CLINICAL TRIAL AGREEMENT
The Clinical Trial Agreement (“Agreement”) is
made by and between:

e Vseobecna fakultni nemocnice v Praze,
having a place of business at U Nemocnice
499/2, 128 08 Prague 2, Czech Republic,
Identification number: 000 64 165, Tax
Identification number: CZ00064165,
represented by Mgr. Dana Juraskova, Ph.D.,
MBA, director
(the “Institution”), and

o I having an address at | N

(the “Investigator”), and

e Quintiles Czech Republic, s.r.o., having a
place of business at Praha 5, Jinonice,
Radlicka 714/113a, zip code 158 00 Prague,
Czech Republic, Identification number: 247
68 651, Tax identification number: CZ247
68 651, represented by Alasdair MacDonald,
Managing Director (“Quintiles”), and

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

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

O QUINTILES’

SMLOUVA O KLINICKEM HODNOCENI
Tato smlouva o  klinickém  hodnoceni
(“Smlouva”) je uzavirana mezi nasledujicimi
stranami:

e Vseobecnou fakultni nemocnici v Praze, se
sidlem na adrese U Nemocnice 499/2, 128 08
Praha 2, Ceska republika, IC: 000 64 165,
DIC: CZ00064165, zastoupenou Mgr. Danou
Juraskovou, Ph.D., MBA, feditelkou
(“Zdravotnické zarizeni”), a

o - s adresou -

(“Zkousejici”), a

e Spolec¢nosti Quintiles Czech Republic, s.r.o.,
se sidlem Praha 5, Jinonice, Radlicka
714/113a, PSC 158 00 Praha, Ceska republika,
IC: 247 68 651, Datiové identifikaéni &islo:
CZ24768651,  zastoupenou  Alasdairem
MacDonaldem, jednatelem
(“Quintiles”), a

e Spolec¢nosti Astra Zeneca AB, se sidlem 151
85  Sodertilje, Svédsko, SE-151 85,
Identifikaéni ¢islo: 556011-7482, Danové
1dentifikaéni ¢islo: SE556011748201,
(“Zadavatel”)

Kazda samostatné jako “Strana” a spolecn¢ jako
“Strany”.
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O QUINTILES’

Protocol
Number:

D4191C00004

Cislo Protokolu:

D4191C00004

A Phase IllI, Open-label,
Randomised, Multi-centre,
International ~ Study  of
MEDI4736, Given as
Monotherapy or in
Combination with
Tremelimumab, Determined
by PD-L1  Expression,
Versus Standard of Care in
Patients  with  Locally

Oteviené randomizované
multicentrické  mezinarodni
klinické hodnoceni faze III,

hodnotici ptipravek
MEDI4736  podavany v
monoterapii nebo
v kombinaci

s tremelimumabem, podle

exprese PD-L1, v porovnani
se standardni 1écbou u
pacientil s mistné pokroc¢ilym

enrol at least || N @

subjects as more specifically

... | Advanced or Metastatic | N4zev s
Protocol Title: | Non-small  Cell Lung | Protokolu: nebo1 - ’metastazujlclm
Cancer (Stage 111B-1V) who nemarobunecym .
Have Received at Least Two karcinomem plic  (stadium
: : B a7z 1V), kteii jiz
Prior Systemic Treatment . )
Regimens Including podstouplh alespon  dva
One Platinum-based rezimy systémové 1écby,
) véetné jednoho cyklu
ggelr\lngttrll—?;?/zyKa?)%:/rr??Gaglg chemoterapie na bazi platiny,
o ) a u nichZz nebyla zjiSténa
TK Activating Mutations or aktivujici mutace TK EGFR
ALK Rearrangements nebo translokace genu ALK
Protocol Date: | 29 August 2014 E?c:'tjorﬂolw 29. srpna 2014
Sponsor: Astra Zeneca Zadavatel: Astra Zeneca
Stat, ve kterém
Country where ma sidlo
Site is : centrum " .
Conducting Czech Republic Klinického Ceska republika
Study hodnoceni, které
provadi Studii
\'I‘V?]‘;?te":;‘e Oncology clinic, which is a Nr[;svtga;l‘f bude | 5 kologicks klinika, kters je
. division/part of the | Provace! soucasti/oddélenim
study will be oo Klinické . v
conducted: Institution hodnoceni: Zdravotnického zafizeni
Ke 100 Calendar Days after Site 100 kalendafnich dnt po
EnK)IIment Initiation Visit (being the Klicové  datum zahajovaci navstévé centra
Date: date by which Site must Jafazeni: klinického hodnoceni (a to

jakozto den, ke kterému je
centrum klinického hodnoceni
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O QUINTILES’

Enrollment Date” below)

set out in section 1.7 “Key

ovinno zaradit minimalné

() subjekty, jak je

dale podrobné¢ji rozvedeno

nize v odstavci 1.7 “Klicové
datum zatazeni”)

MEC: Eticka komise

a.s. Husova %O, 460 63,
Liberec Ceska
republika

LEC: Etickad komise
ECMT/EC/ Vseobecné Fakultni
RA nemocnice v Praze, U

2, Czech Republic

Praha 10, Ceska republika

Krajska nemocnice Liberec,

MEK / EK /
SUKL

Nemocnice 2, 128 08 Praha

RA: Statni Gstav pro kontrolu
1é¢iv, Srobarova 48, 100 41,

MEK: Eticka komise
Krajska nemocnice Liberec,
a.s. Husova 10, 460 63,
Liberec Ceska republika

LEK: Eticka komise
Vseobecné Fakultni
nemocnice v Praze, U
Nemocnice 2, 128 08 Praha 2,
Czech Republic

SUKL: Statni tstav pro
kontrolu 1é¢iv, Srobarova 48,
100 41, Praha 10, Ceskd
republika

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 CRF: 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.
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Ve Smlouveé jsou pouzity nasledujici smluvni
definice:

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

Formulate pro zaznamy o subjektech
hodnoceni (Case Report Form) nebo CRF:
formulat pro zdznamy o subjektech hodnoceni
(v tisténé ¢i elektronické podob€) bude
pouzivan Centrem klinického hodnoceni za
ucelem zaznamu veSkerych informaci
poZadovanych Protokolem, které podléhaji
oznamovani Zadavateli ve vztahu ke kazdému
Ugastnikovi klinického hodnoceni.




Study: the clinical trial that is to be
performed in accordance with this
Agreement and the Protocol for purposes of
information about the
compound/medical device identified in the

gathering

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:

O QUINTILES’

Klinické hodnoceni  (Studie):  klinické
hodnoceni, které bude provedeno v souladu s
touto Smlouvou a Protokolem pro tucely
ziskani a  shromazdéni informaci o
slozce/zdravotnickém prostfedku popsaném v
Protokolu.

Utastnik klinického hodnoceni: jednotlivec,
ktery se ucastni Klinického hodnoceni, bud’
jakozto ptijemce Hodnoceného Ié¢iva (ve
smyslu nize uvedené definice) nebo jako
kontrolni subjekt.

Pracovnici studie: jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
Zkousejiciho.

Hodnocené  1écivo:  slozka/zdravotnicky
prostfedek definovany v Protokolu, ktery je
pfedmétem hodnoceni v Klinickém
hodnoceni.

Spravna  klinickd praxe neboli GCP:

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

to time.
Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects’
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.
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Mezinarodni konference pro harmonizaci
technickych pozadavki a podminek pro
registraci 1é¢iv pro huménni pouziti (ICH)
Harmonizovand tripartitni smérnice pro
Spravnou  klinickou praxi, v platném
novelizovaném znéni a zisady vymezené
Helsinskou deklaraci v revidovaném znéni.

Zadavatel: zadavatel Klinického hodnoceni.

Zdravotni z&znamy: primarni zdravotni
zdznamy Ugastnikii klinického hodnoceni
vedené Zdravotnickym zatizenim ve vztahu k
Ucastnikim klinického hodnoceni, zejména
zaznamy o poskytnuté péci, zdznamy O
vySetfenich RTG, protokoly o provedenych
biopsiich, snimky z ultrazvukovych vysetieni
a dalsi snimky diagnostické povahy.




Study Data: means all records, accounts,
notes, reports, data, and ECMT / EC / RA
communications (submission approval and
progress reports) collected, generated or
used in connection with the Study, whether
in written, electronic, optical or other form,
including all recorded original observations
and notations of clinical activities such as
CRFs and all other reports and records
necessary for the evaluation and
reconstruction of the Study. Sponsor shall
own all Study Documentation developed by
the Institution, the Investigator or any of
their personnel in performance of the Study.

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

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

Udaje v Klinickém hodnoceni: tento pojem
oznacuje veskeré zdznamy, vykazy, sdéleni,
zpravy, udaje a komunikaci mezi MEK / EK
/ SUKL (schvalovani podani a zpravy o
priabéhu studie), které jsou shromdzdény,
vytvofeny ¢i uzivany v souvislosti se Studii,
at’ uz v pisemné, elektronické, optické ¢i jiné
form¢, vcetné veskerych zaznamenanych
puvodnich pozorovéni a zapist z klinickych
aktivit, naptiklad CRF a veskeré dal$i zpravy
a zaznamy nezbytné k vyhodnoceni a
rekonstrukci studie. Vlastnikem veskeré
dokumentace studie vypracované
Zdravotnickym  zafizenim,  zkouSejicim
lékatem nebo nékterym z jejich zaméstnancii
v ramci provadéni studie bude Zadavatel.

Osobni udaje: veskeré informace a tudaje,
které¢ lze pifimo nebo nepifimo vztahovat k
zijici fyzické osob¢.

Zastupce vefejné moci: jakykoli tUfednik ¢i
jakykoli zaméstnanec vladniho uradu ¢i
ministerstva, resortu, ufadu ¢i agentury, nebo
zastupce statniho/spravniho ufadu; jakékoli
osoba jednajici v ufedni funkci jménem
statniho/spravniho  ufadu ¢ jakéhokoli
ministerstva, ustavu, ufadu ¢i agentury nebo
zastupce vladniho Ufadu; jakykoli ufednik ¢i
zamé&stnanec spolecnosti ¢1 podnikatelského
subjektu vlastnéného statem, v dil¢im C¢i
plném rozsahu; jakykoli ufednik ¢i
zaméstnanec mezindrodni organizace
vetejného charakteru jako napf. Svétova
banka ¢i Organizace spojenych narodu;
jakykoli ufednik ¢i jakykoli zaméstnanec
politické strany i jakakoli osoba jednajici v
ramci ji svéfené pravomoci jménem politické
strany; a/nebo jakykoli kandidat na politickou
funkci; jakykoli Iékaf, farmaceut ¢i jiny
zdravotnicky  odbornik, pracujici  pro
jakoukoli ¢i v jakékoli nemocnici, 1ékarné ¢i
néjakém jiném zdravotnickém zafizeni ve
vlastnictvi ¢i provozovaném statnim tfadem,
ministerstvem ¢i Gstavem.




Item(s) of Value: should be interpreted
broadly and may include, but is not limited
to, money or payments or equivalents, such
as gift certificates; gifts or free goods;
meals, entertainment, or hospitality; travel
or payment of expenses; provision of
services; purchase of property or services at
inflated prices; assumption or forgiveness of
indebtedness; intangible benefits, such as
enhanced social or business standing (e.g.,
making donations to government official’s
favored charity); and/or benefits to third
persons related to government officials
(e.g., close family members).

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

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

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

Sponsor _Intellectual Property: Study Data
(excluding Medical Records) and all
Intellectual Property in and to any
Inventions.

Background Intellectual Property: any
Intellectual Property that was owned or
controlled, directly or indirectly, by a party
prior to the effective date of this Agreement.
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O QUINTILES’

Hodnotné véci: budou vykladany v SirSim
smyslu a mohou tak zejména zahrnovat
penézni Castky, platby ¢i ekvivalenty plateb,
jako napftiklad darkové certifikaty ¢i poukazy;
dary ¢i bezplatné poskytované vyrobky;
pohosténi, zdbavu, i pohostinnost; cesty ¢i
proplaceni ndkladl; poskytovani sluzeb;
koupé majetku ¢i sluzeb za nadhodnocené
castky; prevzeti ¢i prominuti  splatnych
zévazkl; vyhody nehmotného charakteru,
jako  napiiklad zvySené socialni  Ci
podnikatelské postaveni (napf. poskytovani
darti ¢i podpory na dobroc¢inné ucely, jez jsou
podporovany  statnimi/spravnimi  ufady);
a/nebo vyhod vuci tfetim osobam vztahujici
se k zastupcim vefejné moci (napt. blizci
¢lenové rodiny).

Zdvojena funkce: schopnost pisobit v pozici
Zastupce vetejné moci a zaroven byt smluvni
stranou této Smlouvy.

Biologické  materidly:  veSkeré  lidské
biologické materidly, naptiklad krev, télni
tkan, plazma a jakykoliv jiny material
obsahujici lidské bunky.

Sekundarni vyzkum: vyzkum, ktery ptesahuje
nebo se liSi od vyzkumu specifikovaného
Protokolem, véetné genetického vyzkumu.

Dusevni _ vlastnictvi Zadavatele: Udaje
v Klinickém hodnoceni (kromé zdravotnich
zdznaml) a veSkeré duSevni vlastnictvi
vztahujici se k jakymkoliv vynalezim.

Zakladni dusevni vlastnictvi: veskeré duSevni
vlastnictvi, které¢ bylo k datu ucinnosti této
Smlouvy vlastnéno nebo piimo ¢i neptimo
ovladano jednou ze stran.




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.

Inventions: all inventions, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or
developed by a Party or Sponsor or any of
such entity’s personnel in performance of
the Study. Sponsor shall own all Inventions
that are conceived, first reduced to practice
or otherwise discovered or developed by the
Institution, the Investigator or any of their
personnel in performance of 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;

O QUINTILES’

Dusevni vlastnictvi: veskera prava vztahujici
se k mysSlenkam, feSenim, obchodnim
tajemstvim, vynaleziim, objeviim, know-how,
udajim, databazim, dokumentaci, zpravam,
psanym dokumentiim, navrhiim,
pocitacovému softwaru, procesim, zasadam,
metoddm, postupiim a dal$im informacim,
vcetné patentil, ochrannych znamek, znacek,
obchodnich nazvl, uzitnych vzord, prav k
prumyslovym  vzorim, copyrightt a
veskerych prav ¢i vlastnictvi podobnych
nc¢kterému z vySe uvedenych v kterékoliv
Casti svéta, at’ uz jsou registrovany ¢i nikoliv,
spoleéné¢ s pravem na Zzadost o registraci
kteréhokoliv z téchto prav.

Vyndlezy: vesSkeré vyndlezy, objevy a
zlepSeni, které pii provadéni studie vzniknou,
budou poprvé uvedeny do praxe nebo budou
jinak objeveny ¢i vytvoieny jednou ze Stran
nebo Zadavatelem ¢ nékterym  ze
zaméstnanci téchto subjektd. Vlastnikem
veSkerych vyndlezl, které pii provadeéni
Klinického hodnoceni vzniknou, budou
poprvé uvedeny do praxe nebo budou jinak
objeveny ¢i  vytvofeny Zdravotnickym
zafizenim nebo zadavatelem ¢i nékterym z
jejich zaméstnancti, bude Zadavatel.

UVODNI CAST:

VZHLEDEM K TOMU, Ze Quintiles poskytuje
Zadavateli sluzby smluvni vyzkumné organizace,
a to na zdklad¢ samostatné smlouvy uzaviené
mezi Quintiles a Zadavatelem. Sluzby Quintiles
zahrnuji monitoring Klinického hodnoceni a
uzavirdni smluv s klinickymi vyzkumnymi
centry;
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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, Requlations,
and Good Clinical Practices
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O QUINTILES’

VZHLEDEM K TOMU, ze Zdravotnické
zatizeni a ZkousSejici (dale spolecné jen “Centrum
klinického hodnoceni”) hodlaji provést Klinické
hodnoceni a Quintiles po Centru klinického
hodnoceni  pozaduje  provedeni takového
Klinického hodnoceni;

VZHLEDEM K TOMU, ze Zdravotnické
zatizeni a ZkouSejici souhlasi s tim, aby
spole¢nost Quintiles plnila veskeré povinnosti
spolecnosti AstraZeneca jakozto zadavatele, tak,
jak je na Quintiles delegovala, aby spole¢nost
Quintiles uplatnovala veskera prava spolec¢nosti
AstraZeneca, kterd na ni byla delegovana,

BYLO S OHLEDEM NA SHORA UVEDENE
dohodnuto nasledujici:

1. PROVADENiI KLINICKEHO HODNOCENI

1.1 Soulad s Pravnimi pfedpisy, nafizenimi a
Spravnou klinickou praxi




Institution agrees that Investigator 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
(“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 that it is an authorized

provider of healthcare services

accordance with the Act on Medical
Services and is entitled to perform the
services 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 his

authorization.

This section 1.1 shall survive termination or

expiration of this Agreement.
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Zdravotnické zafizeni souhlasi s tim, ze
ZkouSejici a Pracovnici studie provedou ve
Zdravotnickém zafizeni Studii v piisném
souladu s touto Smlouvou, Protokolem (ktery
je k této Smlouvé pfipojen jako Ptiloha B),
veskerymi pfisluSnymi pravnimi predpisy a
nafizenimi, zejména vcetn¢ GCP, zék.
¢. 378/2007 Sb., o léCivech a zménach
nékterych souvisejicich zakonl (“Zékon o
léc¢ivech”) a Vyhlasky ¢. 226/2008 Sb., o
spravné klinické praxi a blizSich podminkéch
klinického hodnoceni 1écivych piipravkil, v
platném znéni, zak. ¢. 372/2011 Sb., o
Zdravotnich sluzbach a podminkach jejich
poskytovani  (,,Zdkon o  zdravotnich
sluzbach®) nebo jakychkoli néslednych
pozménujicich ¢i podstatné nahrazujicich
pravnich piedpisi ve vztahu ke shora
uvedenym  pravnim normam, (spolecné
“Ptislusné pravni predpisy”). Centrum
klinického hodnoceni a Pracovnici studie
timto berou na védomi, Ze Quintiles a
Zadavatel, a jejich odpovédné pobocky, se
zavazuji dodrZovat (i) britsky zékon proti
korupci z roku 2010 (“Protikorupcni zédkon™);
(i1) zdkon USA z roku 1977 o zahrani¢nich
korupé€nich praktikach z roku 1977 (“FCPA”)
a (ii1) jakékoli dalsi pravni ptepisy na tseku
zakazu korupcnich praktik.

Centrum klinického hodnoceni potvrzuje, Ze
je opravnénym poskytovatelem zdravotnich
sluzeb ve smyslu zdkona o zdravotnich
sluzbach a je opravnéno provést sluzby
nezbytné k bezpecnému, ndlezitému a
zakonnému provadéni studie v souladu s
GCP, regulacnimi pfedpisy a veSkerymi
platnymi zdkony a nema informace o Zadném
Setfeni, které by mohlo jeho opravnéni
ohrozit.

Tento bod 1.1 zlstdva v platnosti i po
ukonceni nebo uplynuti doby ucinnosti této
Smiouvy.



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 Multicentric Trials (“ECMT”) and Local
Ethics Committees (“LEC), jointly Ethics
Committees (“EC”) that is responsible for
reviewing the Study. Investigator shall
obtain the prior written informed consent of
each Study Subject. The Sponsor shall
provide the Investigator with the template of
informed consent form for the purposes of
the Study containing all the above defined

requirements.

1.3. Medical Records and Study Data

1.3.1. Collection, Storage and

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
applicable data type and

accordance with applicable laws,
regulations and industry
standards, for a period of 15 years
from  completion or early

termination of the Study; and
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O QUINTILES’

1.2 Formuldf pisemného informovaného
souhlasu

Centrum klinického hodnoceni souhlasi s tim,
ze bude pouzivat formuldf informovaného
souhlasu, ve znéni schvaleném Zadavatelem,
a ktery je v souladu s pfisluSnymi pravnimi
pfedpisy a pozadavky Etické komise pro
multicentricka  hodnoceni  (“MEK”) a
Mistnich etickych komisi (“LEK), spole¢né
dale jen Etickych komisi (“EK”), které jsou
zodpoveédné za kontrolu Studie. Zkousejici
pfedem zajisti pisemny informovany souhlas
kazdého Ucastnika klinického hodnoceni.
Zadavatel se zavazuje predat ZkouSejicimu
pro ucely Studie vzorovy informovany
souhlas, ktery obsahuje veSkeré shora
uvedené pozadavky.

1.3. Zdravotni zdznamy a Udaje v Klinickém
hodnoceni
1.3.1. Shromazd'ovani, uchovavani a
likvidace: Centrum klinického hodnoceni
zajisti neprodlené, uplné a piesné
shromazd’ovani, zaznamenavani a klasifikaci
Zdravotnich zaznami a Udaji v Klinickém
hodnoceni.

Centrum klinického
hodnoceni bude:
I. vést a uchovavat Zdravotni zaznamy

a Udaje v Klinickém hodnoceni
bezpecnym zplisobem s omezenim
fyzického 1 elektronického pfiistupu,
dle podminek konkrétniho piipadu a s
kontrolou prostiedi pfislusnou pro
konkrétni typ dat a idaji v souladu s
pfislusSnymi  pravnimi  ptedpisy,
nafizenimi a technickymi standardy po
dobu 15 let od dokonceni nebo
pfedcasného ukonceni Studie; a
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protect the Medical Records and
Study Data from unauthorized use,
access, duplication, and
disclosure. If directed by Sponsor
or Quintiles, Site will submit
Study Data using the electronic
system provided by Sponsor or
Quintiles or their designated
representative and in accordance
with Sponsor’s instructions for
electronic data entry. Site shall
prevent unauthorized access to the
Study Data by maintaining
physical security of the electronic
system and ensuring that Study
Staff maintain the confidentiality
of their passwords. Investigator
agrees to collect all Study Data in
Medical Records prior to entering
it into the CRF. Site shall ensure
the prompt submission of CRFs;
and

O QUINTILES’

chranit Zdravotni zdznamy a Studijni
data a udaje proti neopravnénému
zneuziti, pfistupu, kopirovani i
odhaleni. Bude-li tak pozadovéno
Zadavatelem ¢i Quintiles, Centrum
klinického hodnoceni ptedlozi Studijni
data a udaje za pouziti elektronického
systému pro elektronicky zdznam dat,
ktery bude poskytnuty Zadavatelem
nebo Quintiles nebo jimi uréenym
zastupcem, a to v souladu s pokyny
Zadavatele pro elektronicky zdznam
dat. Centrum klinického hodnoceni
zabrani neopravnénému piistupu ke
Studijnim datim a tdajim zajiSténim
fyzické bezpecnosti elektronického
systému a dale zajisti, ze Pracovnici
studie budou zachovavat v davérném
rezimu jim pfidélend piistupova hesla.
ZkouSejici souhlasi, Zze shromazdi
veskera Studijni data a iidaje obsazené
ve Zdravotnich zaznamech pied jejich
vlozenim do CRF. Centrum klinického
hodnoceni zajisti neprodlené
pfedkladani CRFs; a
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take measures to  prevent
accidental or premature
destruction or damage of these
documents. Neither Institution nor
Investigator shall destroy or
permit the destruction of any
Medical Records or Study Data
prior to expiry of the agreed term
without prior written notification
to the Sponsor. The Institution will
keep all Medical Records and
Study Data as well as any
documentation related to study
subjects for 15 years after
completing the Study at the
Institution. After the expiration of
mentioned period, the Institution
may destroy Study documents in
accordance with applicable legal
regulations. In case that the
Sponsor wishes to extend the
archiving period, he shall submit
his requirement in writing to the
Institution at least two months
before the expiration of the agreed
archiving  period and the
Institution shall ensure such
further archivation on Sponsor’s
expense, or the Site shall hand
over the Study documents to them.

In case of termination of Investigator

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

Smlouva 0 zajisténi klinického hodnoceni/Contract on Clinical Trial

O QUINTILES’

lli. pfijme opatieni za Gcelem zabranéni
nahodného ¢i predCasného zniceni ¢i
poskozeni téchto dokumentii. Ani
Zdravotnické zatizeni, ani Zkousejici
nezni¢i ¢ nepovoli  likvidaci
jakychkoli Zdravotnich zéznamt ¢i
Udajti v Klinickém hodnoceni pied
uplynutim  sjednané  lhuty bez
pfedchoziho pisemného oznameni
zaslaného Zadavateli. Zdravotnické
zafizeni uchova Zdravotni zaznamy a
Studijni data a udaje, jakoZz 1 veskerou
dokumentaci  vztahujici se k
Ugastnikiim klinického hodnoceni po
dobu 15 let od ukonceni Studie ve
Zdravotnickém zafizeni. Po uplynuti
uvedené lhtity je Zdravotnické zatfizeni
opravnéno dokumenty zlikvidovat dle
pfislusnych pravnich ptedpisi. V
ptipadé, ze Zadavatel ma zdjem o dalsi

prodlouzeni obdobi archivace
dokumentace, je povinen  svij
pozadavek  uplatnit pisemné u

Zdravotnického zatizeni nejméne dva
mésice pied uplynutim sjednané doby
archivace a Zdravotnické zatizeni dalsi
archivaci na naklady Zadavatele
zajisti, popf. jim dokumentaci vyda.

V ptipadé¢ wukonceni pracovnépravniho
poméru Zkousejiciho bude odpovédnost za
vedeni Zdravotnich zaznamt a  Udaji v
Klinickém hodnoceni uréena v souladu s
pfisluSnymi  pravnimi  pfedpisy, avsak
Zdravotnické zatizeni se v zaddném piipadé
nezprosti svych povinnosti, jez ji plynou z této
Smlouvy ve vztahu k vedeni Zdravotnich
zdznami a Udaji v Klinickém hodnoceni.
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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 of their rights, title and interest, including

intellectual  property rights, to

Confidential Information (as defined below)

and any other Study Data.

1.3.3. Access, Use, Monitoring and

Inspection. Site hereby agrees that in
accordance with the terms set forth in this
Agreement, upon written notice and in the
extent provided by the informed consent of
Study Subject or as allowed by law, it 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.
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1.3.2.  Vlastnictvi. Zdravotnické zatizeni si
ponechda a bude wuchovavat Zdravotni
zaznamy. Zdravotnické zatizeni a Zkousejici
pievedou na Zadavatele veskera sva prava,
naroky a tituly, vcéetné¢ prav dusevniho
vlastnictvi k Duavérnym informacim (ve
smyslu nize uvedeném) a k jakymkoli jinym
Studijnim datim a udajam.

1.3.3. Pfistup, Pouziti, Monitoring a
Kontrola. Centrum klinického hodnoceni
souhlasi, ze za podminek stanovenych v této
Smlouveé, na zaklad¢ pisemné zadosti a
V rozsahu stanoveném informovanym
souhlasem Utastnika klinického hodnoceni
nebo na zédklad¢ zédkona poskytne originaly ¢i
kopie (dle podminek konkrétniho ptipadu)
vSech Studijnich dat a udaji Quintiles a
Zadavateli pro moznost jejich vyuziti
Zadavatelem. Centrum klinického hodnoceni
umozni Zadavateli a Quintiles a jejich
zastupcim a zmocnéncum odpovidajici
pristup do prostor a zaiizeni Centra klinického
hodnoceni a k Zdravotnim zaznamim,
Udajim v Klinickém hodnoceni a k dalgim
zdrojovym  dokumentim a  veskerym
licencim, certifikatim a akreditacim, aby
umoznilo Zadavateli a Quintiles a jejich
zastupcim a  zmocnénclim  provadét
monitoring Studie.

Centrum  klinického hodnoceni umozni
regulacnim ufadim pfiméfeny piistup do
prostor a zafizeni Centra klinického
hodnoceni a ke Zdravotnim zdznamim a
Studijnim datim a udajim, a poskytne
opravnéni ke kopirovani  Zdravotnich
zaznamu a Studijnich dat a udaju.
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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

inquiries, correspondence

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.

Control by authorised persons will be
allowed only upon providing the written
authorization issued by Quintiles or the

Sponsor.
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Centrum klinického hodnoceni souhlasi, Ze
bude spolupracovat se zastupci Quintiles a
Zadavatele, ktefi navstivi Centrum klinického
hodnoceni, a Centrum klinického hodnoceni
souhlasi, ze zajisti, ze zam¢stnanci a zastupci
Centra klinického hodnoceni nebudou klast
jakékoli prekazky ¢i jakkoli jinak vytvaret
nepfiznivé pracovni podminky pro takové
zastupce.

Centrum klinického hodnoceni neprodlené
vyrozumi Quintiles, a v téze souvislosti
Quintiles poskytne veskeré kopie, o jakékoli
zadosti, korespondenci ¢i komunikaci ptijaté
¢1 zaslané jakémukoli stadtnimu/spravnimu
ufadu ¢i regulacni autorité vztahujici se ke
Studii, zejména vcetné Zadosti ¢i oznameni o
kontrole prostor a zafizeni Mista vykonu
klinického hodnoceni, a Centrum klinického
hodnoceni umozni Quintiles a Zadavateli, aby
se takovych kontrol zucastnili. Centrum
klinického hodnoceni vyvine nezbytné Usili za
uCelem oddé€leni, nikoli vSak odhaleni ¢i
zptistupnénti, veskerych Dutvérnych
informaci, jejichZz odhaleni ¢i zpfistupnéni
neni v této souvislosti vyzadovano béhem
téchto kontrol. Bude-li Centrum klinického
hodnoceni statnim nebo regula¢nim Ufadem
pozadano o odpoveéd na jejich dotazy, ma
Zadavatel a Quintiles pravo tyto odpovédi
posuzovat a schvalovat.

Kontrola ze strany povéfenych osob bude
umoznéna pouze po predchozim piredlozeni
pisemného  povéfeni  Quintiles  nebo
Zadavatele.
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Authorised persons shall be disclosed the
personal data related to patients or other
information, bearing the capacity to identify
the patient, only on the basis of prior written
informed consent of each patient (provided
that such informed consent has not been
revoked) and only towithin the extent
provided by such informed consent .

During a monitoring or audit in the
Institution, Quintiles and Sponsor and
authorised persons are required to respect
the operating conditions of the Institution
provided that the place and time of
monitoring or audit have been determined
by the Investigator after agreement with
Quintiles and to the extent that such
operating conditions do not violate Protocol
requirements.

Access for the purposes of the monitoring
and/or auditing will be granted only to the
premises in which the Study is carried out.
After completion of the Study, access will
be granted only to the premises designated
by the Institution for the purpose of
checking on documentation relating to the
Study.

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”.
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Povéfenym osobam budou zpfistupnény
osobni udaje tykajici se pacientii nebo jiné
informace, na zaklad¢ kterych by bylo mozné
identifikovat pacienta, pouze na zakladé
ptedchoziho pisemného souhlasu pfislusného
pacienta (a nebude-li tento souhlas odvolan) a
pouze v rozsahu stanoveném informovanym
souhlasem.

Pfi provadéni monitoringu nebo auditu ve
Zdravotnickém zafizeni, jsou Quintiles a
Zadavatel a povéfené osoby povinny
respektovat provozni podminky
Zdravotnického zafizeni, a to do té miry,
do niz tyto podminky neporusuji pozadavky
Protokolu, s tim, Ze misto a ¢as monitoringu
nebo auditu stanovuje ZkousSejici po dohodé
s Quintiles.

Ptistup pro ucely monitoringu a/nebo auditu
bude umoznén pouze do mistnosti, ve kterych
se Studie provadi. Po ukonceni Studie bude
pfistup umoZnén pouze do mistnosti ur¢enych
Zdravotnickym zatizenim za G¢elem kontroly
dokumentace tykajici se Studie.

1.3.4. Licencni opravnéni. Zadavatel timto
Zdravotnickému zafizeni poskytuje trvalé,
nevyhradni, nepfevoditelné, jiz hrazené
licenéni opréavnéni, bez prava udé€leni
sublicence, k uziti Studijnich dat a udaji (i) v
souladu se zavazky stanovenymi v Clanku 3
“Davérny rezim”, pro vnitini ucely, vyzkum
nekomeréniho charakteru a pro edukativni
ucely, a (ii) pro pfipravu publikaci v souladu
s Clankem 5 “Prava na zvefejnéni”.
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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 of this Agreement.

1.4. Duties of Investigator

Investigator is responsible for the conduct of
the Study at Institution. In particular, but
without limitation, it is the Investigator’s
duty to review and understand the
information in the Investigator’s Brochure.
Quintiles or Sponsor will ensure that all
required reviews and approvals by
applicable regulatory authorities and ECs
are obtained. The Investigator is responsible
prior to commencement of the study to
verify that all approvals by applicable
regulatory authorities and ECs have been
obtained by the Sponsor or Quintiles and 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.
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1.3.5. Soucinnost pfi komunikaci s
regulacnimi ufady. Centrum klinického
hodnoceni souhlasi s poskytnutim pomoci pfi
podéanich regula¢nim tUfadim v piipadé
potieby, pokud za ni Zadavatel poskytne
pfimétenou uhradu.

1.3.6 Pretrvéavajici platnost. Tento ¢lanek
1.3 “Zdravotni zaznamy a Udaje v Klinickém
hodnoceni” zstava v platnosti i po ukonceni
této Smlouvy.

1.4. Povinnosti ZkousSejiciho

Zkousejici je odpovédny za provedeni Studie
ve Zdravotnickém zafizeni. Konkrétné pak
jde zejména (ale nejen) o povinnost
Zkousejictho zkontrolovat a porozumét
informacim obsaZenym v Souboru informaci
pro Zkousejiciho. Quintiles nebo Zadavatel
zajisti, ze budou opatiena veskera pozadovana
kontrolni ~ schvaleni od  pfislusnych
regulacnich ufadd a EK. Zkousejici se
zavazuje, ze pred zahajenim Studie ovéfi, ze
Zadavatelem nebo Quintiles byly ziskany
veSkeré souhlasy a povoleni pfislusnych
regulacnich uGfaddi a EK a Ze byly
zkontrolovany vSechny CRF tak, aby byla
zajiSténa jejich pfesnost a uplnost.

Zkousejici souhlasi, ze poskytne pisemné
prohladseni vztahujici se k potencidlnim
z4ymim ZkouSejictho ekonomické ¢i jiné
povahy, ¢i odhali jiné zajmy, jsou-li n&jaké, a
to v souvislosti s provadénim této Studie ¢i ve
vztahu k Hodnocenému 1éc¢ivu.

ZkouSejici souhlasi, Ze poskytne pisemné
prohlaseni, jez bude odhalovat zavazky
Zkousejiciho, jsou-li né&jaké, a to vici
Zdravotnickému zafizeni ve vztahu a v
souvislosti s  provadénim  Studie a
Hodnocenym lé¢ivem.
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Site agrees to provide prompt advance

notice to Sponsor and Quintiles
Investigator will be terminating

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
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.
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O QUINTILES’

Centrum klinického hodnoceni souhlasi, Ze
zasle predem  neprodlené  oznameni
Zadavateli a Quintiles v pfipadé, Ze
Zkousejici ukon¢i pracovni pomér ve
Zdravotnickém  zafizeni ¢i  nebude-li
Zkousejici z jakéhokoli jiného davodu
schopen provadét Studii. Ustanoveni nového
Zkousejiciho bude podléhat predchozimu
schvaleni Zadavatele a Quintiles.

V souladu s Ptilohou E mohou byt Zkousejici
a/nebo pracovnici klinického hodnoceni
ptizvani k Gcasti na poradach v rdmci Studie.

1.5. Nezédouci ptihody

ZkouSejici oznami nezadouci ptihody a
zavazné nezadouci piihody v souladu s
pozadavky Protokolu a ptisluSnymi pravnimi
predpisy a natizenimi. Zkousejici se zavazuje,
ze bude spolupracovat se Zadavatelem
v souvislosti s jeho tsilim vynalozenym v
ramci kontrolniho procesu ve vztahu k
jakékoli  nezadouci piithodé.  Centrum
klinického hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyZadovanymi
jeho LEK.

Zadavatel bez zbytecného odkladu vyrozumi
Misto vykonu klinického hodnoceni, LEK a
Quintiles, ohledn¢ jakéhokoli zjisténi, jez je
zpiisobilé ovlivnit bezpecnost ucCastniki ¢i
jejich vili a ochotu pokracovat v Ucasti ve
Studii, mit vliv na provadéni Studie, ¢i zménit
vydané souhlasné stanovisko LEK Centra
klinického hodnoceni vztahujici se k
pokracovani ve Studii.
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The Sponsor, through Quintiles, is
responsible for the fulfillment of legal
obligations in relation to State Institute for
Drug Control (,SUKL®) and Ethics
Committee (,,EC*), and, as appropriate, to
any other authorities, including notifications
of initiation and termination of the Study,
submitting reports and reporting adverse
effects, notifications of new facts, measures
taken and other informational obligations,
approval of the Informed Consent and its
changes, approval of the amendments to the
Protocol, as well as for any actions against
State Institute for Drug Control and EC in
the context of the Study.

The Sponsor, through Quintiles, undertakes
to inform the Institution, without delay of
the end of the Study (prior to or on the
scheduled due date). Furthermore, the
Sponsor is obliged to immediately inform
the Institution in the event that SUKL shall
suspend or prohibit the conduct of the Study
and if the consent of EC is (temporarily or
permanently) withdrawn. The Sponsor shall
also immediately inform the Institution of
any facts that may adversely affect the
safety or health of any of the subjects or
have an impact on the further
implementation of the Study, including
information arising from studies carried out
in other places of the Study and inform the
Institution of any suspicions of the adverse
effects of the Investigational Product that
have been notified to the Sponsor.

1.6. Use and Return of Investigational
Product and Equipment. Use of Biological

O QUINTILES’

Zadavatel, prostfednictvim Quintiles,
odpovida za plnéni zakonnych povinnosti ve
vztahu ke Statnimu ustavu pro kontrolu 1é¢iv
(,,SUKL*) a Etickym komisim (,,EK®),
pfipadné¢ k jinym kontrolnim ufadim, a to
vcetné ohlaseni zahajeni a ukonceni Studie,
podavani zprav a hlaSeni nezadoucich ucinku,
oznameni novych skuteCnosti a pfiijatych
opatfeni a dal§ich informacnich povinnosti,
schvaleni informovaného souhlasu a jeho
zmén, schvaleni dodatkd k Protokolu, a také
za jednani vic¢i SUKL a EK v souvislosti s
touto Studii.

Zadavatel se =zavazuje, prostiednictvim
Quintiles, neprodlené informovat
Zdravotnické zafizeni o ukonceni Studie
(pfed¢asném nebo v fadném piedpokladaném
terminu). Déle je Zadavatel povinen
Zdravotnické zafizeni neprodlené informovat,
prostiednictvim Quintiles, v pfipade, ze
SUKL pozastavi nebo zakaZe provadéni
Studie a dale bude-li souhlas EK (docasné
nebo trvale) odvolan. Zadavatel je rovnéz
povinen neprodlené informovat Zdravotnické
zafizeni o veSkerych skuteCnostech, které
mohou nepfiznivé ovlivnit bezpe€nost nebo
zdravi subjektii hodnoceni nebo mit vliv na
dalsi provadéni Studie, vcetné informaci
vzeslych ze Studie provadéné na jinych
mistech hodnoceni a informovat Zdravotnické
zafizeni o vSech jemu ozndmenych
podezienich na nezadoucti ucinky
hodnoceného 1é¢ivého piipravku.

1.6. Pouziti a vraceni Hodnoceného piipravku
a vybaveni. Pouziti Biologického materialu.

Materials.
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Sponsor or a duly authorized agent of
Sponsor, shall supply Institution or
Investigator with sufficient amount of
Investigational Product as described in the
Protocol. Site acknowledges that Sponsor
owns the Investigational Product, and any
placebo and comparator drug (if applicable).

The Sponsor shall ensure the distribution of
the Investigational Product and
comparative  placebo/medicament, if
applicable in accordance with the Protocol,
to the pharmacy of the Institution, where it
will be received and examined by the
responsible Pharmacist (in the same manner
as any other shipment, i.e. whether the
delivery is unharmed, in case of specific
requirements for a transportation, whether
such requirements have been duly followed,
and afterwards the receipt of shipment will
be confirmed), furthermore on the basis on
presenting an order form the Investigator
shall collect and take full responsibility for
the consignment.

Quintiles shall notify in advance, when the
shipment is scheduled to be delivered. This
notification shall be done either by e-mail to
a following address: || or by phone.
Quintiles shall deliver the shipment to the
following address:_OPC, Karlovo nam. 32,
Praha 2, responsible pharmaceut

The Sponsor hereby represents that any/all
conditions stipulated by the applicable
legislation and good distributional practice
for the production (import) of provided
medicinal products, their designation,
packaging and distribution to the Institution
have been met.

The Sponsor undertakes to provide the
Investigational Product and placebo at

Smlouva 0 zajisténi klinického hodnoceni/Contract on Clinical Trial
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O QUINTILES’

Zadavatel, ¢i jeho fadn¢ opravnény zastupce,
doda Zdravotnickému zafizeni ¢i
Zkousejicimu dostate¢né mnozstvi
Hodnoceného 1é¢iva dle podminek popsanych
v Protokolu. Centrum klinického hodnoceni
bere na védomi, Ze vlastnikem Hodnoceného
ptipravku i placeba a srovnédvaciho ptipravku
(v ptislusnych ptipadech) je Zadavatel.

Zadavatel zajisti distribuci zasilky
hodnocen¢ho  léciva a  srovnavacicho
placeba/léciva, bude-li dle protokolu pouzito,
do I1ékarny Zdravotnického zafizeni, kde je
odpovédny farmaceut pfevezme a zkontroluje
(jako jiné zésilky - tzn. neni-li poskozena, v
piipadé¢ zvlastnich pozadavkd na transport,
byly-li tyto pozadavky dodrZeny, piijem
zasilky potvrdi), nésledné¢ si na Zzadanku
Zkousejici zasilku vyzvedne a je za néj plné
zodpovédny.

Quintiles je povinen oznamit s pfiméfenym
pfedstihem pfed dodanim zasilky, kdy bude
zasilka do 1ékarny pfedana bud’to emailem na

nebo telefonicky. Quintiles zajisti
dodani zasilky na adresu: OPC, Karlovo nam.

32, Praha 2, odp.farmaceut ||

Zadavatel prohlasuje, Ze pro vyrobu (dovoz)
dodanych  léCivych  pfipravkl,  jeho
oznaCovani, baleni a distribuci do
Zdravotnického zafizeni jsou splnény veskeré
podminky stanovené pftislusSnymi pravnimi
predpisy a spravnou distribu¢ni praxi.

Zadavatel se zavazuje zajistit Hodnocené
lécivo a placebo v mnozstvi a casovych
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quantities and intervals necessary for the

proper implementation of the Study.

The Sponsor shall destroy, at Sponsor’s

expense, all unused medicinal products.

Sponsor as the originator of waste/residue
shall at its own costs, either in the course of
the Study as well as upon its completion,
shall transfer the unused Study Drug to
authorised person in accordance with Act

no. 185/2001 Coll.,, on Waste and
implementing regulations, as amended.

The Sponsor acknowledges that any medical
device or other equipment concerning this
Contract may be provided to the Medical
Facility only on condition that a separate
written borrowing contract has been

concluded.

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.

Upon completion or termination of the
Study, the Site shall return (with the
exception of medicinal products unreturned
by Study subjects) the Investigational
Product, comparator products, and materials
and all Confidential Information (as defined

below) at Sponsor’s sole expense.
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O QUINTILES’

intervalech potiebnych pro tadné provedeni
Studie.

Nespotiebované  1éCivé  piipravky  se
Zadavatel zavazuje zlikvidovat na své
naklady.

Zadavatel se jako piivodce odpadu zavazuje,
zZe zajisti na vlastni naklady, jak v pribé&hu, tak
1 po skonceni klinického hodnoceni, predani
nepouzitelného 1é¢ivého piipravku opravnéné
osob¢ v souladu s ustanovenimi zékona ¢.
185/2001 Sb., o odpadech a jeho provadécimi
ptedpisy v platném znéni.

Zadavatel bere na védomi, Ze poskytnuti
jakéhokoliv zdravotnického prostfedku nebo
jiného vybaveni Zdravotnickému zatfizeni v
souvislosti s touto smlouvou, je podminéno
uzavienim separatni pisemné smlouvy o
vypujcce.

Centrum klinického hodnoceni bude pouZzivat
Hodnocené 1é¢ivo a jakykoli srovnavaci
ptipravek poskytnuty v souvislosti se Studii
vyhradné pro ucely fadné¢ho dokonceni Studie
a bude uchovavat Hodnocené IléCivo dle
pokynil Zadavatele a v souladu s ptisluSnymi
pravnimi predpisy, nafizenimi a pravidly,
véetné¢ povinnosti skladovat Hodnocené
lé¢ivo v uzamceném a zabezpeCeném
prostoru, a to po celou predmétnou dobu.

V névaznosti na dokonceni ¢i ukonceni
Studie, Centrum klinického hodnoceni vrati
(vyjma léCivych ptipravkii nevracenych od
subjekti  hodnoceni) Hodnocené I1écivo,
srovnavaci ptipravky a materialy, jakoZ i
veSkeré Divérné informace (ve smyslu nize
uvedené definice) pln€ a vylu¢né na naklady
Zadavatele.
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Institution and Investigator shall comply
with all laws and regulations governing the
disposition of Investigational Product and
any instructions from Quintiles that are not
inconsistent with such laws and regulations.

The Institution will be supplied with: Eli150
Resting ECG Machine.

The  Sponsor acknowledges that any
equipment concerning this Agreement may
be provided to the Institution only on
condition that a separate written borrowing
contract has been concluded.

Site acknowledges that any collection,
handling, transportation and retention of
Biological Materials, is carried out in
accordance with the Protocol, informed
consent and all applicable laws and
regulations. 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.
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O QUINTILES’

Zdravotnické zafizeni a ZkouSejici se
zavazuji, ze budou jednat v souladu s
veskerymi pravnimi pfedpisy, nafizenimi a

pravidly upravujicimi nakladani s
Hodnocenym  lé¢ivem a  jakymikoli
instrukcemi a  pokyny  poskytnutymi

Quintiles, jez nejsou v rozporu s takovymi
pravnimi pfepisy, nafizenimi a pravidly.

Zdravotnickému zatizeni bude dodano toto
vybaveni: pfistroj EKG - model EIi150
Resting.

Zadavatel bere na védomi, ze poskytnuti
vybaveni  Zdravotnickému  zafizeni v
souvislosti s touto smlouvou, je podminéno
uzavienim pisemné smlouvy o vypujcce.

Centrum klinického hodnoceni bere na
védomi, ze veskery odbér, manipulace,
doprava a uchovavani Biologického materialu
se provadi v souladu s Protokolem,
formuldfem informovaného souhlasu a
veSkerymi platnymi zakony a piedpisy.
Centrum klinického hodnoceni souhlasi a bere
na védomi, Ze Zadavatel miZze Biologicky
material pouZzit k sekunddrnimu vyzkumu,
pokud k tomu bude mit informovany souhlas
a vyzkum bude provadén podle platnych
zakont a predpisil.

Tento clanek 1.6 “Pouziti a vraceni
Hodnoceného ptipravku a vybaveni. PouZiti
Biologického materialu” ziistdva v platnosti 1
po ukonceni nebo vyprseni této Smlouvy.
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1.7. Key Enrollment Date

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

Estimated duration of the Study is

, and is subject to change in
accordance with the Sponsor and Protocol
requirements.

1.8. Recruitment

Institution and Investigator understand and
agree that Quintiles may publicize the
existence of the Study in an attempt to
recruit subjects (“Recruitment”). Such
Recruitment will involve making available,
to the general public via print or electronic
media (including the Internet),
Investigator’s and Institution’s contact
information and an outline of the study.
Where such contact information is available
for download via the Internet, Investigator
and Institution consent to the display (or
making available) of their contact
information for these purposes.
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O QUINTILES’

1.7. Kli¢ové datum zafazeni

Centrum klinického hodnoceni je srozuméno
a souhlasi, ze v piipadé, ze Centrum
klinického hodnoceni nezafadi alespon

(@ Ucastniky  klinického
hodnoceni ke Klicovému datu zafazeni, pak
Quintiles a/nebo Zadavatel budou opravnéni
ukong¢it tuto Smlouvu v souladu s Clankem 15
“Platnost a Ukonceni platnosti”.
Zadavatel/Quintiles jsou opravnéni kdykoliv
zatazeni Subjektl studie omezit. Centrum
klinického hodnoceni bere na védomi, Ze
Studie je soucasti multicentrické studie a ze v
pripadé dosazeni celkového cilového poctu
subjektt bude zarazovani ve vSech centrech
studie, véetné Centra klinického hodnoceni,
ukonceno bez ohledu na to, zda Centrum
klinického hodnoceni ¢i jiné centrum dosahlo
svého  individudlniho cilového  poctu
zatazenych subjekti.

Predpoklddand délka trvani Studie je
ﬁ, pficemz tato doba trvani podléha

zménam v souladu s pozadavky Zadavatele ¢i
Protokolu.

1.8 Nabor

Zdravotnickému zatizeni a ZkouSejicimu je
znamo a souhlasi s tim, Ze Quintiles miize ve
snaze ziskat subjekty existenci Studie
zvetejnit ("Néabor"). Soucasti Naboru bude
zptistupnéni kontaktnich udajii Zkousejiciho
a Zdravotnického zafizeni a ndastinu studie
Siroké vefejnosti prostiednictvim tiSténych i
elektronickych médii (vCetné internetu). V
ptipadech, kdy jsou tyto kontaktni udaje k
dispozici na internetu, ZkouSejici a
Zdravotnické zatfizeni souhlasi se zobrazenim
(nebo zptistupnénim) jejich kontaktnich udaji
pro tyto ucely.
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Additionally, the Investigator shall ensure
that Study Staff provided their consent with
the data privacy 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. Quintiles and
the Sponsor acknowledge, that prior to
posting, all Recruitment materials shall be
approved by Quintiles and applicable ethics
committee/regulatory authority.

2. PAYMENT

Quintiles undertakes to provide payments
to the Institution for fulfillment of this
Agreement in accordance with Attachment
A of this Agreement. 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).

The Institution acknowledges and agrees,
that the Investigator and his Study Team
shall be reimbursed on the basis of a
separate agreement concluded between the
Investigator and the Sponsor.
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O QUINTILES’

Krom¢ toho Zkousejici zajisti, aby pracovnici
klinického hodnoceni pted zahajenim Naboru
poskytli jejich souhlas s ochranou osobnich
udajt v protokolu o pieneseni zodpovédnosti
pfedlozeném spolecnosti Quintiles a tim
vyjadfili svij souhlas s uvedenim svého
jména a kontaktnich udajii v materidlech
Naboru. Quintiles a zadavatel potvrzuji, ze
veSkeré materidly Naboru budou pred
pouzitim schvaleny spolecnosti Quintiles a
pfislusnou etickou komisi / regulacnim
ufadem.

2. PLATBY

Quintiles se zavazuje uhradit Zdravotnickému
zafizeni za plnéni dle této smlouvy platby dle
Ptilohy A této Smlouvy.V souvislosti s fadnym
plnénim Studie Centrem klinického hodnoceni,
a to v souladu s podminkami a ustanovenimi
této Smlouvy, budou poskytovany platby dle
podminek a ustanoveni definovanych v Ptiloze
A, pticemz posledni platba bude uskute¢néna
poté, co Centrum klinického hodnoceni splni a
dokonci veskeré zavazky, jeZ mu vyplyvaji z
této Smlouvy, a Quintiles obdrzi veskeré fadné
vyplnéné CRF a, bude-li tak Quintiles
vyzadovat, veskeré dal§i Divérné informace (ve
smyslu niZe uvedené definice).

Zdravotnické zafizeni bere na védomi a
souhlasi, Ze zkousSejici a jeho studijni tym budou
odménéni na =zakladé¢ samostatné smlouvy
uzaviené mezi Zkous$ejicim a Zadavatelem.

23



3. CONFIDENTIALITY

3.1 Definition

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

Confidential Information shall not include
information that:

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

3. DUVERNOST

3.1 Definice

"Diivérné informace" budou vykladany jako
informace duvérmé a majetkové povahy
nalezejici  Zadavateli, pificemz  budou
zahrnovat (i) veSkeré informace, jez byly
Zdravotnickému zafizeni, ZkouSejicimu ci
kterémukoli ¢lenu personalu Zdravotnického
zafizeni, poskytnuty, odhaleny, zpfistupnény
¢i sdéleny Zadavatelem ¢i jeho jménem,
zejména vcetné informaci o Hodnoceném
1é¢ivu, technickych informaci vztahujicich se
k Hodnocenému l1écivu, veSkeré Existujici
dusevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) Zadavatele, a Protokol;
a (i1) informace vztahujici se k procesu
zatazovani do Studie, informace vztahujici se
k aktualnimu stavu Studie, komunikace vuéi a
od regula¢nich Gfadu, informace vztahujici se
k aktudlnimu stavu Hodnoceného lé¢iva na
regulacni Grovni a Studijnich dat a udajl, a
dale k Objeviim (ve smyslu definice uvedené
v Clanku 4).

Pojem Davérné informace
informace, ve vztahu k nimz:

nezahrnuje

I. lze na zakladé pfislusné dokumentace
prokazat, Ze byly vefejné znamé pred
okamzikem ¢i po okamziku jejich
odhaleni, zpfistupnéni ¢i sdéleni ze
strany Zadavatele, aniz by tim doSlo k
jakémukoli protiprdvnimu jednani ¢i
opominuti pficitatelnému Zkousejicimu,
Zdravotnickému zafizeni ¢i jakémukoli
jejich zaméstnanci;
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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;

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

iv. is permitted to be disclosed by written

3.2

authorization from Sponsor.

Obligations

Site and Institution’s personnel, including
Study Staff shall not

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

ii. disclose Confidential Information to
any third party, except as permitted
by this Section 3. or by Section 5
“Publication Rights”, or as required
by law or by a regulatory authority or
as authorized in writing by the
disclosing party.

a. In case of disclosure required
by law or by a regulatory
authority, it shall be crafted as

reasonably requested by
Quintiles/Sponsor o) that
disclosure is limited to that

required by laws and regulations.
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O QUINTILES’

Ize na zéklad¢ prislusné dokumentace
prokdzat, Zze byly v  dispozici
Zkousejiciho, Zdravotnického zatizeni ¢i
jakéhokoli zaméstnance pred jejich
zvefejnénim, sdélenim ¢i zpfistupnénim
ze strany Zadavatele, a byly ziskany ze
zdroju odlisnych od Zadavatele, pficemz
tyto nebyly vazany povinnosti divérnosti
vuci Zadavateli;

. lze na zakladé ptislusné dokumentace

prokédzat, ze byly vyvinuty nezavisle
Zkousejicim, Zdravotnickym zafizenim ¢i
jakymkoli jejich zaméstnancem; nebo

iv. Ize jejich odhaleni, zpiistupnéni ¢i sdéleni

provést na zékladé¢ pisemného svoleni
Zadavatele.

Povinnosti

Centrum klinického hodnoceni a zaméstnanci

Zdravotnického zafizeni, a to vcetné
Studijniho personélu, nebudou
i.  vyuzivat Duvémé informace pro

jakykoli jiny ucel, nezli je provadéni
Studie, nebo
odhalovat, zpfistupiiovat ¢i sdélovat
Duvérné informace jakékoli treti strang,
s vyjimkou opravnéni povoleného Vv
tomto Clanku 3. nebo Clanku 5 “Prava
na zvetejnéni”, nebo povinnosti uloZzené
zdkonem ¢1 jakymkoli regulacnim
ufadem nebo na zdéklad¢ pisemného
svoleni odhalujici strany.
a. V ptipadé odhaleni vyZadovaného
zékonem nebo regulatnim ufadem
bude odhaleni formulovéno jako
divodné¢ pozadované spolecnosti
Quintiles / Zadavatelem tak, aby se
omezilo na rozsah vyZzadovany
zakony a predpisy.
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To protect Confidential Information, Institution

agrees to:

I. limit dissemination of Confidential
Information to only those Study Staff
having a need to know for purposes of

performing the Study; and

ii. advise all Study Staff who receive

Confidential Information of

confidential nature of such information;

and

iii. use reasonable measures to protect
Information from

Confidential
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
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O QUINTILES’

Za ucelem ochrany Duvérnych informaci,
Centrum klinického hodnoceni souhlasi, ze:

I. omezi distribuci Duvérnych informaci
pouze vici tém cClenim Studijniho
personalu, ktefi takové skutecnosti
potiebuji znat v souvislosti s provadénim
Studie;

ii. bude informovat v§echny ¢leny Studijniho
persondlu,  kterym budou Duvérné
informace odhaleny, zpfistupnény ¢i
sdéleny, o divérné povaze takovych
informaci; a

lii. pfijme nezbytna opatfeni za ucelem
ochrany Diivérnych informaci pted jejich
odhalenim ¢i zpfistupnénim.

Z4adné ze shora uvedenych ustanoveni
neomezuje opravnéni Centra klinického
hodnoceni odhalit, zpfistupnit, zvefejnit ¢i
sdélit Udaje v Klinickém hodnoceni Vv
povoleném rozsahu v souladu s Gpravou
uvedenou v Clanku 5 “Prava na zvefejnéni”.

3.3  Zékonem ulozené odhaleni

V pfipadé, ze Zdravotnické zafizeni ¢i
ZkousSejici obdrzi oznameni ¢i vyzvu od tfeti
strany, kterd bude pozadovat odhaleni, sd€leni
¢i zpfistupnéni jakékoli Duvérné informace,
pfijemce takové vyzvy Zadavateli takovou
skutecnost neprodlené¢ ozndmi, aby mél
Zadavatel moznost uplatnit predbéZzné/
ochranné opatfeni ¢i jakykoli jiny vhodny
ochranny ¢i napravny prostfedek. V piipadé,
ze takové piedbézné/ochranné opatieni €i jiny
vhodny ochranny ¢i ndpravny prostiedek neni
vydéan ¢i dosazen, piijemce vyzvy poskytne
pouze takovou ¢ast Divérnych informaci, a to
v rozsahu, v jakém je jejich odhaleni, sdéleni
¢1 zptistupnéni pozadovano, pificemz bude
vyzadovat uplatnovani divérného rezimu ve
vztahu Kk témto Divérnym informacim.

3.4  Vréaceni ¢i likvidace
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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 of this Agreement for
ten (10) years.

4. INTELLECTUAL PROPERTY

4.1  Ownership
Institution shall, and shall cause the

Investigator and its personnel to, disclose all
Sponsor Intellectual Property promptly and
fully to Sponsor in writing, and Institution,
on behalf of itself and Investigator and its
personnel, hereby agrees that it will assign to
Sponsor (or its nominated designee), without
additional consideration, all of its rights, title
and interest in and to Sponsor Intellectual
Property, including all Inventions, patents,
copyrights and other intellectual property
rights therein and all rights of action and
claims for damages and benefits arising due
to past and present infringement of said
rights.

4.2 Site Cooperation

Institution shall cooperate and assist
Sponsor by executing, and causing
Investigator and its personnel to execute,
all documents reasonably necessary for
Sponsor to secure and maintain Sponsor’s
ownership rights in Inventions.

4.3 License
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O QUINTILES’

V navaznosti na ukonceni platnosti této
Smlouvy ¢i v kterykoli diivéjsi okamzik na
zaklad¢ pisemného pozadavku Zadavatele,
Centrum klinick¢ého hodnoceni Zadavateli
vrati, pfipadné¢ dle pozadavku Zadavatele
zlikviduje, veskeré¢ Divérné informace,
odlisné od Studijnich dat a udaji.

3.5 Pfetrvavajici platnost

Tento Clanek 3 “Divérny rezim” zistane v

platnosti 1 v pfipad¢ ukonceni platnosti této
Smlouvy, a to po dobu deseti (10) let.

4 DUSEVNIi VLASTNICTVIi

4.1 Vlastnictvi

Zdravotnické zafizeni se zavazuje, zZe
zvetejni, zptistupni ¢i sdéli a dale zajisti, aby
Zkousejici a jeho zaméstnanci Zadavateli
odhalili ~ veskeré  DuSevni  vlastnictvi
Zadavatele, a to neprodlen¢ a pln¢ v pisemné
formé¢, a Zdravotnické zatizeni, jménem svym
a jménem a v zastoupeni svych zaméstnancii
timto souhlasi, Ze na Zadavatele (nebo jeho
povéieného zmocnénce) prevede veskera sva
prava, naroky a zimy k DuSevnimu
vlastnictvi Zadavatele, v¢etné vSech vyndlez1,
patentd, autorskych prav a jinych prav k
tomuto duSevnimu vlastnictvi, jakoZ 1 veSkera
prava procesni povahy a naroky na nahrady
Skod a wuzitky, jez vznikly v disledku
diivéjsiho €1 soucasného poruseni shora
uvedenych prav.

4.2. Spoluprace Centra klinického hodnoceni
Zdravotnické zatfizeni se zavazuje, Ze bude se
Zadavatelem spolupracovat a bude mu
napomocno tim, ze vyhotovi veSkeré
dokumenty divodné Zadavatelem
pozadované za Ucelem ochrany a zajiSténi
vlastnickych prav Zadavatele k Vynaleziim, a
tim, Ze zajisti, aby tak c¢inil 1 ZkouSejici a
zaméstnanci.

4.3. Licen¢ni opravnéni
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5.

Sponsor hereby grants Institution a non-
exclusive, perpetual, royalty-free license,
without the right to grant sub-licenses, to use
the Study Data and know-how generated in
the performance of this agreement for its
own (i) internal research and/or (ii)
educational purposes and/or (iii) 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 Inventions.

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 wuse the Institution’s
Background Intellectual Property to the
extent required to use and exploit the
Investigational Product and the Sponsor
Intellectual Property.

4.4. Survival

This Section 4 “Intellectual Property” shall
survive termination or expiration of this
Agreement.

PUBLICATION RIGHTS

5.1 Publication and Disclosure
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5.

O QUINTILES’

Zadavatel timto wudé€luje Zdravotnickému
zatizeni nevyhradni, trvalé, bezplatné licen¢ni
opravnéni bez prava udé€leni sublicence k
pouziti udajt ve studii a know-how vzniklych
pfi plnéni této Smlouvy pro jeho vlastni (i)
interni vyzkum a/nebo (ii) vzdélavaci ucely
a/nebo (iii) za ucelem péce o Subjekty za
piedpokladu, ze budou zohlednéna a dodrzena

omezeni ohledn¢ Duvérnych informaci
stanovena V této Smlouvé. Aby byly
vylouéeny  veskeré  pochybnosti, toto

opravnéni nezahrnuje Zadnd prava k uziti
Vynalezii.

Kazda ze stran si zachova veskera prava ke
svému Zakladnimu duSevnimu vlastnictvi.
Utelem této Smlouvy neni ani z ni nelze
vyvozovat udéleni ¢i postoupeni licence k
Zakladnimu duSevnimu vlastnictvi, at’ uz
vyslovné ¢i odvozené. Bez ohledu na vyse
uvedené¢ timto  Zdravotnické  zafizeni
Zadavateli ud€luje trvalou, celosvétovou,
nevyhradni, bezplatnou licenci s pravem na
udéleni sublicence k wuzivani Zakladniho
dusevniho vlastnictvi Zdravotnického
zafizeni v rozsahu potfebném k pouZiti a
vyuziti Hodnoceného ptipravku a DuSevniho
vlastnictvi Zadavatele.

4.4, Pretrvavajici platnost

Tento Clanek 4 “Dusevni vlastnictvi” zistava
v platnosti 1 po ukonceni nebo uplynuti doby
ucinnosti této Smlouvy.

PRAVA NA ZVEREJNENI

5.1. Zvefejnéni a zpfistupnéni
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a) Sponsor § committed to
communicate product, research and
development information in an accurate
and objective fashion. These
communication activities must
be undertaken in a responsible and
ethical manner, taking into account
relevant external standards regarding the
manner and content of scientific,
technical and medical publications.
Publications from individual sites must
not precede the primary manuscript. If
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 the
guidelines  established by  the
International Committee of Medical
Journal Editors (ICMJE) guidelines for
ethical principles related to publication
in biomedical journals, (i)
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.

O QUINTILES’

a) Zadavatel se zavazuje predavat
informace o pfipravku, vyzkumu a vyvoji
pfesné¢ a objektivné. Predavani téchto
informaci musi probihat zodpovédnym a
etickym zplisobem a musi brat v uvahu
prislusné externi normy ohledné stylu a
obsahu  védeckych, odbornych a
Iékarskych publikaci. Publikace vydavané
jednotlivymi  centry studie nesmé&ji
predchazet vydéani prvotniho rukopisu.
Nezvefejni-li  Zadavatel vysledky do
osmndcti (18) mésicli od dokonceni Studie
ve vSech zucastnénych centrech, bude je
moci publikovat jednotlivé centrum studie
za predpokladu dodrzeni podminek, které
stanovuje a k nimz odkazuje tato
Smlouva.

V ramci uplatnéni prav na akademickou
svobodu budou mit Zdravotnické zafizeni
a Zkousejici (nikoliv vSak dalsi pracovnici
klinického hodnoceni), nehled¢ na
povinnosti ohledné zachovani davérnosti
stanovené v Clanku 3 této Smlouvy, ale
podléhajici této casti 5, pravo zvetejnit
vysledky multicentrické studie (viz
definice nize) ve védeckych a dalSich
odbornych Casopisech nebo je prezentovat
na odbornych konferencich ¢i jinych
setkanich. Publikace v biomedicinskych
Casopisech museji spliovat pravidla
stanovend  Mezindrodnim  vyborem
redaktori lékarskych Casopisi (ICMIJE)
pro etické zasady v souvislosti s
publikovanim v biomedicinskych
Casopisech, (i) Publikacni politikou
spolecnosti  AstraZeneca, kterd je k
dispozici na www.astrazeneca.com, (iii)
veskerymi platnymi zékony a ptedpisy,
(iv) metodikou a smérnicemi
Zdravotnického zafizeni a (v) veskerymi
platnymi smérnicemi Zadavatele, které
Zadavatel autorovi predlozi.
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http://www.astrazeneca.com/
http://www.astrazeneca.com/

In line with good publishing practice
guidelines
(http://www.bmj.com//node/397569?va
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.

O QUINTILES’

V souladu se spravnou publikacni praxi
(http://www.bmj.com//node/397569?vari
ant=full-text) = nevyplaci = Zadavatel
zkouSejicim  Iékaiftm za  autorstvi
vzajemné odborné¢ hodnocenych ¢lankt
nebo prezentaci zadnou odménu. Bude-li
Zkousejici v souvislosti s prezentacemi
udaji na kongresech pozadovat nahradu
cestovnich vydaji, bude to predmétem
samostatné smlouvy. Také vSichni
spoluautofi  publikaci  (ktefi  jeSte
nepodepsali smlouvu pro zkousejiciho v
rdmci  studie) budou  pfedmétem
samostatné autorské smlouvy.

Autofi publikaci museji uvést veskeré
potencidlni  stiety  z4jmul,  vcetné
jakychkoliv  finan¢nich ¢i  osobnich
vztahi, které by mohly byt chapany jako
faktory ovliviujici jejich préci.
Zkousejici  souhlasi s  poskytnutim
veSkerych  doplikovych  vysvétleni
poZadovanych nékterou z 1ékatskych nebo
veédeckych instituci, lékaiskou komisi
nebo jinou védeckou ¢i Iékatskou
organizaci, k nimz mé Zkousejici n€jakou
vazbu.
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b) Publication Procedures

At least sixty (60) days prior to
submission of any material for
publication or presentation, Institution
shall provide Sponsor with such material
for review. No such publication or
presentation may include any
Confidential  Information  without
Sponsor’s prior written approval. If
requested in writing by Sponsor,
Institution shall withhold, or shall cause
the Investigator to withhold, material
from submission for publication or
presentation for an additional ninety (90)
days from the date of Sponsor’s request
to allow for the filing of a patent
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 Dby the Institution and the
Investigator, in accordance with
standard scientific practice.

O QUINTILES’

b) Postup pii publikaci

Nejméné¢ Sedesat (60) dna pied
poskytnutim jakéhokoliv materidlu k
publikaci  nebo  prezentaci, musi
Zdravotnické zafizeni predlozit
Zadavateli material k posouzeni. Zadna
takova publikace ¢i prezentace nesmi bez
predchoziho pisemného souhlasu
Zadavatele obsahovat Divérné informace.
Bude-li o to Zadavatelem pisemné
pozadano, musi Zdravotnické zafizeni
poskytnuti materidlu k publikaci nebo
prezentaci zadrzet na dalSich devadesat
(90) dni od data Zadavatelovy zadosti
nebo zajistit, aby tak ucinil Zkousejici,
aby Zadavateli umoznil podat Zadost o
patent nebo podniknout takova opatfent,
ktera bude Zadavatel povazovat za vhodna
k tomu, aby ustavil a zachoval sva
vlastnickéd prava na materidl predkladany
k publikaci nebo prezentaci.

Zadavatel a jeho partnerské organizace
budou mit pravo Studii nezavisle
publikovat za pfedpokladu, Ze bude fadné
uznan duSevni pifinos Zdravotnického
zafizeni a ZkouSejiciho v souladu se
standardni védeckou praxi.
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c) Registry and Reporting

Without limitation to any other right of
Sponsor hereunder, the Institution and
the Investigator acknowledge and agree
that Sponsor will register the Study and,
when available, post the Multi-Center
Study Results in accordance with
Sponsor internal policy on one or more
publicly-accessible trial registries and
websites (including the publicly-funded
website (http://www.clinicaltrials.gov/)
and on its own website
(http://www.astrazenecaclinicaltrials.co
m). The Institution and the Investigator
should not undertake registration or
posting of results to avoid duplication of
entries and avoid disclosure of
Confidential Information. Sponsor
personnel must  comply  with
local/national law and/or regulations
which require registration of study
information to a

publicly-accessible registry other than
those named above. Where the
Institution and the Investigator wish to
use a publicly-accessible website on a
voluntary basis (e.0. a
university/hospital website) the
information related to the Protocol must
not exceed the information Sponsor has
already posted and it should be sufficient
to provide a hyperlink to the trial when
registered on www.ClinicalTrials.gov.

O QUINTILES’

) Registrace a oznamovani

Aniz by to omezovalo jakékoliv jiné pravo
Zadavatele vyplyvajici z této Smlouvy,
Zdravotnické zatizeni a ZkousSejici berou
na védomi a souhlasi s tim, ze Zadavatel
Studii zaregistruje a poté, co budou k
dispozici, zvetfejni v souladu se svou
interni politikou vysledky Multicentrické
studie v jednom nebo vice vefejné
pristupnych registrech klinickych
hodnoceni a na internetovych strankach
(v€etné internetové stranky
http://www.clinicaltrials.gov/
financované z vetejnych zdroji) a své
vlastni internetové stranky
(http://www.astrazenecaclinicaltrials.com
). Zdravotnické zafizeni a Zkousejici
nesm¢éji registraci ani zvetejnéni vysledki
provadét, aby se zabranilo duplikaci
zdznamu a odhaleni Divérnych informaci.
Zameéstnanci Zadavatele museji dodrzet
mistni/narodni zédkony a/nebo ptedpisy,
které vyzaduji registraci studie v jiném
nez vySe uvedeném veiejné dostupném
registru. Bude-1i si Zdravotnické zafizeni
a ZkouSejici prat pouzit vefejné
piistupnou internetovou stranku
dobrovolné (napf. stranku
univerzity/nemocnice), nesmi byt rozsah
informaci tykajicich se Protokolu vétsi
nez rozsah informaci, které Zadavatel jiz
zvefejnil, a po registraci klinického
hodnoceni by mélo postacit umisténi
odkazu na stranku
www.Clinical Trials.gov.

5.2. Media Contacts 5.2. Kontakty s médii
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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 analyst,
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.

5.3. Use of Name, Reqistry and Reporting

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

5.4. Survival
This Section 5 “Publication Rights” shall
survive termination or expiration of this
Agreement.
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O QUINTILES’

Zdravotnické zatizeni a Zkousejici nebudou, a
zajisti, Ze zaméstnanci Zdravotnického zatizeni
nebudou, poskytovat jakékoli rozhovory ¢i jiné
formy kontakti s médii, napiiklad s analytiky v
oblasti financi, primyslu nebo bezpecnosti,
vydavatelstvi novin, provozovateli radiového
vysilani, provozovateli televizniho vysilani a
spolecnostmi plisobicimi na Internetu, a to v
souvislosti se Studii, Hodnocenym 1é¢ivem,
Objevy nebo Studijnimi daty a udaji bez
predchoziho pisemného svoleni Zadavatele.
Toto ustanoveni nebrani moznosti publikovat ¢i
prezentovat Udaje v Klinickém hodnoceni v
souladu s timto Clankem.

5.3. Pouziti nazvu ¢i jména, registrace a
oznamovani

Z4dna strana této Smlouvy neni opravnéna
pouzit jména ¢i nazvu jiné Strany, nazvu
Zadavatele, a to vsouvislosti s jakoukoli
reklamni ¢innosti, k publikacnim ¢i
marketingovym Ucelim bez piredchoziho
pisemného svoleni, s vyjimkou pfipadi, kdy
Zadavatel a Quintiles budou opravnéni pouzit
nazvu Centra  klinického hodnoceni
v souvislosti s publikacemi tykajicimi se Studie
a vramci komunikace, vcetné webovych
stranek vénovanych klinickym hodnocenim a
pro ucely newsletterti vydavanych v souvislosti
se Studii. Zadavatel bude Studii registrovat
v souladu s pfislusnymi pravnimi ptedpisy a
nafizenimi a bude oznamovat vysledky Studie
vefejn¢ tehdy a vrozsahu ulozeném
pfisluSnymi pravnimi pfedpisy a natizenimi.

5.4. Pietrvavajici platnost

Tento Clanek 5 “Prava na zvefejnéni” zlstava
v platnosti 1 po ukonceni nebo uplynuti doby
ucinnosti této Smlouvy.
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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,
educational
related to
potential Dual Capacity conflict of interest,
and payments made to Payee(s) under this

publications,
background and

resumes,
information

Agreement for the following purposes:

(i) the conduct of clinical trials,

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

affiliates,
(iii)compliance  with
regulatory requirements,

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

comparable purpose;

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

clinical trials; and
(vi) anti-corruption compliance.
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legal and

6

O QUINTILES’

OSOBNI UDAJE

6.1. Osobni udaje ¢lent Studijniho tymu
Jak pted zahajenim, tak i v pribéhu provadéni
Studie, Zkousejici a jeho/jeji tym mohou byt
pozéadani o poskytnuti svych osobnich tdaju.
Tyto udaje spadaji do ramce pravnich
predpisii na useku ochrany osobnich udaj,
konkrétné zadkona ¢. 101/2000 Sb., na ochranu
osobnich udajt, v platném znéni.

Ohledn¢ Zkousejiciho, tyto osobni udaje
mohou  zahrnovat jména, kontaktni
informace, pracovni zkuSenosti a profesni
kvalifikaci, ptfehled publikaci, resumé,
informace o absolvovaném vzdélani, a
informace tykajici se potencidlnich stfetl
z4jmu v souvislosti s vykonem Dudlni funkce,
a udaje o platbaich uskutecnénych vici
Piijjemci plateb dle této Smlouvy, a to pro
nasledujici ucely:

Q) provadéni

hodnoceni,

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

(iif) zajisténi souladu s pravnimi a
regulacnimi pozadavky,

(iv) zvetejnéni na strankach
www.clinicaltrials.gov a webovych
strankach a serverech, které slouzi
obdobnému tucelu;

(v) evidovani v databazich pro ucely
usnadnéni vybéru zkouSejicich pro
budouci klinicka hodnoceni; a

(vi) zajisténi souladu na poli zékazu
jakéhokoli korupéniho jednéni.

klinickych
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Names of members of Study Staff may be
processed in Quintiles’ study contacts
database for study-related purposes only,
and only with the consent of such persons
and subject to compliance with all the
requirements given by the applicable
legislation. Responsibility for obtaining
consent for personal data processing in
accordance with applicable legal regulations

belongs to Quintiles or Sponsor.
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

accordance with the Protocol, in compliance
with applicable data protection provisions in
accordance with the Informed Consent Form

template provided by the Sponsor.
6.3 Data Controller

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

of such dealings.
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O QUINTILES’

Jména c¢lenii Studijniho persondlu mohou byt
zpracovana v databazich vedenych Quintiles
pro ucely studijnich kontaktti, a to vylu¢né pro
ucely souvisejici s klinickymi studiemi, avSak
pouze se souhlasem téchto osob a za splnéni
vesSkerych pozadavki pfisluSnych pravnich
predpist. Za ziskani souhlasu se zpracovanim
osobnich tudaji dle pfislusnych pravnich
predpisii odpovida Quintiles nebo zadavatel.

6.2. Osobni udaje Ugastnika klinického
hodnoceni

Zkousejici zajisti ziskani pisemného souhlasu
Ucastnika klinického hodnoceni pro téely k
ziskani a pouziti osobnich udaju Subjektu
studie pro Gcely souvisejici se Studii, a to dle
Zadavatelem poskytnutého vzoru
Informovaného souhlasu, vcetné zvetejnéni,
prevodu a zpracovani osobnich udaji
ziskanych dle Protokolu, a dale v souladu s
ptislusnymi predpisy na poli ochrany dat.

6.3. Spravce udaju
Zadavatel bude pusobit jako spravce udaji ve

vztahu k takovymto osobnim udajum, avsak s
vyjimkou pfipadu, kdy Quintiles naklada s
jakymikoli osobnimi Udaji na zakladé této
Smlouvy jakozto spravce dat, v takovém
ptipadé¢ bude Quintiles spravcem takovych
osobnich udaji v rozsahu, v jakém s nimi
naklada.
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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. The Site, Sponsor
and Quintiles agree to comply with any
applicable data privacy or data protection
legislation of the country in which the data

originated.

6.4 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 adverse event.
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O QUINTILES’

Quintiles je opravnén zpracovavat "osobni
udaje", jak jsou tyto definovany ptislusnymi
pravnimi predpisy na useku ochrany osobnich
udaju, jez byly vydany na zaklad¢ shodné ¢i
ekvivalentni/obdobné narodni legislativy
(spolecné¢ dale jen "Pravni piedpisy na
ochranu osobnich udajii"), Zkousejiciho a
C¢leni  Studijniho persondlu pro tucely
souvisejici se Studii, pficemz veskera takova
zpracovani budou provadéna v souladu s
Pravnimi ptedpisy na ochranu osobnich udaja.
Centrum klinického hodnoceni, Zadavatel a
Quintiles souhlasi, Ze budou dodrzovat
veskeré ptislusné pravni piedpisy na ochranu
osobnich udaji zemé&, zniz tyto udaje
pochazi.

6.4 Pfetrvani platnosti

Tento Clanek 6 “Osobni tidaje” ziistava v
platnosti i po ukonceni nebo uplynuti doby
ucinnosti této Smlouvy.
POSKOZENi ZDRAVi UCASTNIKA
KLINICKEHO HODNOCENI

Zadavatel prohlaSuje a potvrzuje, Ze v souladu
s ust. § 52 odst. 3, pism. f) zdkona ¢. 378/2007
Sb., o léCivech, v platném znéni, zajisti
pojisténi  klinického hodnoceni.  Kopie
pojistného certifikatu tvoti ptilohu C této
Smiouvy.

Centrum klinického hodnoceni je povinno
neprodlené pisemné vyrozumét Quintiles a
Zadavatele o jakémkoli naroku vztahujicimu
se k onemocnéni ¢i 4ymé na zdravi, k nimz
skute¢n¢ ¢i udajné doSlo v souvislosti s
nezadouci reakci na Hodnocené 1écivo a
zavazuje se plné¢  spolupracovat se
Zadavatelem pii feSeni nezadouci udalosti.
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Sponsor shall reimburse Institution for all
the 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

with  this  Agreement,

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

or

c) failure of the Study Subject to
reasonable
instructions of the Investigator
relating to the requirements of

follow the

the Study.

Smlouva 0 zajisténi klinického hodnoceni/Contract on Clinical Trial
Astra Zeneca AB, Protocol/Protokol: D4191C00004

Vseobecna fakultni nemocnice

Verze/Version Redacted, 08112018

Institution,
Investigator or any of their
respective personnel to comply

O QUINTILES’

Zadavatel uhradi Zdravotnickému zafizeni
veskeré naklady, které vznikly
Zdravotnickému zafizeni v souvislosti s
1é€bou  jakychkoli nezadoucich udalosti,
nemoci nebo Gjmy na zdravi Ucastnika
klinického hodnoceni zplsobené [éCbou
Ucastnika klinického hodnoceni v souladu s
Protokolem, s vyjimkou ptipadt, kdy takova
nezéddouci udalost, nemoc nebo Ujma na
zdravi je zpuisobeno:

a)  pochybenim  Zdravotnického
zafizeni, Zkousejiciho nebo
jakéhokoliv jejich zaméstnance jednat
vsouladu s touto  Smlouvou,
Protokolem, jakoukoliv pisemnou
instrukci  Zadavatele tykajici se
Studie, nebo jakéhokoliv platného
zékona nebo provadéciho predpisu
nebo postupu, véetné GCP, vydaném
jakoukoliv regula¢ni autoritou, nebo

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

¢) porusenim povinnosti Ugastnika
klinického hodnoceni jednat v souladu
s divodnymi pokyny ZkouSejiciho
tykajicich se pozadavki Studie.
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The Sponsor’s liability to reimburse the
Institution under this provision shall not be
limited to the amount payable under any
insurance required to be carried by Sponsor
but shall extend to the full amount of the
Institution’s actual damages in the amount of
subject’s claim or of subject's legal
representative's claim successfully claimed

under Czech legal order.

Indemnification by Sponsor is covered in a

separate  indemnification letter,

accordance with provisions set forth in

Attachment F.

This Section 7 subsection “Study Subject
Injury and Damages” shall survive
termination or expiration of this Agreement.

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.
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O QUINTILES’

Odpovédnost Zadavatele odskodnit
Zdravotnické zatizeni dle tohoto ustanoveni
nebude limitovana castkou splatnou dle
jakéhokoliv pojisténi uzaviené¢ho
Zadavatelem, ale bude se vztahovat na celou
castku skutené¢ Uymy Zdravotnického
zafizeni ve vysi naroku subjektu nebo naroku
jeho zakonného zastupce uspesné uplatnéného
dle ¢eského pravniho fadu.

Odskodnéni ze strany Zadavatele je feSeno
samostatnym potvrzenim o pojistném kryti v
souladu s ustanovenimi Ptilohy F.

Tento Clanek 7 pododdilu "Poskozeni zdravi
a  odskodnéni  Ucastnika  klinického
hodnoceni" ziistane v platnosti po ukonceni
nebo uplynuti doby trvani této Smlouvy.

ODMITNUTI ODPOVEDNOSTI QUINTILES

Quintiles timto vyslovné odmitd jakoukoli
odpovédnost v souvislosti s Hodnocenym
lécivem, vcetné jakékoliv odpovédnosti za
jakékoliv naroky vyplyvajici z okolnosti
zpisobené nebo domnéle  zplsobené
jakymkoliv Studijnim postupem spojenym
s takovym lé¢ivem vyjma rozsahu, v jakém je
umyslnym protipravnim jedndnim nebo
porusenim této Smlouvy ze strany Quintiles.

Tento Clanek 8 "Odmitnuti odpovédnosti

Quintiles" ziistdva v platnosti i po ukonceni
nebo uplynuti doby G¢innosti této Smlouvy.
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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, to
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
action in any country, and the Site shall
notify Quintiles immediately if any such
investigation, disqualification, debarment,

the best of its knowledge,

or ban occurs.

This Section 10 “Debarment” shall survive
this

termination  or
Agreement.

expiration  of
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9.

10.

O QUINTILES’

NASLEDNA SKODA

Ani Quintiles ani Zadavatel nebudou viici
Zdravotnickému  zafizeni odpovédni ve
vztahu k jakémukoli uSlému zisku, ztraté
obchodnich  pfilezitosti, ¢i  jakymkoli
souvisejicim Skodam, ani Zdravotnické
zafizeni nebude odpovédné vici Quintiles
nebo Zadavateli ve vztahu k jakémukoli
uslému zisku, ztraté¢ obchodnich pfilezitosti,
¢1 jakymkoli souvisejicim Skodam.

Tento Clanek 9 "Nasledna $koda" zlistane v
platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

VYLOUCENI

Centrum klinického hodnoceni prohlasuje a
potvrzuje, ze ani Zdravotnické zatizeni, ani,
dle jejich nejlepsiho védomi, kterykoli ze
zaméstnancl, zastupcii  Zdravotnického
zafizeni ¢i jakakoli jind osoba, ktera se podili
na vykonu Studie ve Zdravotnickém
zafizeni, nebyla zbavena pfislusSného
opravnéni, nebyla ji ulozena sankce zakazu
vykonu ¢innosti klinickych hodnoceni a
dale, Ze kterykoli z téchto subjektli neni
vysetfovan jakoukoli kontrolni instituci, kdy
vysledkem takového Setfeni ¢i fizeni muize
byt uloZeni sankce zdkazu vykonu Cinnosti
¢i odebrani opravnéni, a to v kterémkoli
staté, a Centrum klinického hodnoceni se
dale zavazuje neprodlené¢ vyrozumeét
Quintiles v ptipadé, Ze dojde k takovému
vySetfovani, diskvalifikaci, ulozeni sankce
zakazu vykonu cinnosti nebo k odejmuti
opravnéni k vykonu tohoto klinického
hodnoceni.

Tento Clanek 10 "Vyloudeni" zistava v
platnosti 1 po ukonceni nebo uplynuti doby
ucinnosti této Smlouvy.
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11 FINANCIAL DISCLOSURE

CONFLICT OF INTEREST

Upon Sponsor’s or Quintiles’ request,
Investigator 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.

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 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, and the Site consents to such

review.

Site also acknowledges, that they did not
enter into any contract that might interfere
with the performance of the Study, or that
might impair the acceptance of the resulting
data by regulatory authorities, or create a

conflict of interest.
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O QUINTILES’

AND 11. FINANCNI INFORMACE A STRET ZAJMU

Zkousejici souhlasi, ze na zakladé¢ zadosti
Zadavatele nebo Quintiles u kazdého
uveden¢ho a identifikovaného zkousejiciho
nebo spoluzkousejiciho, ktefi se piimo
podileji na 1éeni nebo hodnoceni Ugastniki
klinického hodnoceni, neprodlené¢ pieda
Quintiles vyplnény a podepsany formulaf
finan¢niho prohlaseni a konfliktu zajmu, ktery
byl vyplnén a podepsan takovym zkousejicim
nebo spoluzkouSejicim, ve kterém tito
zkouSejici ¢i  spoluzkousSejici pfiznavaji
jakékoli ptislusné zajmy, které maji oni sami
nebo jejich manzelé/manzelky ¢i
nezaopatiené déti.

Quintiles je opravnén pozdrzet platby,
Vv pfipad¢, Ze neobdrzi vyplnéné formulare od
kazdého takového Zkousejiciho a
spoluzkousejiciho.

Zkousejici zajisti urychlenou aktualizaci
formularu dle potieby, s cilem zajistit jejich
piesnost a uUplnost v pribc¢hu realizace
Klinického hodnoceni a jeden (1) rok po
dokonceni Klinického hodnoceni.

Zdravotnické zafizeni souhlasi stim, ze
vyplnéné formulafe mohou kontrolovat statni
a regulacni ufady, Zadavatel, Quintiles a
jejich zastupci, a Zdravotnické zafizeni
s takovymi kontrolami souhlasi.

Zdravotnické zafizeni také potvrzuje, ze
neuzavielo Zadnou smlouvu, ktera by mohla
branit provadéni Klinického hodnoceni nebo
kterd by mohla zhorSit pfijeti vyslednych
udaju regulacnimi Gfady nebo vyvolat stiet
zajmu.
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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, and further, the parties declare
that compensation provided under this
Agreement does not exceed the fair market
value of the services the Site is providing,
and that no payments are being provided to
the Site for the purpose of inducing them to
purchase or prescribe any drugs, devices or
products.

If the Sponsor or Quintiles provides any free
products or items for use in the Study,
Institution and Investigator agree that they
will not bill any Study Subject, insurer or
governmental agency, or any other third
party, for such free products or items.
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12.

O QUINTILES’

Zkousejici dale souhlasi s pfenosem dat o
finanénim  prohldSeni do zem¢ sidla
Zadavatele a Spojenych stati americkych, a to
i kdyby vtéchto zemich neplatil nebo
neexistoval natolik vyspély rezim ochrany dat
jako ve wvlastni zemi Centra klinického
hodnoceni.

Tento Clanek 11 "Finanéni informace a stfet
z4jmi" zlstane v platnosti po ukonceni nebo
uplynuti doby ucinnosti této Smlouvy.

ZAMEZENI UPLATKARSTVi A PODVODU

Zdravotnické zatizeni a Zkousejici souhlasi,
ze jejich usudek, pokud jde o poradenstvi a
pé¢i o kazdého Ucastnika klinického
hodnoceni, nebude ovlivnén thradou, kterou
obdrzi na zékladé¢ této Smlouvy, a dale
smluvni strany osvédCuji, ze kompenzace
poskytnuta dle této smlouvy nepiesahuje
realnou trzni hodnotu sluzeb, které Centrum
klinického hodnoceni poskytuje a Ze zadné
platby nejsou Centru klinického hodnoceni
poskytovany za ucelem piimét je k nakupu
nebo predepisovani jakychkoliv  1éka,
zafizeni nebo produktii.

Pokud Zadavatel nebo Quintiles poskytnou
jakeékoli produkty nebo pfedméty pro pouziti
v Klinickém hodnoceni zdarma,
Zdravotnického zafizeni a ZkouSejici
souhlasi, Ze nebudou Zzadat uhradu po
74dném Ugcastnikovi klinického hodnoceni,
pojistovné nebo statnim/spravnim ufadu
nebo jakékoli jiné tfeti strané za tyto zdarma
poskytnuté produkty nebo predméty.
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Institution and Investigator agree that they
will not bill any Study Subject, health
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 represents and warrants to

AstraZeneca:

that they will not take any action that will
cause any AstraZeneca group company to be
in breach of any applicable laws for the
prevention of fraud, corruption,
racketeering, money laundering or terrorism;

that they shall not directly or indirectly pay
or promise to pay, or authorize the payment
of any money, or give, promise to give or
authorize the giving of anything of value to
any person or entity, including any
government official, healthcare professional
or person affiliated with a healthcare
organisation, to obtain or retain business or
secure improper advantage for any
AstraZeneca group company.
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13.

O QUINTILES’

Zdravotnické zatizeni a Zkousejici souhlasi,
ze nebudou zadat twhradu po zadném
Ucastnikovi klinického hodnoceni,
zdravotni pojistovné nebo statnim uradé za
jakékoliv navstévy, sluzby nebo vydaje
vzniklé v pribéhu Klinického hodnoceni, za
které¢ obdrzeli thradu od Quintiles nebo
Zadavatele, nebo které nejsou soucasti bézné
péce, kterou by za normadlnich okolnosti
poskytli Subjektu studie a Ze ani Instituce ani
Zkousejici nebudou poskytovat platbu
jinému 1ékati za doporuceni subjektt do
Studie.

ZAMEZENi PODPLACENI

Zdravotnické zafizeni a ZkouSejici timto
souhlasti, Ze platby, které budou uhrazeny na
zaklad¢é této Smlouvy, predstavuji fadnou
kompenzaci za sluzby poskytnuté¢ Mistem
provedeni klinického hodnoceni.

Zdravotnické zafizeni se zavazuje:

ze neucini nic, co by mohlo mit za nasledek
poruseni pravnich piedpisi o boji proti
podvodiim, korupci, vydirdni, prani
Spinavych penéz nebo terorismu; a

Ze pifimo ani nepfimo nezaplati, nebude
slibovat, Ze zaplati, nebo ned4 souhlas k
uhradé jakékoliv penéZzni Ccastky, nebo
neposkytne, neslibi, Ze poskytne, nebo neda
souhlas k poskytnuti ¢ehokoliv hodnotného
zadné fyzické nebo pravnické osobg, veetné
vladnich Ciniteld, zdravotnickych
pracovniki nebo osob spojenych se
zdravotnickou organizaci, za i¢elem ziskani
nebo udrZzeni obchodu nebo zajiSténi
nepatiicné vyhody pro nékterou spole¢nost z
AstraZeneca Group.
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Institution also agrees that they shall not
directly or indirectly in connection with this
contract receive or solicit any money or
anything of value from any person or entity
in order for any of us to secure an improper
advantage to such person or entity in
connection with any business dealing.

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.

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.
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14.

O QUINTILES’

Zdravotnické zatizeni se rovnéz zavazuje, ze
nebude v souvislosti s touto smlouvou pfimo
¢i nepfimo piijimat ani vyzadovat zadné
penize nebo cokoli hodnotného od zadné
fyzické nebo pravnické osoby s cilem zajistit
nepatficné vyhody zadné fyzické nebo
pravnické osobé v souvislosti s jakymkoli
obchodnim jednénim.

Nad ramec ostatnich prav a prostiedkt
napravy dle této Smlouvy, ¢i na zakladé
ptisluSnych pravnich ptedpis, Quintiles
nebo Zadavatel budou opravnéni ukoncit
platnost této Smlouvy v ptipad¢, Ze Centrum
klinického hodnoceni porusi jakékoli
prohlaSeni ¢i zaruky obsazené v tomto
Clanku, piipadng, pokud Quintiles nebo
Zadavatel zjisti, Ze jsou poskytovany ¢i byly
poskytnuty neopravnéné platby vici ¢i ze
strany  Zdravotnického  zafizeni  ¢i
Zkousejiciho nebo jakéhokoli jednotlivce ¢i
subjektu jednajiciho jejich jménem.

NEZAVISLI DODAVATELE

Zkous$ejici a Zdravotnické zafizeni a
Pracovnici studie budou jednat jako
nezavisli poskytovatel¢ smluvniho plnéni
Quintiles a nebudou jakkoli povazovani za
zaméstnance €1 zastupce Quintiles nebo
Zadavatele.

Ani Quintiles ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se k
benefitim, penzim, ndhradam, narokim k
dichodovému pfipojisténi,
pracovnépravnim odmeénam, srazkovym ¢i
jinym pracovnépravnim danim tykajicim se
Zkousejiciho nebo Zdravotnického zatfizeni
nebo jejich zaméstnanct.
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15 TERM & TERMINATION

15.1 Term

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

15.2 Termination

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

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 termination
procedures specified in the Agreement or
Protocol, ensure that any required subject
follow-up procedures are completed, and
make all reasonable efforts to minimize
further costs, and Quintiles shall make a
final payment for visits or milestones
properly performed pursuant to this
Agreement in the amounts specified in
Attachment A; provided, however, that
Payments will be in each case reduced by
ten (10 %) percent.
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15.

O QUINTILES’

PLATNOST A UKONCENI PLATNOSTI
15.1 Platnost

Tato Smlouva nabyva platnosti a ti¢innosti k
datu, kdy bude podepsana posledni smluvni
stranou (“Datum ucinnosti”’) a zlistane v
ucinnosti do okamziku dokonceni ¢i
ukonéeni v souladu s timto Clankem 15
“Platnost & Ukonceni platnosti”.

15.2. Ukonceni platnosti

Quintiles a/nebo Zadavatel jsou opravnéni
ukon¢it platnost této Smlouvy z jakéhokoli
divodu s okamzitou u¢innosti neprodlen¢ na
zakladé doruceni pisemného oznameni.

Centrum klinického hodnoceni je opravnéno
ukoncit  tuto Smlouvu  pisemnym
ozndmenim v piipad¢, Ze okolnosti, jez jsou
svoji povahou mimo moznost ovlivnéni ze
strany Centra klinického hodnoceni, zabrani
dokonc¢eni Klinického hodnoceni, nebo v
pripadé, ze Centrum klinického hodnoceni
divodné¢  usoudi, ze  pokracovani
v Klinickém hodnoceni neni bezpecné. V
navaznosti na doruceni oznameni o ukoncent
platnosti Centrum klinického hodnoceni
neprodlen¢ ukon¢i jakykoli nadbor subjekti,
bude jednat v souladu sve smlouvé ¢i
Protokolu definovanymi  postupy pro
ukoncenti, zajisti, Ze ve vztahu k subjektim
Studie budou dokonceny jakékoli procesy
kontrolni povahy, a vyvinou nezbytné usili
za ucCelem limitace jakychkoli dalSich
nakladi, pficemz Quintiles provede
zavérecnou uhradu za nadvstévy a milniky,
jez byly tadné provedeny na zdklad¢ a v
souladu s touto Smlouvou, a to ve vysi
¢astek definovanych v Priloze A; avSak za
podminky, Ze Platby budou v kazdém
pfipadé¢ snizeny o ¢astku ve vysi deseti (10
%) procent.
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This reduced amount shall represent a
value of any/all activities related to close-
out of the database, and will be made upon
the final acceptance by Sponsor of all CRF
pages and all data clarifications issued and
satisfaction of all other applicable
conditions set forth herein. If a material
breach of this Agreement appears to have
occurred and termination may be required,
then, except to the extent that Study
Subject safety may be jeopardized,
Quintiles and/or Sponsor may suspend
performance of all or part of this
Agreement, including, but not limited to,

subject enrollment.

The Sponsor and Quintiles acknowledge
that termination of the employment
relationship between the Investigator and
the Institution is the right of the Institution
and will not be considered a breach of this

Agreement.

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,

c) by e-mail of .pdf/scan or other
non-editable format notice with
confirmed transmission report, or

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

follows:
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O QUINTILES’

Takto snizend castka bude predstavovat
hodnotu veskerych cinnosti spojenych s
uzavienim databaze, a bude poskytnuta
poté, co Zadavatel schvali veskeré stranky
formulait CRF, a dale poté, co budou
poskytnuta veSkera vyjasnéni dat a dale
dojde ke splnéni veskerych ostatnich
podminek, jez jsou stanoveny v této
Smlouvé. V pftipadé, ze dojde ke vzniku
domnéni, Ze doslo k podstatnému poruseni
této Smlouvy a muze tak dojit k ukonceni
platnosti této Smlouvy, pak s vyjimkou a v
rozsahu, v jakém muze byt ohrozena
bezpecnost Ucastnik® klinického hodnoceni,
Quintiles a/nebo Zadavatel mohou pierusit
naplnéni celé ¢i ¢asti této Smlouvy, zejména
vcetné zafazovani Subjektl studie.

Zadavatel a Quintiles berou na védomi, ze
ukonceni pracovnépravniho vztahu
Zkousejiciho se Zdravotnickym zafizenim je
pravem Zdravotnického zafizeni a nebude
povazovano za poruseni této Smlouvy.

16. OZNAMENI

Veskera ozndmeni vyzadovand nebo
povolena podle této Smlouvy budou ucinéna
V pisemné podobé¢ a budou dorucena:
a) osobné
b) doporu¢enym  dopisem, s pfedem
zaplacenym posStovnym, s doru¢enkou
) e-mailem ve formatu pdf/scan nebo
Vjiném formatu, ktery znemoziuje
zasah do obsahu s potvrzenou zpravou o
pfenosu nebo
d) kuryrni  sluzbou, ktera zarucuje
doruceni dalsi den a poskytne potvrzeni.
Tato ozndmeni budou adresovana takto:
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O QUINTILES’

Name / Nazev: AstraZeneca AB

To Sponsor / Zadavateli: Address / Adresa: S-151 85 Sodertilje Sweden

To Quintiles / Quintiles: Name / Nazev: Quintiles Czech Republic, s.r.o.

Address / Adresg: Praha 5, Jinonice, Radlicka 714/113a,
158 00, Praha, Ceska republika

Tel./ Tel:
Name / Nazev: VSeobecna fakultni nemocnice v Praze

To Institution / Zdravotnickému | Address / Adresa: U nemocnice 499/2, 128 08 Praha 2,
zafizeni Ceska republika

Name / Jméno a pifijmeni:
To Investigator / Zkousejicimu | Address / Adresa:
Tel./ Tel:
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17 FORCE MAJEURE

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,
or dissimilar to the
foregoing, beyond the reasonable control
of the Party bound by such obligation,
provided, however, that the Party affected
reasonable efforts to
eliminate or cure or overcome any of such
causes and to resume performance of its

whether similar

shall exert its

obligations with all possible speed.

18. MISCELLANEOUS

18.1 Entire Agreement
This Agreement,

including

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
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17.

18.

O QUINTILES’

VYSSi Moc

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jez ma byt takovou Stranou splnéna na
zékladé¢ podminek této Smlouvy, bude
prominuto v duasledku zaplav, pozara ¢i
jinych projevl Vys§i moci, nehod, valek,
nepokoji, embarg, prodleni dopravci,
nemoznosti opatfit pfislusSné materialy,
nebude-li dodana elektricka energie ¢i jiné
pfirodni zdroje, v dusledku rozhodnuti,
zakazli ¢i omezeni statniho/spravniho uradu
¢1 jiného prvku vys8§i moci, ktery zabrani
splnéni takové povinnosti, bez ohledu na to,
zda je shodny ¢i odliSny od shora
uvedeného, a ktery stoji mimo moznost
ovlivnéni piislusné Strany, ktera je takovou
povinnosti vdzana, to vSak za podminky, ze
takto dotcend Strana vyvine odpovidaji Gsili
za uCelem odstranéni ¢i napravy Ci
ptekonani jakéhokoli takového divodu ¢i
pri¢iny a bude pokracovat v plnéni svych
povinnosti v nejbliz§im mozném casovém
okamziku.

RUZNE

18.1. Celistvost Smlouvy

Tato Smlouva, vcetné pftiloh, piedstavuje
vyhradni, celistvé a Uplné ujednani Stran a
nahrazuje veskeré ostatni pisemné a Ustni
dohody vztahujici se k tomuto Klinickému
hodnoceni.

18.2. Vzdani se uplatnéni/Vynutitelnost

Neuplatnéni jakéhokoli prava ¢i podminky
této Smlouvy nezakldda domnénku vzdani
se uplatnéni takového prava ¢i podminky.

V piipadé, Ze bude kterdkoli cast této
Smlouvy shleddna jako nevykonatelna,
zbytek této Smlouvy zlstane 1 nadale v
platnosti.

18.3. Pfevod Smlouvy
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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, 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. Contract parties have agreed that
any disputes arising out of this Agreement,
or in connection with it, shall be resolved
by the competent court in the 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 stated
herein.
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O QUINTILES’

Tato Smlouva bude zavazna vii¢i Stranam 1
jejich pravnim nastupctim a postupniktim.

Centrum klinického hodnoceni neptfevede
jakakoli prava ¢i zavazky z této Smlouvy bez
predchoziho pisemného souhlasu Quintiles
nebo Zadavatele.

Na zaklad¢ zadosti Zadavatele je spole¢nost
Quintiles opravnéna prevést tuto Smlouvu
na Zadavatele nebo jakoukoli tfeti stranu, a
Quintiles nebude odpovédny za jakékoli
zavazky ¢i odpovédnosti dle této Smlouvy,
jez vyplynou po datu pfevodu a Misto
provedeni klinického hodnoceni timto
souhlasi s takovym postoupenim. Mistu
provedeni klinického hodnoceni bude
takové postoupeni Ci prevod oznameno bez
zbyte¢ného odkladu nabyvatelem.

18.4 Rozhodné pravo

Tato Smlouva bude vykladana a vymahéna v
souladu s pravnim fadem Ceské republiky.
Smluvni strany se dohodly, Ze piipadné
spory vzeslé z této Smlouvy, nebo V
souvislosti s ni, budou rozhodovany soudy v
Ceské republice.

18,5 Rozhodnd jazykové verze.

Tato Smlouva je vyhotovena v anglickém a
Ceském jazykovém znéni. V ptipadé
jakéhokoli rozporu bude rozhodujici Ceska
jazykova verze.

18.6 Pietrvavajici platnost:

Podminky této Smlouvy, které obsahuji
prava a povinnosti, jez svoji povahou
prekracuji okamzik dokonceni Klinického
hodnoceni, zistanou zdvazné 1 v ptipade
ukonceni ¢i vyprSeni platnosti této Smlouvy,
a to 1 v pfipadé, ze tak neni v této Smlouvé
vyslovné uvedeno.
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O QUINTILES’

ACKNOWLEDGED AND AGREED BY Quintiles Czech Republic, s.r.o.,
/ NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE
Quintiles Czech Repubilic, s.r.o.,

By/ Jméno:

Signature/ Podpis:

Date/ Datum: 11.2.2016

ACKNOWLEDGED AND AGREED BY VSeobecna fakultni nemocnice v Praze: / NA
DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Vseobecné
fakultni nemocnice v Praze:

By/ Jméno: Mgr. Dana Juraskova, Ph.D., MBA

Title/ Funkce: Director / Reditelka
(must be authorized to sign on Institution's behalf)/(musi se jednat o podpis opravnéného zastupce
Zdravotnického zafizeni):

Signature/ Podpis:

Date/ Datum: 12.2.2016

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na dikaz souhlasu
pripojuje sviij podpis ZkousSejici:

Name/ Jméno: ]

Signature/ Podpis:

Date/ Datum: 16.2.2016

Signed by Quintiles Czech Republic, s.r.o., under a Power of Attorney dated 4 August 2014, in the
name of Astra Zeneca/ Podepsano Quintiles Czech Republic, s.r.o., na zakladé Plné moci
vystavené dne 4. srpna 2014, jménem Astra Zeneca

Name/ Jméno:

Signature/ Podpis:

Date/ Datum: 11.2.2016
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O QUINTILES’

Attachments: Piilohy:
Attachment A - Budget and payment schedule Ptiloha A — Rozpocet a platebni
Attachment B - Protocol harmonogram
Attachment C - Certificate of insurance Ptiloha B — Protokol
Attachment D - Power of attorney/delegation  Ptiloha C — Potvrzeni o pojisténi

letter of Quintiles Ptiloha D — PIna moc/delegaéni dopis pro
Attachment E — Agreement Regarding Quintiles

Attendance at Study Meetings Piiloha E — Dohoda o ucasti na jednanich v
Attachment F — Letter of Indemnification ramci Klinického hodnoceni

Ptiloha F — Potvrzeni o pojistném kryti

50
Smlouva 0 zajisténi klinického hodnoceni/Contract on Clinical Trial
Astra Zeneca AB, Protocol/Protokol: D4191C00004
Vseobecna fakultni nemocnice
Verze/Version Redacted, 08112018



O QUINTILES’

ATTACHMENT A PRILOHA A
BUDGET & PAYMENT SCHEDULE ROZPOCET A PLATEBNI HARMONOGRAM
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APPENDIX E
Agreement on participation in Clinical
trial meetings

1. Definitions

The term "Clinical trial meetings" means
meetings concerning the Clinical trial, such as
meetings of investigators, study coordinators,
and/or meetings on results. Clinical trial
meetings are a standard practice in conducting
clinical studies and may be held before,
during or after completing the Clinical trial.
The purpose of meetings before and during
the Clinical trial is to ensure proper
coordination in planning and conducting the
Clinical trial in accordance with GCP
principles. Meetings after completing the
Clinical trial are usually held to share
conclusions and results of the clinical trial.

The term "Site personnel” means all persons
involved in conducting the Study at
Institution’s/Investigator’s side, including all
designees of the investigator/co-investigator.

2. Participation in Clinical trial meetings

The Investigator and Site personnel may be
invited to participate in Clinical trial
meetings.

The Parties have agreed that the Investigator
or Site Personnel will not receive any
additional remuneration for participating in
Clinical trial meetings, as defined herein.
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O QUINTILES’

PRILOHA E
Dohoda o casti na jednanich v ramci
Klinického hodnoceni

1. Definice

Pojem “Jednani v ramci Klinického hodnoceni”
znamena jednani tykajici se Klinického
hodnoceni, naptiklad jednani zkouSejicich
I¢karti, koordinatori studie a/nebo jednani o
vysledcich. Jednani v rédmci Klinického
hodnoceni jsou standardni praxi pfi provadéni
klinickych studii a mohou se konat pred
zahajenim Klinického hodnoceni, béhem né&j i
po jeho ukondeni. Ulelem jednani pied
zahajenim Klinického hodnoceni a v jeho
pribé¢hu je zajistit fadnou koordinaci pfii
planovani a provadéni Klinického hodnoceni v
souladu se zasadami GCP. Jednani po ukonceni
Klinického hodnoceni obvykle slouzi ke sdileni
zavéru a vysledki tohoto hodnoceni.

Pojem  "Pracovnici  Centra  klinického
hodnoceni" znamend vSechny osoby, které se
ucastni  provadéni  Studie na  strané
Zdravotnického zatizeni/Zkousejiciho, vcetné
vSech zastupcli zkousejiciho /
spoluzkousejicich.

2. Ucast na jednanich v ramci Klinického
hodnoceni

Zkousejici a pracovnici Centra klinického
hodnoceni mohou byt pfizvani k UcCasti na
jednanich v rdmci Klinického hodnoceni.

Strany se dohodly, Ze za ucast Zkousejiciho ani
Pracovnikli Centra klinického hodnoceni na
jednani v ramci Klinického hodnoceni v daném
rozsahu nebude vyplacena zadna dal§i odmeéna.
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If the Sponsor or Quintiles require the
Investigator or Site personnel to perform any
other activities, beyond the scope of this
Agreement or Protocol, a separate agreement
shall be concluded by the parties..

Quintiles and the Sponsor undertake to hold
Clinical trial meetings in accordance with the
applicable legislation of the Czech Republic.
In accordance with the codices applied in the
pharmaceutical industry and AstraZeneca

Global Policies for external cooperation
available at www.astrazeneca.com, the
Sponsor and Quintiles can offer the

Investigator and Site personnel modest hotel
accommodation, boarding and transportation
to the Clinical trial meeting and back
(collectively "Accommodation™). The value
of such Accommodation may be disclosed in
accordance with applicablelegislation.

The Investigator on his/her own behalf and on
behalf of the Site personnel acknowledges and
confirms that their participation in Clinical
trial meetings is directly related to their
participation in the Study and does not
constitute an inducement to future or past
prescribing, purchasing, using, obtaining
preferential formulary status, or dispensing
any Sponsor product or in return for their
participation.

When participating in Clinical trial meetings,
the Investigator on his/her own behalf and on
behalf of the Site personnel declares and
confirms that their participation shall be
approved by their employer, and will not
cause failure or breach of any regulation,
procedure or agreement.
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Bude-li Zadavatel nebo Spolecnost Quintiles
pozadovat od Zkousejiciho nebo Pracovnikl
centra klinického hodnoceni, aby na téchto
jednanich vykonali néjaké dalsi Cinnosti nad
rdmec stanoveny Smlouvou ¢i Protokolem,
bude mezi stranami uzaviena samostatna
smlouva.

Spole¢nost Quintiles a Zadavatel se zavazuji
provadét Jednani v ramcei Klinického hodnoceni
v souladu s pravnimi predpisy Ceské republiky.
V souladu s kodexy uplathovanymi ve
farmaceutickém primyslu a Globalni politikou
spolecnosti AstraZeneca pro externi spolupraci,
ktera je k dispozici na www.astrazeneca.com,
muze Zadavatel a spolecnost Quintiles
Zkousejicimu a pracovnikiim Centra klinického
hodnoceni nabidnout skromné hotelové
ubytovani, stravovani a pfepravu na Jednani v
ramci Klinického hodnoceni a z n¢j (souhrnné
"Ubytovani"). Hodnota takového Ubytovani
muze byt v souladu s platnymi piedpisy
zvefejnéna.

Zkousejici svym jménem a jménem Pracovnikil
Centra klinického hodnoceni bere na védomi a
potvrzuje, ze jejich Ucast na Jednénich v ramci
Klinického hodnoceni ptimo souvisi s ucasti ve
Studii a neptfedstavuje podnét k budoucimu ¢i
minulému pfedepisovani, ndkupu, uZivani,
prednostni pozici v 1ékopisech nebo vydavani
jakéhokoliv ptipravku Zadavatele, nebo aby se
tak délo na oplatku za jejich ucast.

Pti ucasti na jedndnich v ramci Klinického
hodnoceni ZkousSejici svym jménem a jménem
Pracovnikli Centra klinického hodnoceni
prohlasuje a zaruCuje, ze jejich ucast bude
schvélena zaméstnavatelem a Zze nezplsobi
nedodrzeni nebo poruseni zadného ptedpisu,
postupu nebo smiouvy.
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APPENDIX F
CERTIFICATE OF INSURANCE
COVERAGE

To: VSeobecna fakultni nemocnice v Praze
having a place of business at U Nemocnice
499/2, 128 08 Praha 2, Czech Republic
(""Institution™)

From: Astra Zeneca AB, having a place of
business at 151 85 Sodertélje, Sweden, SE-
151 85

(""Sponsor™* or ""AstraZeneca'")

Re: A Phase 111,  Open-label,
Randomised, Multi-centre, International
Study of MEDI4736, Given as

Monotherapy or in Combination with
Tremelimumab, Determined by PD-L1
Expression, Versus Standard of Care in
Patients with Locally Advanced or
Metastatic Non-Small Cell Lung Cancer
(Stage 11IB-1V) who Have Received at
Least Two Prior Systemic Treatment
Regimens Including One Platinum-based
Chemotherapy Regimen and Do Not Have
Known EGFR TK Activating Mutations or
ALK Rearrangements (ARCTIC),
Protocol No. D4191C00004

(""Protocol™ or "'Study")

1.  The Institution is participating in the
Study above to be conducted by h
("Investigator™) in accordance with the
Protocol, which can be subject to amendments
based on agreement between the Sponsor and
the Investigator. The Sponsor confirms that in
accordance with the Clinical trial agreement
concluded between the Site, the Investigator,

and  Quintiles  ("Agreement”).  The
Investigator will obtain all necessary
approvals from the competent ethics

committee and/or Institutional Review Board
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PRILOHA F
POTVRZENI O POJISTNEM KRYTI

Komu: Vseobecna fakultni nemocnice v
Praze, se U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika

(""Zdravotnické zarizeni')

Od: Astvra Zeneca AB, se sidlem 151 85
Sodertélje, Svédsko, SE-151 85
(“"Zadavatel™ nebo "AstraZeneca')

Vée:  Oteviené randomizované
multicentrické mezinarodni klinické
hodnoceni faze III, hodnotici pripravek
MEDI4736 podavany v monoterapii nebo v
kombinaci s tremelimumabem, podle
exprese PD-L1, v porovnani se standardni
1é¢bou u pacientii s mistné pokrocilym nebo
metastazujicim nemalobunéénym
karcinomem plic (stadium IIIB az IV), kteFi
jiZ podstoupili alespon dva reZimy systémové
1é¢by, v€etné jednoho cyklu chemoterapie na
bazi platiny, a u nichZ nebyla zjiSténa
aktivujici mutace TK EGFR nebo
translokace genu ALK (ARCTIC), ¢.
Protokolu D4191C00004

(""Protokol'* nebo **Studie™)

1.  Zdravotnické zafizeni se uCastni vySe
uvedené¢ Studie, kterou bude provadét

("Zkousejici") v souladu s
Protokolem, ktery mtze podléhat ipravam na
zéklad¢ dohody mezi Zadavatelem a
Zkousejicim. Zadavatel potvrzuje, ze v souladu
se smlouvou o provadéni klinického hodnoceni
uzavienou mezi Zdravotnickym zafizenim,
ZkouSejicim  a  spolecnosti Quintiles
("Smlouva") obdrzi ZkouSejici  veSkera
nezbytna schvaleni ptislusné etické komise a a
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and will resolve all financial issues with the
Institution.

2. The Institution has agreed to participate in
the Study by granting its approval to conduct
the Study in its premises using facilities,
workers, and equipment the Investigator may
reasonably need for the purposes of the Study.

3. In consideration of such participation by the
Institution, the Sponsor agrees to indemnify
the Site and the Sponsor and protect them
against all claims and proceedings initiated by
or on behalf of Subjects taking part in the
clinical trial against the Institution or the
Investigator for injury of individual Subjects
taking part in the clinical trial, to the extend
they arise or relate to (i) the administration of
the Investigational product in accordance with
this Agreement, the Protocol, and any other
written instructions from the Sponsor or (ii)
performing any tests or procedures required
by the Protocol to which the Subject taking
part in the clinical trial would not have been
exposed but for their participation in the
Study, always provided that:

3.1 The Institution and the Investigator have
followed the instructions of the Sponsor and
acted in accordance with the Protocol (and all
amendments hereto) and with valid laws and
regulations; and

3.2 When conducting the Study (including
enrolment of Study Subjects and assessing
their eligibility for the Study from the medical
point of view), the Institution and the
Investigator have used their reasonable
medical judgement.

4. The indemnification obligation by the
Sponsor according to Section 3 shall not apply
to any such claims and proceedings if and to
the extent that:
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vyfesi se Zdravotnickym zafizenim veSkeré
zélezitosti finan¢ni povahy.

2. Zdravotnické zafizeni souhlasilo s Gcasti ve
Studii povolenim jejiho provadéni ve svych
prostorach pii vyuziti zafizeni, pracovnikll a
vybaveni, kterd mize Zkousejici diivodné pro
ucely Studie pottebovat.

3. S ohledem na ucast Zdravotnického zatizeni
souhlasi Zadavatel S odskodnénim
Zdravotnického zafizeni a ZkousSejiciho a s
jejich ochranou ptfed veSkerymi naroky a
fizenimi zahajenymi Subjekty klinického
hodnoceni nebo vedenymi jejich jménem proti
Zdravotnickému zafizeni nebo Zkousejicimu z
divodu 0jmy jednotlivych Subjekti klinického
hodnoceni, a to v rozsahu, v jakém vyplyvaji
nebo souviseji s (i) podavanim Hodnoceného
pfipravku v souladu s touto Smlouvou,
Protokolem a veskerymi dal§imi pisemnymi
pokyny Zadavatele nebo (ii) s provadénim
veSkerych testi nebo ukonii vyzadovanych
Protokolem, které by Subjekt klinického
hodnoceni nepodstoupil, pokud by se neti¢astnil
Studie, vzdy za ptedpokladu, ze:

3.1 Zdravotnické zatizeni a Zkousejici dodrzeli
pokyny Zadavatele a jednali v souladu s
Protokolem (a vSemi jeho dodatky) i s platnymi
zakony a piedpisy; a

3.2 Zdravotnické zafizeni a ZkouSejici pfi
provadéni Studie (vCetné zatfazovani Subjekth
klinického hodnoceni a stanoveni, pro které je
ucast ve Studii z 1€katského hlediska vhodna)
jednali na zdkladé raciondlniho I¢katského
usudku.

4. Povinnost odskodnéni ze strany Zadavatele

podle ¢lanku 3 neplati v ptipadé, Ze takové
naroky nebo fizeni:
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4.1 They will arise or will relate to negligence,
wilful misconduct or unlawful conduct or
omissions of the Institution, the Investigator
or any Clinical trial personnel;

4.2 they will arise or will relate to failure to
immediately notify an  adverse events
occurring during the Study, including any
adverse events (as both terms are defined in
the Protocol) to the Sponsor by the
Investigator or the Institution; or

4.3they will arise due to arrangement or
settlement of such claim on the part of the
Institution or the Investigator without written
consent of the Sponsor.

5. The Institution accepts responsibility for
indemnification of the Sponsor for any losses
due to:

5.1 Neglect or wilful misconduct on the part
of the Institution, the Investigator or Clinical
trial personnel while performing duties
arising from this Agreement; or

5.2 failure to comply with the provisions of
the Agreement, the Protocol, and any written
instructions concerning the Study, or any
applicable laws or regulations on the part of
the Institution, the Investigator or the Clinical
trial personnel.

The Medical Facility declares that it has
contracted, and is obliged to keep in place
adequate insurance in accordance with the
provisions of § 45 paragraph 2 letter n) of Act
No. 372/2011 Coll., on medical services, as
amended.

Smlouva 0 zajisténi klinického hodnoceni/Contract on Clinical Trial
Astra Zeneca AB, Protocol/Protokol: D4191C00004

Vseobecna fakultni nemocnice

Verze/Version Redacted, 08112018

O QUINTILES’

4.1Vzniknou nebo budou souviset se
zanedbanim, Umyslnym pochybenim nebo
protipravnim jedndnim ¢i opominutim ze strany
Zdravotnického zatizeni, ZkouSejiciho nebo
kohokoliv z Pracovniku klinického hodnoceni;

4.2 vzniknou nebo budou souviset s okamzitym
neoznamenim nezadouci ptihody, k niz dojde
béhem Studie, véetné veskerych nezadoucich
ptihod u Subjektl klinického hodnoceni nebo
zéavaznych nezadoucich piihod (tak, jak jsou
oba pojmy definovany v Protokolu), Zadavateli
ZkouSejici nebo Zdravotnickym zafizenim,;
nebo

4.3vzniknou v disledku narovnani nebo
vyporadanim takového naroku ze strany
Zdravotnického zatizeni nebo Zkousejiciho bez
pisemného souhlasu Zadavatele.

5. Zdravotnické zatizeni piijima zodpovédnost
za odSkodnéni Zadavatele v piipadé veskerych
ztrat zptisobenych:

5.1 zanedbanim nebo umyslnymi pochybenimi
na stran¢ Zdravotnického zafizeni,
Zkousejictho nebo Pracovnikli klinického
hodnoceni pfi plnéni jejich povinnosti
vyplyvajicich z této Smlouvy; nebo

5.2 nedodrzenim ustanoveni Smlouvy,
Protokolu a veskerych pisemnych pokynt
Zadavatele ohledn¢ Studie nebo jakychkoliv
platnych zakont ¢i1 predpisit ze strany
Zdravotnického zafizeni, ZkouSejiciho nebo
Pracovnik klinického hodnoceni.

Zdravotnické zafizeni prohlasuje, ze ma
sjednano pojisténi dle § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sb., o zdravotnich sluzbach,
ve znéni pozdéjsich predpist.
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6. This indemnity shall be governed by and
construed in accordance with the laws of the
Czech Republic.

7. The Institution’s participation in the Study
constitutes the Institution’s acceptance of the
terms and provisions of this indemnity.

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

If to Sponsor, to/Zadavateli na:
Address/Adresa:

151 85 Sodertilje, Svédsko,
SE-151 85

Facsimile/Fax:

Attention:K rukidm:

O QUINTILES’

6. Toto odskodnéni se bude fidit a bude
vykladano podle prava Ceské republiky.

7.UcCast Zdravotnického zafizeni ve Studii
znamend, ze Zdravotnické zafizeni pfijima
podminky a ustanoveni tohoto odSkodnéni.

8. VeSkera ozndmeni, zadosti 1 dalsi
komunikace umoznéna nebo vyzadovana na
zakladé¢ této dohody budou v pisemné podobg,
budou odkazovat konkrétn¢ na tuto dohodu a
budou povazovana za dorucena pouze v piipade
osobniho doruceni nebo zaslani
prostfednictvim mezinarodné uznavané
expresni  zasilkové sluzby na naklady
odesilatele nebo faxem (s potvrzenim
uspésného pienosu) a adresovana stranam na:

If to Institution, to/Zdravotnickému zafizeni na:
Address/Adresa:

U nemocnice 499/2, 128 08 Praha 2, Ceska
republika

Facsimile/Fax:

Attention/K rukidm:

Copy: Kopie:
Address: Adresa:
Facsimile: Fax:

Attention: General Counsel

K rukam: feditel pravnich zaleZitosti
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or to such other address as the party to whom pnebo na jinou adresu, kterou strana, jiz ma byt
notice is to be given may have provided to the oznameni doruceno, piipadné poskytne druhé
other party in accordance with this Section 10. strané v souladu s timto Clankem 10. Takové
Such notice shall be deemed to have been joznameni bude povazovano za doruéené k datu,
given as of the date delivered by hand or kdy bude doruc¢eno osobné, nebo zaslano faxem
transmitted by facsimile (with transmission [(s potvrzenym odeslanim), nebo dalsi pracovni
confirmed), or on the second business day (at den (na mist¢ dorufeni) po svéfeni zasilky
the place of delivery) after deposit with an mezinarodné uznavané kuryrni sluzbé podle
internationally recognized overnight delivery toho, co nastane dfive. Veskera oznameni
service, whichever is the earlier. Any notice [zasilana faxem museji byt potvrzena naslednym
delivered by facsimile shall be confirmed by a zaslanim vytisku oznameni doru¢eného co
hard copy delivered as soon as practicable nejdiive.

thereafter.
SIGNATURE on behalf of the Sponsor: PODPIS za Zadavatele:
Date .....coviiiiii i, Datum ........ccoooiiiiiiiiiii
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