment or evaluation of Study
Subjects, Investigator shall promptly
return to Quintiles a financial and
conflict of interest disclosure form that
has been completed and signed by such
investigator or sub-investigator, which

Misto provadéni klinického hodnoceni
souhlasi, Ze na zakladé zadosti Zadavatele
nebo Quintiles ZkouSejici pro kazdeého
uvedeného a identifikovaného
zkoudejictho nebo spoluzkousejiciho,
ktefi se pfimo podili na léeni nebo
hodnoceni Subjektli studie neprodlené
pfeda Quintiles vyplnény a podepsany
formuldf finan¢éniho prohldSeni a
konfliktu zajmt, ktery byl vyplnén a
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shall disclose any applicable interests
held by those investigators or sub-

investigators or their spouses
dependent children.

Quintiles may withhold payments if it
does not receive a completed form from

each such investigator and
investigator.

Investigator shall ensure that all such
forms are promptly updated as needed to

maintain their accuracy

completeness during the Study and for
one (1) year after Study completion.

Site agrees that the completed forms
may be subject to review by
governmental or regulatory agencies,
Sponsor, Quintiles, and their agents, and

the Site consents to such review.

Site also acknowledges, that they did not
enter into any contract that might
interfere with the performance of the

Study, or that might impair

acceptance of the resulting data by
regulatory authorities, or create a

conflict of interest.

The Investigator further consents to the
transfer of his/her financial disclosure
data to the Sponsor’s country of origin
and to the U. S., even though data
protection may not exist or be as
developed in those countries as in the

Site’s own country.

This Section 11 “Financial Disclosure
and Conflict of Interest” shall survive
termination or expiration of this

Agreement.
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podepsén takovym zkoudejicim nebo
spoluzkousejicim, ve  kterém  tito
zkouSejici & spoluzkousejici pfizndvaji
jakékoli pfisluiné zajmy, které maji oni
sami nebo jejich manZelé/manzelky i
nezaopatfené déti.

Quintiles je opriavnén pozdrZet platby,
v pfipadé, Ze neobdrZi vyplnéné formulafe
od kazdého takového =zkouSejiciho a
spoluzkousejiciho.

Zkousejici zajisti urychlenou aktualizaci
formuldfi dle potfeby, scilem zajistit
jejich pFesnost a tuplnost v priibéhu
realizace Studie a jeden (1) rok po
dokonceni Studie.

Misto provadéni klinického hodnoceni
souhlasi stim, Ze vyplnéné formulife
mohou kontrolovat stitni a reguladni
ufady, Zadavatel, Quintiles a jejich
zastupci, a Misto provadéni klinického
hodnoceni s takovymi kontrolami.

Misto provadéni klinického hodnoceni
dile potvrzuje, Ze neuzavielo Zidnou
smlouvu, kteri by mu mohla brénit
v provadéni Studie nebo by mohla
znemoznit schvileni vyslednych Gdaji
kontrolnimi Gfady &i pfipadné vyvolat
konflikt zajm.

Zkousejici déle souhlasi s pfenosem dat o
finanénim prohlaseni do zemé& sidla
Zadavatele a Spojenych statl americkych,
a to i kdyby v t&chto zemich neplatil nebo
neexistoval natolik vyspély rezim ochrany
dat jako ve vlastni zemi Mista provadéni
klinického hodnoceni.

Tento Cléanek 11 "Finanéni informace a
stfet z&jmd" zstane v platnosti po
ukonéeni nebo uplynuti doby trvani této
Smlouvy.




12 ANTI-KICKBACK AND ANTI FRAUD

Institution and Investigator agree that
their judgment with respect to the advice
and care of each Study Subject will not
be affected by the compensation they
receive from this Agreement, that such
compensation does not exceed the fair
market value of the services they are
providing, and that no payments are
being provided to them for the purpose
of inducing them to purchase or
prescribe any drugs, devices or products.

If the Sponsor or Quintiles provides any
free products or items for use in the
Study, Institution and Investigator agree
that they will not bill any Study Subject,
insurer or governmental agency, or any
other third party, for such free products
or items.

Institution and Investigator agree that
they will not bill any Study Subject,
insurer, or governmental agency for any
visits, services or expenses incurred
during the Study for which they have
received compensation from Quintiles
or Sponsor, or which are not part of the
ordinary care they would normally
provide for the Study Subject, and that
neither Institution nor Investigator will
pay another physician to refer subjects
to the Study.

13 ANTI-BRIBERY

Institution and Investigator agree that
the fees to be paid pursuant to this
Agreement represent fair compensation
for the services to be provided by Site.
Institution and Investigator represent
and warrant that payments or Items of
Value received pursuant to this

12. ZAMEZENI UPLATKARSTVi A PODVODU

Zdravotnické zafizeni a ZkouSejici
souhlasi, Ze jejich tsudek, pokud jde o
poradenstvi a pé¢i o kazdy subjekt studie,
nebude ovlivnén thradou, kterou obdrZi
na zdkladé této Smlouvy, a dile osvédeuji,
Ze tato kompenzace nepfesahuje redlnou
trzni hodnotu sluZeb, které poskytuji a Ze
Zadné platby nejsou poskytoviny za
téelem pfimét je k ndkupu nebo
predepisovani jakychkoliv léki, zafizeni
nebo produktii.

Pokud Zadavatel nebo  Quintiles
poskytnou jakékoli produkty nebo
pfedméty pro pouziti ve Studii zdarma,
Zdravotnického zafizeni a ZkouSejici
souhlasi, Z¢ nebudou zadat dhradu po
Zadném Subjektu studie, pojistovné nebo
statnim/spravnim tfadu nebo jakékoli jiné
tfeti strané za tyto zdarma poskytnuté
produkty nebo pfedméty.

Zdravotnické zafizeni a Zkou3ejici
souhlasi, Ze nebudou zidat Ghradu po
Zadném Subjektu studie, pojistovné nebo
staitnim Ufadé za jakékoliv névstévy,
sluzby nebo vydaje vzniklé v prib&hu
Studie, za které obdrzeli dhradu od
Quintiles nebo Zadavatele, nebo které
nejsou soucdsti bézné péce, kterou by za
normélnich okolnosti poskytli Subjektu
studie a Ze ani Instituce ani Zkou3ejici
nebudou poskytovat platbu jinému Iékafi
za doporudeni subjektii do Studie.

Z.AKAZ PODPLACENI

Zdravotnické zafizeni a Zkousejici timto
souhlasi, Ze platby, které budou uhrazeny
na zikladé této Smlouvy, piedstavuji
fadnou kompenzaci za sluzby poskytnuté
Mistem provedeni klinického
hodnoceni. Zdravotnické  zafizeni a
Zkousejici timto prohlasuji a zavazuji se,
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Agreement or in relation to the Study
will not influence any decision that
Institution, Investigator or any of
Institution’s respective owners,
directors, employees, agents,
consultants, or any payee under this
Agreement may make, as a Government
Official or otherwise, in order to assist
Sponsor or Quintiles to secure an
improper advantage or obtain or retain
business.

Institution and 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 Quintiles to secure an
improper advantage or obtain or retain
business, directly or indirectly pay, offer
or promise to pay, or give any Items of
Value to any person or entity for
purposes of (i) influencing any act or
decision: (ii) inducing such person or
entity to do or omit to do any act in
violation of their lawful duty; (iii)
securing any improper advantage; or (iv)
inducing such person or entity to use
influence with the government or
instrumentality thereof to affect or
influence any act or decision of the
government or instrumentality.

In addition to other rights or remedies
under this Agreement or at law,
Quintiles or Sponsor may terminate this
Agreement if Site breaches any of the

ze platby ¢i Hodnotné véci, které obdrZi
na zdkladé této Smlouvy ¢i v souvislosti
se Studii jakkoli neovlivni jakékoli
rozhodnuti ~ Zdravotnické  zafizeni,
ZkousSejictho & jakéhokoli prisluSného
vlastnika Zdravotnického zafizeni, Cleny
spravnich orgénil, zaméstnance, zastupce,
konzultanty ¢&i jakékoli pfijemce plnéni na
zéklade této Smlouvy k tomu, aby uéinil,
jakoZto Zastupce vefejné moci ¢i jakkoli
jinak, za ucelem poskytnuti pomoci
Zadavateli ¢i Quintiles v podobé zaji§téni
neopravnéné vyhody ¢i za Gcelem ziskani
¢i zachoviéni si obchodni pfileZitosti.

Zdravotnické zafizeni a Zkousejici dile
prohladuji a zavazuji se, Ze ani oni, ani
jakykoli jejich vlastnik, ¢len statutamiho
organu, zastupce ¢&i konzultant, ani
jakykoli prijemce plnéni dle této
Smlouvy, a to za ucelem pomoci
Zadavateli ¢i Quintiles k zajisténi
neopravnéné vyhody ¢&i ziskdni &i
zachovéni obchodni pfileZitosti, pfimo ¢&i
nepiimo, neuhradi, nenabidne ¢i neslibi
uhradit, nebo nedaruje jakoukoli
Hodnotnou véc jakékoli osobé ¢i subjektu
v souvislosti s nasledujicimi ucely: (i)
ovlivnéni  jakéhokoli  jednani  ¢&i
rozhodnuti: (ii) pobidky ¢i pohnuti takové
osoby ¢i subjektu, aby néco konal nebo se
zdrzel ur¢itého jednani v rozporu se
zékonem uloZenou povinosti;  (iii)
zajisténim jakékoli neopravnéné vyhody;
nebo (iv) pobidky &i pohnuti takové osoby
¢i subjektu k zneuziti vlivu v
stitnimw/spravnimu  organu & jeho
zastupci v této souvislosti, a to za i¢elem
ovlivnéni jakéhokoli jednéani ¢i rozhodnuti
staitniho/spravniho  orgdnu & jeho
zastupce.

Nad rdmec ostatnich prdv a prostfedki
népravy dle této Smlouvy, ¢€i na zakladé
prisluinych pravnich predpisti, Quintiles
nebo Zadavatel budou opravnéni ukonéit
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representations or warranties contained
in this Section or if Quintiles or Sponsor
learns that improper payments are being
or have been made to or by Institution or
Investigator or any individual or entity
acting on its or their behalf.

INDEPENDENT CONTRACTORS

The Investigator and Institution and
Study Staff are acting as independent
contractors of Quintiles and Sponsor and
shall not be considered the employees or
agents of Quintiles or Sponsor.

Neither Quintiles nor Sponsor shall be
responsible for any employee benefits,
pensions, workers’ compensation,
withholding, or employment-related
taxes as to the Investigator or Institution
or their staff.

15 TERM AND TERMINATION

15.1 Term

This Agreement will become effective
on the date on which it is last signed by
the parties (the “Effective Date™) and
shall continue until completion or until
terminated in accordance with this
Section 15 “Term & Termination™.

15.2 _Termination
Quintiles and/or Sponsor may terminate
this Agreement for any reason effective

immediately upon written notice.

14.

15.

platnost této Smlouvy v pfipad€, Zze Misto
provadéni klinického hodnoceni porusdi
jakékoli prohlaSeni ¢i zaruky obsaZené v
tomto Clanku, pfipadné, pokud Quintiles
nebo Zadavatel zjisti, Ze jsou poskytovény
&i byly poskytnuty neopravnéné platby
viici &i ze strany Zdravotnického zafizeni
& Zkoudejiciho nebo  jakéhokoli
jednotlivce ¢i subjektu jednajiciho jejich
jménem.

NEZAVISLi DODAVATELE

Zkousejici a Zdravotnické zafizeni a
Studijni persondl budou jednat jako
nezivisli poskytovatelé smluvniho plnéni
Quintiles a nebudou jakkoli povaZovani za
zaméstnance &i zastupce Quintiles nebo
Zadavatele.

Ani Quintiles ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se k
benefitim, penzim, ndhraddm, nirokiim k
diichodovému pFipojisténi,
pracovnépravnim odménim, srdZkovym
& jinym pracovnépravnim  danim
tykajicim  se  ZkouSejictho  nebo
Zdravotnického zafizeni nebo jejich
zaméstnanci.

PLATNOST A UKONCENI PLATNOSTI

15.1 Platnost

Tato Smlouva nabyva platnosti a G¢innosti
k datu, kdy bude podepsina posledni
smluyni stranou (“Datum uGéinnosti”) a
zistane v G¢innosti do okamziku
dokonéeni &i ukonéeni v souladu s timto
Clanekem 15 “Platnost & Ukond&eni
platnosti”.

15.2. Ukonéeni platnosti
Quintiles a/nebo Zadavatel jsou opravnéni
ukonéit platnost této Smlouvy z
jakéhokoli divodu s okamzitou t¢innosti
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The Site may terminate upon written
notice if circumstances beyond the
Site’s reasonable control prevent
completion of the Study, or if it
reasonably determines that it is unsafe to
continue the Study. Upon receipt of
notice of termination, the Site shall
immediately cease any subject
recruitment, follow the specified
termination procedures, ensure that any
required subject follow-up procedures
are completed, and make all reasonable
efforts to minimize further costs, and
Quintiles shall make a final payment for
visits or milestones properly performed
pursuant to this Agreement in the
amounts specified in Attachment A;
provided, however, that Payments will
be in each case reduced by ten (10 %)
percent. This reduced amount shall
represent a value of any/all activities
related to close-out of the database, and
will be made upon the final acceptance
by Sponsor of all CRF pages and all data
clarifications issued and satisfaction of
all other applicable conditions set forth
herein. If a material breach of this
Agreement appears to have occurred and
termination may be required, then,
except to the extent that Study Subject
safety may be jeopardized, Quintiles
and/or  Sponsor may  suspend
performance of all or part of this
Agreement, including, but not limited

to, subject enrollment.
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neprodlené na  zdkladé  doruleni
pisemného ozndmeni.

Misto provadéni klinického hodnoceni je
opravnéno ukoncit platnost této Smlouvy
pisemnym oznamenim v pfipadé, Ze
okolnosti, jez jsou svoji povahou mimo
moznost ovlivnéni ze strany Mista
provadéni klinického hodnoceni, zabrani
dokonéeni Studie, nebo v pfipadé, Ze
Misto provadéni klinického hodnoceni
divodné usoudi, Ze pokracovani ve Studii
neni bezpeéné. V névaznosti na doruceni
ozndmeni o ukoneni platnosti Misto
provadéni klinického hodnoceni
neprodlené ukon&i jakykoli nébor
subjektli, bude jednat v souladu s
definovanymi postupy pro ukonceni,
zajisti, Ze ve vztahu k subjektim Studie
budou dokondeny jakékoli procesy
kontrolni povahy, a vyvinou nezbyiné
usili za G¢elem limitace jakychkoli dalSich
nékladl, pficemZz Quintiles provede
zavére¢nou thradu za navstévy a milniky,
jez byly fadné provedeny na zdkladé a v
souladu s touto Smlouvou, a to ve vysi
Sastek definovanych v Piiloze A; aviak za
podminky, Ze Platby budou v kazdém
pripadé sniZeny o &astku ve vysi deseti (10
%) procent. Takto sniZzena Castka bude
predstavovat hodnotu veSkerych ¢innosti
spojenych s uzavienim databaze, a bude
poskytnuta poté, co Zadavatel schvali
veskeré stranky formulaifi CRF, a ddle
poté, co budou poskytnuta veskera
vyjasnéni dat a dile dojde ke splnéni
veskerych ostatnich podminek, jez jsou
stanoveny v této Smlouvé. V pfipadg, Ze
dojde ke vzniku domnéni, Ze doslo k
podstatnému poruSeni této Smlouvy a
mize tak dojit k ukonceni platnosti této
Smlouvy, pak s vyjimkou a v rozsahu, v
jakém miize byt ohroZena bezpecnost
Subjekt  studie, Quintiles a/nebo
Zadavatel mohou prerus$it naplnéni celé ¢i




Site may terminate this Agreement for
material breach if it provides Quintiles
with written notice of the breach and the
breach is not cured within thirty (30)
days of Quintiles” receipt of the notice

The Institution is authorised to terminate
this Agreement by written notice if it, in
consequence of an obstacle outside of
the control of the Institution, will not be
able to complete the Study or if the
Institution reasonably assumes that it is
unsafe for the study subjects to continue
with the Study. Immediately upon
receiving the notice of termination the
Institution shall stop any recruitment
and enrollment of study subjects and
further proceed according to the agreed
procedures for termination and ensure
that all required follow-up procedures
will be completed, and shall make all
reasonable cfforts to minimize any
further costs.

16 NOTICE

Any notices required or permitted to be
given hereunder shall be given in writing
and shall be delivered:

a) in person

b) by certified mail, postage prepaid,
return receipt requested.

¢) by e-mail of .pdffscan or other
non-editable format notice with
confirmed transmission report, or

16.

casti této Smlouvy, zejména véetné
zarazovani Subjektid studie.

Misto provadéni klinického hodnoceni je
opravnéno ukonCit tuto smlouvu pro

zavazné porufeni smlouvy, pokud
Quintiles o tomto poruseni smlouvy
pisemné vyrozumi a poruSeni neni

odstranéno ve Ihaté 30 dni od doruceni
vyrozuméni Quintiles.
Zdravotnické zarizeni miZe smlouvu

vypovédét na zidkladé pisemného
oznameni, pokud okolnosti neovlivnitelné
zdravotnickym zatizenim brani
zdravotnickému zatizeni klinické
hodnoceni dokon¢it, nebo v pripadé. Ze
zdravotnické zatizeni rozumné
pfedpoklada, ze je pro subjekty studie
nebezpetné v klinickém hodnoceni
pokratovat. Po obdrZzeni oznameni o
ukonéeni platnosti smlouvy zdravotnické
zafizeni okamzité prerudi jakykoliv nabor
a zafazovani subjektd, bude postupovat
podle definovanych postupii o ukonceni,
zajisti, Zze budou dokonceny jakékoliv
pozadované follow-up procedury, a
vynalozi  veSkeré pfiméfené  usili
k minimalizaci dal$ich nédkladu.

OZNAMENI

Vedkerda oznameni vyzadovana nebo
povolend podle této Smlouvy budou
uinéna v pisemné podobé a budou
dorucena:

a)osobné

b)doporuéenym  dopisem, s predem
zaplacenym postovnym, s doruc¢enkou
c¢) e-mailem ve formatu pdf/scan nebo
vjiném formatu, ktery znemoZiiuje
zasah do obsahu s potvrzenou zpravou o
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d) by a commercial overnight courier
that guarantees next day delivery
and provides a receipt, and such
notices shall be addressed as
follows:

pfenosu nebo

d) komeréni no¢ni kuryrni sluzbou, ktera
zaruCuje doruceni dalSi den a poskytne
potvrzeni. Tato oznameni budou
adresovana takto:

To Sponsor / Zadavateli:

Name / Nazev: AstraZeneca AB
Address / Adresa: SE-151 85 Sodertilje Sweden

To Quintiles / Quintiles:

Name / Nazev: Quintiles Czech Republic, s.r.o.
Address / Adresa: Praha 5, Jinonice, Radlicka 714/113a,
158 00, Czech Republic

Tel. Tel: N

To Institution / Zdravotnickému
zatizeni

Tel./ Tel: |

Name / Nazev: Fakultni nemocnice u sv. Anny v Brné
Address / Adresa: Pekarskad 664/53, 656 91 Brno, Czech
Republic

To Investigator / ZkousSejicimu

Name / Jméno a piijmeni:
Address / Adresa:

17 FORCE MAJEURE 17.  VyS8Simoc
The performance by either Party of any Spinéni jakékoli povinnosti kteroukoli ze
obligation on its part to be performed Stran, jeZ ma byt takovou Stranou spinéna
hereunder shall be excused by floods, na zikladé podminek této Smlouvy, bude
fires or any other Act of God, accidents, prominuto v disledku zaplav, pozaru ¢i
wars, riots, embargoes, delay of carriers, jinych projevii Vy3$§i moci, nehod, valek,
inability to obtain materials, failure of nepokojii, embarg, prodleni dopravei,
power or natural sources of supply, acts, nemozZnosti opatfit piislusné materidly,
injunctions, or restraints of government nebude-li doddna elektrické energie ¢i jiné
or other force majeure preventing such pfirodni zdroje, v disledku rozhodnuti,
performance, whether similar or zakazi ¢i omezeni statniho/spravniho
dissimilar to the foregoing, beyond the Gfadu ¢i jiného prvku vyssi moci, ktery
reasonable control of the Party bound by zabrani splnéni takové povinnosti, bez
such obligation, provided, however, that ohledu na to, zda je shodny ¢i odlisny od
the Party affected shall exert its shora uvedeného, a ktery stoji mimo
reasonable efforts to eliminate or cure or moznost ovlivnéni pfislusné Strany, kterd
overcome any of such causes and to je takovou povinnosti vdzina, to viak za
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resume performance of its obligations
with all possible speed.

18. MISCELLANEOUS

18.1 Entire Agreement

This  Agreement, including its
attachment(s), constitutes the sole and
complete agreement between the Parties
and replaces all other previous written
and oral agreements relating to the
Study.

18.2 No Waiver/Enforceability
Failure to enforce any term of this
Agreement shall not constitute a waiver
of such term.

If any part of this Agreement is found to
be unenforceable or invalid, the rest of
this Agreement will remain in effect.

18.3 Assignment of the Agreement

This Agreement shall be binding upon
the Parties and their successors and
assigns.

The Site shall not assign or transfer any
rights or obligations under this
Agreement without the written consent
of Quintiles and Sponsor.

podminky, Ze takto dot¢ena Strana vyvine
odpovidaji sili za GCelem odstranéni i
népravy &i pfekonani jakéhokoli takového
diivodu ¢&i pfic¢iny a bude pokraCovat v
plnéni svych povinnosti v nejblizsim
moZném &asovém okamzZiku.

RUZNE

18.1. Celistvost Smlouvy

Tato Smlouva, véetné pfiloh, pfedstavuje
vyhradni, celistvé a iplné ujednani Stran a
nahrazuje vedkeré ostatni predchozi
pisemné a Gstni dohody vztahujici se k této
Studii.

18.2. Vzdéni se uplatnéni/Vynutitelnost

Neuplatnéni  jakéhokoli  priava &
podminky této Smlouvy nezaklada
domnénku vzdéni se uplatméni takového
prava ¢i podminky.

V pfipadé, Ze bude kterdkoli &ast této
Smlouvy shledana jako nevykonatelnd, ¢i
neplatnd zbytek této Smlouvy ziistane i
nadile v plamosti.

18.3. Pfevod Smlouvy

Tato Smlouva bude zavazna vii¢i Stranidm
i jejich pravnim ndstupcim a
postupnikiim.

Misto provadéni klinického hodnoceni
nepfevede jakakoli prava €i zavazky z této

Smlouvy bez piedchoziho pisemného
souhlasu Quintiles nebo Zadavatele.
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Upon Sponsor’s request, Quintiles may
assign this Agreement to Sponsor or to a
third party, and Quintiles shall not be
responsible for any obligations or
liabilities under this Agreement that
arise after the date of the assignment,
and the Site hereby consents to such an
assignment. Site will be given prompt
notice of such assignment by the
assignee.

18.4. Exclusion of business customs: the
Parties hereby exclude, in accordance
with section 558 par. 2 of Civil Code, the
use of business customs in legal
relations arising between them under the
terms of this Agreement.

18.5. Applicable Law
This Agreement shall be interpreted and

enforced under the laws of Czech
Republic. Contract Parties hereby agree

and acknowledge that any disputes

arising from this Agreeement will be
referred to and resolved by the competent

court of the Czech Republic.

18.6 Prevailing language
The Agreement is drawn up in English

and in Czech language versions. In case
of any dispute Czech language version
shall prevail.

18.7 Counterparts

This Agreement shall be executed in
four counterparts and the Sponsor,
Quintiles, Institution and Investigator
will be all receiving one counterpart.

Na zdkladé Zadosti Zadavatele, Quintiles
je opravnén prevést tuto Smlouvu na
Zadavatele nebo jakoukoli tfeti stranu, a
Quintiles nebude odpovédny za jakékoli
zavazky & odpové&dnosti dle této
Smlouvy, jeZ vyplynou po datu pfevodu a
Misto provedeni klinického hodnoceni
timto souhlasi s takovym postoupenim.
Mistu provedeni klinického hodnoceni
bude takové postoupeni ¢i prevod
oznameno bez zbyte¢ného odkladu
nabyvatelem.

18.4 Vylouceni obchodnich zvyklosti:
Strany timto v souladu s § 558 odst. 2

Obcanského zdkoniku vylu€uji pouziti
obchodnich zvyklosti ve svém préavnim
styku v souvislosti s touto smlouvou.

18.5 Rozhodné pravo
Tato Smlouva bude vykladina a

vymdhdna v souladu s prdvnim fidem
Ceské republiky._Smluvni strany timto
souhlasi a berou na védomi, ze
k projednani a rozhodovani spori
vyplyvajicich ztéto Smlouvy jsou
pfisluiné soudni organy Ceské republiky.

18.6 Rozhodna jazykové verze.
Tato Smlouva je vyhotovena v anglickém

a Ceském jazykovém znéni. V pfipadé
jakéhokoli rozporu bude rozhodujici Ceska
jazykova verze.

18.7. Pocet vyhotoveni

Tato smlouva je vypracovana ve Ctyfech
vyhotovenich, z nichz Zadavatel,
Quintiles, Zdravotmické zafizeni i
Zkousejici obdrzi po jednom.

18.8 Survival: 18.8 Pfetrvavajici platnost:
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The terms of this Agreement that
contain obligations or rights that extend
beyond the completion of the Study
shall survive termination or completion
of this Agreement, even if not expressly
stated herein.

18.9. Conflict with attachments

In the event of conflict betweeen the
terms and provisions of this Agreement
with the terms and provisions of the
Protocol. the legal and business matters
shall be governed by the terms and
provisions of this Agreement, while
professional research and scientific
matters shall be governed by the terms
and provisions of the Protocol, unless
otherwise agreed by the Parties in
writting.

18.10 Written form and changes to the

Podminky této Smlouvy, jeZ obsahuji
prava a povinnosti, jez svoji povahou
prekracuji okamzik dokonceni Studie,
zistanou zavazné i v pripad¢é ukonceni Ci
vyprieni platnosti této Smouvy, ato i v
pripadé, Ze tak neni v této Smlouveé
vyslovné uvedeno.

18.9 Rozpor s prilohami:

Pokud jsou podminky nebo ustanoveni
této Smlouvy v rozporu s podminkami a
ustanovenimi  Protokolu, pravni a
obchodni  zalezitosti se budou Fidit
podminkami a  ustanovenimi  této
Smlouvy, zatimco odborné vyzkumné a
védecké zilezitosti se budou Ffidit
podminkami a ustanovenimi Protokolu,
pokud se strany pisemné nedohodnou
Jinak.

18.10 Pisemna forma a zmény smlouvy:

Agreement

No amendments or modifications to this
Agreement shall be valid unless in
writing and signed by all the parties.

THIS SECTION IS
INTENTIONALLY LEFT BLANK

Jakakoli zména ¢&i dodatek této Smlouvy
nabude platnosti  vyhradné, bude-li
uc¢inéna v pisemné podobé a podepsana
opravnénymi zastupci vSech smluvnich
stran

TATO CAST JE ZAMERNE
PONECHANA PRAZDNA

AZ EMPT - Climcal Troal Agreement -~ INST & INV Czech Republic - 06 May 2014
Updated for AstraZeneca AB,
RSAR3I314: Fakultnl nemocnice u sv. Anny v Brog, site No -
Version 8.0 160615
43




Signed by AstraZeneca AB/ Podepsano spolecnosti AstraZeneca AB
Name/ Jméno:
Title/ Funkce:

Signature/ Podpis:

Date/ Datum: 22-Jun-2015" B

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

/ NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE

Quintiles Czech Republic, s.r.o.

Under a Power of Attorney Quintiles Czech Republic, s.r.o. / Na zikladé plné moci Quintiles Czech Republic,

5.I.0,

By/ Jméno:

. - LN
Title/ Funkee: ()
N
4 QUINTILES
Signature/ Podpis: i
Hadiicka 714 Prat

25 -06/205

/s

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice u sv. Anny v Braé: NA
DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni

nemocnice u sv. Anny v Brné:

Date/ Datum:

By/ Jméno: MUDr. Martin Pavlik, PhD, EDIC, DESA

Title/ Funkce: Director/Reditel
(must authorized to sign on Institution's behalf)/(musi sc jednat o podpis npr;hntnvluﬁ‘ﬁ‘ﬁ]f ni nemocnice
Zdravotnického zafizeni) a sv. Anny v Brne
g ) pekaiska 53
656 91 BRNUL carska O
) reatlelsivl

Signature/ Podpis:

b. 2015

Date/ Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na dukaz souhlasu

pripojuje svuj podpis ZkouSejici:
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Signature/ Podpis:

Date/ Datum:

Attachments:

Attachment A - Budget and payment schedule
Attachment B - Protocol

Attachment C - Certificate of insurance
Attachment D - Power of attorney/delegation
letter of QuintilesAttachment E — Agreement
Regarding Attendance at Study Meetings
Attachment F — Letter of Indemnification
Attachment G — Approval of State Institute
for Drug Control

Attachment H — Approval of Local and
Multicentric Ethic Commitee
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Prilohy:

PFiloha A — Rozpocet a platebni piehled
Pfiloha B - Protokol

Pfiloha C — Pojistny certifikat

Piiloha D — Plna moc/delega¢ni dopis pro
Quintiles

Pfiloha E - Dohoda o tcasti na schiizkach ke
Studii

Pfiloha F - Slib od8kodnéni

Pfiloha G — Souhlasné stanovisko SUKL
Pfiloha H — Souhlasna stanoviska LEK a MEK
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ATTACHMENT A PRILOHA A
BUDGET & PAYMENT SCHEDULE ROZPOCET & PLATEBNI PREHLED
A. PAYEE DETAILS A. UDAJE O PRIJEMCI PLATBY

The Parties agree that the payces designated Smluvni strany timto souhlasi, Ze niZe
below are the proper payees for this uvedeni pfijemeci plateb jsou Fadnymi
Agreement, and that payments under this pfijemci plateb dle této Smlouvy, a dile, Ze
Agreement will be made only to the following platby provedené na zédkladé této Smlouvy

payees (“Payees): budou realizovany vyhradné vacéi nize
uvedenym pfijemcim plateb (dédle jen
ChTaw e _2 _f. . LN,
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In case of changes in the Payee’s bank
details, Payees are obliged to inform
Quintiles in writing. Parties agree that in
case of changes in bank details which do
not involve a change of payee or change of
country location of bank account, no
further amendments are required.

The Parties acknowledge that the
designated Payees are authorized to receive
all of the payments for the services
performed under this Agreement.

. PAYMENT TERM

Quintiles will pay the Payees every three
(3) months), on a completed visit per
subject basis in accordance with the
attached budget. The payment cycle
commences 30 days after the first patient
within Europe is enrolled into the trial.
Payments including any Screening Failure
that may be payable will be made based
upon prior 3 months enrolment data
confirmed by subject CRFs received from
the Investigator and data verification
supporting subject visitation. A payment
batch report, which contains the completed
subject visits and associated payments for
the period, will be sent to the payee within
30 days of the end of this three-month
period. The payees will raise their invoice
to match the report. Due date of the invoice
shall be thirty (30) days from the date of
issue of the invoice. Payments will be in
each case reduced by ten (10 %) percent.
This reduced amount shall represent a

Dojde-li k jakymkoli zménam ohledné
bankovnich udaji Pf{jemcli plateb,
Pfijemci plateb jsou v takovém piipadé o
této skuteCnosti povinni informovat
Quintiles, a to odeslanim pisemného
oznameni. Smluvni strany souhlasi, Ze v
pfipadé, Zze pljde pouze o zménu
vyhradné se vztahujici k bankovnim
idajim Pfijemce plateb a které nepiisobi
zménu v subjektu Prijemce plateb nebo
zménu statu, v némz je bankovni Gcet
zfizen, nebude zapotfebi uzavirat
jakykoli dalsi dodatek.

Strany timto berou na védomi, Ze shora
definovani  Pfijemci plateb  jsou
opravnéni obdrzet veSkeré platby za

sluzby vykonané na zdkladé této
Smlouvy.

B. PLATEBNi PODMINKY
Quintiles bude poskytovat finanéni

plnéni Pijemciim plateb kazdé tii (3)

mésice, v souladu s pfilozenym
platebnim rozvrhem vzdy za
uskuteénéné navstévy jednotlivych

subjekti hodnoceni. Platebni cyklus
bude zahdjen 30 dnil po zafazeni prvniho
pacienta na Gizemi Evropy do klinického
hodnoceni. Platby, v&etné veskerych
splatnych  plateb za  navstévy
vyhodnocené jako “Screening failure”,
budou poskytovany na zakladé udaji
zapsanych za pfedchozi 3 mésice,
potvrzenych CRF formuladfi Subjektl
studie obdrzenymi ze strany
ZkouSejiciho a kontrolami Subjektii
studie provedenymi za Ufelem oveéfeni
adaji vztahujicich se k pfedmétnym
navitévam Subjetku studie. Hromadny
platebni prehled, zahrujici provedené
navitévy Subjektll studie a souvisejici
platby za dané obdobi, bude zaslan
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value of any/all activities related to close-
out of the database, including all CRFs
pages, all data clarifications issued, the
receipt and approval of any outstanding
regulatory documents as required by
Quintiles and/or Sponsor, the return of all
unused supplies to Quintiles, and upon
satisfaction of all other applicable
conditions set forth in the Agreement.

Site must complete CRF entries no later
than 5 (five) business days after the
subject’s visit.

Materials for issuance of the invoice of the
Institution shall be sent to:

In case that the Institution and/or
Investigator is a payer of VAT, appropriate
rate of VAT according to a mandatory
statute, will be included to the above
mentioned invoice amounts,

All government taxes are the
responsibility of the Payees.

sole

Major, disqualifying Protocol violations
are not payable under this Agreement

C. PAYMENT DISPUTE

Site will have thirty (30) days from the
receipt of final payment to dispute any

C.

Pfijemciim plateb ve lhit€ 30 dni od
ukonéeni tohoto tfimé&siénfho obdobi.
Pfijemce plateb vystavi fakturu, kterd
bude odpovidat tomuto platebnimu
pfehledu. Splatnost faktury bude Cinit
tficet (30) dnd od data jejiho vystaveni.
Finanéni plnéni bude v kazdém piipadé
snizeno o Castku ve vysi deseti (10 %)
procent. Takto sniZzend ¢dstka bude
predstavovat hodnotu veskerych Cinnosti
spojenych s uzavienim databaze, véetné
odsouhlaseni vSech formulafi CRF,
vyjasnéni veskerych dotazii tykajici se
dat a adajii, prevzeti a schvéleni jakékoli
dosud nedokon&ené regulaéni
dokumentace dle poZadavkl Quintiles
a/nebo Zadavatele, vraceni veskerého
nespotfebovaného materidlu a zasob
Quintiles a po splnéni veskerych
ostatnich zavaznych podminek
stanovenych touto Smlouvou.

Zaznamy ve formulafich CRF bude
muset Misto provadéni klinického
hodnoceni vypliiovat do 5 (péti)
pracovnich dnii po pacientoveé navstéve.

Podklady pro vystaveni faktury za
Zdravotnické zafizeni budou zasilany na
adresu:

Pokud je Zdravotnické zafizeni a/nebo
Zkousejici platcem DPH, bude ke viem
vySe uvedenym Castkdm pfipoCteno
DPH v zdkonné vysi.

Plnéni veskerych daflovych povinnosti je
vyluénou odpovédnosti Pfijemcil plateb.

Zavainid poruSeni Protokolu dle
podminek této Smlouvy nebudou
proplacena.

PLATEBNi SPORY
Misto provadéni klinického hodnoceni
bude opravnéno ve lhité tficeti (30) dnl
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payment discrepancies during the course
of the Study.

D. MINIMUM ENROLMENT GOAL
Investigator acknowledges that
Investigator’s minimum enrollment goal is
twenty (20) subjects and that Site will use
best efforts to reach the enrollment goal
within a reasonable time after
commencement of the Study at Site. Site
shall not enroll more than fifty (50)
subjects, without prior written approval
from Quintiles. If Site fails to adhere to this
principle Sponsor and/or Quintiles may
reconsider Site’s suitability to continue
participation in the Study.

E.DISCONTINUED OR EARLY TERMINATION
Reimbursement for discontinued or early
termination subjects will be prorated based
on the number of confirmed completed
visits,

F. INVOICES

Original Invoices pertaining to this Study
must be issued to and submitted to
Quintiles at the following address:

od obdrZeni zavére¢né platby rozporovat
jakoukoli nesrovnalost v platbach, k niz
do3lo béhem provadéni Studie.

D. MINIMALNI CILOVY POCET ZARAZENI
ZkouSejici bere na védomi, Ze minimalni
cillovy polet zafazeni pro daného
Zkousejiciho je dvacet (20) Subjektil
studie a Ze Misto provadéni klinického
hodnoceni se zavazuje vynalozit veskeré
usili k tomu, aby cilového po¢tu bylo
dosaZzeno béhem priméfené doby po
zahdjeni Studie v Mist¢ provadéni
klinického hodnoceni. Bez pfedchoziho
pisemného souhlasu Quintiles nezafadi
Misto provadéni klinického hodnoceni
vice nez padesit (50) Subjekti. V
pfipadé, ze Misto provadéni klinického
hodnoceni nesplni tento pozadavek,
miZze Zadavatel a/nebo Quintiles
piehodnotit G&elnost pokracovani Mista
provadéni klinického hodnoceni v dané
Studii.

E. PRERUSENI NEBO PREDCASNE UKONCENI
Platby za Subjekty studie, u kterych
dojde k pteruSeni nebo k pfed¢asnému
ukondeni, budou pomémé rozpocitiny
podle po&tu potvrzenych absolvovanych
navstév,

F. FAKTURY

Prvopisy faktur, které souviseji s touto
Studii, museji byt vystaveny na Quintiles
a pfedloZzeny Quintiles na nésledujici
adresu:

Quintiles Czech Republic, s.r.o.,
Radlick4 714/113a, Jinonice
158 00 Praha 5
Czech Republic
Identification Number: 24768651
Tax Identification Number: CZ24768651

Please note that invoices will not be
processed unless they reference the
Sponsor name, Protocol number and

Upozoriiujeme prosim, Ze faktury
nebudou zpracoviany, mnebudou-li
obsahovat odkaz na nézev/obchodni
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Investigator name and site number.
After receipt and verification,
reimbursement for invoices will be
included with the next regularly
scheduled payment for subject activity.

. SCREENING FAILURE

Reimbursement for screen failures will be
at the amount(s) indicated in the attached
Conditional Visit and Main budget for
visits completed:

If subject Screen Fails at Visit 1: sum of e

Visit 1 amount on the budget will be
reimbursed

If subject Screen Fails at Visit l1a: sum of e

Visit 1 and Visit 1a amount on the budget
will be reimbursed

If subject Screen Fails at Visit 1b: sum of e

Visit 1, Visit la and Visit 1b amount on the
budget will be reimbursed

Screen Failure reimbursement will not to
exceed two (2) screen failure(s) paid per
one (1) subject(s) randomized.

To be eligible for reimbursement of a
screening visit, completed screening CRF
pages must be submitted to Quintiles along
with any additional information, which
may be requested by Quintiles to
appropriately document the subject
screening procedures.

firmu Zadavatele, ¢islo Protokolu,
jméno ZkouSejiciho a ¢&islo Mista
provadéni klinického hodnoceni. Po
obdrZeni faktury a jeji verifikaci
budou fakturovana pinéni zahrnuta
do nejblizii plinované Fadné platby v
souvislosti s pFedmétnou ¢innosti.

NAVSTEVY VYHODNOCENE JAKO

“SCREENING FAILURE”

Uhrady za navitévy definované jako
“screen failures” budou uskuteénény v
¢astkach uvedenych pro absolvovanou
navstévu dle pfipojeného rozpoétu pro

podminéné navitévy a platebniho
rozvrhu:
Neprojde-li pacient vstupnimi

vySetfenimi na 1. navstévé: bude
vyplacena ¢astka uvedend v rozpoctu pro
1. navstévu

Neprojde-li pacient vstupnimi
vySetfenimi na nav$tévé la: bude
vyplacena ¢&astka odpovidajici souctu
Castek za 1. navitévu a navitévu la

Neprojde-li pacient vstupnimi
vySetfenimi na navstévé 1b: bude
vyplacena Castka odpovidajici souctu
Castek za 1. navitévu, navittvu la
a navstévu 1b

Za kazdého jednoho (1)
randomizovaného  pacienta  budou
propléceni maximalné dva (2) pacienti,
ktefi neprojdou vstupnimi vySetfenimi.

Podminkou pro vyplaceni odmény za
vstupni navitévu je, ze Zdravotnické
zafizeni pfedlozi Quintiles Formulédfe
pro ziznamy o subjektech hodnoceni
(CRF) s vyplnénymi strankami
k vstupnim vySetfenim a pfipadné dalsi
informace, které bude Quintiles
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H. UNSCHEDULED VISITS

Payment for unscheduled visits will be
reimbursed in the amount indicated in the
Conditional Visits Budget below. For
additional procedures performed during
the unscheduled visit the site will be
reimbursed as per the Unscheduled Visits
Budget below Reimbursement will not
exceed two (2) unscheduled visits per
subject. Additional unscheduled visits or
procedures which are not included in the
budget below may be reimbursed only after
prior written approval by Quintiles. To be
eligible for reimbursement for unscheduled
visits, completed CRF pages must be
submitted to Quintiles along with any
additional information which may be
requested by Quintiles to appropriately
document the unscheduled visit and an
original detailed Invoice must be issued
and verified by Quintiles. Said Invoices
should be directed as instructed in this
Attachment.

UNSCHEDULED LABORATORY VISITS

Payment for unscheduled laboratory visits
will be reimbursed in the amount indicated
for unscheduled laboratory visit in the
Conditional  Visits Budget below.
Reimbursement will not exceed four (4)
unscheduled visits per  subject.
Additional unscheduled laboratory visits
may be reimbursed after prior written

pozadovat k fadnému doloZeni
vysetieni, ktera pacienti béhem vstupni
navitévy podstoupili.

H. NEPLANOVANE NAVSTEVY

Odména za neplanované navstévy bude
vypldcena ve vydi uvedené nize
v rozpotu pro podminéné ndvitévy. Za
dodateéné vykony a vySetfeni, které
budou na neplinované navstéve
provedeny, bude Misto provadéni
klinického hodnoceni vyplaceno dle
rozpoétu pro neplinované navstévy.
Proplaceny budou maximalné dvé (2)
neplanované ndvitévy na Subjekt.
Pripadné daldi neplinované ndvStévy
a vykony, které nejsou zahmuty do
rozpoStu niZe, bude moZné proplacet

pouze s pfedchozim pisemnym
souhlasem Quintiles. Podminkou pro
vyplaceni ¢&astky za neplanované

navitévy je, ze Zdravotnické zafizeni
predlozi Quintiles Formulafe pro
zaznamy o subjektech hodnoceni (CRF)
s vypInénymi strankami véetné
pfipadnych daldich podkladd, které bude
Quintiles poZadovat k fadnému doloZeni
neplanované navitévy. Bude muset byt
také vystavena podrobna faktura, kterou
bude muset spole¢nost Quintiles ovéfit.
Faktury budou predkladiny podle
pokynii uvedenych v této pfiloze.

NEPLANOVANE NAVSTEVY
S LABORATORNIMI ODBERY
Odména za neplénované navStévy

s laboratornimi odbéry bude vyplicena
ve vy$i uvedené niZe vrozpoltu na
podminéné néavitévy u neplanované
navitévy s laboratornimi  odbéry.
Propliceny budou maximélné &tyfi (4)
neplinované ndvitévy na Subjekt.
Pfipadné dali nepldnované ndvstévy
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approval by Quintiles. To be eligible for s laboratornimi  odbéry bude moZné

reimbursement for unscheduled laboratory proplédcet pouze s pfedchozim pisemnym
visits, completed CRF pages must be souhlasem Quintiles. Podminkou pro
submitted to Quintiles along with any vyplaceni ¢&astky za neplanované
additional information which may be navitévy s laboratornimi odbéry je, Ze
requested by Quintiles to appropriately Zdravotnické zafizeni predlozi Quintiles
document the unscheduled laboratory visit. Formulafe pro zaznamy o subjektech

hodnoceni (CRF) s vyplnénymi
strankami v&etné piipadnych dalSich
podkladi, které bude Quintiles

pozadovat k fadnému dolozeni
neplidnované navstévy s laboratornimi
odbéry.

J. EARLY TERMINATION FoLLOw-UP VISIT J. NAVSTEVA BEHEM  SLEDOVANI
FOR SAE PRIPADNYCH ZAVAZNYCH NEZADOUCICH
PRIHOD PO PREDCASNEM UKONCENI LECBY

Odména za ndv§tévu béhem sledovani po
pred¢asném ukonéeni 1éCby bude
vyplicena ve vysi uvedené niZe
vrozpotu na podminéné navitévy u
neplianované navitévy s laboratornimi
odbéry. Za kazdého pacienta bude
proplicena maximalné jedna (1)
navitéva béhem sledovani pFipadnych
nezadoucich pfihod po pFedéasném
ukonéeni 1é¢by. Podminkou pro
vyplaceni &astky za navitévu béhem
sledovéni po pfed¢asném ukon&eni 1éEby
je, ze Zdravotnické zafizeni pfedloZi

Payment for Early Termination Follow-up
visit will be reimbursed in the amount
indicated for unscheduled laboratory visit
in the Conditional Visits Budget below.
Reimbursement will not exceed one (1)
Early Termination Follow-up visit for
SAE per subject. To be eligible for
reimbursement for Early Termination
Follow-up visits, completed CRF pages
must be submitted to Quintiles along with
any additional information which may be
requested by Quintiles to appropriately
document the Early Termination Follow- e . 2
up visit and an original detailed Invoice  ‘Quintiles Formuldfe pro ziznamy o
must be issued and verified by Quintiles.  Supjektech  hodnoceni  (CRF)

: . 2 : s vyplnénymi strankami véetné
ﬁ;”;‘gucf;;"i;“fhsis fg::gm::t diected a5 i adngch daldich podklad, kieré bude

Quintiles pozadovat k fadnému doloZeni
béhem sledovani po pfedCasném
ukonéeni lé¢by. Bude muset byt také
vystavena podrobna faktura, kterou bude
muset Quintiles ovéfit. Faktury budou
predkladany podle pokynii uvedenych
v této priloze.

K. ECFEES K. PLATBY ETICKYM KOMISiM
EC costs will be reimbursed on a pass- Naklady souvisejici s etickymi komisemi
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through basis upon receipt of a formal
invoice issued by the EC and are not
included in the attached Budget. Payment
will be made directly to the EC. Any
subsequent re-submissions or renewals,
upon approval by Quintiles and Sponsor,
will be reimbursed upon receipt of
appropriate documentation.

L. PATIENT TRAVEL COSTS

Furthermore, the Sponsor/Quintiles shall
provide the Study Subjects with monetary
coupons vouchers/luncheon regarding
settlement of reasonable costs related to
visit of Medical Facility by Study Subject
pursuant to Protocol (i.e. transport costs
and/or reasonable expenses for boarding),
in a flat sum in amount of [ per !
on-site visit of 1 Study Subject. Monetary
coupons/luncheon vouchers shall be
handed to individual Study Subjects by
Investigator in  compliance  with
instructions provided by the Sponsor.

. PHARMACY SERVICES

Institution hereby represents and warrants
that it will ensure the performance of
Pharmacy Services, as below described, in
accordance with the Protocol on its own
responsibility and liability. Quintiles will
reimburse Institution a one-time pharmacy
set-up fee of CZK 3000 upon execution of
this Agreement and receipt of an invoice
and further an annual Pharmacy Fee of
5000 CZK per year. Quintiles shall
reimburse Institution a one time payment
for destruction of Investigational Product
in the amount of CZK 1.500. The payment of
one-time Pharmacy fee and subsequent
annual fees will be made upon completion
and receipt by Quintiles of all original
contractual and regulatory documentation

budou pribézné refundoviany po
obdrzeni pfislusné faktury vystavené
etickou komisi a nejsou zahmuty v
pfipojeném platebnim rozvrhu. Platba
bude uhrazena piimo etické komisi.
Veskerd naslednd opakovand podani a
prodlouzeni budou na zdkladé souhlasu
Quintiles a Zadavatele uhrazena po
pfijeti pfislusné dokumentace.

L. CESTOVNi NAKLADY PACIENTU
Zadavatel/Quintiles bude také kazdému
Subjektu studie jako nahradu za
pifiméfené cestovni vydaje, které mu
vzniknou v souvislosti s kontrolnimi
navitévami Zdravotnického zafizeni
v souladu s Protokolem Studie,

poskytovat oukdzky/stravenky
v paudalni hodnotéh za pacienta
a navitévu v Misté provadéni
klinického hodnoceni.
Poukézky/stravenky bude jednotlivym

Subjektim studie pfedavat Zkousejici
podle Zadavatelovych pokyni.

. SLUZBY LEKARNY

Zdravotnické zafizeni timto prohlasuje,
Ze na vlastni odpovédnost zajisti sluzby
lékarny v souladu s Protokolem, tak jak
jsou popsany niZze. Quintiles uhradi
Zdravotnickému zafizeni jednordzovou
uvodni ¢astku ve vysi 3000 K& bez DPH
po podepséni Smlouvy a doruceni fakury
a déle ro¢ni lékédrensky poplatek ve vysi
5 000 K& bez DPH za kazdy rok.
Quintiles poskytne déile Zdravotnickému
zafizeni jednorizovy poplatek za likvidaci
1é8iva ve vysi 1.500,- K& bez DPH. Uhrada
jednordzového lékdrenského poplatku a
nidslednych ro¢nich poplatkli bude
provedena v ndvaznosti na dokonCeni
veskeré origindlni smluvni a regulatorni
dokumentace a jeji doruéeni Quintiles a
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and receipt of an original invoice. Said
Invoices should be directed as instructed in
this Attachment an original detailed
Invoice must be issued and verified by

Quintiles.

The first invoice is due within 60 days after
initiation of the Study in the Institution,
which means signing of first Informed
consent in Institution. The invoice for the
last year is due upon completion of the
Study, i.e. when all inquiries regarding the
data have been clarified and the database is
ready to close. The fee per year is
applicable even if the service is not
provided for full 12 months in the
particular year. Without limiting the
foregoing, payments for the Pharmacy
services shall be made in accordance with
the provisions set forth in Attachment A.

These amounts include payments for:

e [nvestigational Product delivery

acceptance and confirmation

e Storage of Investigational Product,
recording, preparing for destruction

and/or destruction where appropriate
(then according to Sponsor/Quintiles

instructions),

e Supply of Investigational Product to
the Site,

e Regular monitoring

Investigational Product at the Site by

selected clinical pharmacist

e All other duties performed by the
Pharmacy in accordance with the
Study Protocol and supporting
documentation throughout the course

of the trial.

pfijeti origindlni faktury. Uvedené
faktury musi byt vystaveny dle této
pfilohy, pfi¢emz prvopisy faktur museji
byt vystaveny na Quintiles a potvrzeny
Quintiles. Prvni pfedmétna faktura bude
splatna do 60 dnii po zahdjeni klinického
hodnoceni ve Zdravotnickém zafizeni,
kterym se rozumi podepsani prvniho
formulafe informovaného souhlasu ve
Zdravotnickém zafizeni. Faktura tykajici
se zavéretného roku bude splatnd po
dokonéeni Studie, tzn. po zodpovézeni
viech pfipadnych dotazii k udajiim a po
piipravé databize na uzavieni. Rocni
poplatek bude uhrazen rovnéz v pfipade,
Zze sluzby v daném roce nebudou
poskytovény po dobu celych 12 mésicil.
Aniz by tim bylo omezeno pfedchozi
ustanoveni, budou platby za sluZzby
lékarny provadény podle ustanoveni
piilohy A.

Dohodnuté ¢astky zahrnuji platby za:

e dodani, pfevzeti  a potvrzeni
dodavek Hodnoceného pfipravku,

e skladovani hodnoceného
pripravku, vedeni evidence,
piipravu na  likvidaci nebo
piipadnou likvidaci (v takovém
piipadé podle pokynll Zadavatele /
spoleCnosti Quintiles),

e dodavani Hodnoceného pfipravku
Mistu  provadéni  klinického
hodnoceni,

e pravidelné kontroly Hodnoceného
pfipravku v Mist¢  provadéni
klinického hodnoceni vybranym
klinickym lékdrnikem a

e veskeré dalsi dkony provadéné
lékdrnou v souladu s Protokolem
adaldi dokumentaci v pribéhu
Studie.
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StTUuDY START-UP FEE

A onetime, non-refundable Study
Start-Up payment of -CZK
without VAT, which includes
institutional overhead, will be made
upon completion and receipt by
Quintiles of all original contractual and
regulatory documentation and receipt
of an original invoice. Said Invoices
should be directed as instructed in this
Attachment. This fee shall become due
immediately after concluding of this
Agreement and receipt of an invoice.

RECORD STORAGE FEE/ARCHIVING
FEE

The Sponsor shall make to the
Institution a one-time payment in
amount of CZK [ VAT
excluded, as a reimbursement of
incurred archiving expenses. This
payment shall be made along with the
last payment regarding this Study upon
receipt of an invoice. In accordance
with Sponsor’s Protocol requirements,
Institution shall maintain all Study
records for period of 15 years in a safe
and secure location to allow easy and
timely retrieval, when needed. Said
Invoices should be directed as
instructed in this Attachment.

Amendment fee

If an amendment to this Agreement
shall be concluded by the Parties, the
Sponsor/Quintiles binds themselves to
pay a fee in the amount of CZK
without VAT, for negotiation of the
amendment to the Agreement, which

ADMINISTRATIVNI POPLATEK ZA
AKTIVACI (START-UP)
Po vyhotoveni vSech smluvnich
dokumentii a dokumentii pro
kontrolni Wfady apfeddni jejich
origindllii v¢etné originalu faktury
spoleénosti Quintiles bude uhrazen
jednordzovy nevratny poplatek za
aktivaci (start-up fee) ve vySi
bez DPH ktery zahrmuje
rezijni  ndklady  Zdravomického
zarizeni. Faktura bude piedloZena
podle pokyni uvedenych v této
piiloze. Tento poplatek je splatny
bezprostfedné po uzavieni smlouvy a
dorudeni faktury.

POPLATEK ZA UCHOVAVANiI /[
ARCHIVACI ZAZNAMU

Zadavatel se zavazuje uhradit
Zdravotnickému zatizeni
jednorazovou &astku ve vy3i [
K¢ bez DPH, a to k pokryti ndkladii
spojenych s archivaci. Tato ¢astka je
fakturovana spoletné s posledni
platbou ve studii po doruéeni faktury.
V souladu s poZzadavky Zadavatelova
Protokolu  bude  Zdravotnicke
zafizeni uchovavat veSkeré zaznamy
o Studii podo dobu 15 let na
bezpetném a zabezpefeném misté,
kde k nim bude v pfipadé nutnosti
snadny pFistup bez zbytecné Casové
prodlevy. Faktura budou
predkladana podle pokyni
uvedenych v této priloze.

» Poplatek za uzavieni dodatku

Bude-li Stranami uzavien dodatek ke
Smiouvé, zavazuje se
Zadavatel/Quintiles uhradit poplatek
za sjednani dodatku ke smlouvé ve
vwi Bl K& bez DPH,
ktery zahmuje naklady
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includes the Institution’s costs
connected with the administration and
negotiation of the amendment from
legal and economy perspective. This
fee shall become due at the moment of
signing of the amendment by all Parties
and receipt by Quintiles of an original
Invoice. Said Invoice should be
directed as instructed in this
Attachment and original detailed
Invoice must be issued and verified by

Zdravotnického zafizeni spojené s
administrativou a  projedndnim
dodatku z pravniho a ekonomického
hlediska. Tento poplatek je splatny

v okamZiku podepsani dodatku
viemi Stranami a dourfenim
originidlu faktury Quintiles.

Pfedmétna faktura bude adresovana
tak, jak urCuje tato Pfiloha, a bude
vystavena v origindle a s podrobnymi
adaji a potvrzena ze strany Quintiles.

Quintiles.

In the event of late payment the Insitituion Pfi nedodrzeni stanovené lhliity

may charge interest for the late payment to splatnosti je zdravotnické zafizeni

the sponsor in the statutory rate. opravnéno uctovat zadavateli rok z
prodleni v zdkonné vysi.

JAKEKOLI JINE Pl‘,A'Tl«‘,B\'i
POZADAVKY NEBUDOU UZNANY

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

These amounts include all applicable taxes.  Tyto platby zahrnuji veSkeré pfisluSné dané.

All payments for this Study in accordance V3Sechny platby za tuto Studii v souladu s
with the attached budget will be paid by pfilozenym platebnim rozvrhem budou
hrazeny ze strany Quintiles elektronickym
bankovnim prevodem.

Quintiles by wire transfer.
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ATTACHMENT E
Agreement Regarding Attendance at Study
Meetings

1. Definitions

“Study Meetings™” means meetings regarding
the Study, including, but not limited to,
investigator, study coordinator and/or results
meetings. Study Meetings are standard
practice in conducting clinical studies and may
occur before, during and after the Study. The
purpose of meetings before and during the
Study is to ensure that the Study is properly
planned and conducted in a harmonised way 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 in
the conduct of the Study including any sub/co-
investigators.

2. Attendance at Study Meetings

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

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

PRILOHA E
Dohoda o G&asti na schiizkédch ke Studii

1. Definice

wSchiizkami ke Studii“ se rozuméji schiizky,
které se budou tykat Studie, napiiklad schiizky
se  ZkouSejicimi nebo  koordindtorem
Klinického  hodnoceni nebo  schiizky
k projednani vysledkil. Schiizky ke Studii jsou
béZznou soucasti provadéni Studie a mohou se
konat pfed Studii, v jejim priibéhu nebo po
jejim skonéeni. Ugelem schiizek pred Studii a
v jejim priibéhu je zajistit, aby byla Studie
fadné naplanovana aaby byla provadéna
koordinované v souladu se zdsadami spravné
klinické praxe. Schiizky po Studii se obvykle
tykaji sdileni vysledki 1é¢by a samotné Studie.

»Studijnim persondlem™ se rozuméji vSichni
zaméstnanci, studenti, zastupci a dal§i osoby
podilejici se na provadéni Studie, vletné
pfipadnych zastupcii ZkouSejicich
a spoluzkousejicich.

2. Uast na schiizkéch ke Studii

Zkoudejici a Studijni personal mohou byt
vyzvani, aby se zicastnili schlizek ke Studii.

ZcCastni-li se Zkousejici a Studijni personal
schiizky ke Studii, dohodly se smluvni strany,
Ze jim za Gcast na schiizce ke Studii nebude
vyplacena zadna odména navic.

Budou-li Zkousejici nebo Studijni personal
povéfeni Zadavatelem nebo Quintiles, aby na
schlizkach poskytovali n¢jaké sluzby, budou
podminky poskytovani takovych sluZeb
upraveny v samostatné smlouvé,
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Quintiles and Sponsor intend to conduct Study
Meetings in compliance with the applicable
laws,

regulations and codices of the Czech
RepublicConsistent ~ with  Pharmaceutical
Industry codices and AstraZeneca's Global
Policy External Interaction available at
www.astrazeneca.com,  Sponsor  and/or
Quintiles may offer modest hotel
accommodation, meals and transportation to
and from the Study Meeting (collectively,
“Accommodation”) to Investigator and Study
Site Staff attending Study Meetings, at
Sponsor’s own expense. The value of such
Accommodation may be disclosed pursuant to
applicable laws and regulations.

Investigator on behalf of himself/herself 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 Investigator
on behalf of himself/herself and Study Site
Staff represent and warrant that their
attendance is authorised by their employer and
will not cause them to be in non-compliance
with or in breach of any policy, procedure or
contract.

Quintiles a Zadavatel budou schiizky ke Studii

pofadat v souladu splatnymi pravnimi a
dal§imi  pfedpisy akodexy v Ceské
republice.V souladu s kodexy

farmaceutického primyslu a globélni smémicf
skupiny AstraZeneca o chovani ve vztahu ke
tfetim osobam, kterd je dostupnd na
internetové strince www.astrazeneca.com,
mohou Zadavatel nebo Quintiles zajistit
ZkouSejicimu a Studijnimu persondlu, ktefi se
zadastni schiizky ke Studii, pfiméfené
ubytovéni v hotelu, oberstveni a dopravu na
misto kondni schiizky a zpét (déle jen souhrnné
,,Ubytovéani®), a to na ndklady Zadavatele. V
souladu splatnymi priavnimi  a dalSimi
pedpisy bude moZné nutné hodnotu ubytovéni
zverfejnit.

Zkousejici za sebe a za Studijni persondl bere
na védomi apotvrzuje, Ze jejich Gast na
schiizkdch ke Studii pfimo souvisi s jejich
Glasti ve Studii anejednd se o pobidku
k budoucimu predepisovani, nakupu,
pouZivéni, pfednostni thradé nebo vydeji
jakychkoli Zadavatelovych pfipravkid nebo
jako odména za jejich pfedepisovani, ndkup,
pouZivéni, pfednostni thradu nebo vydej
v minulosti.

Zkoudejici za sebe aza Studijni persondl
prohladuje a zaruuje se, Ze jejich Ucast na
schiizkdich ke Studii schvdlil jejich
zaméstnavatel aZe tim nebudou jednat
v rozporu s platnymi smérnicemi, postupy
nebo smlouvami.
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ATTACHMENT F
LETTER OF INDEMNIFICATION

PRILOHAF
SLIB ODSKODNENI

To: Fakultni nemocnice u sv. Anny v Brné, Pro: Fakultni nemocnice u sv. Anny v Brad,
Pekaiska 664/53, 656 91 Brno, Czech Pekaiska 664/53., 656 91 Brno, Ceska
Republic (*Institution™) republika (dile jen ,,Zdravotnické zarizeni*)

Od: AstraZeneca AB, SE-151 85 Sodertiilje,
From: AstraZeneca AB, SE-151 85 Svédsko (dile jen ,Zadavatel* nebo
Sidertilje, Sweden  (“Sponsor™  or ,AstraZeneca")

.-~

AstraZeneca™)

|. The Institution is participating in the above- 1. Zdravotnické zafizeni se ucastni vySe
referenced Study to be conducted by uvedené Studie, kterou bude provadét
(“the (dale jen
Investigator™) in accordance with the wZkoudejici) na zakladé smlouvy se
Protocol, as amended from time to time with Zadavatelem v souladu s Protokolem
the agreement of the Sponsor and the v platném znéni. Zadavatel potvrzuje. ze
Investigator. The Sponsor confirms that, podle Smlouvy o klinickém hodnoceni,
pursuant to the clinical Study agreement Kterou uzaviel se Zdravotnickym zafizenim,
entered into by the Institution, Investigator Zkousejicim a Quintiles ohledné této Studie
and Quintiles with respect to this Study (the (dale jen ,.Smlouva™), je Zkousejici povinen
“Agreement”), the Investigator shall obtain ziskat vSechna nezbytna schvaleni od
all necessary approvals of the applicable prislusné  Etické  komise  a veSkeré
Ethics Committee and/or Institutional zalezitosti tykajici se odmény feSit primo se
Review Board and shall resolve with the Zdravotnickym zafizenim.
[nstitution any issues of a revenue nature
2. The Institution has agreed to participate by 2. Zdravotnické zafizeni souhlasilo s Gicasti ve
allowing the Study to be undertaken on its Studii tim. ze umozni, aby byla providéna
premises utilizing such facilities, personnel v jeho prostorach s vyuzitim jeho zafizeni,
and equipment as the Investigator may zaméstnancli  a vybaveni, které bude
reasonably need for the purpose of the Zkousejici v pfiméfené mife potrebovat pro
Study. ucely Studie.
3. In consideration of such participation by the 3. Za to, Ze se Zdravotnické zarizeni zacastni
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Institution, Sponsor agrees to indemnify
Institution and Investigator and hold them
harmless in respect of and against all claims
and proceedings made or brought by or on
behalf of Study Subjects against Institution
or Investigator for personal injury to Study
Subjects, to the extent arising out of or
relating to (i) the administration of
Investigational Product in accordance with
the Agreement, the Protocol and any other
written instructions of Sponsor, or (ii) the
performance of any test or procedure that is
required by the Protocol to which the Study
Subjects would not have been exposed but
for their participation in the Study, provided
that, in each case:

3.1 Institution and Investigator have followed
the instructions of Sponsor and complied
with the Protocol (and any amendments
thereto) and applicable laws and
regulations; and

3.2 Institution and Investigator have used
reasonable medical judgment in the
conduct of the Study (including the
enrolment of Study Subjects for which
participation in the Study is medically
appropriate).

4. Sponsor’s obligation to indemnify under
Section 3 will not apply to the extent that
such claims or proceedings:

4.1 arise out of or relate to the negligence,
wilful misconduct or wrongful act or
omission of Institution, Investigator or
any Study Staft;

Studie, se Zadavatel zavazuje, Ze nahradi
Zdravotnickému zafizeni a Zkousejicimu
pripadné 3kody abude je chranit pred
pripadnymi naroky uplatiovanymi
Subjekty studie nebo jejich jménem vuci
Zdravotnickému zarizeni nebo
Zkousejicimu v souvislosti s osobni Gjmou,
jestlize jim takova osobni ajma vznikne
v disledku podavani nebo v souvislosti
s podavanim Hodnoceného pfipravku podle
Smlouvy, Protokolu a dalsich
Zadavatelovych pisemnych pokyni nebo
v disledku provadéni nebo v souvislosti
s provadénim  testi  nebo  vySetfeni
vyzadovanych Protokolem, jez by Subjekty
studie nepodstoupily, kdyby se Studie
netéastnily, avsak pod podminkou, Ze
v kazdém jednotlivém piipadé:

3.1 Zdravotnické zarizeni a ZkouSejici
dodrzi Zadavatelovy pokyny a budou
jednat v souladu s protokolem (véetné
piipadnych dodatki) a platnymi pravnimi
a dalimi predpisy a

3.2 Zdravotnické zarizeni a Zkousejici se
budou pfi provadéni Studie fidit
pfimérenym lékarskym dsudkem (to plati
i pro nabor Subjektu studie, pro néz bude
acast ve Studii z lékafského hlediska
vhodna).

4, Zadavateliv zavazek k odSkodnéni podle

¢lanku 3 se nevztahuje na naroky a fizeni:

4.1 v dusledku nedbalého jednani, amysiného

poruSeni  povinnosti,  protipravniho
jednani nebo opomenuti ze strany
Zdravotnického zafizeni, Zkousejiciho
nebo nékoho ze Studijniho personalu nebo
v souvislosti s nim,

-

2 15 o estios 'S
4.2 arise out of or relate to Investigator’s or 45 o qusledku toho nebo v
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Institution’s failure to report promptly to ze Zkousejici nebo Zdravotnické zafizeni

Sponsor any significant or alarming neoznami Zadavateli neprodlené néjakou
development that has occurred during the vyznamnou nebo znepokojujici
Study. including any Study Subject skute¢nost, kniz dojde béhem Studie,
adverse event or serious adverse event (as napriklad neZzaddouci pfihodu  nebo
both such terms are defined in the zavaznou nezadouci pfihodu u Subjektu
Protocol): or studiec (definice obou termind viz

Protokol). nebo

43 arise as a result of Institution’s or 4.3 v dusledku toho, Ze se Zdravotnické

Investigator’s compromise or settlement zafizeni nebo Zkousejici dohodnou na

of any such claim without the written narovnani nebo vypofadani takovych

consent of Sponsor. naroki.  bez  pisemného  souhlasu
Zadavatele.

S. Institution  accepts  responsibility to 5. Zdravotnické zafizeni na sebe bere
compensate Sponsor for any and all losses odpovédnost, ze Zadavateli nahradi veskeré
caused by: ztraty, které mu vzniknou:

5.1 the negligence or willful misconduct of 3.1 nedbalym jedninim nebo damysinym
Institution, Investigator or Study Staff in poruSenim  povinnosti  na  strané
performing their obligations under the Zdravotnického zarizeni, Zkousejiciho
Agreement; or nebo Studijniho personalu pii plnéni

povinnosti z této Smlouvy nebo

5.2 the failure of Institution, Investigator or 5.2 nedodrzovanim ustanoveni této Smlouvy.
Study Staff. to comply with the provisions Protokolu, pisemnych  pokyni  od
of the Agreement, the Protocol, any Zadavatele ke Studii nebo platnych
written  instructions  of  Sponsor pravnich adalSich predpisu ze strany
concerning the Study or any applicable Zdravotnického zarizeni, Zkousejiciho
laws and regulations. nebo Studijniho personilu.

6. Sponsor maintains liability insurance in 6. Zadavatel ma  uzaviené  pojiSténi

respect of its obligations to third parties and odpovédnosti vztahujici se na zavazky vici
maintains sufficient limits to cover the tretim osobam s dostate¢nymi pojistnymi
indemnification obligations in this letter limity k pokryti zivazki ndhrady Skody
agreement. stanovenych v tomto slibu odskodnéni.

7. The |Institution declares that it has 7. Zdravotnické zafizeni prohlasuje, ze ma dle

concluded in conformance with Article 45 § 45 odst. 2 pis. n) zakona ¢, 372/2011 Sb.,
par. 2. section n) of Act No. 372/2011 Coll., o zdravotnich sluzbach uzavienu pojistnou
on Medical Services, the insurance contract smlouvu na pojisténi odpovédnosti za
covering the liability for loss caused in Skodu zplsobenou pii  poskytovéni
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9.

connection with providing of medical
services. Such insurance contract has been
concluded in the extent required by law and
does not cover the liability for loss caused
in connection with the conduct of clinical
trial In accordance with § 45 par. 2 letter n)
of the Act No. 372/201 1 Coll., the insurance
must be concluded through the whole time
in which the Institution provides medical
services..

. This indemnity shall be governed by and

construed in accordance with the Czech
Laws.

I'he Institution’s participation in the Study
constitutes the Institution’s acceptance of
the terms and provisions of this indemnity.

10. Any notice, request or  other

communication permitted or required under
this agreement shall be in writing, shall refer
specifically to this agreement and shall be
deemed given only if hand delivered or sent
by an internationally recognized overnight
delivery service, costs prepaid, or by
facsimile (with transmission confirmed),
addressed to the parties at:

If to Sponsor, to: AstraZeneca AB

Address: SE-151 85 Sidertiilje,
Sweden

Facsimile

Aucnlinn:_

zdravotni péce. Tato pojistna smilouva je
uzaviena v zakonem pozadovaném rozsahu
a neobsahuje pojisténi odpovédnosti za
skodu zptisobenou pfi provadeni klinického
hodnoceni. Dle § 45 odst. 2 pis.n) zakona
¢.372/201 1 Sb. musi byt pojisténi uzavieno
po celou dobu, po kterou zdravotnické
zafizeni poskytuje zdravotni péci.

8. Nahrada Skody se Fidi platnymi pravnimi
predpisy Ceské republiky aje vykladana
v souladu s nimi.

9. Ugast Zdravotnického zafizeni ve Studii
predstavuje  souhlas  Zdravotnického
zatizeni s podminkami  tohoto  slibu
odskodnéni.

10. Veskera pisemna oznameni, zadosti a dalSi
komunikace povolena nebo vyZadovana
vtéto smlouvé museji mit  pisemnou
podobu, museji se odkazovat konkrétné na
tuto smlouvu abudou povazovany za
doruéené, budou-li doru¢eny osobné nebo
odeslany mezinarodné uznavanou expresni
kuryrni  sluzbou s predem uhrazenym
postovoym nebo faxem (s potvrzenim
pfenosu) na adresu smluvni strany:

If to Institution, to: Fakultni nemocnice u sv.
Anny v Brné

Address: Pekarska 664/53, 656 91 Brno,
Czech Republic

Facsimile

Attention:  director of Fakulnti nemocnice
usv. Anny v Brné
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V pripadé sdéleni pro Zadavatele:
AstraZencca AB

Adresa: SE-151 85 Sodertiilje,

Svédsko

Fax:

K rukan

With a copy to: AstraZeneca R&D MdaIndal
Address: SE-431 83 Mdlndal, Sweden

Facsimile: N/A
Attention: Legal Department

or to such other address as the party to whom
notice is to be given may have provided to the
other parties in accordance with this Section
10. Such notice, shall be deemed to have been
given as of the date delivered by hand or
transmitted by facsimile (with transmission
confirmed), or on the second business day (at
the place of delivery) after deposit with an
internationally recognized overnight delivery
service, whichever is the earlier. Any notice
delivered by facsimile shall be confirmed by a
hard copy delivered as soon as practicable
thereafter.

In case of any discrepancy between the Czech
and the English versions of this Attachment F,
the Czech version shall prevail.

SIGNER on behalf of the Spongsor

Dated
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V pripadé sdéleni pro Zdravotnicke zafizeni:
Fakultni nemocnice u sv. Anny v Brné

Adresa: Pekafska 664/53, 656 91
Ceska republika

Brno,

FFay

K rukam: reditele Fakultni nemocnice u sv.
Anny v Brné

S kopii pro: AstraZeneca R&D Mdoindal

Adresa: SE-431 83 MdiIndal, Svédsko

Fax:---
K rukam: pravni oddéleni

nebo na jinou adresu, kterou smluvni strana.
pro niz bude sdéleni uréeno, sdéli ostatnim
smluvnim strandm podle ustanoveni ¢lanku 10

této smlouvy. Pisemna sdéleni budou
povazovana za dorucena dnem, kdy budou
doru¢ena osobné nebo zaslana faxem
(s potvrzenim  pfenosu), pfipadné  druhy

pracovni den (v misté¢ doruceni) po predani
k pfepravé mezinarodné uznivané expresni
kurymi sluzbé, podle toho, ktery 2z téchto
okamzikii nastane drive. Pisemna sdéleni
zasilana faxem museji byt jeSt€ potvrzena
zaslanim vytistén¢ho dokumentu, jak nejdrive
to bude mozné.

V piipadé jakychkoli rozporit mezi ceskou a
anglickou verzi této Prilohy F ma pfednost
¢eska verze.

Za Zadavatele

06 May 2014
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