CLINICAL TRIAL AGREEMENT SMLOUVA 0 KLINICKEM HODNOCENI

The Clinical Trial Agreement (“Agreement”)is Tato smlouva o  klinickém  hodnoceni
made by and between: (“Smlouva™) je uzavirana mezi nasledujicimi
stranami:

¢ Thomayerova nemocnice, having a place e Thomayerova mnemocnice, se sidlem
of business at Videiiska 800, 140 59, Praha  Videtiska 800, 140 59, Praha 4, Ceskd
4, Czech Republic, Identification number:  republika, Identifikaéni <&islo: 00064190,
00064190, Tax identification number: Dafové identifika¢ni ¢islo: CZ00064190, statni
CZ00064190, state contributory  pfispévkova organizace zfizena Ministerstvem
organization established by the Ministry of  zdravotnictvi CR, tiplné zn&ni z¥izovaci listiny
Health of the Czech Republic, full text of ¢.j. MZDR  17268-1V/2012, zapsana v
foundation deed No. MZDR17268-1V/2012,  obchodnim rejstitku u Mé&stského soudu v
registered in Companies Registry by  Praze, oddil Pr, vl. 1043, zastouiené -
Municipal Court in Pragure, Section PR,

inlet 1043, represented by (“Zdravotnické za¥izeni”), a

(the

“Institution”), and

N 0900 T s _adresou
address _at [N

I (i< “Investigator™), and (“Zkousejici”), a

e  Quintiles Czech Republic, s.r.o., havinga e  Quintiles Czech Republic, s.r.o0., se sidlem

place of business at Praha 5, Jinonice,
Radlicka 714/113a, zip code 158 00, Czech
Republic, Identification number: 247 68 651,
Tax identification number: CZ247 68 651
(“Quintiles™), and

AstraZeneca AB, having a place of
business at SE-151 85 Sodertilje, Sweden,
Identification number: 556011-7482, Tax
identification number: SE556011748201,
(“Sponsor” or “Astra Zeneca”)

Each a “Party” and together the “Parties”.

Praha 5, Jinonice, Radlicka 714/113a, PSC 158
00, Ceskd republika, IC: 247 68 651, DIC:
CZ24768651, (,,Quintiles”), a

e AstraZeneca AB, se sidlem SE-151 85
Sodertilje, Svédsko, Identifikaéni &islo:
556011-7482, Daiiové identifikadni ¢islo:
SE556011748201, (“Zadavatel” nebo ,,Astra
Zeneca“)

KaZda samostatné jako *“Strana” a spoleéné jako
“Strany”.
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Protocol Cislo
Number: D5881C00004 Protokolu: D5881C00004
A Long-Term Outcomes Klinickd studie  hodnotici
Study to Assess STatin dlouhodobeé parametry
Residual Risk Reduction uéinnosti snizeni rezidudlniho
Protocol Title: with EpaNova in HiGh | Nazev rizika pfi statinové terapii
" | Cardiovascular Risk | Protokolu: ptipravkem Epanova u pacientli
PatienT's with s hypertriglyceridémii s
Hypertriglyceridemia vysokym  kardiovaskularnim
(STRENGTH) rizikem (STRENGTH)
Protocol Date: | September 2014 Datumy = 74K 2014
Protokolu:
Sponsor: AstraZeneca AB Zadavatel: AstraZeneca AB
Stat ve kterém
ma sidlo Misto
Country where . ol
Sie s . poviddal ||, |
p Czech Republic klinického Ceska republika
Conducting i
Study hodnoceni,
které provadi
Studii
Thomayerova  nemocnice Thomayerova nemocnice
Location Klinicko-farmakologicka Misto, kde | Klinicko-farmakologicka
where the jednotka bude jednotka
study will be Videiiska 800 provadéna Videriska 800
conducted: 140 59 Praha 4 - Kr¢ Studie: 140 59 Praha 4 — Kr¢
Czech Republic Ceskd republika
100 kalendafnich dnii po
100 Calendar Days after Site Imclz}crvn g . g .Ml,Sta
o .. . provadéni klinického
Initiation Visit (being the P
Key date by which Site must hodnocenti (a to jakoZto den, ke
Enrollment y : Kligové datum | kterému je Misto provadéni
- enrol at least one (1) subject f N T p .
Date: . zafazeni: klinického hodnoceni povinno
as more specifically set out N O ROl
. . < zafadit minimaln¢ jeden (1)
in section 1.7 Key e L
I subjekt, jak je  dale podrobnéji
Enrollment Date” below) . .
rozvedeno nize v odstavei 1.7
“Kli¢ové datum zafazeni™)
Ethics Committee of the Etickd komise IKEM a TN,
ICEM and Thomayer Thomayerova Nemocnice,
ECMT = LEC Hospital, Vldenvska 800, 140 MEK = LEK / Vuieﬁska 800, 140 59 Praha 4 -
/RA 59 Praha 4 - Kr¢ / SUKL Kré /
State Institute for Drug Statni ustav pro kontrolu 1&€iv,
Control, Srobirova 48,100 Srobarova 48,
41 Prague 10 100 41 Praha 10
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The following additional definitions shall
apply to this Agreement:

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

Ve Smlouve jsou pouzity nasledujici smluvn{
definice:

Protokol: klinicky protokol, na ktery je
odkazéano 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 CRE:
formuldf pro zdznamy o subjektech hodnoceni
(v listinné &i elektronické podob&) 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 tcely ziskani a shroméazdéni
informaci o sloZce/zdravotnickém prosttedku
popsaném v Protokolu.

Subjekt studie: jednotlivec, ktery se uiGastni
Studie, bud’ jakoZto piijemce Hodnocené¢ho
Ié¢iva (ve smyslu niZe uvedené definice) nebo
jako kontrolni subjekt.

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

Hodnocené  1é¢ivo:  slozka/zdravotnicky
prostiedek definovany v Protokolu, ktery je
pfedmétem hodnoceni ve Studii.

Spravna  klinickd praxe nebo GCPs:
Mezinarodni konference pro harmonizaci

technickych poZadavkii a podminek pro
registraci 1é¢iv pro humdénni pouziti (ICH)
Harmonizovana tripartitni smérnice pro
Spravnou klinickou praxi, ve znéni, jeZ je v
prub&hu &asu novelizovano a zasady
vymezené Helsinskou deklaraci, revidované v

AZ EMPT - Clinical Trial Agreement — INST & INV Czech Republic —06 May 2014
Updated for AstraZeneca AB, D5881C00004 on 310¢t2014

RSA83314; Thomayerova nemocnice, site No 57104

Version 4.0, 06 May 2015



to time.
Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects’
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 repotts) 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

prubehu Casu,
Zadavatel: zadavatel Studie.

Zdravotni zdznamy: priméarni zdravotni
ZaZnamy Subjektd studie vedené

Zdravotnickym zafizenim ve vztahu k
Subjektu  studie, zejména zaznamy o
poskytnuté pé&i, zdznamy o RTG vySetienich,
protokoly o provedenych biopsiich, snimky z
ultrazvukovych vySetfeni a dalsi snimky
diagnostické povahy.

Studijni data a idaje: Rozumi se jimi v§echny
zaznamy, Géty, poznamky, zpravy, data
a komunikace s multicentrickou etickou
komisi, etickymi komisemi a kontrolnimi
ufady (podéni ke schvaleni azpravy
o prib&hu Studie) shromaZd’ované, vytvarené
nebo pouzivané v souvislosti se Studii
v pisemné, elektronické, optické ¢&i jiné
podob&, napfiklad vSechna zaznamenana
piivodni pozorovani a zdznamy o klinickych
ukonech, napf. formuléfe zaznamil subjekti
hodnoceni a viechny dali zpravy a zdznamy
nezbytné  k vyhodnoceni  a rekonstrukci
klinického hodnoceni. Vlastnikem veskeré
dokumentace ke Studii vytvarené
Zdravotnickym zafizenim, Zkousejicim nebo
jejich pracovniky p¥i provadéni Studie bude
Zadavatel.

Osobni tudaje: veskeré informace a tudaje,
které je moZné ptimo &i nepfimo vztéhnout
k Zijici fyzické osobg.

Zastupce vefejné moci: jakykoli ufednik ¢&i
jakykokoli zaméstnanec vladniho ufadu &i
jakéhokoli ministerstva, rezortu, dfadu d&i
agentury, nebo zastupce statniho/spravniho
ufadu; jakdkoli osoba jednajici v ufedni
funkci jménem statniho/spravniho ufadu ¢&i
jakéhokoli ministerstva, Ustavu, Gfadu i
agentury nebo zastupce vladniho dfadu;
jakykoli ufednik &i zaméstnanec spoleénosti
¢i podnikatelského subjektu vlastnéného
statem, v diléim &i plném rozsahu; jakykoli
ufednik &I zaméstnanec  mezinarodni
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officer or employee of a political party or
any person acting in an official capacity on
behalf of a political party; and/or any
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

organizace vefejného charakteru jako napt.
Svétova banka ¢€i Organizace spojenych
narodl; jakykoli Wfednik ¢&i jakykoli
zaméstnanec politické strany ¢i jakdkoli osoba
jednajici v radmci ji svéfené pravomoci
jménem politické strany; a/nebo jakykoli
kandidat na politickou funkci; jakykoli l€kaF,
farmaceut ¢i jiny profesional ve zdravotnictvi,
pracujici pro &i v jakékoli nemocnici, lékarné
¢i jakémkoli jiném zaiizeni zdravotnického
typu ve vlastnictvi & provozovaném
statnim/spravnim tdfadem, ministerstvem ¢&i
ustavem.

Hodnotné véci: budou vykladany v Sir$im
smyslu a mohou tak zejména zahrnovat
pen&Zni &astky, platby &i ekvivalenty plateb,
jako napfiklad darkové certifikaty &i poukazy;
dary &i bezplatné poskytované vyrobky;
pohosténi, zdbavu, ¢i pohostinnost; cesty ¢i
propliceni ndkladii; poskytovani sluZeb;
koupé majetku ¢i sluzeb za nadhodnocené
Castky; prevzeti &i prominuti splatnych
zavazkili; vyhody nehmotného charakteru,
jako  napfiklad zvySené socidlni i
podnikatelské postaveni (napf. poskytovani
dari ¢i podpory na dobro&inné ucely, jez jsou
podporovany  statnimi/spravnimi  Gfady);
a/nebo vyhod viidi tietim osobam vztahujici
se k zastupcim vefejné moci (napf. blizci
Elenové rodiny).

Dudln{ funkce: zpusobilost piisobit v pozici
Zastupce vefejné moci a zaroveii byt smluvni
stranou této Smlouvy.

Biologické materialy: veskeré biologické
materialy, napiiklad krev, télni tkan, plazma
nebo jiné materidly obsahujici lidské bufiky.

Vedlejsi vyzkum: vyzkum, ktery je nad ramec
vyzkumu popsaného v Protokolu nebo se od
n&j li§i, naptiklad geneticky vyzkum.

Dusevni vlastnictvi Zadavatele: Studijni data

a udaje (s vyjimkou zdravotni dokumentace)
a veskeré duSevni vlastnictvi souvisejici s

Intellectual Property in and to any
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Inventions.

Background Intellectual Property: any
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 ideas, formula, trade secrets,
inventions, discoveries, know-how, data,
databases, documentation, reports,
materials, writings, designs, computer
software, processes, principles, methods,
techniques and other information, including
patents, 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 uses 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.

vynalezy.

Pivodni duSevni vlastnictvi:  duSevni
vlastnictvi, které jesté pfed datem G¢innosti
této smlouvy n&kterd ze smluvnich stran
pfimo ¢i neptimo vlastnila nebo nad nim méla
pfimo ¢&i nepfimo kontrolu.

Dusevni _vlastnictvi: veSkerd prava k
napadim, lékovym formam, obchodnim
tajemstvim, vynéleziim, objeviim, know-how,
datim, databazim, dokumentaci, zpravam,
materialim, pisemnym zédznamlim,_navrhiim,
potitaCovému softwaru, procestim,
principiim, metoddm a technikdm a dalsi
informace, napf. patenty, ochranné zndmky,
ochranné znamky sluzeb, obchodni nazvy,
zapsané vzory, autorskd prava a dalsi prava
nebo vlastnictvi podobné vyse uvedenym
poloZzkam, a to kdekoli na sv&tg bez ohledu na
to, zda jsou zapsané, &i nikoli, spoleéné s
pravem Zadat o jejich zapsani.

Vynalez  souvisejici s Hodnocenym
ptipravkem: veSkeré vyndlezy tykajici se
hodnoceného ptipravku, napiiklad nové
indikace nebo nové zplisoby jeho pouZiti, s
nimiz pfijdou, vytvofi je nebo jinym
zplisobem udini Zdravotnické zafizeni,
ZkouSejici mnebo pracovnici klinického
hodnoceni sami nebo ve spoluprici s
ostatnimi na zakladé tohoto klinického
hodnoceni nebo v souvislosti s nim. Aby se
pfedeslo pochybnostem, zahrnuji vynalezy
souvisejici se Zadavatelovym hodnocenym
p¥ipravkem také vynalezy, které se tykaji (a)
metabolické a farmakologické aktivity
Hodnoceného pfipravku, jeho vedlejsich
ucinktl, metabolismu, mechanismu plisobeni,
bezpe€nosti a interakce s jinymi 1é8ivy nebo
(b) biomarkert, testll, diagnostickych metod a
diagnostickych produktli, které je moZné
pouzivat k pfedpovidani odpoveédi pacient
nebo jejich rezistence viidi Hodnocenému
pfipravku nebo je moZné je vyuZivat jinym
zptisobem k vybirdni pacienti pro 1é¢bu
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Institution  Intellectual  Property:  all
Intellectual Property other than the Sponsor
Intellectual Property that is conceived,
generated or otherwise made by the
Institution, the Investigator or any Study
Staffunder 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, including in particular, but
without limitation, GCPs, Act
No. 378/2007 Coll., on Pharmaceuticals
and on amendments to some related acts

Hodnocenym pfipravkem.

DuSevni vlastnictvi Zdravotnického zaiizeni:
veskeré dufevni vlastnictvi s vyjimkou
Zadavatelova du$evniho vlastnictvi, s nimZ
pFisli, vytvofili ho & jinym zpisobem ziskali
Zdravotnické zafizeni, ZkousSejici nebo jiny
pracovnik klinického hodnoceni na zakladé
této smlouvy nebo v souvislosti s ni.

UVODNI CAST:

VZHLEDEM K TOMU, Zze Quintiles poskytuje
Zadavateli sluzby smluvni vyzkumné organizace,
a to na zikladé samostatné smlouvy uzaviené
mezi Quintiles a Zadavatelem. SluZzby Quintiles
zahrnuji monitoring Studie a uzavirani smluv s
klinickymi vyzkumnymi centry;

VZHLEDEM K TOMU, Ze¢ Zdravotnické
zatizeni a Zkoudcejici (dale spoledné jen “Misto
provadéni klinického hodnocent) hodlaji provést
Studii a Quintiles po Mistu provadéni klinického
hodnoceni poZaduje provedeni takové Studie.

VZHLEDEM K TOMU, 7c Zdravotnické
zatizeni a Zkousejici souhlasi s tim, aby Quintiles
plnil veskeré zdvazky AstraZeneca jakoZto
Zadavatele, jejichz plnénim bude povéfena,
a uplatiiovala veskera prava AstraZeneca, jejichZ
uplatfiovanim bude povéfena.

NYNi S OHLEDEM NA SHORA UVEDENE,
bylo dohodnuto nasledujici:

1. PROVEDENI STUDIE

1.1 Soulad s Pravnimi piedpisy, nafizenimi a

Spravnou klinickou praxi
Misto provadéni klinického hodnoceni

souhlasi s tim, Ze Misto provadéni klinického
hodnoceni a Studijni personal provede ve
Zdravotnickém zatizen{ Studii v pFisném
souladu s touto Smlouvou, Protokolem (ktery
je k této Smlouvé pfipojen jako Piiloha B),
veSkerymi pFislu§nymi pravnimi predpisy a
nafizenimi, zejména véetné¢ GCP, zak.
& 378/2007 Sb., o Iéfivech a zménich
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(“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.

Sponsor and Quintiles hereby jointly
acknowledge, that with regard to this Study,
which is subject of the Agreement, no other
agreement stipulating any related rights and
obligations, has been concluded by and
between them and Institution, Investigator
and Co-Investigators.

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

nékterych souvisejicich zdkonti (“Zakon o
lé¢ivech”) a Vyhlasky &. 226/2008 Sb., o
spravné klinické praxi a bliz§ich podminkéach
klinického hodnoceni 1é¢ivych pfipravki, v
platném znén{, zdk. & 372/2011 Sb., o
Zdravotnich sluZzbach a podminkich jejich
poskytovani  (,,Zédkon o  zdravotnich
sluzbach®) nebo jakychkoli naslednych
pozméijicich ¢&i podstatn€ nahrazujicich
pravnich pfedpisi ve vztahu ke shora
uvedenym pravnim normdm  (spole¢né
“Ptisludné pravni ptedpisy”). Misto provadéni
klinického hodnoceni a Studijni personal
timto berou na v&domi, Ze Quintiles a
Zadavatel, a jejich odpovédné pobocky, se
zavazuji dodrZovat (i) britsky zakon proti
korupci z roku 2010 (“Protikorupéni zakon™);
(ii) zdkon USA z roku 1977 o zahrani€nich
korupénich praktikach z roku 1977 (“FCPA”)
a (iii) jakékoli dal$i pravni pfepisy na Giseku
zakazu korupénich praktik.

Misto provadén{ klinického hodnoceni
potvrzuje, ze bude mit po celou dobu
Klinického hodnoceni veskera opravnéni,
schvaleni a certifikdty, které jsou nezbytné
k bezpetnému, Fiddnému  azdkonnému
provadéni Klinického hodnoceni v souladu se
zasadami spravné klinické praxe, pozadavky
kontrolnich GFadd aplatnymi pravnimi
pfedpisy. Nevi o Zadnych Fizenich, kterd by
mohla takové licence, schvaleni nebo
certifikaty ohrozit.

Zadavatel a Quintiles shodné prohladuji, Ze v
souvislosti se Studii, kter je pfedmétem této
smlouvy, neuzavieli se Zdravotnickym
zatizenim,  hlavnim  zkouSejicim  &i
spoluzkousdejicimi Zadnou dalsi smlouvu
upravujici jejich vzajemna prava a povinnosti.

Ustanoven{ tohoto <¢&lanku 1.1 zistévaji
v platnosti ipo vypov&zeni nebo uplynuti
doby trvani Smlouvy.
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1.2. Informed Consent Form

Site agrees to 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. Current
approved version of the Informed Consent
Form template is hereby enclosed as
Attachment G hereof.

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

1.2 Formuldf pisemného informovaného
souhlasu

Misto provadéni klinického hodnoceni
souhlasi s tim, Z¢ bude pouzivat formulaf
informovaného souhlasu, ve znéni
schvaleném Zadavatelem, a ktery je v souladu
s pfislusnymi pravnimi pfedpisy a poZadavky
Etické komise pro multicentrickd hodnoceni
(“MEK?”) a Mistnich etickych komisi (“LEK),
spole¢ng déale jen Etickych komisi (“EK”),
které jsou zodpovédné za kontrolu Studie.
Misto provadéni klinického hodnoceni
pfedem zajisti pisemny informovany souhlas
kazdého Subjektu studie. Platna a schvalena
verze vzoru  formuldfe  pisemného
informovaného souhlasu pfedstavuje P¥ilohu
G Smlouvy.

1.3. Zdravotni zdznamy a Studijni data a idaje
1.3.1. Shroma’d’ovani, uskladnéni a

Destruction: Site 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

likvidace: Misto provadéni klinického
hodnoceni zajisti promptni, iplné a ptesné
shromazd’ovani, zaznamenavani a
klasifika¢ni roztfidéni Zdravotnich zaznami
a Studijnich dat a adaji.

Misto provadéni klinického hodnoceni bude:
i. po dobu 15 let od dokonéeni nebo
piipadného predfasného ukonceni
Studie vést a skladovat Zdravotni
zaznamy a Studijni data a udaje
bezpeénym zplUsobem s omezenim
fyzického i elektronického ptistupu,
dle podminek konkrétniho piipadu a s
kontrolou prostfedi pfislusnou pro
konkrétni typ dat a Gdaji v souladu s
pfislusnymi  pravnimi  piedpisy,
nafizenimi a technickymi standardy; a

ii.  chranit Zdravotni zaznamy a Studijni
data a udaje proti neopravnénému
zneuZiti, pFistupu, kopirovani i
odhaleni. Bude-li tak poZadovano
Zadavatelem ¢&i Quintiles, Misto
provadéni  klinického  hodnoceni
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system provided by Sponsor or predloZzi Studijni data a udaje za

Quintiles or their designated pouZiti elektronického systému pro
representative and in accordance elektronicky zdznam dat, ktery bude
with Sponsor’s instructions for poskytnuty Zadavatelem nebo
electronic data entry. Site shall Quintiles nebo  jimi  uréenym
prevent unauthorized access to the zéstupcem, a to v souladu s pokyny
Study Data by maintaining Zadavatele pro elektronicky zaznam
physical security of the electronic dat. Misto provadéni Kklinického
system and ensuring that Study hodnoceni zabrani neopravnénému
Staff maintain the confidentiality pfistupu ke Studijnim dattim a Gdajim
of their passwords. Investigator Zajisténim fyzické  bezpe€nosti
agrees to collect all Study Data in elektronického systému a dale zajisti,
Medical Records prior to entering Ze Studijni personal bude zachovavat
it into the CRF. Site shall ensure vdivérném reZimu jim pfidélend
the prompt submission of CRFs; pristupova hesla. Zkousejici souhlasi,
and ze shromazdi veskerd Studijni data a

udaje obsazené¢ ve Zdravotnich
zaznamech pied jejich vlozenim do
CRF. Misto provadéni klinického

hodnoceni zajisti neprodlené
predkladani CRFs; a
ili. take measures to prevent ili. ~ pfijme opatfeni za ucelem zabranéni
accidental or premature nahodného ¢&i pfedéasného zniCeni &i
destruction or damage of these poskozeni t&chto dokumentldl. Ani
documents. Neither Institution nor Zdravotnické zatizeni, ani Zkousejici
Investigator shall destroy or nezni¢i €1 nepovol  likvidaci
permit the destruction of any jakychkoli Zdravotnich zaznamii C€i
Medical Records or Study Data Studijnich dat a udajl bez pfedchoziho
without prior written notification pisemného  oznameni  zaslaného
to the Sponsor. The Institution will Zadavateli. Zdravotnické zafizeni
keep all Medical Records and uchova Zdravotni zdznamy a Studijni
Study Data as well as any data a udaje, jakoz i ve¥kerou
documentation related to Study dokumentaci vztahujici se
subjects for 15 years after k Subjektiim studie po dobu 15 let od
completing the Study ukonceni Studie.

In case of termination of Investigator V piipad® ukoneni pracovnépravniho
employment relationship, the responsibility pomeéru Zkousejiciho, odpovédnost za vedeni
for maintaining Medical Records and Study Zdravotnich zdznamt a Studijnich dat a adajti
Data shall be determined in accordance with bude uréena v souladu s ptislu§nymi pravnimi
applicable regulations but Institution will predpisy, avSak Instituce se v Zadném piipadé
not in any case be relieved of its obligations nezprosti svych povinnosti, jeZ ji plynou z této
under this Agreement for maintaining the Smlouvy ve vztahu k vedeni Zdravotnich

Medical Records and Study Data. zaznamu a Studijnich dat a (dajti.
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1.3.2.  Ownership,. Institution shall retain
and store Medical Records. The Institution
and the Investigator will assign to Sponsor
all oftheir rights, title and interest, including
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.

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
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

1.3.2. Vlastnictvi. Zdravotnické zafizeni si
ponechd a bude wuchovavat Zdravotni
zaznamy. Zdravotnické zafizeni a Zkousejici
pfevedou na Zadavatele veskerd sva prava,
naroky a tituly, v&etné prav dusevniho
viastnictvi k Duivérnym informacim (ve
smyslu niZe uvedeném) a k jakymkoli jinym
Studijnim datiim a Gdajtim.

1.3.3. Piistup, Pouzit{, Monitoring a Kontrola.
Misto provadéni Kklinického hodnoceni
poskytne origindly &i kopie (dle podminek
konkrétniho pfipadu) viech Studijnich dat a
udajii Quintiles a Zadavateli pro moZnost
jejich vyuZiti Zadavatelem. Misto provadéni
klinického hodnoceni umoZni Zadavateli a
Quintiles a jejich zastupclim a zmocnénciim
odpovidajici pfistup do prostor a zafizeni
Mista provadéni klinického hodnoceni a k
Zdravotnim zdznamim, Studijnim datim a
udajim, dal§im zdrojovym dokumentiim a
vSem pozadovanym licencim, certifikatiim a
akreditacim, aby umoznilo Zadavateli a
Quintiles a jejich zastupclim a zmocnénciim
provedeni monitoringu Studie.

Misto provadéni Kklinického hodnoceni
umoZni regulatornim ufadim pfimé&feny
pfistup do prostor a zatizeni Mista provadéni
klinického hodnoceni a ke Zdravotnim
zdznamiim a Studijnfm datim a Gdajim, a
poskytne  opravnéni ke  kopirovani
Zdravotnich zdznami a Studijnich dat a idajd.

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

Misto provadéni klinického hodnoceni
neprodlené vyrozumi Quintiles, a v téZe
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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”.

1.3.5. Regulatory assistance. Site agrees to
assist with regulatory submissions, 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

souvislosti Quintiles poskytne vedkeré kopie,
o jakékoli Zadosti, korespondenci ¢&i
komunikaci pfijaté ¢i zaslané jakémukoli
statnimu/spravnimu  Gfadu ¢&i  regulatorni
autorit¢ vztahujici se ke Studii, zejména
vietné Zadosti &i oznameni o kontrole prostor
a zafizeni Mista provadéni klinického
hodnoceni, a Misto provdd¥ni klinického
hodnoceni umozni Quintiles a Zadavateli, aby
se takovych kontrol zudastnili. Misto
provadén{ klinického hodnoceni vyvine
nezbytné Gsili za uéelem oddéleni, nikoli v8ak
odhaleni &i  zpfistupnéni,  veSkerych
Duvérnych informaci, jejichz odhaleni ¢&i
Zpiistupnéni neni v této  souvislosti
vyZadovéno b&hem takovych kontrol. Bude-li
Misto provadéni klinického hodnoceni
vyzvano néjakym statnim ¢&i kontrolnim
uradem, aby odpovédélo na dotazy, budou mit
Zadavatel a Quintiles pravo odpovédi nejprve
posoudit a schvalit.

1.3.4. Licenéni opravnéni. Zadavatel timto
Zdravotnickému zafizeni poskytuje trvalé,
nevyhradni, nepfevoditelné, jiz hrazené
licendni oprdvnéni, bez pridva udéleni
sublicence, k uZiti Studijnich dat a Gdaju (i) v
souladu se zavazKy stanovenymi v Clanku 3
“Divérny rezim”, pro vniténi Gcely, vyzkum
nckomeréniho charakteru a pro edukativni
ucely, a (ii) pro pfipravu publikaci v souladu
s Clankem 5 “Prava na zvefejn&ni”.

1.3.5 Soucinnost pfi podénich kontrolnim
ufadiim. Misto  provadéni  klinického
hodnoceni se zavazuje, Ze v pfipadé nutnosti
poskytne sou¢innost pfi podénich kontrolnim
ufadlm proti uhradé p¥iméfeného poplatku
Zadavatelem.

1.3.6 Pietrvéavajici platnost. Tento odstavec
1.3 “Zdravotni zaznamy a Studijni data a
udaje” zlstane zdvazny i v pripadé zaniku
platnosti ¢i vyprSeni platnosti této Smlouvy.

1.4. Povinnosti Zkousejiciho
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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 understand 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 prior to
commence the Study. The Investigator is
responsible prior to commencement of the
Study to verify 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.

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 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

Zkousejici je odpov&dny za provedeni Studie
ve Zdravotnickém zafizeni, Konkrétng pak
jde zejména, ale nejen, o povinnost
Zkousejictho zkontrolovat a porozumét
informacim obsazenym v Souboru informaci
pro zkousejictho ¢i pokynech k ptistroji.
Quintiles nebo Zadavatel pfed zahajenim
Studie zajisti, Ze budou opatfena veskerd
poZzadovand  kontrolni  schvéleni od
pfislusnych regulatornich Gfadd a EK.
ZkouSejici se zavazuje, Ze pred zahdjenim
Studie  oveéfi, Ze byly ziskany veskeré
souhlasy a povoleni pfislusnych regulatornich
ufadt a EK a Ze byly zkontrolovany vSechny
CREF tak, aby byla zaji$téna jejich piesnost a
uplnost.

Zkousejici souhlasi, Ze poskytne pisemng
prohldSeni vztahujici se k potencidlnim
zajmim Zkousejictho ekonomické ¢&i jiné
povahy, ¢i odhali jiné zajmy, je-li jich, ato v
souvislosti s provadénim této Studie ¢i ve
vztahu k Hodnocenému 1é¢ivu.

ZkouSejici souhlasi, Ze poskytne pisemné
prohlaSeni, jez bude odhalovat zavazky
Zkousejictho, 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 za$le pfedem promptni ozndmeni
Zadavateli a Quintiles v pfipadé, Ze
Zkousejici ukonéi pracovni pomér ve
Zdravotnickém  zafizeni ¢i  nebude-li
Zkousejici z jakéhokoli jiného divodu
schopen provadét Studii. Ustanoveni nového
ZkouSejictho bude podléhat pFedchozimu
schvaleni Zadavatele a Quintiles.

Zkousejici a/nebo Studijni personal budou
moZnéa vyzvani, aby se zudastnili schiizek ke
Studii podle ptilohy E.

1.5. NeZadouci ptihody
ZkouSejici ozndmi nezadouci piihody a
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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

zavainé nezadouci pfthody v souladu s
poZadavky Protokolu a pfislusnymi pravnimi
pfedpisy a nafizenimi. Zkousejici se zavazuje,
ze bude spolupracovat se Zadavatelem
v souvislosti s jeho fisilim vynaloZeném v
ramci kontrolnfho procesu ve vztahu k
jakékoli nezadouc{ pithodé. Misto provadéni
klinického hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyzadovanymi
jeho LEK.

Zadavatel bez zbyte¢ného odkladu vyrozumi
Misto provadéni klinického hodnoceni, LEK
a Quintiles, ohledné jakéhokoli zjisténi, jeZ je
zplisobilé ovlivnit bezpeCenost Gcastniki Ci
jejich vili a ochotu pokraovat v ucasti ve
Studii, mit vliv na provadéni Studie, ¢i zm&nit
vydané souhlasné stanovisko LEK Mista
provadéni klinického hodnoceni vztahujici se
k pokratovani ve Studii.

1.6. Pouziti a vraceni Hodnoceného lé¢iva a
Materiali. PouZivani Biologickych materialu.

Materials.

Sponsor or a duly authorized agent of
Sponsor, shall supply Institution or
Investigational Product as described in the
Protocol. Site acknowledges that Sponsor
owns the Investigational Product, and any
placebo and comparator drug (ifapplicable).

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, including storage in a
locked, secured area at all times.

Zadavatel, &i jeho fadné& opravnény zastupce,
doda Zdravotnickému zatizeni éi
ZkouSejicimu dostateéné mnoZstvi
Hodnoceného lé¢iva dle podminek popsanych
v Protokolu. Misto provadéni klinického
hodnoceni bere na védomi, Ze¢ vlastnikem
Hodnoceného pfipravku a ptipadného placeba
a srovnavaciho piipravku (bude-li pouZivan)
je Zadavatel.

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené IéCivo a jakykoli
komparaéni produkt poskytnuty v souvislosti
se Studii vyhradn€ pro ficely tadného
dokonfeni Studie a bude uchovavat
Hodnocené 1é¢ivo dle pokynli Zadavatele a v
souladu s pfistu§nymi pravnimi pfedpisy,
nafizenimi a pravidly, vcetn€ povinnosti
skladovat Hodnocené 1€€ivo v uzamceném a
zabezpedeném prostoru, a to po celou
pfedmétnou dobu.
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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 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

V ndavaznosti na dokondeni & ukonceni
Studie, Misto provadéni klinického hodnoceni
vrati & zlikviduje, a to pln¢ dle volby
Zadavatele, Hodnocené 1é¢ivo, komparaini
produkty a materiély, jakoZ i veskeré Divérné
informace (ve smyslu niZe uvedené definice)
plné a vylucné na niklady Zadavatele.

Zdravotnické zafizeni a ZkouSejici se
zavazuji, 7¢ budou jednat v souladu s
ve¥kerymi pravnimi pfedpisy, nafizenimi a
pravidly  upravujicimi  nakladani s
Hodnocenym lééivem & likvidaci
Hodnoceného Ié¢iva a jakymikoli instrukcemi
a pokyny poskytnutymi Quintiles, jeZ nejsou
v rozporu s takovymi pravnimi pfepisy,
nafizenimi a pravidly.

Misto provadéni klinického hodnoceni vrati
jakékoli vybaveni ¢i materialy poskytnuté
Zadavatelem pro jejich pouziti ve Studii,
nebude-li uzaviena pisemna smlouva mezi
Zadavatelem a Zdravotnickym zafizenim, na
jejimz zaklad¢ Zdravotnické zafizeni nabude
vlastnictvi k takovému vybaveni. Jestlize
Misto provadéni klinického hodnoceni
vybaveni nevrati, bude mu moci Zadavatel
natdtovat pfimé&fenou trzni hodnotu takového
vybaveni. P¥istup k vybaveni smi mit pouze
Zdravotnické zafizeni, Zkousejici a pripadné
Studijni persondl asmé&ji ho vyuZivat
vrozsahu nezbytném k provadéni Studie
a vyhradné¢ pro ucely uvedené v Protokolu.
Doslo-li k jakémukoli zhodnoceni zafizeni
provozovanych Mistem provadéni klinického
hodnoceni, a to prostfednictvim 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 zatizenf
provozovanych Mistem provadéni klinického
hodnoceni.

Misto provadéni klinického hodnoceni bere
na védomi, 7e odbér Biologickych materiald,
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Biological Materials, is carried out in
accordance with the Protocol, informed
consent and all applicable laws and
regulations. Site agrees and acknowledges
that Sponsor may use the Biological
Materials to conduct Secondary Research,
subject to the informed consent and in
accordance with applicable laws and
regulations.

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

1.7 Key Enrollment 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 ofa
multi-center Study, and that when the

anrnllmant onal for tha mnlti_cantar Qtindy
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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,

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

a platnymi pravnimi a dal§imi pfedpisy. Misto
provadéni klinického hodnoceni bere na
védomi a souhlasi stim, ¢ Zadavatel bude
moci Biologické  materialy  vyuZivat
k provadéni vedlejsiho vyzkumu v souladu
s platnymi pravnimi a dal§imi pfedpisy a pod
podminkou ziskéni informovaného souhlasu.

Ustanoveni tohoto &lanku 1.6 ,,PouZivani
Hodnoceného ptipravku a Vybaveni a jejich
vraceni. VyuZivani Biologickych materiali“
zUstavaji v platnosti ipo vypovézeni nebo
uplynuti doby trvani Smlouvy.

1.7. Kli¢ovy datum zafazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, Ze v pfipad€, ze Misto
provadéni klinického hodnoceni nezafadi
alespoii jeden (1) Subjekt studie ke
KliCovému datu zafazeni, pak Quintiles
a/nebo Zadavatel budou opravnéni ukongit
tuto Smlouvu v souladu s Clankem 15
“Platnost & Ukonceni platnosti”. Zadavatel
/Quintiles jsou opravnéni omezit zafazeni

t It el &
Subjekth studie, a to vkterykoli {asovy

okamZik. Misto provadéni klinického
hodnoceni bere na védomi, ze Studie je

soudasti multicentrického klinického
hodnoceni, aZe jakmile bude splnén cil
naboru pacienti do  multicentrického

klinického hodnoceni jako celku, bude nabor
ukonen ve vSech Mistech provadéni
klinického hodnoceni véetné tohoto bez
ohledu na to, zda toto nebo jakékoli jiné Misto
provadén{ klinického hodnoceni splnilo
vlastni naborovy cil.

1.8. Nébor pacientl
Zdravotnické zafizeni a Zkousejici berou na

védomi a souhlasi s tim, Ze¢ Quintiles miZe
publikovat informace o Studii ve snaze ziskat
pro ngj pacienty (dale jen ,,Nabor). Sougasti
Naboru bude poskytnuti kontakinich udaji
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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
making available) of such contact
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.

Zkoudejictho  a Zdravotnického  zafizeni
azékladnich informaci o Studii §iroké
vefejnosti prostfednictvim tisténych nebo
elektronickych médii (vCetné internetu).
Bude-li moZné tyto informace stahovat
Z internetu, souhlasi Zkousejici
a Zdravotnické zafizeni se zobrazovanim
(nebo poskytovanim) kontaktnich udajii pro
tyto udely. Zkousejici dale zajisti, aby Studijni
personal jesté predtim uvedl do prislu§ného
sloupce se souhlasem ohledné ochrany
osobnich 1dajii v protokolu o pfeneseni
odpovédnosti, ktery dostanou od Quintiles,
sv¢é inicialy a tim vyjadtil souhlas s uvedenim
svého  jména a kontaktnich  daji
v naborovych materialech. Viechny ndborové
materialy musi pfed zvefejnénim schvalit
Quintiles apfislusna Etickd komise /
piislusny kontrolni ufad.

2. PAYMENT 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 Priloze A, pfiemZ
posledni platba bude uskutetnéna poté, co
Misto provadéni klinického hodnoceni spini a
dokonéi veskeré zavazky, jeZ mu vyplyvaji z
této Smlouvy, a Quintiles obdrzi veskeré fadng
vyplnéné CRF a, bude-li tak Quintiles
vyzadovat, veskeré dal$i Divérné informace (ve
smyslu niZe uvedené definice).

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).

3. DUVERNY REZIM
3.1 Definice

3. CONFIDENTIALITY
3.1 Definition

AZ EMPT - Clinical Trial Agreement — INST & INV Czech Republic — 06 May 2014
Updated for AstraZeneca AB, D5881C00004 on 310¢t2014
RSA83314; Thomayerova nemocnice, site No 57104
Version 4.0, 06 May 2015
17



"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;

iii. can be shown by documentation to have

"Diivérné informace" budou vykladany jako
informace duvérné a majetkové povahy
naleZejici  Zadavateli, pfiCemz budou
zahrnovat (i) veSkeré informace, jez byly
Zdravotnickému zafizeni, ZkouSejicimu ¢&i
kterémukoli ¢lenu persondlu Zdravotnického
zatizeni, poskytnuty, odhaleny, zp¥istupnény
¢i sdéleny Zadavatelem ¢&i jeho jménem,
zejména véetné informaci o Hodnoceném
1é¢ivu, technickych informaci vztahujicich se
k Hodnocenému 1éCivu, veskeré Existujici
duevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) Zadavatele, a Protokol;
a (i) informace vztahujici se k procesu
zatazovani do Studie, informace vztahujici se
k aktualnimu stavu Studie, komunikace vii¢i a
od regulatornich tfadi, informace vztahujici
se k aktualnimu stavu Hodnoceného 1é¢iva na
regulatorni urovni a Studijnich dat a udajt, a
dale k Objeviim (ve smyslu definice uvedené
v Clanku 4).

Pojem Divérné informace
informace, ve vztahu ke kterym:

nezahrnuje

i. na zéklad¢ prisluiné dokumentace lze
prokazat, Zze byly vefejné znamé pied
okamzikem ¢&i po okamZziku jejich
odhaleni, zpfistupnéni ¢&i sdéleni ze
strany Zadavatele, aniz by tim doSlo k
jakémukoli protipravnimu jednani &i
opominuti pfiditatelnému Zkousejicimu,
Zdravotnickému zatf{zeni ¢i jakémukoli
jejich zaméstnanci;

ii. na zdklad¢ piislusné dokumentace lze
prokadzat, ze byly v dispozici
Zkousejictho, Zdravotnického zafizen{ €i
jakéhokoli zaméstnance pred jejich
zvefejnénim, sdé€lenim &i zpFistupnénim
ze strany Zadavatele, a byly ziskany ze
zdrojui odliSnych od Zadavatele, pficez
tyto nebyly vazany povinnosti divérnosti
viici Zadavateli;

iii. na zékladé pfislu§né dokumentace lze
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iv.

been independently developed by
Investigator, Institution or any of its
personnel; or

is permitted to be disclosed by written
authorization from Sponsor.

3.2 Qbligations
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.

a.in case of disclosure required by law or
by a regulatory authority, it shall be
crafited 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

ii.

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

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

32

prokazat, Zze byly vyvinuty nezavisle
Zkousejicim, Zdravotnickym zafizenim ¢i
Jjakymkoli jejich zaméstnancem; nebo

iv. jejich odhaleni, zp¥istupnéni ¢i sdéleni lze

provést na zakladé¢ pisemného svoleni
Zadavatele.

Povinnosti

Misto provadéni klinického hodnoceni a
zaméstnanci Zdravotnického zafizeni, a to
véetn& Studijniho personalu, nebudou

L

il

vyuzivat Divérné informace pro
jakykoli jiny tdel, neZli je provadéni
Studie, nebo

odhalovat, zpfistuptiovat ¢&i sdélovat
Divérné informace jakékoli tfeti strang,
s vyjimkou oprédvnéni povoleného v
tomto Clanku 3. nebo Clanku 5 “Prava
na zvefejnéni”, nebo povinnosti uloZzené
zédkonem <¢i jakymkoli regulatornim
ufadem nebo na zékladé pisemného
svoleni odhalujici strany.

a. v pfipadé, Ze bude jejich zvefejnéni
poZadovdano ze zakona nebo jejich
zvefejnéni bude poZadovat kontroln{

ufad, budou podle pozadavki
Quintiles/Zadavatele Diivérné
informace upraveny tak, aby byly

zvefejnény pouze ty udaje, které jsou
vyZadovéany platnymi pravnimi
predpisy.

Za tufelem ochrany Divérnych informaci,

Misto provadéni

klinického hodnoceni

souhlasi, Ze:

i

omez{ distribuci Divérnych informaci
pouze vi(¢i t&m &lenim Studijntho
persondlu, ktefi takové skuteCnosti
potfebuji znat v souvislosti s provadénim
Studie; a

ii. bude informovat vSechny &leny Studijniho

persondlu,  kterym budou Dilivérné
informace odhaleny, zpfistupnény &i
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and

iii. use reasonable measures to protect
Confidential Information from
disclosure.

Nothing herein shall limit the right of Site to
disclose Study Data as permitted by Section
5 “Publication Rights”.

3.3 Compelled Disclosure
In the event that Institution or Investigator

receives notice from a third party seeking to
compel disclosure of any Confidential
Information, the notice recipient shall
provide Sponsor with prompt notice so that
Sponsor may seek a protective order or other
appropriate remedy. In the event that such
protective order or other remedy is not
obtained, the notice recipient shall furnish
only that portion of the Confidential
Information which is legally required to be
disclosed, and shall request confidential
treatment for the Confidential Information.

3.4 Return or Destruction
Upon termination of this Agreement or upon
any earlier written request by Sponsor at any
time, Site shall return to Sponsor, or destroy,
at Sponsor’s option, all Confidential
Information other than Study Data.

3.5 Survival

This Section 3 “Confidentiality” shall
survive termination or expiration of this
Agreement for ten (10) years.

sdéleny, o duvérné povaze takovych
informaci; a

iii. pfijme nezbytnd opatieni za Gcelem
ochrany Diivérnych informaci pfed jejich
odhalenim &i zp¥istupnénim.

Z4dné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni
klinického hodnoceni odhalit, zpiistupnit,
zvefejnit €i sdélit Studijni data a udaje v
povoleném rozsahu vsouladu stpravou
uvedenou v Clanku 5 “Prava na zvefejnéni”.

3.3 Zakonem uloZené odhaleni

V piipad®é, Ze Zdravotnické zafizeni ¢&i
Zkousejici obdrZi oznameni &i vyzvu od tfeti
strany, kter4 bude poZadovat odhaleni, sd&len{
¢i zptistupnéni jakékoli Davérné informace,
piijemce takové vyzvy Zadavateli takovou
skutenost neprodlené oznami, aby mél
Zadavatel mozZnost uplatnit
pfedb&Zné/ochranné opatfeni &i jakykoli jiny
vhodny ochranny &i napravny prostfedek. V
pfipadé, Ze takové predbézné/ochranné
opatfeni ¢i jiny vhodny ochranny ¢i napravny
prostfedek nenf vydan &i dosazen, pfijemce
vyzvy poskytne pouze takovou Cast
Divérnych informaci, a to v rozsahu, v jakém
je jejich odhaleni, sd&leni ¢&i zpfistupn&ni
poZadovano, pfiemz bude vyzadovat
uplatfiovani divérného reZimu ve vztahu
k témto Diivérnym informacim.

3.4 Vréaceni ¢i likvidace

V ndvaznosti na ukonSeni platnosti této
ziklad¢ pisemného poZadavku Zadavatele,
Misto provadéni klinického hodnoceni
Zadavateli vrati, pf{padné dle poZzadavku
Zadavatele zlikviduje, veskeré Divérné
informace, odlisné od Studijnich dat a idaji.

3.5 Pretrvajici platnost

Tento Clanek 3 “Duvérny rezim” zfistane v
platnosti i v pfipadé ukon&eni platnosti &i pfi
vyprieni platnosti této Smlouvy, a to po dobu

AZ EMPT - Clinical Trial Agreement — INST & INV Czech Republic — 06 May 2014

Updated for AstraZeneca AB, D5881C00004 on 310¢t2014
RSA83314: Thomayerova nemocnice, site No 57104
Version 4.0, 06 May 2015

20



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 (i) 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 pieda Zadavateli vesker¢
jeho duSevni vlastnictvi a zajisti, aby tak
udinili také Zkousejici a Studijni personal.
Zdravotnické zatizeni souhlasi stim, Ze
Zadavatel bude mit veskera prava
anaroky souvisgjici sjeho duSevnim
vlastnictvim. Zdravotnické zafizeni timto
postupuje a pfevadi bez naroku na dalsi
thradu Zadavateli (nebo jim povéfenému
zastupci) veskerd prava  anaroky
souvisejici s jeho duSevnim vlastnictvim
kdekoli na svété a zavazuje se, Ze zajisti,
aby tak udinili také Zkousejici a Studijni
personal.  Zadavatel timto  udili
Zdravotnickému  zafizeni nevyhradni
¢asové neomezenou bezuplatnou licenci
bez prava kudileni podlicenci na
vyuZivani Studijnich dat a udaji a know-
how vytvafeného pfi plnéni této Smlouvy
pro vlastni (i) interni vyzkum, (ii)
vzdélavaci udely a(ili) ucely péce
o Subjekty studie pod podminkou, Ze
budou dodrZzovana omezeni ohledné
divérnych  informaci azvefejiiovani
stanovend vtéto Smlouvé. Aby se
ptedeslo pochybnostem, neni soucdsti
udéleni licence pravo vyuZivat vynalezy
souvisejici s Hodnocenym ptipravkem.

Na Z4dost 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 ziskan{ patentd nebo jiné
ochrany jeho zajmd v souvislosti s jeho
dusevnim vlastnictvim, a zajisti, aby totéz
uéinili také Zkousejici I€kaF a Studijni
persondl.

Zdravotnické zafizeni neprodlen¢ a
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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,

v plném rozsahu pfeda Zadavateli veskeré
své duevni vlastnictvi a zajisti, aby tak
ucinili také Zkousejici a Studijni personal.
Zdravotnické zafizeni bude mit veskera
prava  androky souvisejici s jeho
dulevnim vlastnictvim. Zdravotnické
zafizeni timto udili Zadavateli nevyhradni
celosvétovou dasoveé neomezenou
beziplatnou licenci s pravem udilet
podlicence na vyuZivani duSevniho
vlastnictvi  Zdravotnického  zafizeni
vrozsahu, vjakém to bude nezbytné
k vyuzivani Hodnoceného pfipravku
a Zadavatelova dusevniho vlastnictvi.

Vetkera prava k plivodnimu duSevnimu
vlastnictvi budou inaddle naleZet
pfisluiné smluvni strang. Zamérem této
smlouvy neni udéleni licence na vyuzivani
puvodniho dusevniho vlastnictvi nebo
jeho postoupeni, at’ uZ vyslovné nebo jen
ml¢ky predpokladané, atouto smlouvou
kudéleni licence ani postoupeni
puvodniho duevniho vlastnictvi
nedochazi. Bez ohledu na vySe uvedena
ustanoveni, udili timto Zdravotnické
zafizen! Zadavateli ¢asové neomezenou
celosvétovou nevyhradni beziplatnou
licenci s pravem udilet podlicence na
vyuzivani puvodniho dusevniho
vlastnictvi  Zdravotnického  zafizeni
vrozsahu, vjakém to bude nezbytné
k vyuzivdini hodnocené¢ho  pfipravku
a Zadavatelova duSevniho vlastnictvi.

anmnit

Tento Clanek 4 “DuSevni vlastnictvi’
zlistane v platnosti i v pFipadé ukonCeni
platnosti &i pfi vyprSeni platnosti této
Smiouvy.

5. PUBLICATION RIGHTS 5. PRAVA NA ZVEREJNENI

5.1 Publication and Disclosure 5.1. Publikovani a zp¥istupnéni
a) Sponsor is committed to communicate a) Zadavatel se zavazuje, Ze bude poskytovat
product, research and development pfesné a objektivni informace
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information in an accurate and objective
fashion. These communication
activities must be undertaken in a
responsible and ethical manner, taking
into account relevant external standards
regarding the manner and content of
scientific, technical and medical
publications. Publications from
individual sites must not precede the
primary manuscript. If 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

o pfipravku, vyzkumu avyvoji. Tato
komunikace musi probihat odpovédné
a eticky a v souladu s platnymi externimi
standardy, jimiZz se ¥idi zplisob vydéavani
védeckych, odbornych a lékarskych
publikaci ajejich obsah. Zpravy
jednotlivych center klinického hodnoceni
bude mozné vydavat az po vydani hlavni
Zpravy o klinickém hodnocend.
Nezvetejni-li Zadavatel Zpravu
o klinickém hodnoceni do osmnacti (18)
mésicli po dokondeni Studie ve vSech
ziGastnénych centrech, bude moci Misto
provadéni klinického hodnoceni vydat
vlastni zprdvu o klinickém hodnoceni
vsouladu s podminkami stanovenymi
v této smlouve.

Pfi wuplatiiovini prava akademické
svobody maji Zdravotnické zafizeni
a Zkousejici (av8ak nikdo dal$i ze
Studijniho personalu) bez ohledu na
ustanoveni o ml¢enlivosti v €lanku 3 této
smlouvy, ale v souladu s ustanovenimi
élanku 5 této smlouvy, pravo publikovat
vysledky multicentrického klinického
hodnoceni (definice viz nize) v odbornych
a jinych Casopisech a prezentovat je na
odbornych konferencich  a dalsich
setkdnich. Publikace v biomedicinskych
dasopisech se museji ¥idit (i) zdsadami
Mezinarodntho  vyboru  vydavateli
Iékarskych c¢asopisi (ICMIJE), které
upravuji etické principy publikovani
v biomedicinskych  dasopisech, (i)
smérnici  AstraZeneca o publikovani,
ktera je k dispozici na internetové strance
www.astrazeneca.com, (iii) platnymi
pravnimi  adalS$imi  piedpisy, (iv)
smérnicemi a zasadami Zdravotnického
zafizeni a(v) piipadnymi zéasadami
Zadavatele, které poskytne autorovi.

V souladu se zésadami spravné publikadni
praxe
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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

(http://www.bmj.com//node/3975697vari
ant=full-text) nebude Zadavatel vyplacet
Zkousejicim Zadnou odménu za autorstvi
recenzovanych &lankd nebo prezentaci.
Bude-li Zkousejici v souvislosti
s prezentaci vysledki na kongresu
pozadovat proplaceni cestovnich vyloh
nebo jinou podporu, bude to pfedmétem
samostatné smlouvy. P¥ipadni spoluautofi
publikaci, s nimiz nebyla pro tuto Studii
uzaviena smlouva jako se ZkouSejicimi,
budou muset uzaviit samostatnou
autorskou smlouvu.

Autofi publikaci budou muset informovat
omoZném konfliktu zijmid veetné
ptipadnych finan¢nich a osobnich vztaht,
ktery by mohl byt vnimin jako
ovliviiovani jejich prace.

Zkousejici se zavazuje, Ze sdéli pfipadné
daldi informace, které bude poZadovat
zdravotnicka nebo védecka instituce,
zdravotnicky vybor ¢i jind zdravotnicka
nebo veédeckd organizace, sniZ bude
spolupracovat.

b) Postup pti publikovani

Nejpozdeji  Sedesat (60) dnh pred
odevzdanim k publikaci nebo prezentaci
poskytne Zdravotnické zafizeni takovy
material ke kontrole Zadavateli. Bez
pfedchoziho pisemného souhlasu
Zadavatele nesmi publikace nebo
prezentace obsahovat Zadné divérné
udaje. Na Zadavatelovu pisemnou Zadost
odlozi Zdravotnické zafizeni poskytnuti
materialll k publikaci nebo prezentaci
o dalsich devadesit (90) dni od data
Zadavatelovy zadosti, aby bylo mozZné
podat patentovou pfihlasku nebo ucinit
jiné kroky, které bude Zadavatel
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to allow for the filing of a patent
application or the taking of such
measures as Sponsor deems appropriate
to establish and preserve its proprietary
rights in the material being submitted for
publication or presentation.

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

¢) 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
(c.g. a university/hospital website) the
information related to the Protocol must
not exceed the information Sponsor has

povaZovat za vhodné k ziskani a ochrang
svych vlastnickych prav k materidliim
predkladanym k publikaci nebo
prezentaci, a zajisti, aby totéZ ucinil také
Zkousejici.

Zadavatel ajeho dcefiné a sesterské
spole€nosti maji prdvo  publikovat
vysledky  Studie  nezavisle apod
podminkou, Ze bude fadn¢ a v souladu se
standardni védeckou praxi uvedeno, Ze se
na publikaci podileli také Zdravotnické
zatizeni a ZkouSejici.

¢) Registrace a zpravy o Studii

Aniz by tim byla omezena jind
Zadavatelova prava podle této smlouvy,
berou Zdravotnické zafizeni a ZkouSejici
na v&domi a souhlasi s tim, Ze¢ Zadavatel
zaregistruje  Studii  a pfipadng  také
zvefejni  vysledky  multicentrického
klinického hodnoceni v souladu se svymi
internimi smérnicemi v n&kterém
z vefejné pfistupnych registrii
a internetovych  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 piedeslo
duplicit¢ zdznam® a nebyly zvefejnény
diveérné informace. Zadavatelovi
pracovnici jsou povinni ¥idit se platnymi
mistnimi pravnimi a dal§imi pfedpisy,
které vyzaduji, aby byly informace
o Studii zvefejnény v jiném vefejné
pEistupném registru neZ v tom, ktery je
uveden vySe. Budou-li Zdravotnické
zafizeni a ZkouSejici chtit zvefejnit
informace na  vefejn€  pFistupné
internetové  strdnce, na niZ nejsou
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already posted and it should be
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

zvefejiovany povinné (napf. na
internetové strance univerzity nebo
nemocnice), budou smét zvefejnit
informace o Protokolu pouze v takovém
rozsahu, vjakém je uZz zvefejnil
Zadavatel. Mgl by stalit odkaz na
registraci Studie na internetové strance
www.ClinicalTrials.gov.

5.2. Kontakty s médii

Zdravotnické zafizeni a ZkouSejici
nebudou, a zajisti, Zze zaméstnanci
Zdravotnického  zafizeni  nebudou,
poskytovat jakékoli rozhovory &i jiné
formy kontakth s médii, zejména
s finan¢nimi, odvétvovymi nebo

bezpe&nostnimi analytiky,
vydavatelstvimi novin, provozovateli
radiového vysilani, provozovateli

televizntho vysilani a spolenostmi
pisobicimi na Internetu, a to v souvislosti
se Studii, Hodnocenym lé¢ivem, Objevy
nebo Studijnimi daty a 1daji bez
pfedchoziho pisemného svoleni
Zadavatele. Toto wustanoveni nebrani
mozZnosti publikovat & prezentovat
Studijni data a udaje v souladu s timto
Clankem.

5.3. PouZiti ndzvu &i jména, registrace a
oznamovani

Zadnd strana této Smlouvy neni
opravnéna pouzit jména ¢i nazvu jiné
Strany, nazvu Zadavatele, a to
v souvislosti s jakoukoli  reklamni
¢innosti, k publikanim ¢i marketingovym
ucelim bez ptedchoziho pisemného
svoleni, svyjimkou pfipadl, kdy
Zadavatel a Quintiles budou opravnéni
pouzZit ndzvu Mista provadéni klinického
hodnoceni v souvislosti s publikacemi
tykajicimi se Studie a vramci
komunikace, vletné webovych stranek
vénovanych klinickym hodnocenim a pro
ucely newslettert vydavanych
v souvislosti se Studii. Zadavatel bude
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applicable laws and regulations.

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,
(i) 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

Studii registrovat v souladu s pfislu§nymi
pravnimi pfedpisy a nafizenimi a bude
oznamovat vysledky Studie vefejné tehdy
a vrozsahu uloZeném piislusnymi
pravnimi pfedpisy a nafizenimi.

5.4. Pretrvajici platnost

Tento Clanek 5 “Prava na zvefejnéni”
ziistane v platnosti i v pfipadé ukonCeni
platnosti &i p¥i vyprSeni platnosti této
Smilouvy.

6. OSOBNi UDAJE

6.1. Osobni udaje Slent Studijniho tymu
Jak pfed zahdjenim, tak i v prib&hu
provadéni Studie, Zkousejici a jeho/jeji
tym mohou byt poZadani o poskytnuti
svych osobnich idajii. Tyto Gdaje spadaji
do rdmce pravnich pfedpisi na dseku
ochrany osobnich udajli, konkrétné
zdkona ¢&. 101/2000 Sb., na ochranu
osobnich udaji, v platném znéni.

Ohledné Zkousejiciho, tyto osobni udaje

mohou zahrnovat jména, kontaktni

informace, pracovni zkusenosti a profesni
kvalifikaci, pfehled publikaci, resumé,

informace o absolvovaném vzdélani, a

informace tykajici se potencialnich stfett

zAjm0 v souvislosti s vykonem Dudlni
funkce, a tidaje o platbach uskute€n&nych
vi¢i PFijemci plateb dle této Smlouvy, ato
pro nasledujici icely:

§)] provadéni klinickych

hodnoceni,

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

(iii) zaji§téni souladu s prdvnimi a
regulatornimi poZadavky,

@iv) zvefejnéni na strankach
www.clinicaltrials.gov a webovych
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websites and databases that serve a
comparable purpose;

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

6.3Data Controller

The Sponsor shall be the data controller
for such Personai 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
and all such processing will be carried
out in accordance with the Data
Protection Legislation.

strankach a serverech, které slouzi
obdobnému ucelu;

(v) evidovani v databazich pro udely
usnadnéni vybéru zkousejicich pro
budouci klinick4 hodnoceni; a

(vi) zajisténi souladu na poli zdkazu
jakéhokoli korupéniho jednani.

Jména ¢lenti Studijniho persondlu mohou

byt zpracovana v databazich vedenych

Quintiles pro ucely studijnich kontakt?, a

to vylu¢n€ pro Uely souvisejici s

klinickymi studiemi.

6.2. Osobni (idaje Subjektu studie

ZkouSejici zajisti ziskdni pisemného
souhlasu Subjektu studie pro uGlely k
ziskén{ a pouziti osobnich udaji Subjektu
studie pro uéely souvisejici se Studii, a to
véetné odhaleni, pfevodu a zpracovani
osobnich idajd ziskanych dle Protokolu, a
déle v souladu s pfislu§nymi pfedpisy na
poli ochrany dat.

6.3. Spravce udaji

Zadavatel bude ptisobit jako spravce udaji
ve vztahu k takovymto osobnim udajim,
aviak s vyjimkou pfipadu, kdy Quintiles
naklada s jakymikoli osobnimi {idaji na
zakladé této Smlouvy jakoZto spravce dat,
v takovém pfipadé bude Quintiles
spraveem takovych osobnich tdaji v
rozsahu, v jakém s nimi naklada.

Quintiles je opravnén zpracovavat "osobni
udaje", jak jsou tyto definovéany
pfislu§nymi pravnimi pfedpisy na Gseku
ochrany osobnich udajii, jeZ byly vydany
na zakladé shodné i
ekvivalentni/obdobné narodni legislativy
(spoleéné¢ dile jen "Pravni ptedpisy na
ochranu osobnich tdaji"), Zkousejiciho a
¢lenlt Studijntho personalu pro tdely
souvisejici se Studii, pfi¢emz veskerd
takova zpracovani budou provadéna v
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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 it will provide clinical trial
insurance in accordance with § 52, par.
3, letter f) Act on Pharmaceuticals as
may be subsequently amended. 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

souladu s Pravnimi pfedpisy na ochranu
osobnich udajt.

6.4 Zpracovéni dat

Kazda smluvni strana nese odpov&dnost
za vlastni zpracovavani osobnich udaji.
Quintiles zajisti, aby byly osobni udaje
Subjektt studie, ZkouSejiciho a pripadng
Studijniho personalu shromaZd’ovany,

ukladany, vyuzivany, sdélovany
a pfedavany v souladu s platnymi

mezindrodnimi  a ndrodnimi  pfedpisy
oochrand soukromi a  vsouladu
s informovanym souhlasem, ktery byl
nebo bude ziskan od Subjektd studie.
Zkousejici bude povinen ziskat od vsech
pracovniki klinického hodnocen{
pisemny souhlas (v podob&, na niZz se
dohodne s Quintiles)
se shromaZd’'ovanim, vyuZivdnim

a sdé¢lovanim jejich osobnich 1dajh
a predat ho Quintiles.

6.5 Pretrvéani platnosti
Tento Clanek 6 “Osobni Gdaje” ztstane v

platnosti i v ptipad& ukondeni platnosti &i
pfi vyprieni platnosti této Smlouvy.

7. POSKOZENIi ZDRAVi SUBJEKTU STUDIE

Zadavatel prohlasuje a potvrzuje, Ze v
souladu s ust. § 52 odst. 3, pism. f) zdkona
&. 378/2007 Sb., o lé¢ivech, v platném
znéni, zajisti poji§téni  klinického
hodnoceni. Kopie pojistného certifikatu
tvoti pfilohu C této Smlouvy.

Misto provadéni klinického hodnoceni je
povinno neprodlené¢ pisemné vyrozumét
Quintiles a Zadavatele o jakémkoli ndroku
vztahujicimu se k onemocnéni ¢i ijmé na

zdravi, k nimZ skute¢né ¢&i tidajné doslo v
souvislosti s nezddouci reakci na
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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 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) failure by Institution,
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

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

Indemnification by Sponsor is covered in a
separate indemnification letter, in accordance
with provisions set forth in Attachment F.
Sponsor and Quintiles maintain contractual
liability coverage with sufficient limits to cover

their obligations under the Study.

This Section 7 subsection “Study Subject Injury
and Damages” shall survive termination or

expiration of this Agreement.

Hodnocené 1é¢ivo a zavazuje se plng
spolupracovat se Zadavatelem pfi feSeni
neZadouci udalosti.

Zadavatel  uhradi  Zdravotnickému
zatizeni pfimé, pfiméfené a nezbytné
zdravotni  vydaje, které  vznikly
Zdravotnickému zafizeni v souvislosti s
lé¢bou jakychkoli nezddoucich udélosti,
nemoci nebo Ujmy na zdravi Subjektu
studie zpilisobené 1é¢bou Subjektu studie v
souladu s Protokolem, s vyjimkou
ptipadl, kdy takova nezadouci udalost,
nemoc nebo jma na zdravi je zplisobeno:

a) pochybenim  Zdravotnického
zafizeni, Zkousejiciho nebo
jakéhokoliv jejich zam&stnance jednat
vsouladu s touto  Smlouvou,
Protokolem, jakoukoliv pisemnou
instrukci Zadavatele tykajici se
Studie, nebo jakéhokoliv platného
zdkona ncbo provadéciho predpisu
nebo postupu, véetné GCP, vydaném
jakoukoliv regulacni autoritou, nebo

b) nedbalosti nebo Gmysinym
nespravnym jednanim
Zdravotnického zatizeni, Zkousejicim
nebo jakymkoliv jejich zastupcem.

Néahrada 3kody vyplicend Zadavatelem je
upravena v samostatném slibu odskodnéni
podle ustanoveni Pfilohy F. Zadavatel i
Quintiles maji uzaviené smluvni pojisténi
odpovédnosti s dostateénymi limity
k pokryti jejich zdvazkd ze Studie.

Tento Clanek 7 podsekce "Poskozeni zdravi
Subjektu studie a OdSkodnéni" zistane v
platnosti po ukonéeni nebo uplynuti doby
trvani této Smlouvy.
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8 QUINTILES DISCLAIMER

Quintiles expressly disclaims any
liability in connection with the
Investigational Product, including any
liability for any claim arising out of a
condition caused by or allegedly caused
by any Study procedures associated with
such product except to the extent that
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
consequential damages, nor shall Site be
responsible to Quintiles or Sponsor for
any lost profits, lost opportunities, or
other consequential damages.

This Section 9  “Consequential
Damages” shall survive termination or
expiration of this Agreement.

10 DEBARMENT

The Site represents and warrants that
neither Institution nor Investigator, nor
any of Institution’s employees, agents or
other persons performing the Study at
Institution, have been debarred,
disqualified or banned from conducting
clinical trials or are under investigation
by any regulatory authority for
debarment or any similar regulatory
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8. ODMITNUTi ODPOVEDNOSTI QUINTILES

10.
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Quintiles timto vyslovng odmita jakoukoli
odpovédnost v souvislosti s Hodnocenym
léCivem, véetn® jakékoliv odpovédnosti
za  jakékoliv  ndroky  vyplyvajici
z okolnosti zplGsobené nebo domnéle
zptsobené jakymkoliv Studijnim
postupem spojenym s takovym lé¢ivem
vyjma rozsahu, v jakém je takovd
odpov&dnost  zapfi€inéna nedbalosti,
umyslnym protipravnim jednanfim nebo
poruSenim této Smlouvy =ze strany
Quintiles.

Tento Clanek 8 "Odmitnuti odpovédnosti
Quintiles" zfistane v platnosti i po
ukonéeni nebo uplynuti doby trvani této
Smlouvy.

NASLEDNA SKODA

Ani Quintiles ani Zadavatel nebudou viici
Mistu provadéni klinického hodnoceni
odpovédni ve vztahu k jakémukoli uslému
zisku, ztraté obchodnich ptileZitosti, ¢i
jakymkoli souvisejicim Skoddm, ani
Misto provadéni klinického hodnoceni
nebude odpovédné vi&i Quintiles nebo
Zadavateli ve vztahu k jakémukoli uslému
zisku, ztrat¢ obchodnich prilezitosti, ¢i
jakymkoli souvisejicim Skodam.

Tento Clanek 9 "Nasledna skoda" ziistane
v platnosti po ukoneni nebo uplynuti
doby trvani této Smlouvy.

VYLOUCENI

Misto provadéni klinického hodnoceni
prohlauje a  potvrzuje, Ze ani
Zdravotnické zafizeni ani kterykoli ze
zaméstnancli, zéstupcii Zdravotnického
zafizeni ¢i jakakoli jina osoba, ktera se
podili na  vykonu = Studie ve
Zdravotnickém zafizeni, nebyla zbavena
ptislusného opravnéni, nebyla ji uloZena
sankce zdkazu vykonu ¢innosti klinickych
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action in any country, and the Site shall
notify Quintiles immediately if any such
investigation, disqualification,
debarment, or ban occurs.

This Section 10 “Debarment” shall
survive termination or expiration of this
Agreement.

FINANCIAL DISCLOSURE AND

hodnoceni a déle, Ze kterykoli z t&chto
subjekti neni vySetfovan jakoukoli
kontrolni instituci, kdy vysledkem
takového Setfeni & fizeni mulze byt
uloZeni sankce zdkazu vykonu &innosti ¢i
odebrani opravnéni, a to v kterémkoli
staté, a Misto provadéni klinického
hodnoceni se dale zavazuje neprodlens
vyrozumét Quintiles v ptipadé, Ze dojde
k takovému vy3etfovani, diskvalifikaci,
uloZeni sankce zdkazu vykonu ¢innosti
nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

Tento Clanek 10 "Vyloudeni" ziistane v
platnosti po ukonéeni nebo uplynuti doby
trvani této Smiouvy.

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
shall disclose any applicable interests
held by those investigators or sub-
investigators or their spouses or
dependent children. Current approved
version of the Financial Disclosure
Form template is hereby enclosed as
Attachment H hereof .

Quintiles may withhold payments if it
does not receive a completed form from
each such investigator and sub-
investigator.

Investigator shall ensure that all such
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Misto provadéni klinického hodnoceni
souhlasi, Ze na zéklad® Zadosti Zadavatele
nebo Quintiles Zkousejici pro kaZzdého
uvedeného a identifikovaného
zkousejictho nebo  spoluzkousejictho,
ktefi se pfimo podili na 1é¢eni nebo
hodnoceni Subjektd studie neprodleng
ptedd Quintiles vyplnény a podepsany
formula¥  finanéntho  prohlaseni a
konfliktu zajml, ktery byl vyplnén a
podepsan takovym zkouSejicim nebo
spoluzkousejicim, ve kterém tito
zkousejici ¢i spoluzkousejici pfiznavaji
jakékoli ptislu$né zajmy, které maji oni
sami nebo jejich manzelé/manzelky ¢&i
nezaopatfené déti. Platnd a schvalena
verze vzoru formuldte finanéntho
prohlaSen{ tvofi Pfilohu H této Smlouvy.

Quintiles je opravnén pozdrZet platby,
v piipadg, Ze neobdrzi vyplnéné formulafe
od kazdé¢ho takového zkouSejictho a
spoluzkousejiciho.

Zkousejici zajisti urychlenou aktualizaci
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forms are promptly updated as needed to
maintain their accuracy and
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,.

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

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

formuldfi dle potfeby, scilem zajistit
jejich pfesnost a uplnost v priibé¢hu
realizace Studie a jeden (1) rok po
dokonéeni Studie.

Misto provadéni klinického hodnoceni
souhlasi stim, Ze vyplnéné formulife
mohou Kkontrolovat stitni a regulaCni
ufady, Zadavatel, Quintiles a jejich
zastupci.

Misto provadéni klinického hodnoceni
dile potvrzuje, Ze neuzavielo Zadnou
smlouvu, kterA by mu mohla brénit
vprovadéni Studie nebo by mohla
znemoZnit schvdleni vyslednych udajt
kontrolnimi tfady &i pfipadné vyvolat
konflikt zdjmi.

Zkousejici dale souhlasi s pfenosem dat o
finanénim prohidSeni do zemé sidla
Zadavatele a Spojenych stath americkych,
a to i kdyby v té€chto zemich neplatil nebo
neexistoval natolik vyspély rezim ochrany
dat jako ve vlastni zemi Mista provadéni
klinického hodnoceni.

Tento Clének 11 "Finanéni informace a
stfet z4jml" zGstane v platnosti po
ukonéeni nebo uplynuti doby trvan{ této
Smlouvy.

12. ZAMEZENI UPLATKARSTVI A PODYODU

Zdravotnické zafizeni a ZkouSejici
souhlasi, Ze jejich usudek, pokud jde o
poradenstvi a pé¢i o kazdy subjekt
hodnoceni, nebude ovlivnén uhradou,
kterou obdrZi na zakladé této Smlouvy, a
dile osv&dluji, Ze tato kompenzace
nepfesahuje redlnou trzni hodnotu sluZeb,
které poskytuji a Ze zadné platby nejsou
poskytovany za uGlelem pfimét je k
nédkupu nebo piedepisovani jakychkoliv
1k, zafizeni nebo produktd.

Pokud Zadavatel nebo  Quintiles
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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
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.

13.

poskytnou jakékoli produkty nebo
pfedméty pro pouZiti ve Studii zdarma,
Zdravotnické zafizeni a ZkouSejici
souhlasi, Ze nebudou Zadat thradu po
zadném Subjektu studie, pojistovné nebo
statnim/spravnim ifadu nebo jakékoli jiné
tfeti stran€ za tyto zdarma poskytnuté
produkty nebo pfedméty.

Zdravotnické zafizeni a ZkousSejicl
souhlasi, Ze nebudou Zadat thradu po
Zadném Subjektu studie, pojistovné nebo
statnim ufad¢ za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v prib&hu
Studie, za které obdrZeli Ghradu od
Quintiles nebo Zadavatele, nebo které
nejsou soudasti béZzné péde, kterou by za
normalnich okolnosti poskytli Subjektu
studie a Ze ani Zdravotnické zafizeni ani
ZkouSejici nebudou poskytovat platbu
jinému Iékati za doporudeni subjektd do
Studie.

ZAKAZ PODPLACENI{

Zdravotnické zatizeni a Zkousejici timto
souhlasi, Ze platby, které budou uhrazeny
na zdkladé¢ této Smlouvy, predstavuji
fadnou kompenzaci za sluZby poskytnuté
Mistem provedenti klinického
hodnoceni. Zdravotnické  zafizeni a
ZkousSejici timto prohlasuji a zavazuji se,
Ze platby ¢i Hodnotné véci, které obdrzi
na zéakladé této Smlouvy &i v souvislosti
se Studii jakkoli neovlivni jakékoli
rozhodnuti Zdravotnické zatizeni,
Zkousejictho &i jakéhokoli pfislu§ného
vlastnika Zdravotnického zafizeni, ¢leny
spravnich organil, zamé&stnance, zastupce,
konzultanty i jakékoli pfijemce plnéni na
zékladé této Smlouvy k tomu, aby uéinil,
jakoZto Zastupce vefejné moci ¢i jakkoli
jnak, za ucelem poskytnuti pomoci
Zadavateli ¢i Quintiles v podobg zajisténi
neopravnéné vyhody &i za Gelem ziskani
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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
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.

&i zachovani si obchodni pfileZitosti.

Zdravotnické zafizeni a Zkoudejici dile
prohlasuji a zavazuji se, Ze ani oni, ani
jakykoli jejich vlastnik, élen statutarniho
organu, zastupce <¢i konzultanf, ani
jakykoli pfijemce plnéni dle této
Smlouvy, a to za ulelem pomoci
Zadavateli ¢i Quintiles k zajiSténi
neopravnéné vyhody ¢&i ziskdni i
zachovani obchodni pFileZitosti, pfimo &i
nepfimo, neuhradi, nenabidne &i neslib{
vhradit, nebo nedaruje jakoukoli
Hodnotnou vé&c jakékoli osobé ¢i subjektu
v souvislosti s nasledujicimi d&ely: (i)
ovlivnéni  jakéhokoli  jednani  ¢i
rozhodnuti: (ii) pobidky ¢i pohnuti takové
osoby &i subjektu, aby néco konal nebo se
zdrZzel urditého jednani v rozporu se
zikonem uloZenou povinosti; (iii)
zajisténim jakékoli neopravnéné vyhody;
nebo (iv) pobidky ¢i pohnuti takové osoby
¢i subjektu k zneuwZiti vlivu vigi
statnimu/spravnimu  organu & jeho
zéstupci v této souvislosti, a to za Glelem
ovlivnéni jakéhokoli jednani ¢i rozhodnuti
statniho/spravniho  organu & jeho
zastupce.

Nad ramec ostatnich prav a prostiedkl
néapravy dle této Smlouvy, ¢i na zdklade
ptisludnych pravnich pfedpisii, Quintiles
nebo Zadavatel budou opravnéni ukondit
platnost této Smlouvy v pfipad€, Ze Misto
provadéni klinického hodnoceni porusf
jakékoli prohlaseni &i zaruky obsaZené v
tomto Clanku, pfipadng, pokud Quintiles
nebo Zadavatel zjisti, Ze jsou poskytovany
¢i byly poskytnuty neopravnéné platby
viidi &i ze strany Zdravotnického zafizeni
¢i  Zkousejictho nebo  jakéhokoli
jednotlivee ¢i subjektu jednajiciho jejich
jménem,
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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 & TERMINATION

AZ EMPT - Clinical Trial Agreement — INST & INV Czech Republic — 06 May 2014

15.1Term

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

v e

[a} TE T mcaimn O M owian i ndlnn??
OCLULIVIL 10 10111 & 1CIIIALIOIL .

15.2 Termination

Quintiles and/or Sponsor may terminate
this Agreement for any reason effective
upon 15 days prior written notice.

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
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14.

15.

NEZAVISLi DODAVATELE

Zkousejici, Zdravotnické zafizeni a
Studijni personal budou jednat jako
nezavisli 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
benefitlim, penzim, ndhraddm, nirokim k
dichodovému pripojisténi,
pracovnépravnim odmeénam, srazkovym
¢i  jinym  pracovnéprdvnim danim
tykajicim  se  ZkouSejictho  nebo
Zdravotnického zafizeni nebo jejich
zamg&stnanci.

PLATNOST & UKONCENI PLATNOSTI

15.1 Platnost

Tato Smlouva nabyva platnosti a G¢innosti
k datu, kdy bude podepsédna posledni
smluvni stranou (“Datum idcinnosti”) a
zistane v u¢innosti do okamZiku

dokonéeni ¢i ukondeni v souladu s timto
1
1

L, T T nca X i £
|\

Pall . £ Dlabimmat O X ain?
U IAIIARC11L J I1alliust & KUILILCIIL

platnosti”.

15.2. Ukondenf platnosti

Quintiles a/nebo Zadavatel jsou opravnéni
ukonCit platnost této Smlouvy =z
jakéhakoli diivodu s vypovédni lhitou v
délce 15 dni na zdklad¢ dorudeni
ptedchoziho pisemného oznidmeni.

Misto provadéni klinického hodnoceni je
opravnéno ukonéit platnost této Smlouvy
pisemnym ozndmenim v ptipad®, Ze
okolnosti, jeZ jsou svoji povahou mimo
moznost ovlivnéni ze strany Mista
provadéni klinického hodnoceni, zabrani
dokongeni Studie, nebo v ptipad€, Ze
Misto provadéni klinického hodnoceni
divodné usoudi, Ze pokra¢ovéni ve Studii
neni bezpeéné. V navaznosti na doruceni
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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 reasonably 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.

16 NOTICE

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

a) inperson

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

16.

oznameni o ukonceni platnosti Misto

provadéni klinického hodnoceni
neprodlené ukonéi jakykoli nabor
subjektd, bude jednat v souladu s

definovanymi postupy pro ukonceni,
zajisti, Ze ve vztahu k subjektim Studie
budou dokonceny jakékoli procesy
kontrolni povahy, a vyvinou nezbytné
tisili za Gicelem limitace jakychkoli dalSich
ndkladi, pficem? Quintiles provede
zévére¢nou thradu za navstévy a milniky,
jeZ byly fadn& provedeny na zakladé a v
souladu s touto Smlouvou, a to ve vysi
Castek definovanych v Ptiloze A; aviak za
podminky, Ze Platby budou v kazdém
p¥ipadé sniZzeny o &astku ve vysi deseti(10
%) procent. Takto sniZzenad ¢astka bude
pfedstavovat hodnotu veskerych ¢innosti
spojenych s uzavienim databaze, a bude
poskytnuta poté, co Zadavatel schvali
veskeré stranky formula¥d CRF, a dale
poté, co budou poskytnuta veskerd
vyjasnéni dat a dale dojde ke splnéni
veskerych ostatnich podminek, jez jsou
stanoveny v této Smlouve. V ptipadé, ze
dojde ke vzniku diivodného presvéddent,
7e doSlo k podstatnému poruSeni této
Smlouvy a miize tak dojit k ukonCeni
platnosti této Smlouvy, pak s vyjimkou a
v rozsahu, v jakém miZe byt ohroZena
bezpeinost Subjektd studie, Quintiles
a/nebo Zadavatel mohou pferusit naplnéni
celé Ci Gasti této Smlouvy, zejména vietne
zafazovani Subjektt studie.

OZNAMENI

Veskera oznameni vyzadovand nebo
povolend podle této Smlouvy budou
uéinéna v pisemné podob& a budou
dorucena:

a)osobné

b) doporuéenym  dopisem, s pfedem
zaplacenym postovnym, s doruenkou
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¢) by e-mail of .pdfiscan or other
non-editable format notice with
confirmed transmission report, or

d) by a commercial overnight courier
that guarantees next day delivery
and provides a receipt, and such
notices shall be addressed as
follows:

¢) e-mailem ve formatu pdfi/scan nebo
vjiném formatu, ktery znemoZziuje
zasah do obsahu s potvrzenou zpravou o
pfenosu nebo

d) komerén{ noéni kuryrni sluzbou, ktera
zaruCuje doruCeni dalsi den a poskytne
potvrzeni. Tato ozndmeni 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:  EGcNNNNG_G

To Institution / Zdravotnickému

satizent Republic

Name / Nazev: Thomayerova nemocnice
Address/ Adresa: Videfiska 800, 140 59, Praha 4, Czech

Tel./ Tel: I

Name / Jméno a

To Investigator / Zkousejicimu

Address / Adresa:

Tel./ Tel: [ KNG

p

17 FORCE MAJEURE 17.

The performance by either Party of any
obligation on its part to be performed
hereunder shall be excused by floods,
fires or any other Act of God, accidents,
wars, riots, embargoes, delay of carriers,
inability to obtain materials, failure of
power or natural sources of supply, acts,
injunctions, or restraints of government
or other force majeure preventing such
performance, whether similar or
dissimilar to the foregoing, beyond the
reasonable control of the Party bound by
such obligation, provided, however, that
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Yys8i moc

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jeZ méa byt takovou Stranou splnéna
na zékladé podminek této Smlouvy, bude
prominuto v disledku zaplav, poZart &i
jinych projevil Vy33i moci, nehod, valek,
nepokojili, embarg, prodleni dopravcd,
nemoZnosti opatfit pfistusné materialy,
nebude-li dodana elektricka energie ¢i jiné
pfirodni zdroje, v dusledku rozhodnuti,
zdkazi ¢&i omezen{ statnfho/spravniho
ufadu €i jiného prvku vy8§i moci, ktery
zabrani splnéni takové povinnosti, bez
ohledu na to, zda je shodny &i odlisny od
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the Party affected shall exert its
reasonable efforts to eliminate or cure or
overcome any of such causes and to
resume performance of its obligations
with all possible speed.

18. MISCELLANEOUS

18.1Entire Agreement

This  Agreement, including its
attachment(s), constitutes the sole and
complete agreement between the Parties
and replaces all other 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, 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.

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,

shora uvedeného, a ktery stoji mimo
moznost ovlivnéni pfislusné Strany, ktera
je takovou povinnosti vazana, to v3ak za
podminky, Ze takto dotéena Strana vyvine
odpovidaji usili za Gcelem odstranéni ¢i
napravy &i pfekonani jakéhokoli takového
divodu ¢i pficiny a bude pokratovat v
plnéni svych povinnosti v nejbliz§im
mozném casovém okamziku.

RUZNE

18.1. Celistvost Smlouvy

Tato Smlouva, véetné pfiloh, predstavuje
vyhradni, celistvé a Gplné ujednani Stran a
nahrazuje veskeré ostatni pisemné a tistni
dohody vztahujici se k této Studii.

18.2. Vzdani se uplatnéni/Vynutitelnost

Neuplatnéni  jakéhokoli prava ¢&i
podminky této Smlouvy nezakladd
domn&nku vzdani se uplatnéni takového
préava ¢i podminky.

V pfipadé, Ze bude kterdkoli &ast této
Smlouvy shleddna jako nevykonatelna,
zbytek této Smlouvy zlistane i naddle v
platnosti.

18.3. Pfevod Smlou

Tato Smlouva bude zdvazna vi¢i Stranam
i jejich pravaim nastupcim a
postupnikiim.

Misto provadéni klinického hodnoceni
nepfevede jakdkoli prava &i zdvazky z této
Smlouvy bez pfedchoziho pisemného
souhlasu Quintiles nebo Zadavatele.

Na zékladé Z4dosti Zadavatele, Quintiles
je opravnén prevést tuto Smlouvu na
Zadavatele nebo jakoukoli tieti stranu, a
Quintiles nebude odpovédny za jakékoli
zavazky ¢i odpovédnosti dle této
Smlouvy, jez vyplynou po datu pievodu a
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and the Site hereby consents to such an
assignment. Site will be given prompt
notice of such assignment by the
assignee.

18.4. Applicable Law

This Agreement shall be interpreted and
enforced under the laws of Czech
Republic

18.5 Prevailing language
The Agreement is drawn up in English

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

18.6  Survival:

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

ctatad harain
SLALVAL LIV Vitl,

The following attachments shall form an
integral part of this Agreement:

Attachment A - Budget and payment schedule
Attachment B - Protocol

Attachment C - Certificate of insurance
Attachment D - Power of attorney/delegation
letter of Quintiles

Attachment E — Agreement Regarding
Attendance at Study Meetings

Attachment F — Letter of Indemnification
Attachment G - Informed Consent Form
template

Attachment H - Financial Disclosure template
form

Attachment I - CRF template Form (in

Misto provedeni klinického hodnoceni
timto souhlasi s takovym postoupenim.
Mistu provedeni klinického hodnoceni

bude takové postoupeni &i prevod
oznameno bez zbyteéného odkladu
nabyvatelem.

18.4 Rozhodné pravo

Tato Smlouva bude vykladana a
vymahana v souladu s pravnim fadem
Ceské republiky.

18.5 Rozhodné jazykova verze.
Tato Smlouva je vyhotovena v anglickém

a deském jazykovém znéni, V pripadé
jakéhokoli rozporu bude rozhodujici eska
jazykova verze.

18.6 Pietrvdvajici platnost:

Podminky této Smlouvy, jeZ obsahuji
prava a povinnosti, jeZ svoji povahou
pfekraduji okamzik dokonceni Studie,
zlistanou zavazné i v ptipad¢ ukonéeni &i
vypreni platnosti této Smouvy, atoiv

n¥inadd  Ya tal nan{ v tata Cmlangd
ZC R ICTL VO Wl SITLGuyve

pripav,

vyslovné uvedeno.

Nedilnou souéasti této Smlouvy jsou
nasledujici P¥ilohy:

Ptiloha A — Rozpodet a platebni pfehled

Pfiloha B - Protokol

Priloha C — Pojistny certifikat

Piiloha D — Plnd moc/delegani dopis pro
Quintiles

Ptiloha E - Dohoda o Gi¢asti na schiizkach ke
Studii

Ptiloha F - Slib odskodnéni

Pfiloha G - Vzor formulafe pisemného
informovaného souhlasu

Ptiloha H — vzor finan¢niho prohlaseni
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