CLINICAL TRIAL AGREEMENT

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

o Ustav pro pééi o matku a dité, having a place
of business at Podolské nabiezi 157, 147 00

Praha 4 - Podoli, Czech Republic,
Identification  number: 00023698, Tax
identification number: CZ00023698,

represented by doc. MUDr. Jaroslav Feyereisl,
CSc., director (the “Institution”), 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. CZzZ247
68 651, (“Quintiles”), and

e Medimmune, LLC having a place of business
at at One Medimmune Way, Gaithersburg,
Maryland, 20878, USA, represented by Astra
Zeneca NV/SA, Rue, Egide van Ophemstraat

110, Ukkel, Be-1180, Brussels, Belgium,
Identification number: 400165679
(“Sponsor”)

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

Protocol Number: D5290C00003 (EU)

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (“Smlouva”) je
uzavirdna mezi nasledujicimi stranami:

o Ustav pro pééi o matku a dité, se sidlem Podolské
nabfezi 157, 147 00 Praha 4 - Podoli, Identifikacni

Dariové

identifikacni  Gislo:

CZ00023698, zastoupeny doc. MUDr. Jaroslavem

Cislo: 00023698,
Feyereislem, CSc.,
zafizeni’), a

feditelem,

(“Zdravotnické

* Quintiles Czech Republic, s.r.o., se sidlem Praha
5, Jinonice, Radlicka 714/113a, PSC 158 00 Praha,

Ceska republika,

IC:

247 68651, DIC:

CZ24768651, (“Quintiles”), a

e Medimmune, LLC, se sidlem One Medlmmune

Way, Gaithersburg,

Maryland, 20878, USA,

zastoupena spoleCnosti Astra Zeneca NV/SA,
Rue, Egide van Ophemstraat 110, Ukkel, Be-1180,

Brussels, Belgium

IC: 400165679 (“Zadavatel”)

Kazda samostatné jako
“Strany”.

“Strana” a spole¢né jako

“A Phase 2b
Randomised,
Double-blind,
Placebo-controlled
Study to Evaluate

the Safety and

Efficacy of
Protocol Title: MEDI8897, a

Monoclonal

Antibody With an
Extended Half-life
Against Respiratory
Syncytial Virus, in
Healthy Preterm
Infants”

Cislo Protokolu:

D5290C00003 (EU)

Protocol Date: 18Apr2016

Nazev Protokolu:

.,Randomizovana, dvojité
zaslepena, placebem
kontrolovana studie faze
2b hodnotici bezpecnost a
ucinnost pfipravku
MEDI8897, monoklonalni
protilatky s prodlouzenym

poloCasem, proti
respiracnimu

syncytialnimu  viru u
zdravych predcasné

narozenych déti*

Sponsor: Medimmune, LLC

Datum Protokolu:

18. dubna 2016

Zadavatel:

Medimmune, LLC
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Country where
Institution is

Conducting Study Czech Republic

Stat ve kterém ma
sidlo Zdravotnické
zarizeni, které
provadi Studii

Ceska republika

Neonatologické

Location where the e, o

. oddéleni, which is a
study will be division/part of the
conducted: P

Institution

100 Calendar
Days after Site
Initiation Visit
(being the date by
which Site must
enrol at least one
Key Enrollment Date: (1) subject as
more specifically
set out in section
1.7 “Key
Enrollment Date”
below)

Neonatologické oddéleni,

Misto, kde bude | ktera je
provadéna Studie:

soucasti/oddélenim
Zdravotnického zarizeni

Ethics Committee
Fakultni nemocnice
Kralovské Vino-
hrady, Srobarova
1150/50, 100 34
Praha 10 / Eticka
komise UPMD,
Podolské  nabrezi
157, 147 00 Praha 4
—  Podoli  /Statni
ustav pro kontrolu
lé&iv, Srobarova 48,
100 41 Praha 10,
Czech Republic

ECMT/EC/RA

100 kalendarnich dnd po
Iniciaéni navstévé Mista
provadéni klinického
hodnoceni (a to jakozto
den, ke kterému je Misto

provadéni klinického

Klicové datum | Nodnoceni  povinno

zaFazeni: zaradit .mlnlrr]alm? jedgn
(1) subjekt, jak je dale
podrobnéji rozvedeno
nize v odstavci 1.7
“Kliové datum
zarazeni”)

MEK / EK / SUKL

Investigator name
(the “Investigator”)

r—

Etickda komise Fakultni
nemocnice Kralovské
Vinohrady, Srobérova
1150/50, 100 34 Praha 10/
Eticka komise UPMD,
Podolské nabrezi 157, 147
00 Praha 4 - Podoli; /
Statni astav pro kontrolu
lééiv, Srobarova 48, 100
41 Praha 10, Ceska
republika

Jméno zkousejiciho
( “Zkousejici”)

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 (defined below).

Designee: means any person designated by the
Sponsor in writing who undertakes activities on
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Ve Smlouvé jsou pouzity nasledujici smluvni
definice:

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

Formulafe pro zaznamy o subjektech hodnoceni
(Case Report Form) nebo CRF: formulaf pro
zaznamy o subjektech hodnoceni (v listinné ¢i
elektronické podobé) bude pouzivan Mistem
provadéni klinického hodnoceni za ucelem
zaznamu veSkerych informaci pozadovanych
Protokolem, které podléhaji oznamovani
Zadavateli ve vztahu ke kazdému Subjektu studie
(ve smyslu nize uvedené definice).

Povéfena osoba: Znamena jakoukoli osobu
pisemné povéfenou Zadavatelem, aby jeho
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behalf of the Sponsor in relation to the Study,
which may include an Affiliate or the CRO.

Developed  Technology: means  any
inventions, discoveries, improvements or
developments made by the Institution, the
Investigator or any Study Staff (whether solely
or jointly with others) in the course of or as a
result of the Study and that are directly related
to the Investigational Product, or the use
thereof.

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

Investigational Product means the study
drug(s), any placebo and any comparator
drug(s) being studied or tested in the Study as
set out in the Protocol

Study Subject: an individual who participates
in the Study, either as a recipient of the
Investigational Product (defined below) or as
a control.

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

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

Sponsor: the sponsor of the Study.

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

Study Data: means all records, accounts,
notes, reports, data, and ethics
communications (submission approval and
progress reports) collected, generated or used
in connection with the Study and/or
Investigational Product, 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.
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jménem vykonavala Cinnosti souvisejici se Studii.
Mize se jednat o Pfidruzenou spole¢nost nebo
o CRO.

Vyvinuta technologie: Znamena veskeré vynalezy,
objevy, zdokonaleni nebo zmény uclinéné
Zdravotnickym  zafizenim, ZkouSejicim nebo
Studijnim personalem (jednotlivé nebo spoleéné
s ostatnimi) v prdbéhu Studie nebo jako jeji
vysledek, souvisejici pfimo s Hodnocenym léCivem
nebo jeho pouzitim.

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

Hodnocené |é€ivo: Znamend hodnoceny pfipravek
(pfipravky), placebo, ¢&isrovnavaci pfipravek
(pfipravky), které jsou zkoumany nebo testovany
ve Studii podle Protokolu.

Subjekt studie: jednotlivec, ktery se ucastni Studie,
bud jakozto pfijemce Hodnoceného IéCiva (ve
smyslu nize uvedené definice) nebo jako kontrolni
subjekt.

Studijni personal: jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
ZkouSejiciho.

Spravna klinicka praxe nebo GCPs: Mezinarodni
konference  pro  harmonizaci  technickych
pozadavkl a podminek pro registraci 1é¢iv pro
humanni pouziti (ICH) Harmonizovana tripartitni
smeérnice pro Spravnou klinickou praxi, ve znéni,
jez je v prabéhu ¢asu novelizovano a zasady
vymezené Helsinskou deklaraci, revidované v
pribéhu casu.

Zadavatel: zadavatel Studie.

Zdravotni zaznamy: primarni zdravotni zaznamy
Subjektll studie vedené Zdravotnickym zafizenim
ve vztahu k Subjektu studie, zejména zaznamy o
poskytnuté péci, zazanym o RTG vySetfenich,
protokoly o provedenych biopsiich, snimky z
ultrazvukovych  vysSetfeni a dalSi  snimky
diagnostické povahy.

Studijni data a udaje: Rozumi se jimi vSechny
zaznamy, Uuc€ty, poznamky, zpravy, data a
komunikace s etickymi komisemi a kontrolnimi
urady (podani ke schvaleni a zpravy o pribéhu
klinického hodnoceni) shromazdované, vytvarené
nebo pouzivané v souvislosti se Studii nebo s
Hodnocenym [éCivem v pisemné, elektronické,
optické ¢&i jiné podobé&, napfiklad v3echna
zaznamenana pUvodni pozorovani a zaznamy o
klinickych dkonech, napf. formulafe zaznam
subjektll hodnoceni a vSechny dalSi zpravy a
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Personal Data: any information and data that
is directly or indirectly referable to a natural
person.

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.

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.qg.,
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.

Intellectual Property: means any and all rights
in and to ideas, formulae, inventions,
discoveries, know-how, data, databases,
documentation, reports, materials, writings,
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zadznamy nezbytné k vyhodnoceni a rekonstrukci
Studie.

Osobni udaje: vesSkeré informace a udaje, které
pfimo ¢i nepfimo odkazuji na fyzickou osobu.

Zastupce vefejné moci: jakykoli ufednik i
jakykokoli zaméstnanec vladniho ufadu d&i
jakéhokoli ministerstva, rezortu, ufadu ¢&i agentury,
nebo zastupce statniho/spravniho ufadu; jakakoli
osoba jednajici v Ufedni funkci jménem
statniho/spravniho Ufadu Ci jakéhokoli
ministerstva, ustavu, ufadu ¢i agentury nebo
zastupce vladniho Ofadu; jakykoli Ofednik i
zameéstnanec spoleCnosti ¢&i  podnikatelského
subjektu vlastnéného statem, v dil¢éim & plném
rozsahu; jakykoli ufednik & zaméstnanec
mezinarodni organizace verejného charakteru jako
napf. Svétova banka &i Organizace spojenych
narodd; 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 1ékaf, farmaceut &i jiny profesiondl ve
zdravotnictvi, pracujici pro &i v jakékoli nemocnici,
Iékarné ¢i jakémkoli jiném zafizeni zdravotnického

typu ve vlastnictvi Ci provozovaném
statnim/spravnim  dfadem, ministerstvem i
ustavem.

Hodnotné véci: budou vykladany v SirS§im smyslu a
mohou tak zejména zahrnovat penézni Castky,
platby Ci ekvivalenty plateb, jako napfiklad darkové
certifikaty & poukazy; dary <& bezplatné
poskytované vyrobky; pohosténi, zabavu, di
pohostinnost; cesty ¢&i proplaceni nakladq;
poskytovani sluzeb; koupé majetku Ci sluzeb za
nadhodnocené c¢astky; prevzeti ¢i  prominuti
splatnych zavazka; vyhody nehmotného
charakteru, jako napfiklad zvySené socialni d&i
podnikatelské postaveni (napf., poskytovani dar(
Ci podpory na dobro€inné ucely, jez jsou
podporovany statnimi/spravnimi Gfady); a/nebo
vyhod V(& ftfetim osobam vztahujici se k
zastupclm vefejné moci (napf. blizci ¢lenové
rodiny).

Dualni funkce: zpusobilost pulsobit v pozici
Zastupce vefejné moci a zaroven byt smluvni
stranou této Smiouvy.

Biologické materialy: veSkeré biologické materialy,
napfiklad krev, télni tkan, plazma nebo jiné
materialy obsahujici lidské bunky.

VedlejSi vyzkum: vyzkum, ktery je nad ramec
vyzkumu popsaného v Protokolu nebo se od néj
li8i, napfiklad geneticky vyzkum.

DuSevni vlastnictvi: veskera prava k napadim,
Iékovym formam, vynalezdm, objevim, know-how,
datim, databazim, dokumentaci, zpravam,
materialm, pisemnym zaznamdm, navrhim,
pocitatovému softwaru, procesim, principlm,
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designs, computer software, processes,
principles, methods, techniques and other
information, including patents, trademarks,
service marks, trade names, registered
designs, design rights, copyrights and any
rights or property similar to any of the
foregoing in any part of the world, whether
registered or not, together with the right to
apply for the registration of any such rights.

RECITALS:

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

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

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

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

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

Institution agrees that Institution and
Study Staff shall perform the Study at
Institution in strict accordance with this
Agreement, the Protocol, any and all
applicable local, national and international
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”). Institution and Study
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metodam a technikam a dalSi informace, napf.
patenty, ochranné znamky, ochranné znamky
sluzeb, obchodni nazvy, zapsané vzory, autorska
prava a dalSi prava nebo vlastnictvi podobné vyse
uvedenym poloZzkdm, a to kdekoli na svété bez
ohledu na to, zda jsou zapsané, €i nikoli, spole¢né
s pravem Zadat o jejich zapsani.

UVODNI CAST:

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

VZHLEDEM K TOMU, Ze Zdravotnické zafizeni a
ZkouSejici (dale spolecné jen “Misto provadéni
klinického hodnoceni”)  hodlaji provést Studii a
Quintiles po Zdravotnickém zafizeni pozaduje
provedeni takové Studie.

VZHLEDEM K TOMU, ze Zdravotnické zafizeni
a Zkousejici souhlasi s tim, aby spole¢nost Quintiles
plnila veSkeré zavazky Zadavatele jakozto zadavatele
klinického hodnoceni, jejichz plnénim bude povéfena,
a uplatiovala veSkera prava Zadavatele, jejichz
uplatfiovanim bude povérena.

NYNi SOHLEDEM NA SHORA UVEDENE, bylo
dohodnuto nasleduijici:

1. PROVEDENI STUDIE

1.1  Soulad s Pravnimi pfedpisy, nafizenimi a
Spravnou klinickou praxi

Zdravotnické zafizeni souhlasi s tim, ze
Zdravotnické zafizeni a Studijni personal
provedou ve Zdravotnickém zafizeni Studii v
pfisném souladu s touto Smlouvou,
Protokolem, veSkerymi pfisluSnymi mistnimi,
narodnimi a mezinarodnimi pravnimi pfedpisy
a nafizenimi, zejména vcetné GCP, zak.
€. 378/2007 Sb., o léCivech a zménach
nékterych souvisejicich zakonl (“Zakon o
IéCivech”) a Vyhlasky €. 226/2008 Sb., o
spravné klinické praxi a blizSich podminkach
klinického hodnoceni |é€ivych pfipravkd, v
platném znéni, zak. & 372/2011 Sb., o
Zdravotnich sluzbach a podminkach jejich
poskytovani (,Zakon o zdravotnich sluzbach®)
nebo jakychkoli naslednych pozmériujicich i
podstatné nahrazujicich pravnich predpisu ve
vztahu ke shora uvedenym pravnim normam,
(spole¢né  “Pfislusné pravni  predpisy”).
Zdravotnické zafizeni a Studijni personal timto
berou na védomi, ze Quintiles a Zadavatel, a
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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); (i) the Foreign Corrupt
Practices Act 1977 of the United States of
America (FCPA) and (iii) any other
applicable anti-corruption legislation.
Institution acknowledges to have, at all times
during the course of the Study, appropriate
licenses, approvals and certifications
necessary to safely, adequately and lawfully
perform the Study in accordance with GCPs,
regulatory requirements and all applicable
laws, and has no notice of any investigations
that would jeopardize such licenses,
approvals or certifications.

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

1.2.Informed Consent Form

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

1.3.Medical Records and Study Data

1.3.1. Collection, Storage and
Destruction: Institution  shall
ensure the prompt, complete, and
accurate collection, recording and

classification of the Medical
Records and Study Data.
Institution shall:
() maintain and store Medical

Records and Study Data in a
secure manner with physical and
electronic access restrictions, as
applicable and environmental
controls appropriate to the
applicable data type and in
accordance with applicable laws,
regulations and industry
standards; and

(i) protect the Medical Records and
Study Data from unauthorized
use, access, duplication, and
disclosure. If directed by Sponsor
or Quintiles, Institution will submit

1.2
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jejich  odpovédné poboCky, se zavazuji
dodrzovat (i) britsky zakon proti korupci z roku
2010 (“Protikorupéni zakon”); (ii) zakon USA z
roku 1977 o zahraniCnich korupénich
praktikach z roku 1977 (“FCPA”) a (iii) jakékoli
dal$i pravni pfepisy na Useku zakazu
korup&nich praktik.

Zdravotnické zafizeni potvrzuje, Ze bude mit
po celou dobu Studie vedkera opravnéni,
schvaleni a certifikaty, které jsou nezbytné k
bezpeCnému, fadnému a zakonnému
provadéni Studie v souladu se zasadami
spravné klinické praxe, poZadavky kontrolnich
Ufadl a platnymi pravnimi pfedpisy. Nevi o
Zadnych Fizenich, kter& by mohla takové
licence, schvaleni nebo certifikaty ohrozit.

Ustanoveni tohoto ¢&lanku 1.1 zastavaji
v platnosti i po vypovézeni nebo skonceni
platnosti Smlouvy.

Formular pisemného informovaného souhlasu
Zdravotnické zafizeni souhlasi s tim, ze bude
pouzivat formular informovaného souhlasu, ve
znéni schvaleném Zadavatelem, a ktery je v
souladu s pfislusnymi pravnimi predpisy a
pozadavky Etické komise pro multicentricka
hodnoceni (“MEK”) a Mistnich etickych komisi
(“LEK), spole¢né dale jen Etickych komisi
(“EK”), které jsou zodpovédné za kontrolu
Studie. Misto provadéni klinického hodnoceni
pfedem zajisti pisemny informovany souhlas
kazdého Subjektu studie.

1.3 Zdravotni zaznamy a Studijni data a udaje

1.3.1 Shromazdovani, uskladnéni a
likvidace: Zdravotnické zafizeni
zajisti  promptni, Uplné a presné
shromazdovani, zaznamenavani a
klasifikaéni roztfidéni Zdravotnich
zaznam( a Studijnich dat a udaju.

Zdravotnické zafizeni bude:

(i) vést a skladovat Zdravotni zaznamy
a Studijni data a udaje bezpecnym
zpusobem s omezenim fyzického i
elektronického pfistupu, dle
podminek konkrétniho pfipadu a s
kontrolou prostfedi pfislusnou pro
konkrétni typ dat a udaju v souladu s

prislusnymi  pravnimi  pfedpisy,
nafizenimi a technickymi standardy;
a

(ii) chranit Zdravotni zaznamy a Studijni
data a udaje proti neopravnénému
zneuziti, pfistupu, kopirovani di
odhaleni. Bude-li tak pozadovano
Zadavatelem Ci Quintiles,
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(iii) take

1.3.2.

1.3.8.

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. Institution
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. Institution agrees to
collect all Study Data in Medical
Records prior to entering it into
the CRF. Institution shall ensure
the prompt submission of CRFs;
and

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

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.

Ownership. Institution shall retain
and store Medical Records.

Access, Use, Monitoring and
Inspection. Institution  shall
provide original or copies (as the

1.3.2

1.3.3
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Zdravotnické  zafizeni  pfedlozi
Studijni data a udaje za pouziti
elektronického systému pro
elektronicky zaznam dat, ktery bude
poskytnuty  Zadavatelem  nebo
Quintiles nebo  jimi  uréenym
zastupcem, a to v souladu s pokyny
Zadavatele pro elektronicky zaznam
dat. Zdravotnické zafizeni zabrani

neopravnénému pristupu ke
Studijnim  datim a  ddajim
zajisténim  fyzické  bezpelnosti

elektronického systému a dale
zajisti, ze Studijni personal bude
zachovavat v divérném rezimu jim
pridélena pfistupova hesla.
Zdravotnické zafizeni souhlasi, Ze
shromazdi veskera Studijni data a
Udaje obsazené ve Zdravotnich
zaznamech pred jejich vlozenim do
CRF. Zdravotnické zafizeni zajisti
neprodlené pfedkladani CRFs; a

(iii)pfijme opatieni za ucelem zabranéni

nahodného &i prfed€asného zniceni
¢i poskozeni téchto dokumentu. Ani
Zdravotnické zafizeni, ani ZkouSejici
nezni¢i ¢&i  nepovoli likvidaci
jakychkoli Zdravotnich zaznama Gi
Studijnich dat a udajd bez
prfedchoziho pisemného oznameni
zaslaného Zadavateli. Zdravotnické
zarizeni uchova Zdravotni zaznamy
a Studijni data a udaje, jakoz i
veskerou dokumentaci vztahujici se
ke Subjektim Studie po dobu 15 let
od dokonéeni nebo pred¢asného
ukonceni Studie.

\% pfipadé ukong&eni
pracovnépravniho pomeéru
Zkousejiciho,  odpovédnost za
vedeni Zdravotnich zaznaml a
Studijnich dat a udaji bude uréena v
souladu s pfisluSnymi pravnimi
predpisy, avSak Instituce se
vzadném pfipadé nezprosti svych
povinnosti, jez ji plynou z této
Smlouvy ve vztahu k vedeni
Zdravotnich zaznamud a Studijnich
dat a udaju.

Vlastnictvi. Zdravotnické zafizeni
si ponecha a bude uchovavat
Zdravotni zaznamy.

Pristup, Pouziti, Monitoring a
Kontrola. Zdravotnické zafizeni
poskytne originaly ¢i kopie (dle
podminek  konkrétniho pfipadu)
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case may be) of all Study Data to
Quintiles and Sponsor for
Sponsor's use. Institution shall
afford Sponsor and Quintiles and
their representatives and
designees reasonable access to
Institution ’s facilites 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.

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

The Institution agrees to
cooperate with the
representatives of Quintiles and
Sponsor who visit the Institution,
and the Institution agrees to
ensure that the employees,
agents and representatives of the
Institution  do not harass, or
otherwise create a hostile working
environment for such
representatives.

The Institution shall immediately notify
Quintiles of, and provide Quintiles
copies of, any inquiries, correspondence
or communications to or from any
governmental or regulatory authority
relating to the Study, including, but not
limited to, requests for inspection of the
Institution’s facilities, and the Institution
shall permit Quintiles and Sponsor to
attend any such inspections. The
Institution will make reasonable efforts
to separate, and not disclose, all
Confidential Information that is not
required to be disclosed during such
inspections. If Institution is asked to
respond to governmental or regulatory
authority questions, Sponsor and
Quintiles shall have the right to review
and approve such response.
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vSech Studijnich dat a udajd
Quintiles a Zadavateli pro moznost
jejich vyuZiti Zadavatelem.
Zdravotnické zarizeni umozni
Zadavateli a Quintiles a jejich
zastupcim a zmocnénclim
odpovidajici pfistup do prostor a
zarizeni Zdravotnického zafizeni a k
Zdravotnim zaznamum, Studijnim
datim a udajim a dalSi zdrojové
dokumentaci a vSem poZadovanym
licencim, osvéd&enim a akreditacim,
aby umoznilo Zadavateli a Quintiles
a jejich zastupcim a zmocnénclm
provedeni monitoringu Studie.

Zdravotnické  zafizeni  umozni
regulatornim  Ufaddm  pfiméfeny
pfistup do prostor a =zafizeni
Zdravotnického zafizeni a ke
Zdravotnim zaznamidm a Studijnim
datim a udajim, a poskytne
opravnéni ke kopirovani
Zdravotnich zaznam@ a Studijnich
dat a udaju.

Zdravotnické zafizeni souhlasi, Ze
bude spolupracovat se zastupci
Quintiles a Zadavatele, ktefi navstivi
Zdravotnické zafizeni, a
Zdravotnické zafizeni souhlasi, Ze
zajisti, ze zaméstnanci a zastupci
Zdravotnického zafizeni nebudou
klast jakékoli prekazky ¢&i jakkoli
jinak vytvaret nepfiznivé pracovni
podminky pro takové zastupce.

Zdravotnické zafizeni neprodlené
vyrozumi Quintiles, a v téze
souvislosti  Quintiles  poskytne
veskeré kopie, o jakékoli zadosti,
korespondenci ¢i komunikaci pfijaté
Ci zaslané jakémukoli
statnimu/spravnimu Uradu Ci
regulatorni autorité vztahujici se ke
Studii, zejména vcetné zadosti Ci
oznameni o kontrole prostor a
zafizeni Zdravotnického zafizeni, a
Zdravotnické  zafizeni  umozni
Quintles a Zadavateli, aby se
takovych kontrol zucastnili.
Zdravotnické zafizeni vyvine
nezbytné usili za ucelem oddéleni,
nikoli vSak odhaleni &i zpfistupnéni,
vesSkerych Duavérnych informaci,
jejichz odhaleni &i zpfistupnéni neni
v této souvislosti vyZadovano
béhem takovych kontrol. Bude-li
Zdravotnické  zafizeni  vyzvano
néjakym statnim & kontrolnim
Uradem, aby odpovédélo na dotazy,
budou mit Zadavatel a Quintiles
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1.4.

1.3.4. License. The Sponsor hereby
grants to the Institution a perpetual,
royalty-free non-exclusive license to use
the Intellectual Property arising from the
Study for internal research and
educational purposes only, and with no
right to grant sub-licenses. The
provisions of Clauses 3 (Confidentiality)
and 5 (Publications Rights) of this
Agreement shall continue to apply in
relation to any such license.

1.3.5. Regulatory assistance.
Institution agrees to assist with
regulatory  submissions, if

necessary, subject to Sponsor
paying a reasonable fee.

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

Duties of Investigator

Investigator is responsible for the
conduct of the Study at Institution. This
Agreement does not cover the
arrangements made between Sponsor,
Quintiles and Investigator concerning the
conduct of the Study by the Investigator.
These arrangements, including
payments due to the Investigator for
performance of the Study, are detailed in
a separate written agreement.

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

Investigator  shall 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.
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pravo takové odpovédi posoudit
a schvalit.

134 Licenéni opravnéni. Zadavatel
timto udili Zdravotnickému zafizeni
Casové neomezenou bezuplatnou
nevyhradni licenci na vyuzivani
DuSevniho vlastnictvi, které vznikne
ze Studie, ato vyhradné pro ucely
interniho vyzkumu a vzdélavani, bez
prava k udileni podlicenci.
Ustanoveni ¢lanku 3 (Davérnost) a 5
(Prava na zvefejnéni) této Smlouvy
zUstavaji v platnosti ipro veskeré
takové licence.

1.3.,5 Soucinnost pfi podanich kontrolnim
Ufaddm. Zdravotnické zafizeni se
zavazuje, ze v pfipadé nutnosti
poskytne soucinnost pfi podanich
kontrolnim dfaddm proti Uhradé
pfiméfeného poplatku Zadavatelem.

1.3.6 Pretrvavajici  platnost.  Tento
odstavec 1.3 “Zdravotni zaznamy a
Studijni data a Gdaje” zustane
zavazny i v pfipadé zaniku platnosti
i vyprseni platnosti této Smlouvy.

1.4 Povinnosti Zkousejiciho

ZkouSejici je odpovédny za provedeni Studie
ve Zdravotnickém zafizeni. Tato smlouva
nepokryva ujednani mezi Zadavatelem,
Quintiles a Zkousejicim tykajici se provadeéni
Studie ZkouSejicim. Tato ujednani, vcetné
plateb poskytovanych ZkouSejicimu za
provadéni Studie, jsou podrobné upravena
v separatni pisemné smlouvé.

Konkrétné pak jde zejména ale nejen o
povinnost  ZkouSejiciho  zkontrolovat a
porozumét informacim obsazenym v Souboru
informaci pro zkousSejiciho ¢i pokynech k
pristroji. Quintiles nebo Zadavatel zajisti, ze
budou opatfena veSkera pozadovana
kontrolni schvaleni od prislusnych
regulatornich Ufadd a EK. Pfed zahajenim
Studie je ZkouSejici se zavazuje, ze pred
zahajenim Studie zajisti, ze byly ziskany
vesSkeré souhlasy a povoleni pfislusnych
regulatornich Ufadd a EK a ZzZe byly
zkontrolovany vSechny CRF tak, aby byla
zajisténa jejich presnost a uplnost.

ZkousSejici je povinen poskytnout pisemné
prohldSeni vztahujici se k potencialnim
zajmum ZkousSejiciho ekonomické ¢&i jiné
povahy, Ci odhali jiné zajmy, je-li jich, a to v
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Investigator shall 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.

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

Investigator and/or Study Staff may be
invited to attend and participate in
meetings relating to the Study. The
Parties agree that there will be no
additional compensation for attendance or
participation at such meetings by the
Investigator or any Study Staff. If the
Investigator and/or Study Staff are
required to perform any additional tasks,
over and above those required for the
conduct of the Study, the terms and
obligations for the provision of such
services shall be subject to a separate
agreement.

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 Institution’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 Institution’s LEC approval to continue
the Study.

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

Sponsor or a duly authorized agent of
Sponsor, shall supply Institution  with
sufficient amount of Investigational
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souvislosti s provadénim této Studie & ve
vztahu k Hodnocenému lécivu.

ZkouSejici je povinen poskytnout pisemné
prohladeni, jez bude odhalovat zavazky
Zkousejiciho, jsou-li néjaké, a to VvUCi
Zdravotnickému zafizeni ve vztahu a v
souvislosti s  provadénim  Studie a
Hodnocenym [éCivem.

Zdravotnické zafizeni souhlasi, Ze zaSle
pfedem promptni oznameni Zadavateli a
Quintiles v pfipadé, Zze ZkouSejici ukonCi
pracovni pomér ve Zdravotnickém zafizeni Ci
nebude-li ZkouSejici z jakéhokoli jiného
divodu schopen provadét Studii. Ustanoveni
nového  ZkouSejictho  bude  podléhat
pfedchozimu schvaleni Zadavatele a
Quintiles.

ZkouSejici a/nebo Studijni personal mohou byt
vyzvani, aby se zucastnili schizek ke Studii.
Smluvni strany se dohodly, Ze za uc€ast na
takovych schizkach nebude ZkouSejicimu
nebo Studijnimu persondlu vyplacena zadna
odména navic. Budou-li ZkouSejici nebo
Studijni personal povéreni, aby provedli néjaké
dal$i uUkony nad ramec téch, které jsou
pozadovany v ramci provadéni Studie, budou
podminky poskytovani takovych sluzeb
upraveny v samostatné smlouvé.

15 Nezadouci pfihody

ZkouSejici oznami nezadouci pfihody a
zavazné nezadouci pfihody v souladu
s pozadavky Protokolu a pfislusnymi pravnimi
predpisy a nafizenimi. Zkousejici se zavazuije,
ze bude spolupracovat se Zadavatelem
v souvislosti  sjeho Usilim  vynalozeném
vramci kontrolniho procesu ve vztahu
k jakékoli nezadouci pfihodé. Misto provadéni
klinického hodnoceni bude jednat v souladu
s oznamovacimi povinnostmi vyzadovanymi
jeho LEK.

Zadavatel bez zbytecného odkladu vyrozumi
LEK Zdravotnického zafizeni a Quintiles,
ohledné jakéhokoli zjisténi, jez je zpusobilé
ovlivnit bezpecenost ucastnikl &i jejich vili a
ochotu pokracovat v Ucasti ve Studii, mit vliv na
provadéni Studie, ¢i zménit vydané souhlasné
stanovisko LEK Zdravotnického zafizeni
vztahujici se k pokracovani ve Studii.

1.6 Pouziti a vraceni Hodnoceného |éCiva
a Materiald. Pouzivani biologickych materidlu.
Zadavatel, ¢i jeho fadné opravnény zastupce,
doda Zdravotnickému zafizeni dostate¢né
mnozstvi Hodnoceného IéCiva dle podminek
popsanych v Protokolu. Zdravotnické zafizeni
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Product as described in the Protocol.
Institution acknowledges that Sponsor
owns the Investigational Product, and any
placebo and comparator drug (if
applicable).

The Institution 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 Institution shall return or
destroy, at Sponsor's option, the
Investigational ~ Product, = comparator
products, and materials and all
Confidential Information (as defined
below) at Sponsor’s sole expense.

Institution shall comply with all laws and
regulations governing the disposition or
destruction of Investigational Product and
any instructions from Quintiles that are not
inconsistent  with such laws and
regulations.

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

Institution  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
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bere na védomi, Ze vlastnikem Hodnoceného
pfipravku, placeba ¢i srovnavaciho pfipravku
(budou-li pouzivany) je Zadavatel.

Zdravotnické  zafizeni  bude pouzivat
Hodnocené |éCivo a jakykoli komparacni
produkt poskytnuty v souvislosti se Studii
vyhradné pro ucely fadného dokonc&eni Studie
a bude uchovavat Hodnocené I1é¢ivo dle
pokyn(i Zadavatele a v souladu s pfisluSnymi
pravnimi pfedpisy, nafizenimi a pravidly,
vCetné povinnosti skladovat Hodnocené I1écgivo
v uzamceném a zabezpeteném prostoru, a to
po celou pfedmétnou dobu.

V navaznosti na dokonéeni &i ukonéeni Studie,
Zdravotnické zafizeni vrati &i zlikviduje, a to
plné dle volby Zadavatele, Hodnocené |écivo,
komparaéni produkty a materidly, jakoz i
veSkeré Duvérné informace (ve smyslu nize
uvedené definice) pIné a vyluéné na naklady
Zadavatele.

Zdravotnické zafizeni se zavazuje, ze bude
jednat v souladu s veSkerymi pravnimi
predpisy, nafizenimi a pravidly upravujicimi
nakladani s Hodnocenym lécivem ¢i likvidaci
Hodnoceného IéCiva a jakymikoli instrukcemi a
pokyny poskytnutymi Quintiles, jeZz nejsou v
rozporu s takovymi pravnimi prepisy,
narizenimi a pravidly.

Zdravotnické zafizeni vrati jakékoli vybaveni &i
materialy poskytnuté Zadavatelem pro jejich
pouziti ve Studii, nebude-li uzaviena pisemna
smlouva mezi Zadavatelem a Zdravotnickym
zarizenim, na jejimz zakladé Zdravotnické
zafizeni nabude vlastnictvi k takovému
vybaveni. Jestlize Zdravotnické zafizeni
vybaveni nevrati, bude mu moci Zadavatel
nauctovat pfiméfenou trzni hodnotu takového
vybaveni. PFistup k vybaveni smi mit pouze
Zdravotnické zafizeni a pfipadné Studijni
personal asméji ho vyuzivat v rozsahu
nezbytném k provadéni Studie a vyhradné pro
ucely uvedené v Protokolu. Doslo-li k
jakémukoli zhodnoceni zafizeni
provozovanych Zdravotnickym zafizenim, a to
prostfednictvim Quintiles ¢&i Zadavatele v
souvislosti se Studii, Zdravotnické zafizeni se
zavazuje, Ze uzavie samostatnou smlouvu s
Quintiles nebo Zadavatelem ve vztahu k a v
souvislosti s takovym zhodnocenim zafizeni
provozovanych Mistem provadéni klinického
hodnoceni.

Zdravotnické zafizeni bere na védomi, ze
odbér Biologickych materiald, nakladani s nimi,
jejich pfeprava a uchovavani budou probihat
vsouladu s Protokolem, informovanym
souhlasem a pfisluSnymi pravnimi pfedpisy a
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and regulations. Institution agrees and
acknowledges that Sponsor may use the
Biological Materials to conduct Secondary
Research, subject to the informed consent
and in accordance with applicable laws
and regulations.

This section 1.6 “Use and Return of
Investigational Product and Equipment.
Use of Biological Materials” shall survive

termination or expiration of this
Agreement.
1.7. Key Enroliment Date

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

1.8.. Recruitment
Sponsor and/or Quintiles shall have the right to
identify the Institution, the Investigator and the
responsible Study Staff in any Study recruitment
activities or other Study-related meetings.

2. PAYMENT

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

3. CONFIDENTIALITY

3.1 Definition
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3

nafizenimi. Zdravotnické =zafizeni bere na
védomi a souhlasi stim, Ze Zadavatel bude
moci Biologické materialy vyuZivat k provadéni
vedlejSiho vyzkumu v souladu s pfislusnymi
pravnimi pfedpisy a nafizenimi apod
podminkou ziskani informovaného souhlasu.

Ustanoveni tohoto ¢&lanku 1.6 ,Pouzivani
hodnoceného pfipravku avybaveni a jejich
vraceni. Vyuzivani biologickych materiald*
zUstavaji v platnosti i po vypovézeni nebo
skon&eni platnosti Smlouvy.

1.7 KliCové datum zafazeni

Zdravotnické zafizeni je srozuméno a souhlasi, ze
v pfipadé, Ze Misto provadéni klinického
hodnoceni nezafadi alespori jeden (1) Subjekt
studie ke Kli€ovému datu zafazeni, pak Quintiles
a/nebo Zadavatel budou opravnéni ukoncit tuto
Smlouvu v souladu s Clankem 15 “Platnost &
Ukon&eni platnosti”. Zadavatel /Quintiles jsou
opravnéni omezit zafazeni Subjektd studie, a to
v kterykoli asovy okamzik. Zdravotnické zafizeni
bere na védomi, Zze Studie je soucasti
multicentrického  klinického hodnoceni, a ze
jakmile bude splnén cil naboru pacientd do
multicentrického klinického hodnoceni jako celku,
bude nabor ukonen ve v8ech Mistech provadéni
klinického hodnoceni vcetné Zdravotnického
zafizeni bez ohledu na to, zda Zdravotnické
zarizeni nebo jakékoli jiné Misto provadéni
klinického hodnoceni splini vlastni naborovy cil.

1.8 Nabor

Zadavatel nebo spoleCnost Quintiles maji pravo
uvadét pfi naboru do Studie nebo na schizkach
souvisejicich se Studii nazev Zdravotnického
zarizeni ajméno ZkouSejiciho a odpovédnych
¢lend Studijniho personalu.

PLATBY

V souvislosti s fadnym pInénim Studie
Zdravotnickym zafizenim, a to v souladu s
podminkami a ustanovenimi této Smlouvy,
budou poskytovany platby dle podminek a
ustanoveni definovanych v Prfiloze A, pficemz
posledni platba bude uskute¢néna poté, co
Misto provadéni klinického hodnoceni spini a
dokonci veskeré zavazky, jeZ mu vyplyvaji z
této Smlouvy, a Quintiles obdrzi veskeré fadné
vyplnéné CRF a, bude-li tak Quintiles
vyzadovat, vesSkeré dalSi Davérné informace
(ve smyslu nize uvedené definice).

DUVERNY REZIM
3.1 Definice

CONFIDENTIAL
Page 12 of 36



"Confidential Information” means (i) the
terms of this Agreement; and (i) any
business, employee, patient or customer
information or data in any form which is
disclosed or otherwise comes into
possession of a Party, directly or
indirectly, as a result of this Agreement
and which is of a confidential or
proprietary nature (including, without
limitation, the Study Data, any information
relating to business affairs, operations,
products, processes, methodologies,
formulae, plans, intentions, projections,
know-how, Intellectual Property, trade
secrets, market opportunities, suppliers,
customers, marketing activities, sales,
software, computer and
telecommunications systems, costs and
prices, wage rates, records, finances and
personnel).

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;

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

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

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

3.2 Obligations
Institution and Institution’'s personnel,

including Study Staff shall not

MedIimmune_D5290C00003_CZECH_CTA UPMD_ 22 August 2016

,D0vérnymi  informacemi se  rozuméji
() podminky této Smlouvy a (ii) veSkeré
informace a udaje o firmach, zaméstnancich,
pacientech nebo zakaznicich v jakékoli
podobé, které budou sdéleny nékteré ze
Smluvnich stran nebo je néktera ze Smluvnich
stran ziska jinym zplsobem pfimo ¢&i nepfimo
v souvislosti s touto Smlouvou a které budou
davérné nebo soukromé povahy (napfiklad
Studijni data, veskeré informace tykajici se
obchodnich zalezitosti, operaci, vyrobku,
procesl, metodik, vzorcd, pland, zamér(,
odhadl, know-how, DusSevniho vlastnictvi,
obchodniho tajemstvi, trznich pfilezitosti,
dodavatelu, zakaznik(, marketingovych aktivit,

prodeje, softwaru, pocitacovych
a telekomunikacénich systému, nakladd a cen,
mzdovych tarifq, zaznamd, financi

a personalu).

Pojem Duvérné informace nezahrnuje informace,
ve vztahu ke kterym:

0] na zakladé pfislusné dokumentace
Ize prokazat, Ze byly vefejné znamé
pred okamzikem ¢i po okamziku jejich
odhaleni, zpfistupnéni &i sdéleni ze
strany Zadavatele, aniz by tim doslo k
jakémukoli protipravnimu jednani i
opominuti pricitatelnému
ZkouSejicimu, Zdravotnickému
zarizeni  Ci  jakémukoli  jejich
zameéstnanci;

(ii) na zakladé prislusné dokumentace
Ize prokazat, ze byly v dispozici
ZkouSejiciho, Zdravotnického
zarizeni Ci jakéhokoli zaméstnance
pred jejich zvefejnénim, sdélenim d&i
zpfistupnénim ze strany Zadavatele,
a byly ziskany ze zdrojl odliSnych od
Zadavatele, pfiCez tyto nebyly vazany
povinnosti diivérnosti vici Zadavateli;

(iii) na zakladé prislusné dokumentace
lze prokazat, ze byly vyvinuty
nezavisle Zkousejicim,

Zdravotnickym zafizenim ¢&i jakymkoli
jejich zaméstnancem; nebo

(iv) jejich odhaleni, zpfistupnéni i
sdéleni Ize provést na zakladé
pisemného svoleni Zadavatele.

3.2 Povinnosti

Zdravotnické zafizeni a zameéstnanci
Zdravotnického zafizeni, a to v€etné Studijniho
personalu, nebudou

CONFIDENTIAL
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0] 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 SO that
disclosure is limited to that
required by laws and regulations.

To protect Confidential Information,
Institution agrees to:
® limit dissemination of Confidential
Information to only those Study
Staff having a need to know for
purposes of performing the Study;
and

(i) advise all Study Staff who receive
Confidential Information of the
confidential nature of such
information; and

(i) use reasonable measures to
protect Confidential Information
from disclosure.

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

3.3 Compelled Disclosure

In the event that Institution 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

0

(i)

Za Uucelem

vyuzivat DOvérné informace
pro jakykoli jiny ucel, neZli je
provadéni Studie, nebo

odhalovat, zpfistupfiovat i
sdélovat D(vérné informace
jakékoli treti strané,
s vyjimkou opravnéni
povoleného v tomto Clanku 3.
nebo Clanku 5 “Prava na
zvefejnéni”, nebo povinnosti
ulozené zakonem ¢i jakymkoli
regulatornim ufadem nebo na
zakladé pisemného svoleni
odhalujici strany.

a. v pfipadé, Ze bude
zvefejnéni pozadovano ze
zdkona nebo ho bude
pozadovat kontrolni  ufad,
budou podle pozadavki
spole¢nosti Quintiles /
Zadavatele klinického
hodnoceni upraveny tak, aby
byly zvefejnény pouze ty
Udaje, které pozaduji platné
pravni predpisy.

ochrany Duvérnych informaci,

Zdravotnické zafizeni souhlasi, Ze:

(i)

(ii)

(iif)

omezi distribuci Davérnych
informaci pouze vUéi tém
¢lendm Studijniho personalu,
ktefi ~ takové  skuteCnosti
potfebuji znat v souvislosti s
provadénim Studie;

bude informovat vSechny
Cleny Studijniho personalu,
kterym budou Dlvérné
informace odhaleny,
zpfistupnény ¢i sdéleny, o
davérné povaze takovych
informaci; a

pfijme nezbytna opatfeni za
ucelem ochrany Duvérnych
informaci pred jejich
odhalenim ¢&i zpfistupnénim.

Z4dné ze shora uvedenych ustanoveni

neomezuje

opravnéni Zdravotnického

zafizeni odhalit, zpfistupnit, zvefejnit ¢i sdélit
Studijni data a udaje v povoleném rozsahu
v souladu s tpravou uvedenou v Clanku 5
“Prava na zverejnéni”.

3.3 Zakonem ulozené odhaleni

V pFipadé,

ze Zdravotnické zarizeni obdrzi

oznameni Ci vyzvu od tfeti strany, ktera bude
pozadovat odhaleni, sdéleni &i zpfistupnéni
jakékoli Duvérné informace, pfijemce takové
vyzvy  Zadavateli takovou  skutecnost
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3.5

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.

Notwithstanding the foregoing, Institution,
Sponsor and Quintiles hereby
acknowledge that this Agreement shall be
published pursuant to Act no. 340/2015
Sb., on Agreements Register. As and
between the Parties, Institution agrees to
publish the Agreement pursuant to the
foregoing. Any information  which
constitutes trade secret of either Party is
exempted from such publication. For the
purposes of this Agreement such trade
secrets include, but are not limited to, the
Protocol, Investigator Brochure, the
design of individual visits described in the
payment table/s in Attachment A, the
minimum enrollment goal, expected
number of Study subjects enrolled and the
expected duration of the Study.
Furthermore, personal data of the
individuals are also exempt from such
publication, unless they have been
previously published in another public
register. The version of this Agreement
intended for publication is attached hereto
as Attachment C.

The Institution is obliged to publish this
Agreement in accordance with the article
herein above. Should the Institution fail to
publish this Agreement within 5 working
days from the Effective Date, it may be
published by the Sponsor or Quintiles.

3.4 Return or Destruction

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

Survival

This Section 3 “Confidentiality” shall
survive termination or expiration of this
Agreement for ten (10) years.
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neprodlené oznami, aby mél Zadavatel
moznost uplatnit predbézné/ochranné opatfeni
¢i jakykoli jiny vhodny ochranny &i napravny
prostfedek. \ pfipadé, ze takové
predbézné/ochranné opatfeni ¢i jiny vhodny
ochranny ¢&i napravny prostiedek neni vydan &i
dosazen, pfijemce vyzvy poskytne pouze
takovou ¢ast Davérnych informaci, a to v
rozsahu, v jakém je jejich odhaleni, sdéleni Ci
zpfistupnéni  pozadovano, pficemz bude
vyzadovat uplatfiovani ddvérného rezimu ve
vztahu k témto Divérnym informacim.

Bez ohledu na vySe uvedené berou
Zdravotnické zafizeni, Zadavatel a spole¢nost
Quintiles timto na védomi, Ze tato Smlouva
bude uvefejnéna v souladu se zakonem
€. 340/2015 Sh., oregistru smluv. Smuvni
strany se dohodly, Ze Smlouvu uvefejni
v souladu svySe uvedenym ustanovenim
Zdravotnické  zafizeni. Uverejnéni  se
nevztahuje na informace, které pFedstavuji
obchodni tajemstvi nékteré ze Smluvnich
stran. Pro ucely této Smlouvy se za obchodni
tajemstvi povazuji mimo jiné Protokol, Soubor
informaci pro zkousejiciho, navrh jednotlivych
navstév popsanych v tabulce (tabulkach)
odmén v Pfiloze A, minimalni naborovy cil,
ocekavany pocet Subjektd zarazenych do
Studie aocCekavana doba ftrvani Studie.
Z uverejnéni jsou dale vylou€eny také osobni
Udaje jednotlived, pokud jiz nebudou
uvefejnény v néjakém  jiném  vefejném
rejstiiku. Verze Smlouvy uréena k uverejnéni
je pfilozena ktomuto dokumentu jako jeho
Priloha C.

Zdravotnické zafizeni je povinno uverejnit
Smlouvu v souladu s ustanovenimi vySe
uvedeného Clanku. Pokud Zdravotnické
zafizeni neuverejni Smlouvu do 5 pracovnich
dnd od Data ucinnosti, bude ji moci uvefejnit
Zadavatel nebo spole¢nost Quintiles.

3.4 Vraceni Ci likvidace

V navaznosti na ukonCeni platnosti této
zakladé pisemného pozadavku Zadavatele,
Zdravotnické zafizeni Zadavateli vrati,
pfipadné dle pozadavku Zadavatele zlikviduje,
veSkeré Duavérné informace, odlisné od
Studijnich dat a udaju.

3.5 Pretrvaijici platnost

Tento Clanek 3 “Davérny rezim” zistane v
platnosti i v pfipadé ukondeni platnosti i pfi
vyprSeni platnosti této Smlouvy, a to po dobu
deseti (10) let.
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4, INTELLECTUAL PROPERTY

4.1 Except as expressly set out in this
Agreement, no Party nor the Sponsor shall
acquire any right, title or interest in or to the
Intellectual Property of any of the other Party
or that of the Sponsor..

4.2 The Sponsor shall own all rights and title in
any Intellectual Property arising from the
Study or relating to the Investigational
Product, any Developed Technology and the
Study Data, except to the extent that the
Institution and Investigator are required to
retain any Study Data in accordance with
GCP and the Applicable Laws. The
Institution and the Investigator shall promptly
disclose any such Intellectual Property to the
Sponsor in writing or in such other format as
the parties may agree.

4.3 To the extent capable of prospective
assignment, the Institution and the
Investigator hereby assign to the Sponsor
(or its Designee) all their rights, title and
interest in and to all Intellectual Property
falling within Clause 4.2 above. To the extent
that any such Intellectual Property cannot
prospectively be assigned, the Institution
and the Investigator shall assign, and shall
procure that the Study Staff shall assign,
such Intellectual Property to the Sponsor (or
its Designee) on creation.

4.4 The Institution and the Investigator shall,
and shall ensure that the Study Staff take all
steps as the Sponsor may reasonably
require from time to time in order to enjoy the
full benefit of the rights assigned under this
Clause 04.

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

5 PUBLICATION RIGHTS

The Institution shall be entitled to publish the
results of, or make presentations related to, the
Study, provided that any publications or
presentations to be made within 2 years of
completion of the Study shall require the
Sponsor’'s prior written consent. All  such
publications or presentations shall (i) be
consistent with academic standards and
International Committee of Medical Journal
Editors guidelines, (ii) not be false or misleading,
(i) comply with all Applicable Laws, (iv) not be
made for any commercial purpose.
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4 DUSEVNI VLASTNICTVI

4.1 Pokud v této Smlouvé neni vyslovné uvedeno
néco jiného, neziska zadna Smluvni strana ani
Zadavatel pravo, narok &i podil na DuSevnim
vlastnictvi jiné Smluvni strany nebo Zadavatele.

4.2 Vedkera prava a naroky k DuSevnimu vlastnictvi
vzniklému ze Studie nebo v souvislosti
s Hodnocenym [éCivem a veSkerym Vyvinutym
technologiim a Studijnim datim a udajim nalezi
Zadavateli, avSak s tim, Ze Zdravotnické zafizeni
a ZkouSejici jsou povinni uchovavat Studijni data
v souladu se zasadami spravné klinické praxe
a Platnymi pravnimi pfedpisy. Zdravotnické
zarizeni a ZkouSejici jsou povinni predavat
Zadavateli veSkeré takové DuSevni vlastnictvi
neprodlené v pisemné formé nebo ve formatu, na
némz se smluvni strany dohodnou.

4.3 Zdravotnické zafizeni a ZkousSejici timto
postupuji Zadavateli (nebo jim Povéfené osobé)
veskera sva prava, naroky a podily k veskerému
Du8evnimu vlastnictvi, na néjz se vztahuji
ustanoveni ¢&lanku 4.2 vySe, pokud takové
DuSevni vlastnictvi bude mozné postoupit
v budoucnu. Pokud takové DuSevni vlastnictvi
nebude mozné v budoucnu postoupit, zavazuji
se Zdravotnické zafizeni a ZkousSejici, ze ho
Zadavateli (nebo jim Povéfené osobé) postoupi
v okamziku jeho vytvofeni a ze zajisti, aby tak
ucinil také Studijni personal.

4.4 Zdravotnické zafizeni a ZkouSejici se zavazuii,
ze ucini veskeré kroky, které bude Zadavatel
v pfiméfené mife v budoucnu pozadovat, aby
mohl v plné mife vyuzivat prava, jez mu budou
postoupena podle tohoto ¢lanku 4, a zajisti, aby
tak ucinil také Studijni personal.

4.5 Pretrvavaijici platnost
Tento clanek 4 ,DuSevni vlastnictvi zustane
v platnosti i v pfipadé ukonceni platnosti Cci
vyprSeni platnosti této Smlouvy.

5 PRAVA NA ZVEREJNENI

Zdravotnické zafizeni ma pravo publikovat vysledky
Studie a poradat prezentace souvisejici se Studii pod
podminkou, Ze veskeré publikace nebo prezentace
pred uplynutim 2let od dokonceni Studie podiéhaji
pfedchozimu pisemnému schvaleni Zadavatelem.
Veskeré takové publikace a prezentace (i) museji
splhovat akademické standardy a zasady
Mezinarodniho  vyboru  Séfredaktorl  lékarskych
Casopis(, (ii) nesméji byt nepravdivé nebo zavads§jici,
(iif) museji byt v souladu s platnymi pravnimi predpisy
a (iv) nesméji slouzit komerénim uceldm.
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5.1 The Institution shall provide the Sponsor
with copies of any materials relating to the Study,
or the Developed Technologies that either intends
to publish (or submit for publication) or make any
presentations relating to, at least thirty (30) days
in advance of publication, submission or
presentation;

5.2 At the request of the Sponsor, the
Institution:
5.2.1 shall not include in or shall
remove from any proposed publication any
Confidential Information, errors or
inaccuracies; and
5.2.2 shall withhold publication,

submission for publication or presentation for a
period of ninety (90) days from the date on
which the Sponsor receives the material to
allow the Sponsor to take such measures as
the Sponsor considers necessary to preserve
its proprietary rights and/or protect its
Confidential Information.

5.3 the Institution shall include the following
acknowledgement in all publications and
presentations relating to the Study, the Study Data
or the Developed Technologies, as well as in any
financial disclosure information relating to the
Study: “Medimmune sponsored this clinical trial.”
A copy of any publications and presentations
relating to the Study, the Study Data and/or the
Developed Technologies shall be provided to the
Sponsor on publication or presentation, and the
Sponsor shall be entitled to make copies of and
distribute the publication or presentation as it
considers necessary.

5.4 Subject to Clause 5.3, no Party shall
mention or otherwise use the name, trade mark,
trade name or logo of any other Party in any
publication, press release or promotional material
with respect to the Study without the prior written
approval of such Party; provided, however, that
the Sponsor and/or Quintiles shall have the right
to identify the Institution, the Investigator and the
responsible Study Staff in any Study recruitment
activities or other Study-related meetings;

55 The Sponsor has a long-standing
commitment to transparency, and the Institution
and the Investigator acknowledge that the
Sponsor shall post the Study on clinical trial
registries and publish the results on clinical trial
results databases in such format (including
www.astrazenecaclinicaltrials.com), and/or
provide such results to the Regulatory Authorities;
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51 Zdravotnické zafizeni poskytne Zadavateli
kopie veskerych materialt tykajicich se Studie nebo
Vyvinutych technologii, které bude chtit publikovat
(nebo odevzdat k publikovani) nebo o nichz bude chtit
vést prezentaci, nejpozdéji tficet (30)dnG pred
publikaci, odevzdanim k publikovani nebo prezentaci.

5.2 Zdravotnické zarizeni na zadost Zadavatele:

5.2.1 neuvede v zamyslené publikaci Divérné
informace, chyby nebo nepfesnosti, pfipadné je ze
zamys$lené publikace odstrani, a

5.2.2 odlozi publikaci, odevzdani k publikovani nebo
prezentaci o devadesat (90)dnd od data, kdy
Zadavatel takové materialy obdrzi, aby mohl Zadavatel
ucinit kroky, které bude povazovat za nezbytné
k ochrané svych vlastnickych prav nebo k ochrané
svych Duvérnych informaci.

5.3 Ve v8ech publikacich  a prezentacich
souvisejicich se Studii, se Studijnimi daty a udaji nebo
s Vyvinutymi  technologiemi ataké ve vSech
informacich o finanCnich vztazich v souvislosti se
Studii bude Zdravotnické zafizeni uvadét tento odkaz:
.Zadavatelem tohoto klinického hodnoceni byla
spole¢nost Medlmunne.” Pfi publikaci nebo prezentaci
bude Zadavateli poskytnuta kopie veskerych publikaci
a prezentaci souvisejicich se Studii, Studijnimi daty
a udaji nebo Vyvinutymi technologiemi a Zadavatel ma
pravo porizovat si kopie publikaci a prezentaci a Sifit je,
bude-li to povazovat za nezbytné.

5.4 V souladu s ustanovenim ¢lanku 5.3 nesmi
zadna Smluvni strana v publikacich, tiskovych
zpravach a reklamnich materialech tykajicich se Studie
uvadét ani jinym zpusobem pouzivat obchodni firmu,
ochrannou znamku, obchodni nazev nebo logo nékteré
z ostatnich smluvnich stran bez jejich pfedchoziho
souhlasu. Zadavatel nebo spolecnost Quintiles maji
pravo uvadét pfi naboru do Studie nebo na schlzkach
souvisejicich se Studii nazev Zdravotnického zafizeni
a jméno Zkousejiciho a odpovédnych ¢lenl Studijniho
personalu.

55 Zadavatel se dlouhodobé zavazal, Zze bude
dodrZzovat zasady transparentnosti. Zdravotnické
zarizeni a ZkousSejici berou na védomi, Ze Zadavatel
uvede Studii v rejstficich klinickych hodnoceni
a zvefejni vysledky v databazich vysledkd klinickych
hodnoceni v pozadovaném formatu (mj. na webu
www.astrazenecaclinicaltrials.com) aze vysledky
pfipadné poskytne také Kontrolnim afaddm.
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5.6 If the Sponsor invites the Investigator to
be an author of a Sponsor-managed publication,
the Investigator shall direct, draft and/or review the
proposed publication, and approve the final
version of the publication to be published. No
compensation shall be provided in respect of any
such authorship. Any authorship, medical writing,
editorial or logistical support provided to the
Investigator or the Institution by the Sponsor in
respect of publication shall be subject to the
Sponsor’s publications policy, details of which are
available at www.astrazeneca.com.

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

6. PERSONAL DATA

6.1 Study Team Member Personal Data

Both prior to and during the course of the Study,
the Investigator and his/her teams may be called
upon to provide Personal Data. This data falls
within the scope of the law and regulations relating
to the protection of personal data.

For the Investigator, this personal data may
include names, contact information, work
experience and professional qualifications,
publications, resumes, educational background
and information related to potential Dual Capacity
conflict of interest, and payments made to
Payee(s) under this Agreement for the following

purposes:
0] the conduct of clinical trials;
(i) verification by governmental or regulatory

agencies, the Sponsor, Quintiles, and their agents
and affiliates;

(i) compliance with
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)

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

legal and regulatory

anti-corruption compliance.

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
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5.6 Vyzve-li Zadavatel Zkousejiciho, aby se stal
autorem publikace Ffizené Zadavatelem, bude
ZkouSejici navrhovanou publikaci Fidit, pfipravovat
nebo posuzovat a bude schvalovat jeji kone&nou verzi
uréenou k publikovani. Za toto autorstvi mu nebude
vyplacena Zadna odména. Autorstvi, psani Iékafskych
¢lankad  aredakéni nebo logisticka  podpora
poskytovana Zadavatelem ZkouSejicimu nebo
Zdravotnickému zafizeni v souvislosti s publikovanim
se Fidi Zadavatelovou publika¢ni politikou, které je
podrobné popsana na www.astrazeneca.com.

5.7 Pretrvavajici platnost

Tento Clanek 5 ,Prava na zvefejnéni” zlstane
v platnosti i v pfipadé zaniku platnosti & vyprSeni
platnosti Smlouvy.

6. OSOBNi UDAJE

6.1 Osobni udaje ¢lenl Studijniho tymu

Pred zahajenim Studie i v jejim prdbéhu mohou byt
ZkouSejici a jeholjeji tym pozadani o poskytnuti svych
osobnich udaju. Tyto Uudaje spadaji do ramce
prislusnych pravnich predpisd a nafizeni na ochranu
osobnich udaju.

Ohledné Zkousejiciho tyto osobni udaje mohou
zahrnovat jména, kontaktni informace, pracovni
zkuSenosti a profesni kvalifikaci, pfehled publikaci,
resumé, informace o absolvovaném vzdélani, a
informace tykajici se potencialnich stfetd zamu v
souvislosti s vykonem Dualni funkce, a udaje o
platbach uskuteénénych viéi Prijemci plateb dle této
Smlouvy, a to pro nasledujici ucely:

® provadéni klinickych hodnoceni,

(i) ovérovani statnimi nebo kontrolnimi urady,
Zadavatelem, spole¢nosti Quintiles nebo jejich
zastupci a dcefinymi &i sesterskymi spolecnostmi,

(iii) dodrzovani platnych  pravnich  predpist
a pozadavku kontrolnich dfadq,

(iv) zverejnovani na strankach
www.clinicaltrials.gov ana dalSich internetovych

strankach a v databazich slouzicich podobnému tcelu,
(V) evidovani v databazich pro ucely usnadnéni
vybéru zkousejicich pro budouci klinicka hodnoceni; a
(vi) dodrzovani predpisi zakazujicich korupéni
praktiky.

Jména ¢len( Studijniho personalu mohou byt
zpracovana v databazich vedenych Quintiles pro ucely
studijnich kontaktd, a to vylu¢né pro ucely souvisejici
s klinickymi studiemi.

6.2 Osobni udaje Subjektu studie
ZkouSejici  zajisti ziskani pisemného souhlasu
Subjektu studie pro Gcely kziskani a pouzivani

Osobnich udaju Subjektu studie pro ucely souvisejici
se Studii véetné sdélovani, pfevadéni a zpracovani
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collected in accordance with the Protocol, in
compliance with applicable data protection
provisions.

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 Pata to the extent
of such dealings.

Quintiles may process Personal Data, as defined
in the applicable data protection legislation
enacted under the same or equivalent/similar
national legislation (collectively "Data Protection
Legislation”), of the Investigator and Study Staff
for study-related purposes and all such processing
will be carried out in accordance with the Data
Protection Legislation.

6.4 Processing
Each Party shall be responsible for its own

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

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

7. STUDY SUBJECT INJURY, INSURANCE

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.

The Institution shall promptly notify Quintiles
and Sponsor in writing of any claim of iliness 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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udaju ziskanych podle Protokolu, a to dale v souladu
s pfisluSnymi pfedpisy na poli ochranuy dat.

6.3 Spravce osobnich udaju

Spravcem téchto Osobnich udaju bude Zadavatel.
Bude-li v8ak s Osobnimi udaji podle této Smlouvy
nakladat jako spravce udajl spole¢nost Quintiles, bude
v rozsahu, vjakém s nimi bude nakladat, spravcem
udaja ona.

Spole€nost Quintiles je opravnéna zpracovavat Osobni
Udaje, jak jsou definovany v platnych zakonech na
ochranu osobnich udaji pfijatych v ramci stejnych
nebo shodnych/obdobnych vnitrostatnich pravnich
predpisti (spole¢né dale jen ,Pravni pfedpisy na
ochranu osobnich udajd“), Zkousejiciho a ¢lend
Studijniho personalu pro uc€ely souvisejici se Studii,
pficemz jejich zpracovani bude vzdy provadéno
v souladu s pravnimi pfedpisy na ochranu osobnich
udajd.

6.4 Zpracovani dat
Kazda smluvni strana nese odpovédnost za

vlastni zpracovavani osobnich udajd. Spole¢nost
Quintiles zaijisti, aby byly osobni Udaje Subjektl
studie, ZkouSejiciho a pfipadné Studijniho
personalu shromazdovany, ukladany, vyuzivany,
sdélovany a pfedavany v souladu s platnymi
mezinarodnimi a narodnimi predpisy o ochrané
soukromi av souladu s informovanym souhlasem,
ktery byl nebo bude ziskan od Subjekt( studie.
Zkousejici bude povinen ziskat od vSech ¢&len(
Studijniho personalupisemny souhlas (v podobg,
na niz se dohodne se spole¢nosti Quintiles)
s vyuzivanim a sdélovanim jejich osobnich udaju
a predat ho spole¢nosti Quintiles.

6.5 Pretrvani platnosti
Tento Clanek 6 ,Osobni udaje” zistane v platnosti
i v pfipadé ukonCeni platnosti & pfi vyprseni

platnosti této Smlouvy.

7 POSKOZENI __ ZDRAVi
STUDIE, POJISTENI

Zadavatel prohlasuje a potvrzuje, zZe v souladu
s ust. § 52 odst. 3, pism. f) zakona ¢. 378/2007
Sb., o léCivech, v platném znéni, zajisti
pojisténi  klinického  hodnoceni.  Kopie
pojistného certifikatu.

SUBJEKTU

Zdravotnické zafizeni je povinno neprodlené
pisemné vyrozumét Quintiles a Zadavatele o
jakémkoli  naroku vztahujicimu se k
onemocnéni & Ujmé na zdravi, k nimz
skuteéné ¢i udajné doSlo v souvislosti s
nezadouci reakci na Hodnocené IéCivo a
zavazuje se plné spolupracovat se
Zadavatelem pfi FeSeni nezadouci udalosti.
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Sponsor shall reimburse Institution for the direct,
reasonable and necessary medical expenses
incurred by Institution for the treatment of any
adverse event experienced by, illness of or
bodily injury to a Study Subject that is caused by
treatment of the Study Subject in accordance
with the Protocol, except to the extent that such
adverse event, illness or personal injury is
caused by:

a) failure by Institution, Investigator or
any of their respective personnel to
comply with this Agreement, the
Protocol, any written instructions of
Sponsor concerning the Study, or
any applicable law, regulation or
guidance, including GCPs, issued by
any regulatory authority, or

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

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

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

This Section 7 subsections “Study Subject
Injury and Insurance” 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.

CONSEQUENTIAL DAMAGES

Neither Quintiles nor Sponsor shall be
responsible to the Institution for any lost

Zadavatel uhradi Zdravotnickému zafizeni
pfimé, pfiméfené a nezbytné zdravotni vydaje,
které vznikly = Zdravotnickému  zafizeni
v souvislosti s 1é&bou jakychkoli neZzadoucich
udalosti, nemoci nebo Ujmy na zdravi Subjektu
studie zplsobené lécbou Subjektu studie v
souladu s Protokolem, s vyjimkou pfipadu, kdy
takova nezadouci udalost, nemoc nebo Ujma
na zdravi je zplsobeno:

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

b) nedbalosti nebo umysinym
nespravnym jednanim Zdravotnického
zafizeni, Zkousejicim nebo jakymkoliv
jejich zastupcem nebo

c) porusenim povinnosti Studijnim
Subjektem  jednat v souladu
s divodnymi pokyny Zkousejiciho
tykajicich se pozadavku Studie.

Nahrada Skody vyplacena Zadavatelem je
upravena v samostatném slibu odskodnéni podle
ustanoveni Pfilohy B. Zadavatel i spoleCnost
Quintiles uzavreli smluvni pojisténi odpovédnosti
s dostateénymi limity k pokryti jejich zavazkl ze
Studie.

Tento Clanek 7 podsekce "Poskozeni zdravi
Subjektu Studie a pojisténi" zlistane v platnosti po
ukoné&eni nebo uplynuti doby trvani této Smlouvy.

8._ODMITNUTi ODPOVEDNOSTI QUINTILES

Quintiles timto vyslovné odmita jakoukoli
odpovédnost v souvislosti s Hodnocenym
IéCivem, vcCetné jakékoliv odpovédnosti za
jakékoliv  naroky vyplyvajici  z okolnosti
zplsobené nebo domnéle zplsobené
jakymkoliv  Studijnim postupem spojenym
s takovym IéCivem vyjma rozsahu, v jakém je
umyslnym  protipravnim  jednanim  nebo
porusenim této Smlouvy ze strany Quintiles.

Tento Clanek 8 "Odmitnuti odpovédnosti
Quintiles" zlistane v platnosti i po ukonceni
nebo uplynuti doby trvani této Smiouvy.

9. NASLEDNA SKODA

Ani Quintiles ani Zadavatel nebudou vUCi
Zdravotnickému zafizeni odpovédni ve vztahu
k jakémukoli uslému zisku, ztraté obchodnich
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profits, lost opportunities, or other
consequential damages, nor shall
Institution 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
the Agreement.

DEBARMENT

The Institution represents and warrants
that neither Institution nor Investigator,
nor any of Institution’s employees, agents
or other persons performing the Study at
Institution, have been  debarred,
disqualified or banned from conducting
clinical trials or are under investigation by
any regulatory authority for debarment or
any similar regulatory action in any
country, and the Institution shall notify
Quintiles immediately if any such
investigation, disqualification, debarment,
or ban occurs.

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

FINANCIAL DISCLOSURE AND CONFLICT OF
INTEREST

Upon Sponsor's or Quintiles’ request,
Institution 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.

pfileZitosti, ¢i jakymkoli souvisejicim Skodam,
ani Zdravotnické zafizeni nebude odpovédné
vlO¢i Quintiles nebo Zadavateli ve vztahu k
jakémukoli uslému zisku, ztraté obchodnich
prilezitosti, &i jakymkoli souvisejicim Skodam.

Tento Clanek 9 "Nasledna Skoda" zustane v
platnosti po ukon€eni nebo uplynuti doby
trvani této Smiouvy.

10. VYLOUCENI

Zdravotnické zafizeni prohlasuje a potvrzuje,
Ze ani Zdravotnické zafizeni, ani ZkouSejici,
ani kterykoli ze zaméstnancli, zastupct
Zdravotnického zafizeni &i jakakoli jina osoba,
kterda se podili na vykonu Studie ve
Zdravotnickém zafizeni, nebyla zbavena
prislusného opravnéni, nebyla ji uloZena
sankce zakazu vykonu c€innosti klinickych
hodnoceni a dale, Ze kterykoli z téchto
subjektll neni vySetfovan jakoukoli kontrolni
instituci, kdy vysledkem takového Setfeni Ci
fizeni m{ze byt ulozeni sankce zakazu vykonu
ginnosti & odebrani opravnéni, a to v
kterémkoli staté, a Zdravotnické zafizeni se
dale zavazuje neprodlené vyrozumét Quintiles
v pfipadé, ze dojde k takovému vySetfovani,
diskvalifikaci, ulozeni sankce zakazu vykonu
ginnosti nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

Tento Clanek 10 "Vylougeni" zlistane v
platnosti po ukonéeni nebo uplynuti doby
trvani této Smiouvy.

11. FINANCNI INFORMACE A STRET ZAJMU

Zdravotnické zafizeni souhlasi, Ze na zakladé
Z&dosti Zadavatele nebo Quintiles Zkousejici
pro kazdého uvedeného a identifikovaného
zkousSejiciho nebo spoluzkous$ejiciho, ktefi se
pfimo podili na Iéeni nebo hodnoceni
Subjektd studie neprodlené preda Quintiles
vyplnény a podepsany formulaf finanéniho
prohlaseni a konfliktu zajm, ktery byl vyplnén
a podepsan takovym zkouSejicim nebo
spoluzkou$ejicim, ve kterém tito zkousSejici Ci
spoluzkous$ejici pfiznavaji jakékoli pfFislusné
zajmy, které maji oni sami nebo jejich
manzelé/manzelky ¢i nezaopatfené déti.

Quintiles je opravnén pozdrzet platby,
v pfipadé, Ze neobdrzi vyplnéné formulare od
kazdého takového zkousejiciho a
spoluzkousejiciho.
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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.

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

Institution also acknowledges, that it 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.

This Section 11 “Financial Disclosure and

Conflict of Interest” shall survive
termination or expiration of this
Agreement.

ANTI-KICKBACK AND ANTI FRAUD

Institution agrees that its judgment with
respect to the advice and care of each
Study Subject will not be affected by the
compensation it  receives from this
Agreement, that such compensation does
not exceed the fair market value of the
services it is providing, and that no
payments are being provided to the
Institution for the purpose of inducing it 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 agrees that it will not bill any
Study Subject, insurer or governmental
agency, or any other third party, for such
free products or items.

Institution agrees that it will not bill any
Study Subject, insurer, or governmental
agency for any visits, services or
expenses incurred during the Study for
which it has received compensation from
Quintiles or Sponsor, or which are not part
of the ordinary care it would normally
provide for the Study Subject, and that
Institution will not pay another physician to
refer subjects to the Study.

Institution acknowledges that, if during the
term of this Agreement or within two (2)
years of the termination of this
Agreement, the Investigator is a member
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Zdravotnické zafizeni souhlasi stim, ze
vyplnéné formulafe mohou kontrolovat statni a
regulacni Ufady, Zadavatel, Quintiles a jejich
zastupci, a Zdravotnické zafizeni souhlasi
s takovymi kontrolami.

Zdravotnické zafizeni dale potvrzuje, Ze
neuzavielo Zadnou smlouvu, ktera by mu
mohla branitv provadéni Studie nebo by mohla
znemoznit  schvaleni  vyslednych udajl
kontrolnimi Ufady &i pfipadné vyvolat konflikt
zajm.

Tento Clanek 11 "Finanéni informace a stret

zajmu" zustane v platnosti po ukonéeni nebo
uplynuti doby trvani této Smlouvy.

ZAMEZENi UPLATKARSTVi A PODVODU

Zdravotnické zafizeni souhlasi, ze jeho
Usudek, pokud jde o poradenstvi a péci o
kazdy subjekt hodnoceni, nebude ovlivhén
Uhradou, kterou obdrzi na zakladé této
Smlouvy, a dale osvédCuje, ze tato
kompenzace nepresahuje realnou trzni
hodnotu sluzeb, které poskytuje a ze zadné
platby nejsou poskytovany za ucelem pfimét
Zdravotnické zafizeni k nakupu nebo
predepisovani jakychkoliv 1€k, zafizeni nebo
produkta.

Pokud Zadavatel nebo Quintiles poskytnou
jakékoli produkty nebo pfedméty pro pouziti ve
Studii zdarma, Zdravotnické zafizeni souhlasi,
ze nebude zadat uhradu po zadném Subjektu
studie, pojiStovné nebo statnim/spravnim
ufadu nebo jakékoli jiné treti strané za tyto
zdarma poskytnuté produkty nebo predméty.

Zdravotnické zafizeni souhlasi, Ze nebude
zadat Uhradu po zadném Subjektu Studie,
pojiStovné nebo statnim ufadé za jakeékoliv
navstévy, sluzby nebo vydaje vzniklé v
pribéhu Studie, za které obdrzelo uhradu od
Quintiles nebo Zadavatele, nebo které nejsou
soucasti bézné péce, kterou by za normalnich
okolnosti poskytlo Subjektu studie a ze
Zdravotnické zafizeni nebude poskytovat
platbu jinému lékafi za doporuceni subjektu do
Studie.

Zdravotnické zafizeni bere na védomi, ze
pokud v dobé trvani této Smlouvy nebo do
dvou (2) let od jejiho ukonceni se ZkouSejici
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of a committee that sets formularies or
develops clinical guidelines, the
Investigator warrants that he/she will
disclose to such committee the existence
and nature of this Agreement and will
follow the procedures set forth by the
committee. Institution also acknowledges
that the Investigator will fully comply with
all applicable disclosure obligations
relating to Investigator’s relationship with
Sponsor that may be externally imposed
on Investigator based on the requirements
of any institution, medical committee or
other medical or scientific organization
with which Investigator is affiliated.

ANTI-BRIBERY

Institution agrees that the fees to be paid
pursuant to this Agreement represent fair
compensation for the services to be
provided by Institution. Institution
represents and warrants that payments or
Items of Value received pursuant to this
Agreement or in relation to the Study will
not influence any decision that Institution
or any of Institution’s respective owners,
directors, employees, agents,
consultants, or any payee under this
Agreement may make, as a Government
Official or otherwise, in order to assist
Sponsor or Quintiles to secure an
improper advantage or obtain or retain
business.

Institution further represents and warrants
that neither Institution nor any of its
respective owners, directors, employees,
agents, or consultants, nor any payee
under this Agreement, will, in order to
assist Sponsor or Quintiles to secure an
improper advantage or obtain or retain
business, directly or indirectly pay, offer or
promise to pay, or give any ltems of Value
to any person or entity for purposes of (i)
influencing any act or decision: (i)
inducing such person or entity to do or
omit to do any act in violation of their
lawful duty; (iii) securing any improper
advantage; or (iv) inducing such person or
entity to use influence with the
government or instrumentality thereof to
affect or influence any act or decision of
the government or instrumentality.
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stane ¢lenem vyboru & komise pro stanoveni
receptaf nebo vyvoj klinickych smérnic,
ZkouSejici zaru€uje, Ze bude dany vybor nebo
komisi informovat o existenci a povaze této
Smlouvy a bude jednat v souladu s postupy
stanovenymi danym vyborem & komisi.
Zdravotnické zafizeni také bere na védomi, Ze
ZkouSejici bude plné dodrzovat vSechny
pfislusné zavazky na sdélovani informaci,
které se tykaji jeho vztahl se Zadavatelem a
které mohou byt ZkouSejicimu uloZeny jinou
stranou na zakladé pozadavku jakéhokoli
zdravotnického zafizeni, |ékafské komise nebo
jiné IékaFské nebo védecké organizace, s niz je
ZkouSejici ve spojeni.

ZAKAZ PODPLACENI

Zdravotnické zafizeni timto souhlasi, Zze
platby, které budou uhrazeny na zakladé této
Smlouvy, pfedstavuji fadnou kompenzaci za
sluzby poskytnuté Zdravotnickym zafizenim.
Zdravotnické zafizeni timto prohladuje a
zavazuje se, ze platby ¢i Hodnotné véci, které
obdrzi na zakladé této Smlouvy &i v souvislosti
se Studii jakkoli neovlivni jakékoli rozhodnuti
Zdravotnické zafizeni i jakéhokoli pfislusného
vlastnika Zdravotnického zafizeni, cleny
spravnich organli, zaméstnance, zastupce,
konzultanty ¢&i jakékoli pfijemce plnéni na
zakladé této Smlouvy k tomu, aby ucinil,
jakozto Zastupce vefejné moci Ci jakkoli jinak,
za uCelem poskytnuti pomoci Zadavateli i
Quintiles v podobé zajisténi neopravnéné
vyhody &i za UCelem ziskani i zachovani si
obchodni prilezitosti.

Zdravotnické zafizeni dale prohlaSuje a
zavazuje se, ze ani Zdravotnické zafizeni, ani
jakykoli jeho vlastnik, €len statutarniho organu,
zastupce Ci konzultant, ani jakykoli pfijemce
plnéni dle této Smlouvy, a to za u€elem pomoci
Zadavateli ¢i Quintiles k zajiSténi neopravnéné
vyhody ¢&i ziskani i zachovani obchodni
prilezitosti, pfimo <& nepfimo, neuhradi,
nenabidne ¢&i neslibi uhradit, nebo nedaruje
jakoukoli Hodnotnou véc jakékoli osobé Ci
subjektu v souvislosti s nasledujicimi ucely: (i)
ovlivnéni jakéhokoli jednani €i rozhodnuti: (ii)
pobidky &i pohnuti takové osoby &i subjektu,
aby néco konal nebo se zdrzel urcitého jednani
v rozporu se zakonem uloZenou povinosti; (iii)
zajisténim jakékoli neopravnéné vyhody; nebo
(iv) pobidky ¢&i pohnuti takové osoby &i subjektu
k zneuziti vlivu vaé&i statnimu/spravnimu
organu ¢i jeho zastupci v této souvislosti, a to
za UcCelem ovlivnéni jakéhokoli jednani Cdi
rozhodnuti statniho/spravniho organu ¢&i jeho
zastupce.
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15
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In addition to other rights or remedies
under this Agreement or at law, Quintiles
or Sponsor may terminate this Agreement
if Institution 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 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 Institution or its staff.

TERM & TERMINATION

151 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 Institution may terminate upon written
notice if circumstances beyond the
Institution’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 Institution shall
immediately  cease any  subject
recruitment, follow the  specified

termination procedures, ensure that any
required subject follow-up procedures are
completed, and make all reasonable
efforts to minimize further costs, and

14

Nad ramec ostatnich prav a prostredk
napravy dle této Smlouvy, & na zakladé
prislusnych pravnich pfedpist, Quintiles nebo
Zadavatel budou opravnéni ukondit platnost
této Smlouvy v pfipadé, Ze Zdravotnické
zafizeni porusi jakékoli prohladeni & zaruky
obsazené v tomto Clanku, pfipadné&, pokud
Quintiles nebo Zadavatel zjisti, Ze jsou
poskytovany &i byly poskytnuty neopravnéné
platby vic¢i & ze strany Zdravotnického

zafizeni & ZkouSejiciho nebo jakéhokoli
jednotlivce & subjektu jednajiciho jejich
jménem.

NEZAVISLi DODAVATELE

Zdravotnické zafizeni a Studijni personal
budou jednat jako nezavisli poskytovatelé
smluvniho plnéni Quintiles a nebudou jakkoli
povazovani za zaméstnance ¢&i zastupce
Quintiles nebo Zadavatele.

Ani Quintiles ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se k
benefitdm, penzim, nahradam, narokim k
dichodovému pfipojisténi, pracovnépravnim

odménam, srazkovym Ci jinym
pracovnépravnim danim  tykajicim se
Zdravotnického zarizeni nebo jeho

zameéstnancu.

15 PLATNOST & UKONCENIi PLATNOSTI

15.1 Platnost

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

15.2 Ukoné&eni platnosti

Quintiles a/nebo Zadavatel jsou opravnéni
ukoncit platnost této Smlouvy z jakéhokoli
dlvodu s okamzitou uc€innosti neprodlené na
zakladé doruceni pisemného oznameni.

Zdravotnické zafizeni je opravnéno ukongit
platnost této Smlouvy pisemnym oznamenim v
pfipadé, Ze okolnosti, jeZ jsou svoji povahou
mimo  moznost ovlivnéni ze  strany
Zdravotnického zarizeni, zabrani dokonceni
Studie, nebo v prfipadé, ze Zdravotnické
zarizeni duavodné usoudi, ze pokracovani ve
Studii neni bezpecné. V navaznosti na
doru€eni oznameni o ukonceni platnosti
Zdravotnické zafizeni neprodlené ukonci
jakykoli nabor subjektl, bude jednat v souladu
s definovanymi postupy pro ukonc&eni, zajisti,
ze ve vztahu k subjektim Studie budou

CONFIDENTIAL
Page 24 of 36



Quintiles shall make a final payment for
visits or milestones properly performed
pursuant to this Agreement in the
amounts specified in Attachment A;
provided, however, that Payments will be
in each case reduced by ten (10 %)
percent. This reduced amount shall
represent a value of any/all activities
related to close-out of the database, and
will be made upon the final acceptance by
Sponsor of all CRF pages and all data
clarifications issued and satisfaction of all
other applicable conditions set forth
herein. If a material breach of this
Agreement appears to have occurred and
termination may be required, then, except
to the extent that Study Subject safety
may be jeopardized, Quintiles and/or
Sponsor may suspend performance of all
or part of this Agreement, including, but
not limited to, subject enrollment.

16 NOTICE

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

a) in person,

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

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

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

16

dokonCeny jakékoli procesy kontrolni povahy,
a vyvinou nezbytné Usili za ucelem limitace
jakychkoli dalSich nakladu, pficemz Quintiles
provede zavéreCnou uhradu za navstévy a
milniky, jeZ byly fadné provedeny na zakladé a
v souladu s touto Smlouvou, a to ve vysi Castek
definovanych v Pfiloze A; av3ak za podminky,
Ze Platby budou v kazdém pfipadé sniZzeny o
Castku ve vysi deseti (10 %) procent. Takto
sniZzena Castka bude predstavovat hodnotu
veskerych c&innosti spojenych s uzavienim
databaze, a bude poskytnuta poté, co
Zadavatel schvali veskeré stranky formulara
CRF, a dale poté, co budou poskytnuta
veskera vyjasnéni dat a dale dojde ke splnéni
vesSkerych ostatnich podminek, jeZz jsou
stanoveny v této Smlouvé. V pfipadé, Zze dojde
ke vzniku domnéni, Ze doSlo k podstatnému
poruseni této Smlouvy a muze tak dojit k
ukonéeni platnosti této Smlouvy, pak s
vyjimkou a v rozsahu, v jakém mulze byt
ohrozena bezpecnost Subjektll studie,
Quintiles a/nebo Zadavatel mohou prerusit
naplnéni celé Ci Casti této Smlouvy, zejména
véetné zarazovani Subjektl studie.

OZNAMENI

Veskera oznameni vyzadovana nebo povolena
podle této Smlouvy budou ucinéna v pisemné
podobé a budou dorucena:

MedImmune LLC:
One Medimmune Way

To Sponsor: Gaithersburg, MD 20878
United States
Name:
Address: Quintiles Czech
Republic, s.r.o., 5, Jinonice,
To Quintiles Radlicka 714/113a,
158 00, Prague, Czech
Republic
Tel:

Name: Ustav pro péci o

To Institution matku a dité

a) osobné
b) doporu¢enym dopisem, s pfedem zaplacenym
postovnym, s dorué¢enkou
c) e-mailem ve formatu pdf/scan nebo v jiném
formatu, ktery znemoznuje zasah do obsahu
s potvrzenou zpravou o pfenosu nebo
d) komercni nocni kuryrni sluzbou, ktera zarucuje
doruceni dalSi den a poskytne potvrzeni. Tato
oznameni budou adresovana takto:
Medimmune LLC:
One Medimmune Way
Zadavateli: Gaithersburg, MD 20878
Spojené staty
Nazev:
Addresa: Quintiles Czech
S Republic, s.r.o., 5, Jinonice,
Quintiles:

Radlicka 714/113a,
158 00, Praha, Ceska republika

Tel: [N

Zdravotnickému
zarizeni

Nazev: Ustav pro péci o matku
a dité

Addresa:

Podolské nabrezi 157

147 00 Praha 4- Podoli
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Address:

Podolské nabrezi 157
147 00 Praha 4- Podoli
Czech Republic

Te! I

To Investigator

Name:

Address:

Podolské nabrezi 157
147 00 Praha 4- Podoli
Czech Republic

Tel.:

Ceska republika

Tel. N |

17

18

18.1
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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, whether similar or dissimilar
to the foregoing, beyond the reasonable
control of the Party bound by such
obligation, provided, however, that the
Party affected shall exert its reasonable
efforts to eliminate or cure or overcome
any of such causes and to resume
performance of its obligations with all
possible speed.

MISCELLANEOUS

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

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

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

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

ZkouSejicimu

Jméno a pFijmeni:

Adresa: Podolské nabrezi 157
147 00 Praha 4- Podoli

Ceska republika

Tel.: I

17

VYS§Si moc

Splnéni jakékoli povinnosti kteroukoli ze Stran,
jez ma byt takovou Stranou splnéna na
zakladé podminek této Smlouvy, bude
prominuto v disledku zaplav, pozarl &i jinych
projevi Vys§i moci, nehod, valek, nepokojl,
embarg, prodleni dopravcl, nemozZnosti opatfit
prislusné  materidly, nebude-li dodana
elektricka energie &i jiné pfirodni zdroje, v
disledku rozhodnuti, zakaztl ¢&i omezeni
statniho/spravniho ufadu &i jiného prvku vyssi
moci, ktery zabrani spinéni takové povinnosti,
bez ohledu na to, zda je shodny ¢&i odliSny od
shora uvedeného, a ktery stoji mimo moznost
ovlivnéni pfislusné Strany, ktera je takovou
povinnosti vazana, to v8ak za podminky, ze
takto dotéena Strana vyvine odpovidaji usili za
UCelem odstranéni &i napravy &i prekonani
jakéhokoli takového divodu ¢i pri¢iny a bude
pokratovat v plnéni svych povinnosti v
nejbliz§im mozném ¢asovém okamziku.

18. RUZNE

18.1 Celistvost Smlouvy

Tato Smlouva, vletné pfiloh, pFedstavuje
vyhradni, celistvé a uplné ujednani Stran a
nahrazuje veSkeré ostatni pisemné a ustni
dohody vztahujici se k této Studii.

18.2  Vzdani se uplatnéni/Vynutitelnost
Neuplatnéni jakéhokoli prava ¢i podminky této
Smlouvy nezakldada domnénku vzdani se
uplatnéni takového prava &i podminky.

V pfipadé, ze bude kterakoli ¢ast této Smlouvy
shleddna jako nevykonatelna, zbytek této
Smlouvy zlistane i nadale v platnosti.

18.3  Prevod Smlouvy
Tato Smlouva bude zavazna vucéi Stranam i
jejich pravnim nastupcum a postupnikim.
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The Institution 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 Institution
hereby consents to such an assignment.
Institution will be given prompt notice of
such assignment by the assignee.

18.4  Applicable Law
This Agreement shall be interpreted and

enforced under the laws of Czech
Republic

18.5 Prevailing language The
Agreement is drawn up in English and in
Czech language versions. In case of any
dispute Czech language version shall
prevail.

18.6  Survival:

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

THIS SECTION IS INTENTIONALLY
LEFT BLANK
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Zdravotnické zafizeni nepfevede jakakoli
prava Ci zavazky z této Smlouvy bez
prfedchoziho pisemného souhlasu Quintiles
nebo Zadavatele.

Na zakladé Zadosti Zadavatele, Quintiles je
opravnén 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 Zdravotnické zafizeni timto
souhlasi S takovym postoupenim.
Zdravotnickému  zafizeni bude takové
postoupeni ¢i pfevod oznameno bez
zbyte€ného odkladu nabyvatelem.

18.4 Rozhodné pravo
Tato Smlouva bude vykladana a vymahana v
souladu s pravnim Fadem Ceské republiky.

18.5 Rozhodn4 jazykova verze. Tato Smlouva
je vyhotovena v anglickém a ¢eském
jazykovém znéni. V pfipadé jakéhokoli rozporu
bude rozhodujici Ceska jazykova verze.

18.6 Pretrvavaijici platnost:

Podminky této Smlouvy, jez obsahuji prava a
povinnosti, jez svoji povahou prekraduji
okamzik dokonéeni Studie, zUstanou zavazné
i v pfipadé ukonceni &i vyprseni platnosti této
Smouvy, a to i v pfipadé, ze tak neni v této
Smlouvé vyslovné uvedeno.

TATO CAST JE ZAMERNE PONECHANA
PRAZDNA
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ACKNOWLEDGED AND  AGREED BY
QUINTILES CZECH REPUBLIC, S.R.O.

By:

Title:

Signature:

Date:

ACKNOWLEDGED AND AGREED BY USTAV
PRO PECI O MATKU A DITE:

By:

Title (must be authorized to sign on Institution's
behalf):

Signature:

Date:

ACKNOWLEDGED AND AGREED BY
MEDIMMUNE LLC.

By:

Title:

Date:

Attachments:

Attachment A - Budget and payment schedule
Attachment B - Letter of Indemnification
Attachment C Version of the Clinical Trial
Agreement intended for publication

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS
OPRAVNENY ZASTUPCE

QUINTILES CZECH REPUBLIC, S.R.0.

Jméno:

Funkce:

Podpis:

Datum:

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS
OPRAVNENY ZASTUPCE USTAVU PRO PECI O
MATKU A DITE:

Jméno:

Funkce (musi se jednat o podpis opravnéného
zastupce Zdravotnického zafizeni):

Podpis:

Datum:

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS
OPRAVNENY ZASTUPCE ZADAVATELE
MEDIMMUNE LLC.

Podpis:

Funkce:

Datum:

Prilohy:

Pfiloha A - Rozpocet a platebni prehled

Priloha B - Slib odSkodnéni

Pfiloha C — Verze smlouvy o klinickém hodnoceni
uréena ke zverejnéni
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. Payee details

The Parties agree that the payee designated
below is the proper payee for this Agreement, and
that payments under this Agreement will be made
only to the following payee (“Payee):

PRILOHA A
R0OzPOCET & PLATEBNi PREHLED

A. Udaje o pfijemci platby

Smluvni strany timto souhlasi, Ze niZze uvedeny
pfijemce platby je fadnym pfijemcem plateb dle této
Smlouvy, a dale, Ze platby provedené na zakladé této

Payee Ustav pro pééi o matku a
Name dité
Podolské nabrezi 157
E\Zﬁ?gss 147 00 Praha 4- Podoli
Czech Republic
Bank Name | Komercéni banka, a.s.
Bank I
Account
SWIFT
Code KOMBCZPPXXX
VAT/ Tax ID | CZ00023698
Number

In case of changes in the Payee’s bank
details, Payee is obliged to inform Quintiles in
writing. Parties agree that in case of changes
in bank details which do not involve a change
of payee or change of country location of bank
account, no further amendments are required.

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

If the Investigator is not the Payee, then the
Payee's obligation to reimburse the
Investigator, if any, is determined by a
separate agreement between Investigator and
Payee, which may involve different payment
amounts and different payment intervals than
the payments made by Quintiles to the Payee.

B. PAYMENT TERM
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Smlouvy budou realizovany vyhradné vuéi nize
uvedenému pfijemci plateb (dale jen “Pfijemce
plateb”):

Nazev Ust i tk

Pijemce d’stvav pro péci o matku a

platby e

Adresa Podolské nabrezi 157

Pfijemce 147 00 Praha 4- Podoli

platby Ceska republika

Nazev Komer¢ni bank

banky omer¢ni banka, a.s.

pankovnl |

ucet:

SWIFT kéd | KOMBCZPPXXX

DPH/

Danové CZ00023698

identifikac

ni €islo

Dojde-li k jakymkoli zménam ohledné bankovnich
udajua Prijemce plateb, Pfijemce plateb je v
takovém pfipadé o této skutecnosti povinnen
informovat Quintiles, a to odeslanim pisemného
oznameni. Smluvni strany souhlasi, ze v pfipadé,
Ze puljde pouze o zménu vyhradné se vztahujici k
bankovnim udajum Pfijemce plateb a které
neplsobi zménu v subjektu Pfijemce plateb nebo
zménu statu, v némz je bankovni ucet zfizen,
nebude zapotfebi uzavirat jakykoli dalSi dodatek.

Strany timto berou na védomi, ze shora definovany
Pfijemce plateb je opravnén obdrzet veSkeré
platby za sluzby vykonané na zakladé této
Smlouvy.

V pfipadé, Ze ZkouSejici neni PFijemcem plateb, je
pfipadna povinnost Pfijemce plateb poukazat
ZkouSejicimu odménu stanovena v samostatné
smlouvé uzaviené mezi ZkouSejicim a Pfijemcem
plateb, pficemz tato dohoda muze obsahovat
odlidné platebni ¢astky a odlidné platebni intervaly
¢i obdobi od plateb poukazovanych ze strany
Quintiles vici Pfijemci plateb.

B. PLATEBNi PODMINKY
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Quintiles will reimburse the Payee every three
(3) months on a completed visit per subject
basis in accordance with the attached budget.
The payment cycle commences 30 days after
the first patient within Europe is enrolled into
the trial. Payments including any Screening
Failure that may be payable will be made
based upon prior 3 months’ enrolment data
confirmed by subject CRFs received from the
Investigator and data verification supporting
subject visitation. A payment batch report,
which contains the completed subject visits
and associated payments for the period, will
be sent to the payee within 30 days of the end
of this three-month period. The payee will
raise their invoice to match the report. Due
date of the invoice shall be thirty (30) days
from the date of issue of the
invoice. Payments will be in each case
reduced by ten (10 %) percent. This reduced
amount shall represent a value of any/all
activities related to close-out of the database,
including all CRFs pages, all data
clarifications issued, the receipt and approval
of any outstanding regulatory documents as
required by Quintiles and/or Sponsor, the
return of all unused supplies to Quintiles, and
upon satisfaction of all other applicable
conditions set forth in the Agreement.

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

All  government taxes are the sole
responsibility of the Payee.

Major, disqualifying Protocol violations are
not payable under this Agreement

C. PAYMENT DISPUTE

Institution will have thirty (30) days from the
receipt of final payment to dispute any
payment discrepancies during the course of
the Study.

D. MiINIMUM ENROLMENT GOAL

Investigator acknowledges that Investigator’s
minimum enrollment goal is

and that Site will
use best efforts to reach the enroliment goal
within a reasonable time after commencement
of the Study at Site. If Site fails to adhere to
this principle Sponsor and/or Quintiles may
reconsider Site’s suitability to continue
participation in the Study.
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Spole¢nost Quintiles bude poskytovat finanéni
plnéni Pfijemci plateb za uskuteCnéné navstévy
subjekt(l studie jednou za tfi (3) mésice v souladu
s pfilozenym platebnim rozvrhem. Platebni cyklus
zaéne 30 dna po zafazeni prvniho pacienta do
Studie v Evrop&. Castky véetnd odmény za
pacienty, ktefi neprojdou vstupnimi vySetifenimi,
budou vyplaceny na zakladé udaji o poctu
subjektll zafazenych do Studie v pfedchozich
3 mésicich, doloZzenych formulafi CRF od
Zkousejiciho |ékafe, apo ovéfeni udaju
0 uskuteénénych navstévach. Do 30 dnu po konci
tohoto tfimési¢niho obdobi bude Pfijemci plateb
zaslan vykaz kplatebni davce, ktery bude
obsahovat uskute¢néné navstévy pacientl
v daném obdobi a souvisejici platby. PFijemce
plateb vystavi fakturu na Castku, kterd bude
odpovidat tomuto platebnimu pfehledu. Splatnost
faktury bude ftficet (30) dni od data jejiho
vystaveni. Kazda Céastka bude snizena o deset
procent (10 %). Tato odectena Castka predstavuje
hodnotu veskerych ukont souvisejicich
s uzavienim databaze vcetné odsouhlaseni vSech
formulafl CRF, vyjasnéni veSkerych dotazl
tykajici se dat a udaju, prevzeti a schvaleni jakékoli
dosud nedokon&ené regulaéni dokumentace dle
pozadavkl Quintiles a/nebo Zadavatele, vraceni
veskerého nespotifebovaného materialu a zasob
Quintiles a po splnéni vesSkerych ostatnich
zavaznych podminek  stanovenych  touto
Smlouvou.

Pokud je Zdravotnické zafizeni platcem DPH, bude
ke véem vysSe uvedenym c&astkam pfipocteno DPH
v zakonné vysi.

PInéni veSkerych danovych povinnosti je vylu¢nou
odpoveédnosti Prijemce plateb

Zavazna poruseni Protokolu dle podminek této
Smlouvy nebudou proplacena.

C. PLATEBNI SPORY

Zdravotnické zafizeni bude opravnéno ve Ihuté
tficeti (30) dnl od obdrzeni zavérec¢né platby
rozporovat jakoukoli nesrovnalost v platbach, k niz
doslo béhem provadéni Studie.

D. MINIMALNI CiLOVY POCET ZARAZENI

ZkouSejici bere na védomi, Ze minimaini cilovy
poCet zarfazeni pro daného ZkouSejiciho je

a Zze Misto provadéni
klinického hodnoceni se zavazuje  vynaloZit
veskeré usili k tomu, aby cilového poctu bylo
dosazeno bé&hem pfiméfené doby po zahajeni
Studie v Misté provadeéni klinického hodnoceni. V
pfipadé, ze Misto provadéni klinického hodnoceni
nesplni tento pozadavek, miize Zadavatel a/nebo
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E. DISCONTINUED OR EARLY TERMINATION

Reimbursement for discontinued or early
termination subjects will be prorated based on
the number of confirmed completed visits.

F. INVOICES

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

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

Please note that invoices will not be
processed unless they reference the
Sponsor name, Protocol number and
Investigator name and site number. After
receipt and verification, reimbursement for
invoices will be included with the next
regularly scheduled payment for subject

activity.

e Conditional Procedures:

Payment for conditional procedures performed at
a visit, which are not included in the per visit cost,
may be reimbursed upon receipt of original
invoice. Invoice must reference date of visit, list of
procedures, and subject numbers:

I
.

) Unscheduled Visits

Payment for unscheduled visits will be reimbursed
in the amount of up to
, upon receipt of original supporting invoices.
Subject numbers and procedures dates must be
included on an original invoice.

e PHARMACY SET-UP AND STORAGE FEE

A onetime, non-refundable Pharmacy Set-Up

payment will be paid in the amount of
upon completion
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Quintiles pfehodnotit ucelnost pokracovani Mista
provadéni klinického hodnoceni v dané Studii.

E. PRERUSENiI NEBO PREDCASNE UKONCENI
Platby za Subjekty studie, u kterych dojde k
preruseni nebo k pfed€asnému ukoncéeni, budou
pomérné rozpocitany podle poctu potvrzenych
absolvovanych navstév.

F. FAKTURY
Prvopisy faktur, které souviseji s touto Studii,
museji byt vystaveny na Quintiles a predlozeny
Quintiles na nasledujici adresu:

Quintiles Czech Republic, s.r.o.,
Radlicka 714/113a, Jinonice
158 00 Praha 5
Ceska republika
1C:24768651
DIC: CZ24768651

Upozoriiujeme prosim, ze faktury nebudou
zpracovany, nebudou-li obsahovat odkaz na
nazev/obchodni firmu Zadavatele, ¢islo
Protokolu, jméno Zkousejiciho a Cislo Mista
provadéni klinického hodnoceni. Po obdrzeni
faktury a jeji verifikaci budou fakturovana
plnéni zahrnuta do nejblizSi planované radné
platby v souvislosti s predmétnou €innosti.

e Podminecné postupy:
Platby za podminecné postupy vykonané pfi navstéve,
které nejsou zahrnuty do naklad na danou navstévu,

mohou byt uhrazeny po obdrzeni puvodni faktury. Na
fakture musi byt uvedeno datum navstévy, seznam

postupll a Gisla subjektu:

|

. Neplanované navstévy

Platby za neplanované navstévy budou uhrazeny
v ¢astce maximalné po
obdrzeni puvodnich podkladovych faktur. Na pUvodni
faktufe musi byt uvedena Cisla subjektt a data
postupu.

e POPLATEK ZA PRIPRAVU CINNOSTI LEKARNY A

USKLADNENI
Jednorazovy nevratny poplatek za pFipravu
cinnosti Iékarny v Castce
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and receipt by Quintiles of all original
contractual and regulatory documentation and
receipt of an original invoice.

e PHARMACY CLOSE-OUT FEE

A one-time, non-refundable Pharmacy Close-
out payment will be paid at the end of the
Study on a pass-through basis upon receipt of
invoice, up to [ GGG -
are not included in the attached Budget.

Any expense or cost incurred by Institution in
performing this Agreement that is not
specifically designated as reimbursable by
Quintiles or Sponsor under the Agreement
(including this Budget and Payment Schedule)
is Institution’s sole responsibility.

G. SCREENING FAILURE

Reimbursement for screen failures will be at
the amount indicated on the screening visit of

the attached budget, not to
paid to
subject

randomized.

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

H. EC FEES

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

|. PATIENT TRAVEL COSTS

K. EQUIPMENT
There will be no Equipment supplied for this study.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

These amounts include all applicable taxes.

I  bude uhrazen po

zkompletovani veSkeré plvodni smluvni a
regula¢ni dokumentace a po jejim pfijeti Quintiles,
a po obdrzeni puvodni faktury.

e POPLATEK ZA UZAVRENI CINNOSTI LEKARNY
Jednorazovy nevratny poplatek za uzavieni
Cinnosti Iékarny bude uhrazen na konci Studie jako
dodate&né vynaloZené naklady po obdrZeni faktury
v ¢astce maximaing [ EGTGTGNGNGNGNGNGNGEEEEEEE
tento poplatek neni zahrnut do pfiloZeného
rozpoctu.

Jakékoli naklady a vydaje, které vzniknou
Zdravotnickému zafizeni v souvislosti s plnénim
této Smlouvy, a které nejsou vyslovné oznaceny
jako proplatitelné ze strany Quintiles ¢i Zadavatele
za podminek této Smlouvy (vCetné jeji Casti
Rozpocet a Platebni prehled), pljdou piné k tizi
Zdravotnického zafizeni.

G. NAVSTEVY VYHODNOCENE JAKO “SCREENING
FAILURE”

Uhrady za nav$tévy definované jako ,screen
failures® budou uskute€nény v Castkach
uvedenych pro screeningovou navstévu dle
pripojeného platebniho rozvrhu, pfi€emz uhrada
neprekrodi na kazdych
randomizovanych

subjektd.

Podminkou opravnénosti naroku na uhradu platby
za screeningovou navstévu je, Ze Quintiles budou
predlozeny fadné vyplnéné screeningové
formulafe CRF, jakoz i jakékoli dodatecné
informace, jez mohou byt pozadovany ze strany
Quintiles za ucelem fadného prokazani provedeni
predepsanych screeningovych postupu.

H. PLATBY ETICKYM KOMISIM

Naklady souvisejici s etickymi komisemi budou
pribézné refundovany po obdrzeni pfislusné
faktury vystavené etickou komisi a nejsou zahrnuty
v prfipojeném platebnim rozvrhu. Platba bude
uhrazena pfimo etické komisi. Veskera nasledna
opakovana podani a prodlouzeni budou na
zakladé souhlasu Quintiles a Zadavatele uhrazena
po pfijeti pfisludné dokumentace.

|. CESTOVNI NAKLADY PACIENTU

K. VYBAVENI
Pro tuto Studii nebude poskytnuto zadné Vybaveni.

JAKEKOLI JINE PLATEBNi POZADAVKY
NEBUDOU UZNANY

Tyto platby zahrnuji veSkeré pfislusné dané.
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All payments for this Study in accordance with the VSechny platby za tuto Studii v souladu s pfiloZzenym
attached budget will be paid by Quintiles by wire platebnim rozvrhem budou hrazeny ze strany Quintiles

transfer. elektronickym bankovnim pfevodem.
J. BUDGET TABLE J. PLATEBNIi TABULKA
e
Payment, fvex
Visit CZK Navstéva CZK

Total 36,751.00
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ATTACHMENT B

FORM OF INDEMNITY FOR CLINICAL
STUDIES

To: Ustav pro pééi o matku a dité,
Podolské nabfezi 157, 147 00 Praha 4-
Podoli, Czech Republic

(“Institution”)

From: Medimmune, LLC, One Medimmune

Way, Gaithersburg, Maryland, 20878,

USA (“Sponsor”)

Re: - Protocol Title: A Phase 2b
Randomised, Double-blind, Placebo-
controlled Study to Evaluate the
Safety and Efficacy of MEDI8897, a
Monoclonal  Antibody With an
Extended Half-life Against
Respiratory  Syncytial Virus, in
Healthy Preterm Infants No
D5290C00003 with MEDI8897 (the
“study”)

- Managed by Quintiles Czech

Republic, s.r.o., se sidlem

Praha 5, Jinonice, Radlicka

714/113a, PSC 158 00, Czech

Republic (“Quintiles”),

representing the interests of

the Sponsor.

1. The Sponsor has retained Quintiles
(under a separate written agreement
between them) to serve as the Sponsor’'s
contract research organization to manage
the Study.

2. The Institution has contracted with Quintiles
under a separate clinical trial agreement
covering the Institution and
Investigator’sobligations’ relating to their
participation in and conduct of the above-
referenced Study in accordance with the
Protocol (as amended from time to time with
the agreement of the Sponsor and the
Investigator) and applicable laws and
regulations (“Clinical Trial Agreement”).

3.  The Institution has agreed to participate by
allowing the Study to be undertaken on its
premises utilizing such facilities, personnel
and equipment as the Investigator may
reasonably need for the purpose of the
Study.
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PRILOHAB

FORMULAR NAHRADY $KODY
V KLINICKYCH STUDIICH

Pro:

Od:

Ustav pro pééi o matku a dité

(dale jen ,,Zdravotnické zafizeni‘)
Podolské nabrezi 157, 147 00 Praha 4-
Podoli, Ceska republika

Medimmune, LLC, One Medlimmune Way,
Gaithersburg, Maryland, 20878, USA (dale
jen ,,Zadavatel”)

- Randomizovana, dvojité zaslepena,
placebem kontrolovana studie faze 2b
hodnotici bezpeénost a  ucinnost
pripravku MEDI8897, monoklonalni
protilatky s prodlouzenym polo¢asem,
proti respiraénimu syncytialnimu viru u
zdravych predéasné narozenych déti
€. D5290C00003/ MEDI8897 (dale jen
»otudie”)

- Rizené spoleénosti Quintiles
Czech Republic, s.r.0., se sidlem
Praha 5, Jinonice, Radlicka
714/113a, PSC 158 00, Ceska
republika (dale jen ,,Quintiles”),
ktera zastupuje zajmy
Zadavatele.

Zadavatel povéfil spoleCnost Quintiles (na
zakladé zvlastni pisemné smlouvy, kterou s ni
uzavrel), aby pro néj fidila Studii jako jeho
smluvni vyzkumna organizace.

Zdravotnické zafizeni uzavfelo se spolec¢nosti

Quintiles samostatnou smlouvu o klinickém
hodnoceni, ktera upravuje povinnosti
Zdravotnického zafizeni a ZkouSejiciho pfi

pripravé a provadéni vyse uvedeného Klinického
hodnoceni v souladu s Protokolem (v platném
znéni odsouhlaseném Zadavatelem
a ZkousSejicim) a s platnymi pravnimi predpisy
a nafizenimi (dale jen ,Smlouva o klinickém
hodnoceni*).

Zdravotnické zafizeni souhlasilo s ucasti ve
Studii stim, Ze umozni, aby byla provadéna
v jeho prostorach svyuzitim jeho zafizeni,
zameéstnancl a vybaveni, které bude Zkousejici
pfiméfené potfebovat pro ucely Studie.

CONFIDENTIAL
Page 34 of 36



In consideration of such participation by the 4.
Institution, the Sponsor agrees to indemnify
the Institution and the Investigator against all
direct costs, claims, liabilities, penalties or
expenses (including reasonable legal fees
and disbursements), (collectively “Losses”)
arising out of or relating to the conduct of the
Study.

The Sponsor’s indemnity under paragraph 5 5.
above will not apply to the extent that such
Losses arise from or relate to (a) any breach

of the Clinical Trial Agreement or applicable
laws by the Institution and/or the
Investigator, or (b) any negligence,
recklessness or wilful act or omission by the
Institution, the Principal Investigator or the
Study Site Staff in the performance of their
obligations under the Agreement.

If any third party makes a claim, or notifies 6.
an intention to make a claim, against the
Institution or the Investigator which may
reasonably be considered likely to give rise

to a liability under this indemnity (a “Claim”),

the Institution and/or the Investigator shall:

6.1 as soon as reasonably
practicable, give written notice
of the Claim to the Sponsor,
specifying the nature of the
Claim in reasonable detail;

6.2 not make any admission of
liability, agreement or
compromise in relation to the
Claim without the prior written
consent of the Sponsor, such
consent not to be
unreasonably withheld; and

6.3 take such action as the
Sponsor may reasonably
request to avoid, dispute,

compromise or defend the
Claim (including granting the
Sponsor full conduct and
control of the claim).

The Sponsor shall ensure that adequate 7.

provision is made by way of insurance or
indemnity arrangements sufficient to meet
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Za to, Ze se Zdravotnické zafizeni zucastni
Studie, se Zadavatel zavazuje, ze nahradi
Zdravotnickému zafizeni a Zkousejicimu veskeré
pfimé naklady, naroky, zavazky, pokuty a vydaje
(vCetné pfiméfenych vydajl na pravni zastoupeni
avyplat nahrad) (dale jen souhrnné ,Ztraty“),
které jim vzniknou z provadéni Studie nebo
v souvislosti s nim.

Povinnost Zadavatele nahradit Ztraty podle
pfedchoziho &lanku 5 se nevztahuje na Ztraty,
které vzniknou (a) poruSenim  Smlouvy
o klinickém hodnoceni nebo platnych pravnich
predpisi ze strany Zdravotnického zafizeni
a/nebo Zkousejiciho nebo (b) nedbalosti,
nezodpovédnym jednanim, umyslinym porusenim
povinnosti nebo opomenutim ze strany
Zdravotnického zafizeni, Hlavniho zkouSejiciho
nebo Persondlu Mista provadéni klinického
hodnoceni pfi plnéni jejich zavazkd ze Smlouvy,
pfipadné v souvislosti s vySe uvedenym.

Uplatni-li tfeti strana vUéi Zdravotnickému
zarizeni nebo ZkouSejicimu néjaky narok nebo
oznami-li, Ze vici nim hodla uplatnit néjaky narok,
znéhoz by po pfiméreném zvazeni
pravdépodobné mohla vzejit odpovédnost podle
tohoto slibu odskodnéni (dale jen ,Narok®),

zavazuji se Zdravotnické zafizeni a/nebo
ZkouSejici, ze:
6.1 co nejdfive, jak to bude mozné,

oznami Narok pisemné Zadavateli
s pfiméfené podrobnym popisem
povahy Naroku,

6.2 bez  pfedchoziho  pisemného
souhlasu Zadavatele, ktery ho
nesmi bezdivodné odmitnout,

nepfipusti odpovédnost, neuzaviou
dohodu ani nepfistoupi na
kompromis v souvislosti s takovym

Narokem,

6.3 ucini veskeré kroky, které bude
Zadavatel pfiméfené pozZadovat
k zabranéni Naroku, jeho
zpochybnéni, uzavieni
kompromisu nebo obhajobé proti
Naroku (vCetné umoznéni

Zadavateli prevzit plnou kontrolu
nad vyporadanim Naroku).

Zadavatel zajisti vytvoreni dostate¢né rezervy
na zakladé pojisténi nebo dohod o nahradé
Skody v takové vysi, aby mohly byt spinény
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their obligations and liabilities in relation to
this indemnity and the applicable laws, in
particular towards study subjects for
personal injury arising as a result of
participation in the Study; more specificaly to
meet the requirements as arising from the §
52, par. 3, letter f) Act on Pharmaceuticals.
A copy of the Certificate of Insurance is
enclosed hereto.

This indemnity shall be governed by and
construed in accordance with the laws of the
Czech Republic.

The Institution’s participation in the Study 9.

constitutes the Institution’s acceptance of
the terms and provisions of this indemnity.

jeho zavazky a povinnosti tykajici se tohoto
slibu od8kodnéni a v souladu s platnymi
pravnimi pfedpisy, zejména ve vztahu
k Subjektim Studie v pfipadé vzniku Ujmy na
zdravi v disledku jejich ucasti ve Studii,
a konkrétné pak poZadavky vyplyvajici z § 52
odst. 3 bod f) zakona oléCivech. Pfilohu
tohoto slibu od8kodnéni tvofi kopie pojistného
certifikatu.

Tento slib odskodnéni se Fidi zakony Ceské
republiky a je vykladan v souladu s nimi.

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

SIGNED on behalf of the Sponsor
Za Zadavatele
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