CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement (together with all
Exhibits  and
“Agreement”) is made by and between:

Appendices  thereto, the

Fakultni nemocnice Kralovské Vinohrady,
having a place of business at Srobarova
1150/50, 100 34 Praha 10, Czech Republic,
Identification number: 000 64 173, Tax
Identification Number: CZ 000 64 173,
represented by doc. MUDr. Robert Grill,
Ph.D., MHA, Director, reference symbol: KH
33/2017, internal cost center no. 43034 (the
“Institution” or the “Site”), and

Quintiles Czech Republic, s.r.0., having a
place of business at Radlicka 714/113a, 158
Prague 5 - Jinonice, Czech Republic,
Identification number: 247 68 651, Tax
identification number: CZ 247 68 651,
represented by Alasdair MacDonald, Director
(“Quintiles”), and

Samsung Bioepis Co., Ltd., having a place
of business at 107, Cheomdan-daero,
Yeonsu-gu, Incheon, 21987, Republic of
Korea, represented by Quintiles Czech
Republic, s.r.o. (“Sponsor”).

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

SMLOUVA O KLINICKEM HODNOCENI

Smlouvu o klinickém hodnoceni (spole¢né se vSemi
Pfilohami a Dodatky, dale jen ,Smlouva”) uzaviraji:

Fakultni nemocnice Kralovské Vinohrady, se
sidlem Srobarova 1150/50, 100 34 Praha 10,
Ceska republika, ICO: 000 64 173, DIC: CZ 000 64
173, zastoupena doc. MUDr. Robertem Grillem,
Ph.D., MHA, feditelem, Cislo jednaci: KH 33/2017,
interni nakladové stfedisko: 43034 (,Zdravotnické
zarizeni“ nebo ,Centrum klinického hodnoceni®),
a

Quintiles Czech Republic, s.r.0., se sidlem
Radlicka 714/113a,158 00 Praha 5 - Jinonice,
Ceska republika, ICO: 247 68 651, DIC: CZ 247 68
651, zastoupena Alasdairem MacDonaldem,
jednatelem (,Quintiles”), a

Samsung Bioepis Co., Ltd., se sidlem 107,
Cheomdan-daero, Yeonsu-gu, Incheon, 21987,
Korejskéd republika, zastoupeny Quintiles Czech
Republic, s.r.o. (dale jen ,Zadavatel®).

Kazda samostatné jako ,Strana” a spole¢né jako
Lotrany”.

Protocol Number:

SB11-G31-AMD

Cislo protokolu: SB11-G31-AMD

Protocol Title:

A Phase Il Randomized,
Double-masked, Parallel
Group, Multicentre Study
to Compare the Efficacy,
Safety,

Pharmacokinetics  and
Immunogenicity between

Randomizované, dvajité
maskované,

multicentrické klinické
hodnoceni faze 1
s paralelnimi  skupinami
porovnavajici  uc€innost,
bezpecnost,

Nazev protokolu: farmakokinetiku

SB11 (proposed a imunogenicitu
ranibizumab biosimilar) pfipravku SB11
and Lucentis® in (navrhovana biologicka
Subjects with obdoba ranibizumabu)
Neovascular Age- a Lucentis® u pacientt
Related Macular s vékem  podminénou
Degeneration neovaskularni makularni
degeneraci
Protocol Date: 1 September 2017 Datum protokolu: | 1. zafi 2017
Sponsor: f%r.nsung Bioepis Co., Zadavatel: Etr:ljrhsung Bioepis  Co.,
Smlouva o klinickém hodnoceni
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Country where

Stat, ve kterém
Zdravotnické

Institution is Czech Republic zafizeni provadi Ceské republika
Conducting Study: studii-
Location where | Oftalmologicka  klinika, Mi kde bud Eﬂa{mologlcka k/m’k?’
the study will be | which is a division/part of 'St‘.)’ e oude era o 1€
conducted: the Institution Studie provadéna: | soucasti/oddélenim
' Zdravotnického zafizeni
70 kalendarnich dna
po Iniciaéni navstévé
Mista provadéni
;?t Ca'elﬂﬂf“ﬂDﬁys i‘/flteli klinického hodnoceni
(beein thg 0 date E (a to jakozto den, ke
whicr%j Site must enro% kterému  je Centrum
Key Enrolment at least one (1) subiect Klicové datum | klinického hodnoceni
Date: as more s( <)ac'lfj'cjall zarazeni: povinno zaradit
set out in sgct':):f] 1% minimalné jeden (1)
K “E : ; l't Dato” subjekt, jak je ddle
b Ie y =hrolment Late podrobnéji rozvedeno
elow) nize v odstavci 1.8
»Klicové datum
zarazeni*)
ECMT: MEK:
Eticka komise Eticka komise
Fakultni nemocnice Fakultni nemocnice
Ostrava Ostrava
17. listopadu 1790/5 17. listopadu 1790/5
70852 Ostrava-Poruba 70852 Ostrava-Poruba
Czech Republic Ceska republika
EC: EK:
Eticka komise Eticka komise
ECMT / EC / RA: Fakultni nemocnice MEK / EK / SUKL: Fakultni nemocnice

Kralovské Vinohrady
Srobérova 1150/50
100 34 Praha 10
Czech Republic

RA:

Statni ustav pro kontrolu
léciv

Srobarova 48

100 34 Praha 10

Czech Republic

Kralovské Vinohrady
Srobérova 1150/50
100 34 Praha 10
Ceska republika

SUKL.:

Statni ustav pro kontrolu
léciv

Srobarova 48

100 34 Praha 10

Ceska republika

(the
“Investigator”)

(,,Zkousejici”):

The following additional definitions shall apply

to this Agreement:
Protocol:

by the

the clinical
above as it may be modified from time to time

Sponsor (defined below) and

protocol

approved by Regulatory Authority.

referenced

Na tuto Smlouvu se vztahuji tyto doplfujici

definice:

Protokol: klinicky protokol, na ktery je odkazano
vySe a ktery muze €as od ¢asu podléhat zménam
provedenym Zadavatelem (ve
uvedené definice) a schvalenym Kontrolnimi ufady.

smyslu

Smlouva o klinickém hodnoceni

Samsung Bioepis Co., Ltd.
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Applicable Law: all international, federal,
state and local laws, regulations, rules,
guidelines, and other requirements of any
Regulatory  Authorities or  Government
Officials, and industry guidelines or code of
conduct applicable to operation of a Party’s
business or performance of a Party's
obligations under this Agreement, including,
but not limited to: (i) the provisions of the
applicable World Medical Association’s
(“WMA”) Declaration of Helsinki (as amended
by the 64th WMA General Assembly in
October 2013), (i) the EU Directive
2001/20/EC (or its successor) relating to
clinical trials of medicinal products for human
use, as amended, guidance published by the
European Commission pursuant to such
Directive, the Federal Food Drug and
Cosmetics Act, as amended, the Health
Insurance Portability and Accountability Act
(HIPAA) as applicable, rules and regulations
regarding the federal anti-kickback statute,
etc. (iii) the Good Clinical Practices, (iv)
Directive 95/46/EC  (or its successor
regulation), and/or any other applicable
legislation enacted under the same or
equivalent/similar  national legislation in
respect of protection of personal data;_and/or
(v) any other applicable national, federal,
state, and local laws, rules, regulations and
guidelines.

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
Subiject.

Claim: any and all actual losses, costs,
expenses, liabilities, claims, actions and
damages instituted by third parties, including
reasonable attorney’s fees.

Confidential Information: confidential and
proprietary information of Sponsor, which
includes, but are not limited to, (i) all
information disclosed by or on behalf of
Sponsor to Institution, Investigator or other
Site Staff, including without limitation, the
Investigational Product, technical information
relating to the Investigational Product, all Pre-
Existing Intellectual Property and Intellectual
Property of Sponsor, the Protocol, Invention,
and Work Product; (i) Study enrollment
information, information pertaining to the
status of the Study, communications to and
from Regulatory Authorities, information

Prisludné pravni pfedpisy: vS8echny mezinarodni,
federalni, narodni a mistni zakony, pravidla a
nafizeni a dalSi pozadavky veSkerych Kontrolnich
Ufadll nebo ZastupcU vefejné moci a oborové
metodiky nebo kodexy chovani platné pro
obchodni ¢&innost Strany nebo pro plnéni
povinnosti Strany vyplyvajicich z této Smlouvy,
napfiklad: (i) pfislusnd ustanoveni Helsinské
deklarace Svétové lékaiské asociace (,WMA®) (v
platném znéni ze 64. Valného shromazdéni WMA
v Fijnu 2013), (ii) Smérnice EU 2001/20/ES (nebo
nasledny dokument) o klinickych hodnocenich
humannich 1é€ivych pfipravkd v platném znéni,
veSkeré pokyny vydané Evropskou komisi na
zakladé této Smérnice, Federalni zakon o
potravinach, lécivech a kosmetickych pfipravcich v
platném znéni, v pfislusnych pfipadech Zakon o
odpovédnosti za pfenos Udaji o zdravotnim
pojisténi (HIPAA), pravidla a predpisy tykajici se
dodrzovani zakona proti Uplatkim, atd., (iii)
Spravna klinicka praxe, (iv) Smérnice 95/46/ES
(nasledny predpis) a/nebo veSkeré dalSi platné
zakony vydané v ramci stejné nebo
rovhocenné/obdobné narodni legislativy, které se
tykaji ochrany osobnich udaju;_a/nebo (v) veskeré
dalsi platné narodni, federalni, statni a mistni
zakony a nafrizeni.

Formulafe pro zédznamy o subjektech hodnoceni
neboli CRF: formulaf pro zaznamy o subjektech
hodnoceni (v listinné ¢i elektronické podobé) bude
pouzivan Centrem klinického hodnoceni za ucelem
zdznamu veSkerych informaci poZadovanych
Protokolem, které podléhaji oznamovani
Zadavateli ve vztahu ke kazdému Subjektu studie.

Néarok: vedkeré skuteCné ztraty, naklady, vydaje,
zavazky, naroky, zaloby a nahrady Skody
uplatiiované tretimi stranami v€etné nakladl a
vydaju na pravni zastoupeni v pfimérené vysi.

Duvérné informace: informace ddavérné a
majetkové povahy nalezejici Zadavateli, které
zahrnuji zejména (i) veSkeré informace, jez byly
Zdravotnickému zafizeni, ZkouSejicimu Gi
kterémukoli ¢lenu personalu Mista provadéni
klinického hodnoceni  poskytnuty, odhaleny,
zpfistupnény ¢i sdéleny Zadavatelem ¢&i jeho
jménem, zejména vcetné informaci o Hodnoceném
léCivu a technickych informaci vztahujicich se k
Hodnocenému lécCivu, veSkeré Existujici duSevni
vlastnictvi Zadavatele, Protokol, Vynalezy a
Vysledky prace; (ii) informace vztahujici se k
procesu zafazovani do Studie, informace vztahujici
se k aktualnimu stavu Studie, komunikace vUci

Smlouva o klinickém hodnoceni
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relating to the regulatory status of the
Investigational Product, and Study Data and
Inventions and (iii) the terms of this
Agreement and any exhibits and attachments
attached thereto, in whatever form embodied.

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 identified in
the Protocol.

Work Product: any (tangible or intangible)
output of the Study such as data, knowledge
or information — whatever its form or nature,
whether it can be protected or not — that is
generated in the Study.

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 or Site Staff: the individuals
involved in conducting the Study under the
direction of the Investigator and/or the
Institution.

Intellectual Property: any and all now known
or hereafter existing: (i) rights associated with
works of authorship, including exclusive
exploitation rights, copyrights, moral rights,
and mask works; (ii) trademark and trade
name rights and similar rights; (iii) trade
secret rights; (iv) patents and industrial
property rights; (v) other proprietary rights of
every kind and nature, whether arising by
operation of law, by contract or license, or
otherwise; and (vi) all registrations,
applications, renewals, extensions,
combinations, divisions, or reissues of the
foregoing, in each case in any jurisdiction
throughout the world.

Invention: inventions (whether or not
patentable), discoveries, processes,
improvements, derivatives, know-how,

technologies, and works of authorship
conceived, created, reduced to practice, or
made by Site or Site Staff (a) in connection
with the Study, (b) based on any Confidential
Information, (c) embodied in any Work
Product, or (d) relating to the Investigational
Product.

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

kontrolnim ufadim a od nich, informace vztahujici
se k aktualnimu stavu Hodnoceného IéCiva na
regulatorni drovni a ke Studijnim datim a
Vynalezim a (iii) podminky této Smlouvy a veskeré
jeji dodatky a pFilohy zaclenéné v jakékoli formé.

Klinické hodnoceni: klinické hodnoceni, které bude
provedeno v souladu s touto Smlouvou a
Protokolem za ucelem ziskani a shromazdéni
informaci o slozce popsané v Protokolu.

Vysledky prace: veskeré (hmotné i nehmotné)
vysledky Studie, napfiklad udaje, poznatky i
informace — bez ohledu na jejich formu &i povahu
a na to, zda je Ize chranit ¢i nikoli — které v ramci
Studie vzniknou.

Subijekt Studie: jednotlivec, ktery se Ucastni Studie,
bud jakozto pfijemce Hodnoceného IéCiva (ve
smyslu niZze uvedené definice), nebo jako kontrolni
subjekt.

Pracovnici Studie nebo Pracovnici Centra
klinického hodnoceni: jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
Zkousejiciho a/nebo Zdravotnického zafizeni.

DusSevni vlastnictvi: veSkera jiz znama nebo v
budoucnu existujici: (i) prava spojena s autorskymi
dily v€etné vyhradnich uzivacich prav, autorskych
prav, osobnostnich prav a prav na pouziti navrhu;
(i) prava na obchodni znacky a obchodni nazvy a
podobna prava; (ii) prava k obchodnim
tajemstvim; (iv) prava na patenty a pramyslové
vlastnictvi; (v) dalSi vlastnicka prava jakéhokoli
druhu a povahy, at uz vyplyvaji ze zakona, ze
smlouvy nebo licence &i odjinud; a (vi) veSkeré
registrace, aplikace, obnoveni, prodlouzeni,
kombinace, rozdéleni nebo opétovné publikace
vy8e uvedeného v jakékoli jurisdikci po celém
svété.

Vynalezy: patentovatelné i nepatentovatelné
vynalezy, objevy, postupy, zlepSovaci navrhy,
derivaty, know-how, technologie a autorska dila,
jez byly vyvinuty, vytvofeny, poprvé uvedeny do
praxe nebo zhotoveny Centrem provadéni
klinického hodnoceni nebo jeho pracovniky (a) v
souvislosti se Studii, (b) na zakladé jakychkoli
Duvérnych informaci, (c) jako soucast jakychkoli
Vysledkh prace nebo (d) ve vztahu k
Hodnocenému pfipravku.

Hodnoceny pripravek: latka/srovnavaci pfipravek
definovana v Protokolu, ktera je predmétem
hodnoceni ve Studii.

Smlouva o klinickém hodnoceni
Samsung Bioepis Co., Ltd.
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Effective Date: the date of publication in the
Register of Agreements as specified below.

Enrolment: shall mean participation in the
Study by Study Subject who has been
screened and verified to meet all of the
inclusion criteria and none of the exclusion
criteria set out in the Protocol

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.

Requlatory Authority: any governmental
agency, administrative agency or
professional body having authority under
applicable law to regulate, and/or apply
Applicable Laws to the conduct of clinical
trials and all ancillary matters related thereto,
and/or the national or multinational authority
responsible for granting regulatory approval
in a particular country or multinational group
of countries including, without limitation, the
European Medicines Agency (‘EMA”), the
U.S. Food and Drugs Administration (FDA)
(when applicable), and the local authorities in
the territory (territories) where the Study is
conducted.

Site: Institution.

Sponsor: the sponsor of the Study —
Samsung Bioepis Co., Ltd., a company
incorporated in Republic of Korea, having a
place of business at 107, Cheomdan-daero,
Yeonsu-gu, Incheon, 21987.

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.

Pre-existing _Intellectual  Property: any
Intellectual Property, whether or not it is
relevant to the Services, owned or controlled
by the Site or Sponsor, and conceived,
developed or reduced to practice prior to the
performance of the Services or independently
from the Services performed under this

Datum ud&innosti: datum zvefejnéni  smlouvy
v registru smluv ve smyslu nize uvedeném.

Zarazeni: znamena Ucast Subjektu Studie ve
Studii, kdy Subjekt absolvoval vstupni vySetfeni, a
bylo potvrzeno, Ze spliiuje vSechna zafazovaci
kritéria a naopak nespliuje Zzadna vylucujici kritéria
stanovena Protokolem.

Spravna klinicka praxe neboli GCP: mezinarodni
konference pro harmonizaci technickych
pozadavku pro registraci 1&Civ pro humanni pouziti
(ICH): Harmonizovana ftripartitni smérnice pro
Spravnou klinickou praxi ve znéni, jez je prubézné
novelizovano, a zasady vymezené Helsinskou
deklaraci revidované v prabéhu ¢asu.

Kontrolni _ufad: jakykoli vladni, spravni nebo
profesni organ, ktery ma dle pfisluSnych pravnich
predpist opravnéni regulovat a/nebo uplathovat
PfisluSné pravni pfedpisy na provadéni klinickych
hodnoceni a vsechny dalsi zalezitosti s tim
souvisejici, a/nebo narodni ¢ nadnarodni organ
odpovédny za udéleni souhlasu v pfislusné zemi
nebo nadnarodni skupiné zemi, napfiklad
Evropska lékova agentura (dale jen L,EMA”),
americky Ufad pro kontrolu potravin a lék( (FDA)
(v pfislusnych pfipadech) a mistni afady na uzemi
(uzemich), kde se Studie provadi.

Centrum__ klinického hodnoceni: Zdravotnické

zafizeni.

Zadavatel: zadavatel Studie — Samsung Bioepis
Co., Ltd., spoleCnost registrovana v Korejské
republice se sidlem na adrese 107, Cheomdan-
daero, Yeonsu-gu, Incheon, 21987.

Zdravotni zaznamy: primarni zdravotni zaznamy
Subjektt studie vedené Zdravotnickym zafizenim
ve vztahu k Subjektu Studie, zejména zaznamy o
poskytnuté péci, zaznamy o radiodiagnostickych
vySetfenich, protokoly o provedenych biopsiich,
snimky z ultrazvukovych vySetfeni a dalS$i snimky
diagnostické povahy.

Existujici _duSevni_vlastnictvi: vesSkeré DuSevni
vlastnictvi bez ohledu na to, zda souvisi se
Sluzbami ¢&i nikoli, vlastnéné nebo ovladané
Centrem klinického hodnoceni nebo Zadavatelem,
které vzniklo, bylo vyvinuto nebo uvedeno do praxe
pfed provadénim Sluzeb nebo nezavisle na
Sluzbach provadénych na zkladé této Smlouvy

Smlouva o klinickém hodnoceni
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Agreement (or if work in relation to the Study
commenced prior to the date of this
Agreement, owned or licensed prior to such
commencement).

Study Data: all records and reports, other
than Medical Records, collected or created
pursuant to or prepared in connection with
the Study including, without limitation, reports
(e.g., CRFs, data summaries, interim reports
and the final report) required to be delivered
to Sponsor pursuant to the Protocol and all
records regarding inventories and
dispositions of all Investigational Product.

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.

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

Dual Capacity: the capacity of holding a
Government Official position and being a

(nebo, pokud byla prace tykajici se Studie
zahajena pred datem uzavfeni této Smiouvy,
vlastnéné nebo licencované pred jejim zahajenim).

Studijni data a udaje: vesSkeré zaznamy, zpravy a
protokoly, které jsou odlisné od Zdravotnich
zaznaml a jsou ziskany, shromazdény i
vytvofeny v navaznosti na Studii ¢i pfipraveny v
souvislosti se Studii, zejména zpravy, zdznamy a
protokoly (napf., formulafe CRF, datové prehledy,
pribézné zpravy a zavérecna zprava), a u nichz se
pozaduje, aby byly poskytnuty Zadavateli v
souladu s Protokolem a veSkerymi zaznamy
ohledné inventurni evidence a nakladani s
veskerym mnozstvim Hodnoceného Ié€iva.

Zastupce verejné moci: jakykoli ufednik €i jakykoli
zaméstnanec vladniho ufadu & jakéhokoli
ministerstva, rezortu, Gfadu ¢i agentury nebo
zastupce statniho/spravniho Gfadu; jakakoli osoba
jednajici v uredni funkci jménem
statniho/spravniho ufadu ¢&i jakéhokoli ministerstva,
Ustavu, Ufadu ¢&i agentury nebo zastupce
statniho/spravniho Ufadu; jakykoli ufednik Ci

zaméstnanec spole€nosti & podnikatelského
subjektu vlastnéného statem, v dil€im & plném
rozsahu; jakykoli ufednik & zaméstnanec

mezinarodni organizace verejného charakteru jako
napf. Svétova banka ¢i Organizace spojenych
narodu; jakykoli ufednik €i jakykoli zaméstnanec
politické strany &i jakakoli osoba jednajici v ramci ji
svéfené pravomoci jménem politické strany;
a/nebo jakykoli kandidat na politickou funkci;
jakykoli lékaf, farmaceut &i jiny profesional ve
zdravotnictvi pracujici pro jakoukoli nemocnici &i v
jakékoli nemocnici, lékarné ¢&i jakémkoli jiném
zafizeni zdravotnického typu, které vlastni nebo
provozuje statni/spravni Ufad, ministerstvo Ci
ustav.

Hodnotné véci: budou vykladany v Sir§im smyslu, a
mohou tak zejména zahrnovat penézni Castky,
platby ¢&i ekvivalenty plateb, jako napfiklad darkové

certifikaty ¢&i poukazy; dary ¢i bezplatné
poskytované vyrobky; pohosténi, zabavu i
pohostinnost; cesty & proplaceni naklady;

poskytovani sluzeb; koupi majetku Ci sluzeb za
nadhodnocené Céastky; prevzeti &i prominuti
splatnych zavazku; vyhody nehmotného
charakteru, jako napfiklad zvy3ené socialni ¢&i
podnikatelské postaveni (napf. poskytovani daru i
podpory na dobroCinné ulely, jez jsou
podporovany statnimi/spravnimi Gfady); a/nebo
vyhody vuUci tfetim osobam vztahujici se k
Zastupcum vefejné moci (napf. blizci c&lenove
rodiny).

Dudlni funkce: zpusobilost pusobit v pozici
Zastupce vefejné moci a zarovefi byt smluvni
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party to this Agreement.

RECITALS:

WHEREAS,

Quintiles is providing clinical

research organisation services to Sponsor under
a separate contract between Quintiles and

Sponsor,

where Quintiles’ services include

monitoring of the Study and contracting with
clinical research sites; and

WHEREAS, the Site is willing to conduct the

Study and Quintiles

requests the Site to

undertake such Study.

NOW THEREFORE, the following is agreed:

1.

CONDUCT OF THE STUDY

1.1. Compliance with Laws,
Requlations, and Good Clinical Practices
Institution agrees that Investigator and
Study Staff shall perform the Study at
Institution in strict accordance with this
Agreement, the Protocol,
Sponsor’s/Quintiles’ instructions any and
all  Applicable Laws, 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. Institution and Study Staff
acknowledge that Quintiles and Sponsor,
and their respective affiliates, need to
adhere to the provisions of (i) the Bribery
Act 2010 of the United Kingdom (Bribery
Act); (ii) the Foreign Corrupt Practices
Act 1977 of the United States of America
(FCPA) and (iii) any other applicable anti-
corruption legislation

1.2. Informed Consent Form.
Institution agrees that Investigator shall
use an informed consent form that has

stranou této Smiouvy.

UVODNIi USTANOVEN:I:

VZHLEDEM K TOMU,

Zze Quintiles poskytuje

Zadavateli sluzby smluvni vyzkumné organizace, a to
na zakladé samostatné smlouvy uzaviené mezi

Quintiles a Zadavatelem,
zahrnuji

kde Sluzby Quintiles
monitoring Studie a uzavirani smluv s

klinickymi vyzkumnymi centry; a

VZHLEDEM K TOMU,

ze Centrum Kklinického

hodnoceni hodla provést Studii a Quintiles po Centru

klinického hodnoceni pozaduje provedeni takové
Studie.

BYLO S OHLEDEM NA SHORA UVEDENE
dohodnuto:

1. PROVADENI STUDIE

1.1. Soulad s pravnimi
predpisy, nafizenimi _a Spravnou klinickou

praxi
Zdravotnické zafizeni souhlasi s tim, ze

ZkousSejici a Pracovnici Studie provedou ve
Zdravotnickém zafizeni Studii v pfisném
souladu s touto Smlouvou, Protokolem, s
pokyny Zadavatele/Quintiles a s veSkerymi
pFisluSnymi pravnimi pfedpisy, zejména GCP,
zakonem €. 378/2007 Sb., o lécivech a
zménach neékterych souvisejicich zakonl
(,Z&kon o léCivech®), a vyhlaskou &. 226/2008
Sh., o spravné klinické praxi a blizSich
podminkach klinického hodnoceni 1é€ivych
pfipravkl, v platném znéni, zakonem ¢&.
372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani (,Zakon o
zdravotnich  sluzbach®), nebo jakymikoli
nasledné pozménujicimi  ¢i  podstatné
nahrazujicimi pravnimi pfedpisy ve vztahu ke
shora uvedenym pravnim normam.
Zdravotnické zafizeni a Pracovnici Studie
timto berou na védomi, Ze AQuintiles a
Zadavatel a jejich pfisluSné pobocky se
zavazuji dodrzovat (i) britsky zakon proti
korupci z roku 2010 (,Protikorupéni zakon”);
(i) zdkon USA z roku 1977 o zahraniénich
korupé&nich praktikach z roku 1977 (,FCPA”) a

(iii) jakékoli dalSi protikorup&ni pravni
predpisy.

1.2. Formular
informovaného souhlasu. Zdravotnické

zafizeni souhlasi s tim, Ze Zkou$ejici bude
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been approved by Sponsor and is in
accordance with Applicable Laws 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/lnvestigator
shall obtain the written informed consent
of each Study Subject, prior to
commencement of the Study, in
accordance with Applicable Law.

1.3. Medical Records and Study
Data.

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

Institution and Investigator shall:
() Institution and
Investigator shall
maintain and store
Medical Records and
Study Data. Institution
shall store them 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, for at
least fifteen (15) years
after the completion of
the Study, unless a
longer period is required
per Applicable Laws,
and in the manner
specified by Applicable
Laws, including current
GCP guidelines and
Sponsor’s requirements;

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

pouzivat formulaf informovaného souhlasu ve
znéni schvaleném Zadavatelem, ktery je v
souladu s pfislusnymi pravnimi predpisy a
pozadavky Etické komise pro multicentricka
hodnoceni (,MEK”) a Mistnich etickych komisi
(,LLEK”), spole¢né dale jen Etickych komisi
(,LEK”), které jsou zodpovédné za kontrolu
Studie. V souladu s pfisluSnymi pravnimi
predpisy ziska Centrum klinického
hodnoceni/ZkouSejici od kazdého Subjektu
Studie pisemny informovany souhlas jesté
pfed zahajenim Studie.

1.3. Zdravotni zaznamy a
Studijni data a udaje.

1.3.1. Shromazdovani, ulozeni a
likvidace: Zdravotnické zarizeni
prostfednictvim Zkousejiciho zajisti
promptni, Uplné a pfesné shromazdovani,
zaznamenavani a klasifikaéni roztfidéni
Zdravotnich zaznam( a Studijnich dat a
adaju.

Zdravotnické zafizeni a Zkousejici:

(i) budou vést Zdravotni
zaznamy a Studijni data a
Udaje. Zdravotnické zafizeni
je bude skladovat bezpe&nym
zpusobem s omezenim
fyzického i elektronického
pfistupu, dle podminek
konkrétniho pfipadu a s
kontrolou prostfedi pfisluSnou
konkrétnimu typu dat a udajd
v souladu s pfislusnymi
pravnimi pfedpisy po dobu
nejméné patnacti (15) let od
dokon&eni  Studie, pokud
pfisludné pravni predpisy
nevyZaduji delSi dobu,
zplsobem stanovenym
pfisluSnymi pravnimi pfedpisy
v€etné soucasnych pravidel
GCP a pozadavku
Zadavatele;

(i) bude chranit Zdravotni
zdznamy a Studijni data a
Udaje proti neopravnénému
zneuziti, pfistupu, kopirovani
C¢i odhaleni. Bude-li tak
pozadovano Zadavatelem ¢i
Quintiles, ZkouSejici predlozi
Studijni data a u(daje za
pouziti elektronického
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(iii)

(iv)

electronic system
provided by Sponsor or
Quintiles or their

designated
representative and in
accordance with

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

take measures to
prevent accidental or
premature loss,
destruction or damage of
these documents for as
long as required by
Applicable Laws. Neither
Institution nor
Investigator shall destroy
or permit the destruction
of any Medical Records
or Study Data without
prior written approval by
the Sponsor. The
Institution will keep all
Medical Records and
Study Data as well as
any documentation
related to study subjects
for 15 years after
completing the Study, or
for so long as required
by the Applicable Law,
whichever is longer.

any destruction of Study
Data or Medical Records
must be performed in

(iii)

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 a
Zkousejici zabrani
neopravnénému pfistupu ke
Studijnim datim a adajim
zajisténim fyzické
bezpe€nosti  elektronického
systtmu a dale zajisti, ze
Studijni personal bude jemu
pfidélena pfistupova hesla
zachovavat v dvérném
rezimu. Zdravotnické zafizeni
prostfednictvim ZkouSejiciho
souhlasi, ze  shromazdi
veSkera Studijni data a udaje
obsazené ve Zdravotnich
zaznamech pred jejich
vlozenim do CRF. ZkouSejici
zajisti neprodlené predkladani
formulara CRF;

pfijme opatfeni za ucelem
zabranéni nahodné Ci
pred&asné ztraté nebo
zniCeni C&i poSkozeni téchto

dokumentt po dobu
vyzadovanou pFisluSnymi
pravnimi predpisy.
Zdravotnické  zafizeni ani
ZkouSejici neznici ani
nepovoli znicit jakékoli

Zdravotni zaznamy &i Studijni
data a udaje bez pfedchoziho
pisemného svoleni
Zadavatele. Zdravotnické
zafizeni bude uchovavat
vSechny lékafské zaznamy a
Udaje ze Studie a rovnéz
veSkerou dokumentaci
souvisejici se Subjekty Studie
po dobu 15 let po dokonceni
Studie nebo delsi dobu
vyZzadovanou pFislusnymi
pravnimi  pfedpisy, podle
toho, co trva déle;

(iv) likvidace Studijnich dat a

Udaji  nebo  Zdravotnich
zaznaml musi byt vzdy
provadéna v souladu s

accordance with the PFisluSnymi pravnimi
Applicable Laws. predpisy;
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(v) the media used to
archive the content of
the Study Data shall be
such that the content
remains complete and
legible, and any
alteration to the content
of the Study Data shall
be traceable; and

(vi) ensure that Site’s system
is searchable and stored
with a structured
classification scheme
that Site will explain to
the Sponsor and CRO,
and auditable, such that
the system provides an
audit trail tracking
permitted changes to the
source data with dates
and a mean of identifying
the person who
performed the action.

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

The Sponsor and Quintiles must be
informed in writing of (a) any change
of address or relocation of the Study
Data and Medical Records or (b)
change in Site Staff responsible for
maintaining the Study Data and
Medical Records during the period
prescribed by the Applicable Law.

1.3.2. Ownership. Institution
shall retain and store Medical
Records. Sponsor shall retain all
ownership of Study Data. The
Institution will, on behalf of itself and
its personnel, assign to Sponsor all
of the rights, title and interest,
including Intellectual Property rights,
to all Confidential Information and
any other Study Data.

(v) prostfedky pouzivané k
archivaci obsahu Studijnich
dat museji byt takové, aby
tento obsah zustal Uplny a
Citelny, a veSkeré zmény
obsahu Studijnich dat museji
byt dohledatelné; a

(vi) zajisti, aby bylo mozné
provadét v systému Centra
klinického hodnoceni
vyhledavani a aby systém
mél strukturované schéma
klasifikace, jez Centrum
klinického hodnoceni vysvétli
Zadavateli a CRO, a aby v
ném bylo mozné provadét
kontroly, tj. aby systém
umoznoval sledovani zmén
zdrojovych dat na zakladé
auditni stopy s daty a
identifikaci osoby, ktera ukon
provedla.

V pfipadé ukonéeni pracovnépravniho
pomeéru Zkousejiciho bude odpovédnost
za vedeni Zdravotnich zaznamu a
Studijnich dat a udaji uréena v souladu
s pfislusSnymi pravnimi predpisy, avSak
Zdravotnické zafizeni se v zadném
pfipadé nezprosti povinnosti, jez mu z
této Smlouvy plynou ve vztahu k vedeni
Zdravotnich zaznam( a Studijnich dat a
udaju.

Zadavatel a Quintiles museji byt pisemné
informovani o (a) jakékoli zméné adresy
nebo o prfemisténi Studijnich dat a
Zdravotnich zaznamd nebo (b) o zméné
Pracovnik(l Centra klinického hodnoceni
odpovédnych za udrzovani Studijnich dat
a Zdravotnich zaznam( béhem doby

prfedepsané prislusnymi pravnimi
predpisy.
1.3.2. Vlastnictvi. Zdravotnické

zarizeni si ponecha a bude uchovavat
Zdravotni zaznamy. Zadavatel si ponecha
veSkeré  vlastnictvi  Studijnich  dat.
Zdravotnické zafizeni postoupi svym
jménem a jménem svych pracovnikl
Zadavateli vSechna prava, vlastnicka
prava a podily vCetné prav DusSevniho
vlastnictvi ke vS§em Duavérnym informacim
a veSkerym dalSim Studijnim datim a
udajim.

1.3.3. Access, Use, Monitoring 1.3.3. Pristup, pouziti, monitoring a
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Samsung Bioepis Co., Ltd.
Fakultni nemocnice Kralovské Vinohrady/ | N RN N
Version/ Verze Redacted 25012018 DUVERNE

Strana 10 ze 45




and _Inspection. Institution shall
provide original or copies (as the
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
facilities and to Medical Records and
Study Data so as to permit Sponsor
and Quintiles and their
representatives and designees to
monitor the Study, including, but not
limited to the following:
- Inspect Medical Records
and Study Data
- Check use of payments
are in line with budget

allocation
- Inspect CRFs for
completeness and

detailed compliance with
the Protocol; and

- Inspect source
documents, including but
not limited to,

hospital/clinic records,
relevant to the preparation
of the CRF.

Institution shall afford Regulatory
Authorities reasonable access to
Institution’s facilities and to Medical
Records and Study Data, and the
right to copy Medical Records and
Study Data, including for all
regulatory inspections.

Any inspection of source documents
by Sponsor or CRO shall be
performed with due regard for
patient confidentiality.

The Institution agrees to cooperate
with the representatives of Quintiles
and Sponsor, Government Officials
or Regulatory Authorities 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, Government
Officials or Regulatory Authorities.

Investigator agrees to be present at
the site initiation visit and site close-

kontrola. Zdravotnické zafizeni poskytne
originaly ¢i  kopie (dle podminek
konkrétniho pfipadu) v§ech Studijnich dat
a udaji Quintiles a Zadavateli, aby mél
Zadavatel moznost je vyuzit. Zdravotnické
zafizeni umozni Zadavateli a Quintiles a
jejich  zastupcm a  zmocnénclim
odpovidajici pFistup do prostor a zafizeni
Zdravotnického zafizeni a k Zdravotnim
zaznamum a Studijnim datim a adajum,
aby umoznilo Zadavateli a Quintiles a
jejich  zastupcdm a  zmocnéncim
provedeni monitoringu Studie, zejména:

- kontrolu Zdravotnich zaznamu
a Studijnich dat a udaju

- kontrolu toho, zda jsou platby
uzivany v souladu s rozpo&tem

- kontrolu Uplnosti CRF a jejich
podrobné shody s Protokolem

- kontrolu zdrojovych
dokument, zejména
nemocni¢nich/klinickych
zdznamu  podstatnych  pro
pfipravu CRF.

Zdravotnické zafizeni umozni kontrolnim
Uradim pfiméfeny pfistup do prostor a
zafizeni Zdravotnického zafizeni a ke
Zdravotnim zaznamim a Studijnim datiim
a udajum a poskytne opravnéni ke
kopirovani  Zdravotnich zaznamu a
Studijnich dat a udaju vcetné veskerych
kontrol provadénych kontrolnimi ufady.

Veskeré kontroly zdrojovych dokumentu
ze strany Zadavatele nebo CRO budou
provadény s fadnym ohledem na ochranu
divérnych udaju pacientu.

Zdravotnické  zafizeni se zavazuje
spolupracovat se zastupci Quintiles a
Zadavatele, se Zastupci vefejné moci
nebo Kontrolnimi ufady, ktefi navstivi
Zdravotnické zafizeni, a zajistit, Ze
zaméstnanci a zastupci Zdravotnického
zafizeni nebudou klast Zadné prekazky €i
jakkoli jinak vytvaret nepfiznivé pracovni
podminky pro tyto zastupce, Zastupce
vefejné moci €i Kontrolni ufady.

Zkousejici souhlasi, Zze bude pfitomen na
iniciaCni a uzaviraci navstévé centra a ze
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out visit, and to be available at each
monitoring visit. In case Investigator
is not available during monitoring
visits, a sub-investigator or Site Staff
designated by the Investigator
should be available to discuss any
issues.

The Institution shall immediately
notify Quintiles of, and provide
Quintiles copies of, any inquiries,
correspondence or communications
to or from any Government Official
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.
Sponsor shall have the right to copy
the materials, including those that
are Confidential Information or Study
Inventions.

In the event the monitoring, audit, or
regulatory inspection identifies a
lack of compliance with this
Agreement, the Protocol, and/or
Applicable Laws on the part of Site
or Site Staff, Quintiles (at the
direction and authorization of
Sponsor) may terminate the
Agreement in accordance with
Section 16 “Term & Termination” or
require the Site to promptly remedy
such non-compliance at no
additional cost to Sponsor or
Quintiles.

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

1.3.5. Survival. This section 1.3
“Medical Records and Study Data”

bude k dispozici pfi kazdé monitorovaci
navstévé. V pfipadé, ze ZkouSejici
nebude pfi monitorovaci navstévé k
dispozici, je tfeba, aby byl k dispozici
spoluzkousejici nebo Pracovnik Studie
povéreny Zkousejicim.

Zdravotnické zarizeni neprodlené
vyrozumi Quintiles, a v téZe souvislosti
Quintiles poskytne veSkeré kopie, o
jakychkoli dotazech, korespondenci ¢&i
komunikaci pfijaté €i zaslané jakémukoli
Zastupci vefejné moci & kontrolnimu
Ufadu vztahujici se ke Studii, zejména
v€etné Zadosti €i oznameni o kontrole
prostor a zafizeni  Zdravotnického
zafizeni, a Zdravotnické zafizeni umozni
Quintiles a Zadavateli, aby se takovych
kontrol zucastnili. Zdravotnické zafizeni
vynalozi pfiméfené Jusili na to, aby
vyClenilo veSkeré Duvérné udaje, jejichz
poskytnuti  nebude bé&hem  kontroly
pozadovano, a zabranilo tak jejich
sdéleni.

Zadavatel bude mit pravo kopirovat
materialy véetné téch, jez jsou Duvérnymi
informacemi nebo Objevy ze Studie.

V pfipadé, Ze monitoring, audit nebo
inspekce  kontrolniho  Gfadu  odhali
nedodrzeni podminek této Smlouvy,
Protokolu a/nebo pfislusnych pravnich
predpisi ze strany Centra klinického
hodnoceni nebo Pracovnikl Centra
klinického hodnoceni, midze Quintiles (na
pokyn a po schvéleni Zadavatele)
Smiouvu v souladu s Clankem 16 ,Doba
platnosti a ukon&eni“ ukon€it nebo
pozadovat, aby Centrum klinického
hodnoceni toto nedodrzeni neprodlené
odstranilo bez jakychkoli dalSich nakladu
vzniklych Zadavateli nebo Quintiles.

1.3.4. Licengni opravnéni. Zadavatel
timto Zdravotnickému zafizeni poskytuje
trvalé, nevyhradni, neprevoditelné,

bezplatné licenéni opravnéni, bez prava
udéleni sublicence, k uziti Studijnich dat a
udaju (i) v souladu se zavazky
stanovenymi v Clanku 3 ,Divérnost
udaju“, pro wvnitfni  Gcely, vyzkum
nekomercniho charakteru a pro edukativni
Ucely a (ii) pro pfipravu publikaci v
souladu s Clankem 5 “Prava na
zvefejnéni”.

1.3.5. Pretrvavajici _platnost. Tento
odstavec 1.3 ,Zdravotni zaznamy a
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shall survive termination or
expiration of this Agreement.

1.4. 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 and Study Staff
for performance of the Study, are
detailed in a separate written agreement.
Institution hereby in accordance with
Applicable Laws consents to the
Investigator's entering into the separate
agreement and performing the Study.

In particular, but without limitation, it is
the Investigator's duty to ensure that all
Subjects meet all of the inclusion criteria
and none of the exclusion criteria set out
in the Protocol, review and understand
the information in the Investigator's
Brochure.

Quintiles (in consultation with Sponsor)
will ensure that all required reviews and
approvals by applicable Regulatory
Authorities and ECs are obtained. The
Investigator is responsible prior to
commencement of the Study to ensure
that all approvals by applicable regulatory
authorities and ECs have been obtained
and to review all CRFs to ensure their
accuracy and completeness and assist,
in a timely manner, Quintiles in resolving
any discrepancies, errors or missing
information in CRFs.

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.

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. Investigator shall, throughout
the duration of the Study, oversee the
Study Staff's activities in connection to
the Study.

Institution agrees to provide prompt
advance naotice, or if such prior notice is
not practically possible, then with a notice

Studijni data a udaje” zUstane zavazny i v
pfipadé zaniku platnosti ¢&i vyprseni
platnosti této Smlouvy.

1.4. Povinnosti Zkousejiciho
ZkouSejici je odpovédny za provadéni Studie
ve Zdravotnickém zafizeni. Tato smlouva
nepokryva ujednani mezi Zadavatelem,
Quintiles a ZkouSejicim tykajici se provadéni
Studie ZkouSejicim. Tato ujednani, vCetné
Castek vyplacenych ZkousSejicimu a
Studijnimu personalu za provadéni Studie,
jsou podrobné wupravena v samostatné
pisemné smlouvé. Zdravotnické zafizeni
udéluje v souladu s pfislusnymi pravnimi
predpisy ZkouSejicimu souhlas s uzavienim
této smlouvy a s tim, aby Studii provadél.

Konkrétné se pak jedna zejména o povinnost
ZkouSejiciho zajistit, aby vSechny Subjekty
splfiovaly zafazovaci kritéria stanovena
Protokolem, zkontrolovat a porozumét
informacim obsazenym v Souboru informaci
pro zkousSejiciho.

Quintiles (po konzultaci se Zadavatelem)
zajisti, Z2e budou opatfena veSkera
pozadovana kontrolni schvaleni od
prislusnych regulacnich ufadu a EK. Pred
zahajenim Studie je ZkouSejici povinen ovéfit,
aby byly ziskany veskeré souhlasy a povoleni
prislusnych kontrolnich Ufadu a EK a aby byly
zkontrolovany vSechny CRF tak, aby byla
zajisténa jejich pfesnost a uplnost, a poskytne
Quintiles  v€asnou pomoc pfi FeSeni
pfipadnych  nesrovnalosti, chyb nebo
chybéjicich informaci v CRF.

ZkouSejici je povinen poskytnout pisemné
prohlaSeni vztahujici se k potencialnim
zajmim ZkouSejiciho ekonomické ¢&i jiné
povahy ¢&i odhalit jiné zajmy, je-li jich, a to v
souvislosti s provadénim této Studie i ve
vztahu k Hodnocenému [éCivu.

ZkouSejici je povinen poskytnout pisemné
prohldSeni, jez bude odhalovat zavazky
ZkouSejiciho, jsou-li néjaké, a to vuGi
Zdravotnickému zafizeni ve vztahu a v
souvislosti s  provadénim  Studie a
Hodnocenym lé&ivem. ZkouSejici bude béhem
celého trvani Studie dohlizet na cinnost
Pracovnik( Studie v souvislosti se Studii.

Zdravotnické zafizeni se zavazuje, ze, pokud
je to mozné, zaSle prfedem promptni
oznameni Zadavateli a Quintiles v pfipadé, ze
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at the earliest possible opportunity, to
Sponsor and Quintiles if Investigator will
be terminating its employment
relationship with the Institution or is
otherwise no longer able to perform the
Study.

1.5. Duties of Institution

Institution shall ensure that Investigator
complies with all of his or her obligations
under this Agreement and/or the
separate written agreement referred to in
Section 1.4. Institution shall, throughout
the duration of the Study, provide, keep
available to the Investigator, Site Staff,
and maintain, all necessary resources for
the adequate performance of the Study.
Institution shall inform Quintiles and
Sponsor promptly in writing (including by
email) about all changes impacting the
resources and/or the Investigator or Site
Staff.

The Investigator may not be removed or
replaced without prior written notice to
Quintiles and the Sponsor. In the event
that the Investigator is unable or unwilling
to continue the Study or terminates his or
her employment relationship with the
Institution, Institution shall immediately
notify Quintiles and the Sponsor in
writing, and shall use all reasonable
efforts to find a suitable replacement
investigator acceptable to Quintiles and
the Sponsor and this Agreement will be
amended accordingly. The appointment
of a new investigator must be approved
in advance by Sponsor and Quintiles. If
the Institution is unable to replace the
Investigator to the Sponsor’s reasonable
satisfaction promptly, the Sponsor shall
have the right to terminate this
Agreement.

The Sponsor may in its sole discretion, in
accordance with the Applicable Laws: (i)
consent to the designation of a new
investigator, and this Agreement will be
amended accordingly (and any
necessary report will be made to
Regulatory Authority, as applicable); (ii)
in the event Investigator decides to leave
Institution, arrange for the transfer of the
Study to Investigator’'s new institution if
no new Investigator acceptable for
Sponsor is available at the Institution; or
(iii) terminate this Agreement.

ZkouSejici ukon&i pracovni pomér ve
Zdravotnickém zafizeni Ci nebude-li
ZkouSejici z jakéhokoli jiného duvodu
schopen provadét Studii, a pokud to mozné
neni, bude Zadavatele a Quintiles informovat
co nejdfive.

1.5. Povinnosti Zdravotnického
Zdravotnické zafizeni zajisti, aby ZkousSejici
dodrzoval vSechny povinnosti vyplyvajici z
této Smlouvy a/nebo ze samostatné pisemné
smlouvy, na kterou odkazuje Clanek 1.4.
Zdravotnické zafizeni bude po celou dobu
trvani Studie poskytovat ZkousSejicimu a
Pracovnikim Centra klinického hodnoceni
vSechny zdroje nezbytné Kk nalezitému
provadéni Studie, zajisti jim k nim pfistup a
bude je udrzovat. Zdravotnické zafizeni bude
Quintiles a Zadavatele neprodlené pisemné
(v€etné e-mailu) informovat o vSech zménach,
které budou mit na tyto zdroje a/nebo na
Zkousejiciho &i Pracovniky Centra klinického
hodnoceni dopad.

Zkousejici nesmi byt odvolan ani nahrazen
bez pfedchoziho pisemného oznameni
Quintiles a Zadavateli. V pfipadé, ze
Zkousejici nebude schopen ¢&i ochoten ve
Studii pokraCovat nebo Ze ukonéi pracovni
pomér ve Zdravotnickém zafizeni, musi
Zdravotnické zafizeni neprodlené pisemné
informovat Quintiles a Zadavatele a vynalozit
pfiméfené usili k nalezeni vhodného
nahradniho zkousejiciho pfijatelného pro
Quintiles a Zadavatele a tato Smlouva bude
odpovidajicim zpusobem upravena.
Jmenovani nového zkou$ejiciho musi byt
pfedem schvaleno Zadavatelem a Quintiles.
Nebude-li Zdravotnické zafizeni schopno
rychle nalézt za ZkouSejiciho pfiméfFenou
nahradu, ktera by byla pro Zadavatele
uspokojiva, ma Zadavatel pravo tuto Smlouvu
ukoncgit.

Zadavatel mlze dle vlastniho uvazeni v
souladu s pfisluSnymi pravnimi pfedpisy: (i)
souhlasit s jmenovanim nového zkous$ejiciho,
a tato Smlouva pak bude nalezitym zplsobem
upravena (a v pfipadé potifeby bude
informovan kontrolni Ufad); (i) v pfipadé, Ze
se Zkousejici rozhodne ze Zdravotnického
zafizeni odejit, zajistit pfesun Studie do
nového zdravotnického zafizeni ZkousSejiciho
a to pouze v pfipadé, ze ve Zdravotnickém
zafizeni nebude pro Zadavatele adekvatni
nahrada Zkousejiciho; nebo (iii) tuto Smlouvu
ukondit.
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1.6. Adverse Events

The Investigator shall report adverse
events and serious adverse events as
directed in the Protocol and by Applicable
Laws. The Investigator shall cooperate
with Sponsor in its efforts to follow-up on
any adverse events and provide to
Quintiles and Sponsor, or its authorized
representative, all information necessary
for Quintiles and Sponsor to meet its
regulatory obligations in accordance with
the Applicable Laws. 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.

1.7. Use and Return of Investigational
Product and Equipment

Sponsor or a duly authorized agent of
Sponsor, shall supply Institution with
sufficient amount of Investigational
Product as described in the Protocol.

The Institution shall use the
Investigational Product provided in
connection with the Study, solely for the
purpose of properly completing the Study
according to the Protocol, the
Agreement, GCP, and Applicable Laws,
and shall maintain the Investigational
Product securely, as specified by
Sponsor and according to Applicable
Laws and the Protocol, including storage
in a locked, secured area at all times.
Any other use of the Investigational
Product constitutes a material breach of
this Agreement. The Site will not
dispense Investigational Product to
anyone who is not a Subject, nor will it
dispense expired Investigational Product
to Subjects.

Investigator  shall document  the
administration and distribution of the
Investigational Product to Subjects on the
appropriate sections of the CRFs and
any dispensing record. Investigational
Products shall only be dispensed to
Subjects in the doses and in accordance

1.6. NeZadouci pfihody

Zkousejici oznami nezadouci pfihody a
zavazné nezadouci pfihody v souladu s
pozadavky Protokolu a pfislusnymi pravnimi
pfedpisy. ZkouS$ejici bude spolupracovat se
Zadavatelem pfi naslednych c&innostech ve
vztahu Kk jakékoli nezadouci pfihodé a
poskytne Quintiles a Zadavateli veSkeré
informace, jez pro né& budou nezbytné ke
splnéni jejich povinnosti ve vztahu ke
kontrolnim ufaddm v souladu s pfisluSnymi
pravnimi  pfedpisy. Centrum  klinického
hodnoceni bude jednat v souladu s
oznamovacimi  povinnostmi  vyZzadovanymi
jeho LEK.

Zadavatel bez zbyteéného odkladu vyrozumi
Centrum klinického hodnoceni, LEK
Zdravotnického zafizeni a Quintiles ohledné
jakéhokoli  zjisténi, jez by mohlo ovlivnit
bezpecnost ucastnikl ¢i jejich vali a ochotu
pokraCovat v ucCasti ve Studii, mit vliv na
provadéni Studie ¢i zménit vydané souhlasné
stanovisko LEK Zdravotnického zafizeni
vztahujici se k pokracovani ve Studii.

1.7. Pouziti a vraceni Hodnoceného
pfipravku a materiald

Zadavatel &i jeho fadné opravnény zastupce
doda Zdravotnickému zafizeni dostatecné
mnozstvi Hodnoceného IéCiva dle podminek
popsanych v Protokolu.

Zdravotnické  zafizeni  bude  pouzivat
Hodnoceny  pfipravek  poskytovany v
souvislosti se Studii vyhradné za ucelem
fadného provadéni Studie v souladu s
Protokolem, Smlouvou, GCP a pfisluSnymi
pravnimi pfedpisy a bude Hodnoceny
pfipravek uchovavat bezpecnym zpusobem
podle pokynu Zadavatele a v souladu s
pfislusnymi pravnimi pfedpisy a s Protokolem
v€etné jeho ulozeni v uzamceném a
zabezpeCeném prostoru po celou dobu.
Jakékoli jiné pouziti Hodnoceného pfipravku
predstavuje hrubé poruSeni této Smlouvy.
Centrum  klinického hodnoceni  nebude
Hodnoceny pfipravek vydavat nikomu, kdo
neni Subjektem, ani nebude Subjektiim
vydavat Hodnoceny pfipravek po uplynuti
doby pouzitelnosti.

ZkouSejici bude podavani a  vydej
Hodnoceného pfipravku Subjektim
dokumentovat v pfislusnych oddilech CRF a v
pfipadnych zaznamech vydeje. Hodnocené
pripravky budou Subjektim vydavany pouze v
davkach a v souladu s metodami podani
uvedenymi v Protokolu.
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with the methods of administration

specified in the Protocol.

The Site acknowledges that

Investigational Product provided to Site
shall remain exclusive property of
Sponsor at all times. Upon completion or
termination of the Study, the Institution
shall return or destroy, at Sponsor's
option, the Investigational Product and
materials and all Confidential Information
after the site closure or as otherwise
instructed by Sponsor or Quintiles, at

Sponsor’s sole expense.

Institution shall comply with all Applicable

Laws governing the disposition

Investigational Product  and any
instructions from Quintiles that are not

inconsistent with such Applicable Laws.

The Institution acknowledges that the
Study Staff will include a pharmacist who
is an employee of the Institution and is
responsible  for  receipt of the
Investigational  Product, its proper
storage and its administration for the
conduct of Study in accordance with
Applicable Laws, including, without
limitation, Sec. 19 (1) d) of Decree No.

226/2008 Coll., as amended, and

accordance with instruction issue by the
State Institute for Drug Control LEC-12.
The pharmacist reimbursement will be
included in the separate Agreement
entered into between Sponsor and

Investigator.

The Institution shall return through the
Investigator any equipment or materials
provided by Sponsor for use in the Study
after the Site closure or as otherwise
instructed by Sponsor or Quintiles unless
Sponsor and Institution have a written
agreement for Institution to acquire the
equipment. If there are Institution facility
improvements provided by Quintiles or
Sponsor in relation to the Study, then
Institution shall enter into a separate
written agreement with Quintiles or
Sponsor with respect to such facility
improvements by the Institution. The
facility improvement will not be carried
out by Sponsor or Quintiles without

Institution’s prior approval.

Centrum Kklinického hodnoceni bere na
védomi, Ze veSkery Hodnoceny pfipravek,
ktery je mu poskytovan, zlstava vzdy
vyhradnim  vlastnictvim Zadavatele. Po
dokoné&eni ¢&i ukonleni Studie Zdravotnické
zafizeni vrati & zlikviduje, dle volby
Zadavatele, Hodnocené |éCivo a materialy,
jakoz i veSkeré Duvérné informace po
uzavfeni centra nebo podle jinych pokynl
Zadavatele ¢&i Quintiles pIné na naklady
Zadavatele.

Zdravotnické zafizeni se zavazuje, Ze bude
jednat v souladu s veSkerymi pfisluSnymi
pravnimi pfedpisy upravujicimi nakladani s
Hodnocenym pfipravkem a se vSemi pokyny
od Quintiles, jez nejsou v rozporu s takovymi
prisluSnymi pravnimi pfedpisy.

Zdravotnické zafizeni bere na védomi, ze
mezi Personal Centra klinického hodnoceni
bude patfit farmaceut, ktery je v pracovnim
pomeéru ke Zdravotnickému zafizeni, a ktery
bude zodpovédny za pfevzeti hodnoceného
I&Civa, jeho Fadné skladovani v feSitelském
centru a jeho vydej pro ucely provadéni
studie dle pfisluSnych pravnich predpisq,
zejména pak dle § 19, odst. 1, pism. d)
vyhlasky €. 226/2008 Sb., v platném znéni a
dle pokynu SUKL LEK-12. Odména
farmaceuta bude zajiSténa v ramci separatni
smlouvy uzavfené mezi Zadavatelem a
Zkousejicim.

Zdravotnické zafizeni vrati, prostfednictvim
Zkousejiciho, po uzavfeni centra nebo podle
jinych pokynd Zadavatele i Quintiles veSkeré
vybaveni &i materialy poskytnuté Zadavatelem
k pouziti ve Studii, nebude-li uzavfena
pisemna smlouva mezi Zadavatelem a
Zdravotnickym zafizenim, na jejimz zakladé
Zdravotnické zafizeni nabude vlastnictvi k
takovému vybaveni. 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 Zdravotnickym zafizenim. Ke
zhodnoceni zarizeni provozovaného

Zdravotnickym zafizenim nebude Zdavatelem
¢i Quintiles pfistoupeno bez predchoziho
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The Site is aware of the risks of success
or failure associated with the
Investigational Product and the research
work being carried out by the Sponsor. In
consideration of the research nature of
the work, no warranty is made by the
Sponsor nor any third party regarding the
Investigational Product.

1.8. 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 and/or Sponsor may
terminate this Agreement in accordance
with Section 16 “Term & Termination”
and Sponsor/Quintiles has the right to
limit enrollment at any time.

It is estimated that the Study will be
initiated in and its planned
duration is until .ot ois
expected that JJJli] Study Subjects will
be enrolled into the Study.

The Study shall be conducted on the
basis by the State Institute for Drug
Control issued on 31 July 2017 of the
Approval No. sukls138140/2017 and the
Approval of the Multicentrics Commitee
of the Institution in Fakultni nemocnice
Ostrava issued on 22 June 2017 of the
Approval No. 617/2017 and the Approval
of the Local Commitee in Fakultni
nemocnice Kralovské Vinohrady issued
on 28 June 2017 of the Approval No.
KH/33/0/2017.

Quintiles, acting on behalf of Sponsor,
will be responsible for communication
with the above regulatory authority and
ethics committee.

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

souhlasu Zdravotnického zarizeni.

Centrum Kklinického hodnoceni si je védomo
rizik uspéchu nebo selhani spojenych s
Hodnocenym pfipravkem a s vyzkumnymi
pracemi provadénymi Zadavatelem. Vzhledem
k vyzkumné povaze této prace neposkytuje
Zadavatel ani zadna tfeti strana zadné zaruky
ohledné Hodnoceného pfipravku.

1.8. Klicové datum zafazeni

Zdravotnické zafizeni je srozuméno a
souhlasi s tim, ze v pfipadé, ze Centrum
klinického hodnoceni nezaradi alespon jeden
(1) Subjekt Studie ke Klicovému datu
zafazeni, pak budou Quintiles a/nebo
Zadavatel opravnéni ukongit tuto Smlouvu v
souladu s Clankem 16 ,Doba platnosti a
ukonleni”, a Zze Zadavatel/Quintiles jsou
opravnéni omezit zafazeni Subjektt studie, a
to v kterykoli okamzik.

Predpoklada se, ze Studie bude zahajena
v I - buce v do N, =
do ni planovano zaradit [JJlif Subjektt studie.

Studie bude provedena na zakladé povoleni
Statniho Ustavu pro kontrolu 1é&iv (SUKL),
vydaného dne 31 Cervence 2017 pod &. |.
sukls138140/2017, a souhlasnych stanovisek
multicentrické  etické  komise Fakultni
nemocnice Ostrava vydaného dne 22. Cervna
2017 pod €. j. 617/2017 a lokalni etické komise
Fakultni nemocnice Krélovské Vinohrady
vydaného dne 28. Cervna 2017 pod &. |.
KH/33/0/2017.

Za komunikaci s témito subjekty je odpovédny
Zadavatel, prostfednictvim Quintiles.

ODMENA

V souvislosti s Fadnym plnénim Studie
Zdravotnickym zafizenim, a to v souladu s
podminkami a ustanovenimi této Smlouvy,
budou poskytovany platby dle podminek a
ustanoveni definovanych v Pfiloze A, pficemz
posledni platba bude uskutec¢néna poté, co
Centrum klinického hodnoceni splni a dokonc¢i
vesSkeré zavazky, jez mu vyplyvaji z této
Smlouvy, a Quintiles obdrzi veSkeré fadné
vyplnéné CRF a, bude-li tak Quintiles
vyzadovat, veSkeré dal§i Ddvérné informace
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Information (as defined below).

Site agrees that the Study carried out by
Site and/or Site Staff in violation of the

Protocol, this

Agreement  and/or

Applicable Laws may not be payable.
Any expense or cost incurred by Site or
Site Staff in performing this Agreement
that is not specifically designated as
reimbursable by Sponsor under this
Agreement is Site’s sole responsibility.

Neither Sponsor nor Quintiles shall have

the obligation

to make any payment

directly to Site Staff for the services
rendered under this Agreement. Any
payment obligation to Site Staff shall be
the responsibility of the Site.

3.  CONFIDENTIALITY

3.1 Obligations
Institution and

Institution’s personnel,

including [Investigator and] Study Staff

shall not
(i)
(ii)
To protect

Confidential

use Confidential
Information  for  any
purpose other than the
performance  of the

Study or

disclose Confidential
Information to any third
party, except as

permitted by this Section
3 or by Section 5
“Publication Rights”, or
as required by
Applicable Law or by a
Regulatory Authority or
as authorized in writing
by the disclosing party.

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 are obligated to
protect such Confidential
Information pursuant to

(ve smyslu niZze uvedené definice).

Centrum klinického hodnoceni souhlasi s tim,
Zze za Studii provadénou Centrem klinického
hodnoceni a/nebo  Pracovniky  Centra
klinického hodnoceni v rozporu s Protokolem,
touto Smlouvou a/nebo pfisluSnymi pravnimi
pfedpisy, nemusi obdrzet Uhradu. Jakékoli
ndklady a vydaje, které vzniknou Centru
klinického hodnoceni nebo Pracovnikim
Centra klinického hodnoceni v souvislosti s
plnénim této Smlouvy a které nejsou vyslovné
oznaCeny jako proplatitelné ze strany
Zadavatele za podminek této Smlouvy,
pljdou pIné k tizi Centra klinického
hodnoceni.

Zadavatel ani Quintiles nemaji povinnost
provadét zadné platby pfimo Pracovnikim
Centra klinického hodnoceni za sluzby
poskytnuté na zakladé této Smlouvy. Veskeré
platebni povinnosti viéi Pracovnikim Centra
klinického hodnoceni budou odpovédnosti
Centra klinického hodnoceni.

DUVERNOST UDAJU

3.1 Povinnosti

Zdravotnické zarizeni a Pracovnici
Zdravotnického zafizeni v&etné Zkous$ejiciho
a Pracovnikd Studie nebudou

0] vyuzivat Divérné informace k
jakémukoli jinému ucelu, nezli
je provadéni Studie, nebo

(i) odhalovat, zpfistupriovat ¢&i
sdélovat Duvérné informace
jakékoli treti strané,
S vyjimkou opravnéni
povoleného v tomto Clanku 3
nebo Clanku 5 ,Prava na
zvefejnéni“ nebo povinnosti
uloZzené pfisludnymi pravnimi
predpisy Ci jakymkoli
kontrolnim ufadem nebo na
zakladé pisemného svoleni
strany zpfistupnujici
informace.

Za Uucelem ochrany Duvérnych informaci
Zdravotnické zafizeni souhlasi, ze:

0] omezi distribuci D0vérnych
informaci pouze na ty
Pracovniky  Studie, ktefi
takové skuteCnosti potiebuji
znat v souvislosti S
provadénim Studie a ktefi
jsou povinni tyto Duvérné
informace chranit v souladu s
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terms and conditions no
less restrictive  than
those contained in this
Agreement;

(ii) 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”.

3.2 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 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 Sh., on Agreements Register;
provided, however, Institution shall
publish the Agreement that has been
redacted by Quintiles/Sponsor of all
Confidential  Information and trade
secrets, as confirmed by the Sponsor. 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 Attachment A and
other attachments (including, without

jinymi podminkami, jez jsou
nejméné stejné omezujici
jako podminky stanovené
touto Smlouvou;

(ii) bude informovat vSechny
¢leny Studijniho personalu,
kterym budou Duvérné
informace odhaleny,
zpfistupnény ¢i sdéleny, o
davérné povaze takovych
informaci; a

(iii) 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 upravou uvedenou v ¢lanku 5
,Prava na zvefejnéni”.

3.2 Zakonem uloZzené odhaleni

V pfipadé, ze Zdravotnické zafizeni obdrzi
oznameni &i vyzvu od treti strany, ktera bude
pozadovat odhaleni, sdéleni & zpfistupnéni
jakékoli Davérné informace, pfijemce takové
vyzvy  Zadavateli  takovou  skute€nost
neprodlené oznami, aby mél Zadavatel
moznost uplatnit predbézné/ochranné
opatieni &i jakykoli jiny vhodny ochranny Ci
napravny prostfedek. Nebude-li mozné takové
predbézné Ci ochranné opatfeni uplatnit, sdéli
pfijemce oznameni pouze takovou cCast
Duvérnych informaci, kterou bude povinen
sdélit ze zakona, apozada, aby byla pfi
nakladani s Davérnymi informacemi
zachovana jejich davérnost.

Bez ohledu na vySe wuvedené berou
Zdravotnické zafizeni, Zadavatel a Quintiles
timto na védomi, ze tato Smlouva bude
uvefejnéna v souladu se zakonem .
340/2015 Sb., o registru smluv, avSak za
podminky, ze Zdravotnické zafizeni zvefejni
Smlouvu, ktera byla Quintiles/Zadavatelem
redigovana z hlediska veSkerych Duavérnych
informaci a obchodnich tajemstvi a tato
redakce byla potvrzena Zadavatelem. V ramci
ujednani mezi smluvnimi stranami se
Zdravotnické zafizeni zavazuje uvefejnit tuto
Smlouvu  vsouladu svySe uvedenym.
Jakékoli informace, které jsou obchodnim
tajemstvim  kterékoli strany, predstavuji
vyjimku z povinnosti uvefejnéni. Pro ucely této
Smilouvy se za obchodni tajemstvi povazuji
mimo jiné Pfiloha A a dalSi pFilohy (zejména
Protokol, Soubor informaci pro zkouSejici,
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limitation, the Protocol, Investigator
Brochure, insurance certificate, the
design of individual visits described in the
payment tables, etc.), 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 the
Agreement, as redacted and confirmed
by Sponsor and Quintiles, in accordance
with the article herein above. The
Institution will inform Quintiles (which will
then inform Sponsor) of publishing the

Agreement by designating the following
email address: & as
the email address to which a notification
of publication in the Agreements register
shall be sent. Should the Institution fail to
publish this Agreement within 5 working
days from the last signature hereof, it
may be published by the Sponsor or
Quintiles.

3.3 Exceptions
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;

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

pojistny certifikat, navrh jednotlivych navstév
popsanych v tabulkach odmén, atd.),
minimalni naborovy cil, ofekavany pocet
Subjektu zafazenych do Studie a oekavana
doba trvani Studie. Kromé toho predstavuji
vyjimku z uvefejnéni také osobni Udaje
jednotlivych osob, pokud jiz nebyly dfive
uvefejnény v jiném vefejném registru. Verze
této Smlouvy ur€ena ke zvefejnéni je soucasti
této Smlouvy jako Pfiloha C.

Zdravotnické zafizeni je povinno tuto Smlouvu
zredigovanou a potvrzenou Zadavatelem a
Quintiles uvefejnit v souladu s ¢lankem této
Smlouvy vySe. Zdravotnické zafizeni bude
spole¢nost Quintiles (ktera bude nasledné
informovat Zadavatele) informovat

0 uverejnéni Smlouvy na e-mailové adrese
ﬂ zaslanim oznameni
0 uvefejnéni Smlouvy v registru smluv. Pokud
Zdravotnické  zafizeni  neuvefejni  tuto
Smlouvu do 5 pracovnich dnld od podpisu
smlouvy, bude ji moci uvefejnit Zadavatel

nebo spolec¢nost Quintiles.

3.3 Vyjimky
Za D(vérné informace nebudou povazovany
informace:

(i) u nichz Ize na =zakladé pfislusné
dokumentace prokazat, Ze byly
vefejné znamé pred okamzikem &i po
okamZiku jejich odhaleni, zpfistupnéni
Ci sdéleni ze strany Zadavatele, aniz
by tim doslo k  jakémukoli
protipravnimu jednani & opominuti
pricitatelnému Zkousejicimu,
Zdravotnickému zafizeni Ci jakémukoli
jejich zaméstnanci;

(i) u nichz Ize na =zakladé pfislusné
dokumentace prokazat, ze byly v
dispozici Zkousejiciho, Zdravotnického
zafizeni &i jakéhokoli zaméstnance
pfed jejich zvefejnénim, sdélenim d&i
zpfFistupnénim ze strany Zadavatele a
byly ziskany ze zdroji odlisnych od
Zadavatele, pficemZz tyto nebyly
vazany povinnosti duavérnosti vaci
Zadavateli;

(iju nichz Ize na =zakladé pfislusné
dokumentace prokazat, ze byly
vyvinuty nezavisle Zkousejicim,
Zdravotnickym zafizenim ¢i jakymkoli
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(iv)is permitted to be disclosed by
written authorization from
Sponsor.

34 Return

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

35 Remedies  for  Breach  of
Confidentiality Obligation

Site acknowledges that any disclosure,
use, or misappropriation of Sponsor’'s
Confidential Information in violation of
this Agreement would cause Sponsor
irreparable harm for which there may be
no adequate remedy at law. Accordingly,
Site agrees that Sponsor shall have the
right to apply to any court of competent
jurisdiction for injunctive relief and
specific performance, without prejudice
to any remedies available to Sponsor at
law or in equity.

3.6 Survival

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

INTELLECTUAL PROPERTY

4.1 Work Product
The Work Product shall be the exclusive
property of Sponsor.

4.2 Pre-existing Intellectual Property
Ownership of Pre-existing Intellectual
Property is not affected by this
Agreement, and no Party or Sponsor
shall have any claims to or rights in any
Pre-existing Intellectual Property of
another, except as may be otherwise
expressly provided in any other written
agreement between them.

4.3 Inventions

Sponsor shall exclusively own all
Inventions, and all Intellectual Property
rights therein, that are conceived, first
reduced to practice or otherwise
discovered or developed by the
Institution or any of its personnel in

jejich zaméstnancem; nebo

(iv)jejichz  odhaleni, zpFistupnéni ¢i
sdéleni Ize provést na zakladé
pisemného svoleni Zadavatele.

34 Vraceni

Po ukoncéeni platnosti této Smlouvy ¢i v
kterykoli  dfivéjSi okamzik na zakladé
pisemného pozadavku Zadavatele
Zdravotnické zafizeni Zadavateli vrati veSkeré
Duvérné informace vztahujici se ke Studii
odlisné od Studijnich dat a tdaju.

35 Napravna opatfeni pfi poruseni
zavazku miéenlivosti

Centrum klinického hodnoceni bere na
védomi, Ze jakékoli prozrazeni, pouziti Ci
zneuziti Davérnych informaci Zadavatele v
rozporu s touto Smlouvou by Zadavateli
zpUsobilo nenahraditelnou Gjmu, pro niz by
nemusela existovat odpovidajici nahrada na
zakladé  zakona. Centrum klinického
hodnoceni proto souhlasi s tim, Zze Zadavatel
bude mit pravo obratit se na kterykoli mistné
pfislusny soud a domahat se u néj soudniho
pfikazu a nafizujiciho plnéni, aniz by to mélo
dopad na jakakoli napravna opatfeni ve
prospéch Zadavatele na zakladé zakona nebo
prava ekvity.

3.6 Pretrvavaijici platnost

Tento Clanek 3 ,Duvérnost Gdajd” zistane v
platnosti i v pfipadé ukon&eni platnosti &i pfi
vyprseni platnosti této Smlouvy, a to po dobu
10 (deseti) let.

DUSEVNI VLASTNICTVi

4.1 Vysledky prace
Vysledky prace budou vyhradnim vlastnictvim

Zadavatele.

4.2 Existujici DuSevni vlastnictvi
Vlastnické pravo k existujicimu duSevnimu
vlastnictvi neni touto Smlouvou nijak dotéeno
a zadna Strana ani Zadavatel nebudou mit
zadné naroky ani prava k Existujicimu
duSevnimu vlastnictvi jiné strany, neni-li v
jakékoli dalSi pisemné dohodé& mezi Stranami
vyslovné ujednano jinak.

4.3 Objevy

Vyhradnim vlastnikem veskerych Objevl a
veSkerych prav k souvisejicimu DuSevnimu
vlastnictvi, jez vznikly, byly uvedeny do praxe
Ci byly jakkoli jinak vynalezeny &i vyvinuty
Zdravotnickym zafizenim ¢&i kterymkoli jeho
zaméstnancem pfi provadéni Studie, bude
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performance of the Study, without further
remuneration due by Sponsor (or
Quintiles) to Institution, Study Staff, or
any third party.

4.4 Assignment of Inventions

Institution shall, and shall cause its
personnel, performing the obligations of
the Institution hereunder, to disclose all
Inventions promptly and fully to Sponsor
in writing, and Institution, on behalf of
itself and its personnel, performing the
obligations of the Institution hereunder,
will assign to Sponsor all of its rights, title
and interest in and to Inventions,
including all patents, copyrights and other
intellectual property rights therein and all
rights of action and claims for damages
and benefits arising due to past and
present infringement of said rights.
Institution shall cooperate and assist
Sponsor by executing, and causing its
personnel, performing the obligations of
the Institution hereunder, to execute, all
documents reasonably necessary for
Sponsor to secure and maintain
Sponsor’s ownership rights in Inventions.

4.5 License

Sponsor hereby grants to Institution a
perpetual, non-exclusive, non-
transferable, royalty-free license, without
right to sublicense, to use Inventions,
subject to the obligations set forth in
Section Confidentiality, for internal, non-
commercial research and for educational
purposes.

4.6 Patent Prosecution

Site shall not file any patent application
in their own name in relation with Study
Inventions. Institution shall cooperate, at
Sponsor’s request and expense, with
Sponsor’s preparation, filing, prosecution,
and maintenance of all patent
applications and patents for Inventions.
Site warrants that it will not enter into
agreements with third parties that would
interfere with its obligations under this
Section.

Zadavatel, bez jakéhokoli naroku na odménu
Zdravotnickému zafizeni, jeho
zameéstnancum, nebo jakékoli tfeti strané ze
strany Zadavatele (nebo Quintiles).

4.4 Prevod prav k Objeviim

Zdravotnické zafizeni se zavazuje, ze odhali,
zpfistupni ¢&i sdéli a dale zajisti, ze jeho
zameéstnanci plnici povinnosti Zdravotnického
zafizeni dle této Smlouvy odhali, zpfistupni Ci
sdéli veskeré Objevy, a to neprodlené a plné
Zadavateli v pisemné formé&, a Zdravotnické
zafizeni, jménem svym a jménem a Vv
zastoupeni svych zaméstnancll plnicich
povinnosti Zdravotnického zafizeni dle této
Smlouvy, pfevede na Zadavatele veSkera sva
prava, naroky a zajmy k Objevim, vcetné
vSech patentl, autorskych dél a jinych prav
duSevniho vlastnictvi k tomuto se vztahujicim,
jakoz i veSkera prava procesni povahy a
naroky na nahrady Skod a uzitky, jez jiz
vznikly v disledku minulého ¢&i soucasného
poruseni shora uvedenych prav. Zdravotnické
zafizeni se zavazuje, ze bude nalezité
spolupracovat a  poskytne  Zadavateli
soucinnost a zaijisti, Ze jeho zaméstnanci
plnici povinnosti Zdravotnického zafizeni dle
této Smlouvy poskytnou soucinnost pfi
vyhotoveni a uzavfeni veskerych dokument(
divodné Zadavatelem pozadovanych za
ucelem ochrany a zajisténi vlastnickych prav
Zadavatele k Objevam.

4.5 Licen€ni opravnéni

Zadavatel timto udéluje Zdravotnickému
zafizeni trvalé, nevyhradni, nepfevoditelné,
bezplatné licenéni opravnéni, bez prava
udéleni sublicence k pouziti Objevl, a to v
souladu s povinnostmi uloZzenymi v Clanku
,D0vérnost  udaju“, k vnitfnim  dacelum,
vyzkumu nekomeréniho charakteru a k
edukativnim ucelim.

4.6 Patentové fizeni

Centrum klinického hodnoceni neni opravnéno
podat vlastnim jménem v souvislosti s Objevy
ze Studie zadnou patentovou pfihlasku.
Zdravotnické zafizeni se zavazuje, Ze bude
spolupracovat a poskytne soucinnost, a to v
navaznosti na vyzvu Zadavatele a na jeho
naklady a s jeho ucasti, v souvislosti s
pfipravou, podanim, vedenim patentového
fizeni a udrzovanim veskerych patentovych
pfihlasek a patentd pro veskeré Objevy.
Centrum klinického hodnoceni se zavazuje, ze
neuzavie zadné smlouvy s tfetimi stranami,
které by byly v rozporu s jeho povinnostmi
vyplyvajicimi z tohoto Clanku.
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4.7 Survival
This Section 4 “Intellectual Property”
shall survive termination or expiration of
this Agreement.

PUBLICATION RIGHTS

5.1 Publication and Disclosure
Institution shall have the right to publish
or present the results of Institution’s
activities conducted under this
Agreement, including Study Data, only in
accordance with the requirements of this
Section. Institution agrees to submit any
proposed publication or presentation to
Sponsor for review at least sixty (60)
days prior to submitting any such
proposed publication to a publisher or
proceeding  with  such  proposed
presentation. Within thirty (30) days of its
receipt, Sponsor shall advise Institution in
writing of any information contained
therein which is Confidential Information
(other than Study Data), inaccurate
information or which may impair the
availability of patent protection for
Inventions. Sponsor shall have the right
to require Institution, to remove
specifically identified Confidential
Information (other than Study Data),
inaccurate information and/or to delay the
proposed publication or presentation for
an additional sixty (60) days to enable
Sponsor to seek patent protection for
Inventions.

5.2 Multi-Center Publications

If the Study is a multi-center study,
Institution agrees that it shall not, without
the Sponsor's prior written consent,
independently  publish, present or
otherwise disclose any results of or
information pertaining to Institution’s
activities conducted under this
Agreement until a multi-center publication
is published; provided, however, that if a
multi-center publication is not published
within  eighteen (18) months after
completion of the Study and lock of the
database at all research sites or any
earlier termination or abandonment of the
Study, Institution shall have the right to
publish and present the results of
Institution’s activities conducted under
this Agreement, including Study Data,
solely in accordance with the provisions
of Section 5.3 “Confidentiality of

4.7 Pretrvavaijici platnost

Tento Clanek 4 ,Dugevni vlastnictvi” ziistane v
platnosti i v pfipadé ukonCeni platnosti &i pfi
vyprseni platnosti této Smlouvy.

PRAVA NA ZVEREJNENI

5.1 Publikovani a zpfistupnéni
Zdravotnické  zafizeni bude opravnéno
publikovat a prezentovat vysledky Ccinnosti
Zdravotnického zafizeni, jeZ je provadéna na
zakladé této Smlouvy, a to v€etné& Studijnich
dat a udajd, vyluéné v souladu s pozadavky
stanovenymi v tomto d&lanku. Zdravotnické
zarizeni souhlasi, Ze Zadavateli predlozi
vesSkeré navrhované publikace a prezentace
za ucelem kontroly ve Ih(té alespon Sedesati
(60) dnl pfed predlozenim jakékoli takové
publikace pfisluSnému vydavateli ¢i pfed jeji
navrhovanou prezentaci. Ve lhaté tficeti (30)
dnd od jejich pfijeti Zadavatel pisemné sdéli
Zdravotnickému zafizeni veSkeré informace
obsazené v takovych materialech, které jsou
DOvérnymi  informacemi  (odliSnymi  od
Studijnich dat a ddaju), nepresnymi
informacemi nebo informacemi, které mohou
pfedstavovat prekazku dosazeni patentové
ochrany Objevll. Zadavatel bude opravnén
pozadovat va¢i Zdravotnickému  zafizeni
odstranéni definovanych informaci
oznacenych jako Davérné informace (jez jsou
odlisné od Studijnich dat a udaju), nepfesnych
informaci  a/nebo  pozadovat  odlozeni
navrhované publikace Ci prezentace po dobu
dodate¢nych Sedesati (60) dnl, aby umoznil
Zadavateli uplatnéni patentové ochrany ve
vztahu k takovému Objevu.

5.2 Multicentrické publikovani

Je-li tato Studie multicentrickou studii,
Zdravotnické zarizeni timto souhlasi, ze bez
predchoziho pisemného souhlasu Zadavatele
nebude nezavisle publikovat, prezentovat Ci
jakkoli jinak odhalovat, zvefejfiovat, sdélovat
¢i  zpfistupfiovat jakékoli vysledky nebo
informace  vztahujici se k &innostem
Zdravotnického zafizeni, jez jsou provadény
na zakladé této Smlouvy, a to az do doby, nez
dojde ke zvefejnéni multicentrické publikace;
to v8ak za podminky, Ze nedojde-li k
multicentrickému zvefejnéni nejpozdéji do
osmnacti (18) mésicu od okamziku dokonéeni
Studie a uzavieni databaze ve vSech
vyzkumnych centrech & k jakémukoli
dfivéjSimu ukonc&eni platnosti ¢i predéasnému
ukonceni Studie, bude Zdravotnické zafizeni
opravnéno publikovat a prezentovat vysledky
Cinnosti  Zdravotnického zafizeni, jez je
provadéna na zakladé této Smlouvy, a to
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Unpublished Data”.

5.3 Confidentiality of Unpublished
Data

Institution acknowledges and agrees that
Study Data that is not published,
presented or otherwise disclosed in
accordance with Section 5.1 or Section
5.2 (“Unpublished Data”) remains within
the definition of Confidential Information,
and Institution shall not, and shall by
internal directive require its personnel not
to, disclose Unpublished Data to any
third party or disclose any Study Data to
any third party in greater detail than the
same may be disclosed in any
publications, presentations or disclosures
made in accordance with Section 5.1 or
Section 5.2.

5.4 Media Contacts

Institution shall not, and shall ensure that
Institution’s personnel do not engage in
interviews or other contacts with the
media, including but not limited to
newspapers, radio, television and the
Internet, related to the Study, the
Investigational Product, Inventions, or
Study Data without the prior written
consent of Sponsor. This provision does
not prohibit publication or presentation of
Study Data in accordance with this
Section 5.

55 Use of Name, Regqistry and
Reporting

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

véetné Studijnich dat a udajd, vyhradné v
souladu s podminkami stanovenymi v &asti
5.3 ,Dlvérnost nepublikovanych dat a udaju*.

5.3 Davérnost nepublikovanych dat a
udaju

Zdravotnické zafizeni timto bere na védomi a
souhlasi s tim, Ze Studijni data a udaje, jez
nebyly publikovany, prezentovany ¢&i jakkoli
jinak  zpfistupnény na z&kladé upravy
stanovené v Casti 51 nebo 5.2
(,Nepublikované udaje”), zlstanou zahrnuty
do ramce definice D(vérnych informaci, a
Zdravotnické zafizeni se zavazuje, Ze
nezpfistupni, a zavaze své zaméstnance
(vSichni zaméstnanci maji dle vnitfnich
predpisl povinnost micenlivosti) ve shodném
rozsahu v  této  souvislosti, jakékoli
Nepublikované udaje jakékoli tfeti strané ani
nezvefejni jakakoli Studijni data ¢i udaje
jakékoli treti strané, a to v rozsahu vétSim,
nezli v jakém mohou byt zpfistupnény v
jakékoli publikaci, prezentaci €i jiném odhaleni
na zékladé ¢asti 5.1 nebo 5.2.

5.4 Kontakty s médii

Zdravotnické zafizeni nebude a zajisti, Ze
zaméstnanci Zdravotnického zafizeni
nebudou poskytovat jakékoli rozhovory ¢€i jiné
formy  kontaktl s médii, zejména
s vydavatelstvimi novin, provozovateli
radiového vysilani, provozovateli televizniho
vysilani a spole€nostmi pusobicimi na
internetu, a to v souvislosti se Studii,
Hodnocenym léCivem, Objevy nebo Studijnimi
daty a u0daji, bez pfedchoziho pisemného
svoleni Zadavatele. Toto ustanoveni nebrani
moznosti publikovat &i prezentovat Studijni
data a Udaje v souladu s timto Clankem 5.

55 Pouziti nazvu &i jména, registrace a
oznamovani

Zadna Strana této Smlouvy neni opravnéna
pouzit jména ¢&i nazvu jiné Strany a nazvu
Zadavatele, a to v souvislosti s jakoukoli
reklamni ¢innosti, k publikacnim Ci
marketingovym u€elim bez predchoziho
pisemného svoleni, s vyjimkou pfipadd, kdy
Zadavatel a Quintiles budou opravnéni pouzit
nazvu Zdravotnického zafizeni v souvislosti
s publikacemi tykajicimi se Studie a v ramci
komunikace, v&etné webovych stranek
vénovanych klinickym hodnocenim a pro
ucely newslettertt vydavanych v souvislosti se
Studii. Zadavatel bude Studii registrovat
v souladu s prfisluSnymi pravnimi predpisy a
bude oznamovat vysledky Studie vefejné ve
Ihité a vrozsahu ulozeném pfisluSnymi
pravnimi predpisy.
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5.6 Survival

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

PERSONAL DATA

6.1 Study Staff Personal Data

Both prior to and during the course of the
Study, the Investigator and Study Staff
may be called upon to provide personal
data. Site shall collect, handle, process,
store and use all personal data of
Investigator and Study Staff in
accordance with the Applicable Law.This
data falls within the scope of the law and
regulations relating to the protection of
personal data, in particular Act No.
101/2000 Coll.,, on Personal Data
Protection, as amended.

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

(i) the conduct of clinical trials,

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

affiliates,

(i) compliance with legal
and regulatory requirements,

(iv) publication on

www.clinicaltrials.gov and websites
and databases that serve a
comparable purpose;

(v)storage in databases to facilitate
the selection of investigators for
future clinical trials; and

(vi) anti-corruption
compliance.

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

The Institution acknowledges that the
Investigator consents to Sponsor’s, its
designees’, and Quintiles’ collection,
processing, storage, and use of his or
her personal data for the purposes

5.6 Pretrvavaijici platnost

Tento ¢lanek 5 ,Prava na zvefejnéni” zlstane
v platnosti i v pfipadé ukonceni platnosti i po
vyprseni platnosti této Smlouvy.

OSOBNI UDAJE

6.1 Osobni udaje Pracovnikt Studie

Pfed zahajenim Studie i v jejim prabéhu
mohou byt ZkouSejici a Pracovnici Studie
pozadani, aby poskytli své osobni udaje.
Zdravotnické zafizeni bude shromazdovat,
zpracovavat, ukladat a pouzivat veSkeré
osobni Udaje Zkousejiciho a Pracovnikd
Studie a nakladat s nimi v souladu s
pfislusnymi pravnimi predpisy. Tyto udaje
spadaji do ramce pravnich pfedpist v oblasti
ochrany osobnich udajl, konkrétné zakona ¢.
101/2000 Sb., o ochrané osobnich udajl, v
platném znéni.

Ohledné Zkous$ejiciho mohou tyto osobni
Udaje zahrnovat jména, kontaktni informace,
pracovni zkuSenosti a profesni kvalifikaci,
pfehled publikaci, resumé, informace o
absolvovaném vzdélani a informace tykajici se
potencialnich stfetd zajml v souvislosti s
vykonem Dualni funkce a udaje o platbach
uskuteénénych vuéi Prijemci plateb dle této
Smlouvy, a to k nasledujicim uéelim:

(i) provadéni klinickych hodnoceni,

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

(iii) dodrzovani zakond a regulacnich
predpisq,

(iv) zvefejhiovani na webu
www.clinicaltrials.gov ana dalSich

webovych strankdch a v databazich
slouzicich podobnému ucelu,

(v) ulozeni do databazi k usnadnéni
vybéru zkousejicich lékafli pro budouci
klinicka hodnoceni a

(vi) dodrzovani  pfedpisli  zakazujicich
korup&ni praktiky.

Jména Pracovnikll  Studie mohou byt
zpracovavana v databézich vedenych
spole€nosti Quintiles pro ucely studijnich
kontaktd, ato vyluéné k Gcelllm souvisejicim
s klinickymi studiemi.

Zdravotnické zafizeni bere na védomi, ze
ZkouSejici souhlasi s tim, ze Zadavatel, jeho
povéfeni zastupci a Quintiles budou
shromazdovat, zpracovavat, uchovavat a
pouZivat jeho osobni Udaje pro vySe uvedené
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referred to above. The Institution
acknowledges that if requested,
Investigator agrees to sign a written
consent provided by Quintiles and
approved by Sponsor for Sponsor’s and
its designee’s and Quintile’s collection,
processing, storage and use of his or her
personal data for said purposes. The
Institution ~ acknowledges that the
Investigator further consents to the
transfer of its personal data in to
countries outside the country where the
Study is being performed- including the
Economic European Area (EEA), the
United States of America, and the
Republic Korea — which may not offer
the same level of protection to personal
data as is offered in the country where
the Study is being performed.

If any personal data of Site Staff are to
be collected, processed, stored and
used, the Site represents that through
Investigator it will obtain the individual
written consent of each Site Staff for the
purposes and under the conditions
indicated above, by signing a form of
consent provided by Quintiles and
approved by Sponsor. The Site
represents that through Investigator it will
also obtain individual written consent of
each Site Staff to transfer his or her
personal data in to countries outside the
country where the Study is being
performed— including the Economic
European Area (EEA), the United States
of America and the Republic of Korea —
which may not offer the same level of
protection to personal data as this
offered in the country where the Study is
being performed. If requested by
Quintiles or Sponsor, Investigator will
provide copies of such signed consents.

6.2 Study Subject Personal Data
Site shall collect, handle, process, store
and use all personal data of Study
Subjects in accordance with the
Applicable Law. The Investigator shall
obtain Study Subject’s informed written
consent for the collection, storage and
use of Study Subject personal data for
Study purposes, including the disclosure,
transfer and processing of data collected
in accordance with the Protocol, in
compliance with Applicable Law.

6.3 Data Controller

Ucely. Zdravotnické zafizeni bere na védomi,
Zze pokud o to bude ZkouSejici pozadan,
souhlasi ZkouSejici s podepsanim pisemného
souhlasu pfedlozeného spolec¢nosti Quintiles a
schvaleného Zadavatelem s tim, Ze Zadavatel,
jeho povéfeni zastupci a Quintiles budou
shromazdovat, zpracovavat, uchovavat a
pouzivat jeho osobni Udaje pro uvedené ucely.
Zdravotnické zafizeni bere na védomi, ze
Zkousejici dale souhlasi s pfedavanim svych
osobnich udaju do statl mimo zemi, v niz se
Studie provadi - vCetné Evropského
hospodarského prostoru (EHP), Spojenych
statl americkych a Korejské republiky — v
nichz nemusi byt k dispozici stejna uroveh
ochrany osobnich Udaji jako v zemi, kde je
Studie provadéna.

Budou-li  shromazdovany, zpracovavany,
ukladany a uzivany jakékoli osobni udaje
Pracovnikli Centra klinického hodnoceni,
zavazuje se Centrum klinického hodnoceni, ze
prostfednictvim ZkouSejiciho ziska pro tyto
ucely a za vySe uvedenych podminek od
kazdého jednotlivého Pracovnika Centra
klinického hodnoceni  pisemny souhlas
predlozeny spolecnosti Quintiles a schvaleny
Zadavatelem. Centrum klinického hodnoceni
se také =zavazuje, ze prostfednictvim
Zkousejiciho ziska pisemny  souhlas
jednotlivych  Pracovnikli Centra klinického
hodnoceni s pfedavanim jejich osobnich udaja
do statd mimo zemi, v niz se Studie provadi —
vCetné Evropského hospodarského prostoru
(EHP), Spojenych statd americkych a Korejské
republiky — v nichZz nemusi byt k dispozici
stejna droven ochrany osobnich udaji jako v
zemi, kde je Studie provadéna. Na vyzadani
Quintiles nebo Zadavatele predlozi ZkouSejici
kopie téchto podepsanych souhlasu.

6.2 Osobni Udaje Subjektu Studie
Centrum klinického hodnoceni bude veskeré
osobni uUdaje Subjektll Studie shromazdovat,
zpracovavat, ukladat, pouzivat a nakladat s
nimi v souladu s pfislusnymi pravnimi
predpisy. Zkousejici zajisti ziskani pisemného
informovaného souhlasu Subjektu Studie se
shromazdovanim, ukladanim a pouzivanim
osobnich udaji Subjektu studie pro ucely
souvisejici se Studii, a to vCetné odhaleni,
pfevodu a zpracovani osobnich dajl
ziskanych dle Protokolu, a dale v souladu s
prisluSnymi pravnimi pfedpisy.

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

Quintiles may process "personal data",
as defined in the Applicable Law, of the
Investigator and Study Staff for study-
related purposes and all such processing
will be carried out in accordance with the
Applicable Law.

6.4 Survival

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

STUDY SUBJECT INJURY, INSURANCE AND
DAMAGES

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.

The Institution shall promptly notify
Quintiles and Sponsor in writing of any
claim of illness or injury actually or
allegedly due to an adverse reaction to
the Investigational Product and
cooperate with Sponsor in the handling
of the adverse event.

Sponsor shall reimburse Institution for
the direct, reasonable and necessary
medical expenses incurred by Institution
for the treatment of any adverse event
experienced by, iliness 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 (as
established by court or agreed by the
Parties) 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,

Spravcem téchto osobnich Gdaja  bude
Zadavatel; bude-li v§ak s jakymikoli osobnimi
Udaji podle této Smlouvy nakladat jako
spravce Udaji Quintiles, bude v rozsahu,
v jakém s nimi bude nakladat, spravcem udaju
ona.

Quintiles mulze zpracovavat ,osobni Udaje”
Zkousejiciho a Pracovnik( Studie pro ucely
souvisejici se Studii, které jsou definovany
prislusnymi pravnimi pfedpisy, a veskeré toto
zpracovani bude provadéno v souladu s
pfislusnymi pravnimi pfedpisy.

6.4 Pretrvavajici platnost

Tento ¢lanek 6 ,Osobni Udaje” zlstane v
platnosti i v pfipadé ukonceni platnosti €i po
vyprseni platnosti této Smlouvy.

POSKOZENi  ZDRAVi _ SUBJEKTU STUDIE,
POJISTENiI A ODSKODNENI

Zadavatel timto prohladuje a potvrzuje, ze v
souladu s ustanovenim § 52 odst. 3 pism. f),
zakona o léCivech, v aktualnim platném znéni,
uzavfe pojisténi Studie.

Zdravotnické zafizeni je povinno neprodlené
pisemné vyrozumét Quintiles a Zadavatele o
jakémkoli naroku vztahujicim se k poskozeni
¢i Uyjmé na zdravi, k nimz skute¢né ¢i udajné
dosSlo v souvislosti s nezadouci reakci na
Hodnocené |éCivo, a zavazuje se plné
spolupracovat se Zadavatelem pfi FeSeni
nezadouci udalosti.

Zadavatel uhradi Zdravotnickému zafizeni
pfimé, pfiméfené a nezbytné zdravotni
vydaje, které vznikly Zdravotnickému zafizeni
v souvislosti s [éCbou jakychkoli neZadoucich
udalosti, poskozeni nebo Ujmy na zdravi
Subjektu studie zplUsobené lécbou Subjektu
studie v souladu s Protokolem, s vyjimkou
pfipadl, kdy takova nezadouci udalost,
poSkozeni nebo Ujma na zdravi je zplUsobena
(jak urc€i pfislusny soud, pokud se smluvni
strany nedohodnou jinak):

a) pochybenim Zdravotnického zafizeni,
ZkouSejiciho nebo jakéhokoli jejich
zaméstnance jednat v souladu s touto
Smlouvou, Protokolem, jakoukoli
pisemnou instrukci Zadavatele
tykajici se Studie nebo jakymikoli
PFisluSnymi pravnimi predpisy nebo
provadécim predpisem nebo
postupem, véetné GCP, vydanym
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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 Investigator to
provide reasonable instructions
to Study Subject relating to the
requirements of the Study; or

d) any underlying injury or iliness of
the Study Subject.

The Sponsor’'s liability to reimburse the
Institution under this provision shall not be
limited to the amount payable under any
insurance required to be carried by Sponsor
but shall extend to the full amount of the
Institution’s actual damages in the amount of
subject's claim or of subject's legal
representative's claim successfully claimed
under Czech legal order.

Institution shall not be entitled to such
reimbursement according to the previous
paragraph (as established by court or agreed
by the Parties) if:

a) The injury of subject (including death)
has been caused by willful act,
negligence, wrongful conduct or breach
of any obligation stipulated for the
Institution or the Investigator by legal
guideline, Applicable Laws, or by this
Agreement including all its appendices;

b) The Institution fails to notify the Sponsor
in writing within twenty (20) working days
of the date the Institution became aware
of the claim for damages having been
made. The notice shall be send by
registered post to the Sponsor.

c) Upon Sponsor’s request the Institution
has not made possible for the Sponsor
take a part in out of court negotiations
concerning the claim which may result in
a legal suit at law;

d) The Institution has recognized the claim

without prior obtaining Sponsor’s written
consent to such recognition.

This Section 7 subsections “Study Subject

jakymkoli regulaénim ufadem nebo

b) nedbalosti nebo imysinym porusenim
povinnosti ze strany Zdravotnického
zarizeni, Zkousejiciho nebo
jakéhokoliv zaméstnce,

c) porusenim povinnosti Zkousejiciho
poskytnout  subjektim  hodnoceni
pfiméfené  pokyny tykajici se
pozadavku Studie

(d) jakoukoli zakladni Ujmou na zdravi
nebo onemocnénim Subjektu Studie.

Odpoveédnost Zadavatele odSkodnit
Zdravotnické zafizeni dle tohoto ustanoveni
nebude limitovana ¢&astkou splatnou dle
jakéhokoli pojisténi uzavieného Zadavatelem,
ale bude se vztahovat na celou C¢&astku
skute¢né Skody Zdravotnického zafizeni ve
vySi naroku subjektu nebo naroku jeho
zakonného zastupce uspésné uplatnéného
dle ¢eského pravniho fadu.

Nérok Zdravotnického zafizeni na nahradu
Skody podle pfedchoziho ustanoveni nevznika
(jak ur&i pfislusny soud, pokud se smluvni
strany nedohodnou jinak), jestlize:

a) Uma na zdravi (véetn& umrti)
Subjektu Studie byla zplsobena umysing,
nedbalosti, protipravnim jednanim nebo
porusenim povinnosti stanovené
Zdravotnickému zafizeni ¢&i ZkouS$ejicimu
pravnim pfedpisem, pfisluSnymi pravnimi
pfedpisy nebo touto Smlouvou véetné vSech
jejich pfiloh.

b) Zdravotnické zafizeni do dvaceti (20)
pracovnich dni ode dne, kdy se dozvédélo,
Ze byl vi&i nému uplatnén narok na nahradu
Skody, neoznamilo tuto skute€nost pisemné
Zadavateli. Oznameni musi byt odeslano
doporucenou postou Zadavateli.

c) Na Zadost Zadavatele mu
Zdravotnické zafizeni neumoznilo ucastnit se
mimosoudniho vyjednavani o vzneseném
naroku nebo nasledného soudniho fizeni,

(d) Zdravotnické zafizeni uznalo
vzneseny narok, aniz by obdrzelo predchozi
pisemny souhlas Zadavatele.

Tento odstavec Clanku 7 ,Poskozeni zdravi
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Injury and Damages” shall survive
termination or expiration of this Agreement.

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.

LIMITATION OF LIABILITY

Neither Quintiles nor Sponsor on the one
hand, and the Institution on the other
hand shall be liable to each other for any
lost profits, lost opportunities, or special,
consequential, incidental, indirect, or
punitive damages of any kind arising
under this Agreement or the Study.

Quintiles and Sponsor’s liability to the
Institution on the one hand, and the
Institution’s  liability to Quintiles and
Sponsor on the other hand, under this
Agreement shall not exceed the amount
of fees paid to the Institution (in the case
of Institution’s liability) and payable (in
the case of Quintiles and Sponsor’s
liability) to Site under this Agreement.

Nothing herein is intended to limit any
damages or liabilities resulting from Site,
Quintiles or Sponsor's fraud, gross
negligence, violation of confidentiality
obligation, or violation of Applicable Laws
or regulations under this Agreement, the
Site’s breach of Section 1 or Section 4 of
this Agreement.

This Section 9 “ Limitation of Liability”
shall survive termination or expiration of
the Agreement.

Subjektu Studie a Odskodnéni“ zlstane v
platnosti i po ukonéeni nebo uplynuti doby
trvani této Smlouvy.

ODMITNUTi ODPOVEDNOSTI QUINTILES

Quintiles timto vyslovné odmita jakoukoli
odpovédnost v souvislosti s Hodnocenym
pripravkem, napfiklad jakoukoli odpovédnost
za pfipadné naroky na nahradu Skody vzniklé
v souvislosti se stavem, ktery byl zplsoben
nebo uUdajné zplsoben jakymikoli Ukony
provadénymi ve Studii v souvislosti
s Hodnocenym pfipravkem, s vyjimkou
rozsahu, v némz takova odpovédnost vznikla
v dusledku nedbalého jednani, Umysiného
poruSeni povinnosti nebo poruSeni této
Smlouvy na strané Quintiles.

Tento Clanek 8 ,Odmitnuti odpovédnosti
Quintiles” zdstane v platnosti i po ukonéeni
nebo uplynuti doby trvani této Smiouvy.

OMEZENi ODPOVEDNOSTI

Quintiles ani Zadavatel na jedné strané a
Zdravotnické zafizeni na strané druhé
nebudou vzajemné odpovédni ve vztahu k
jakémukoli uslému zisku, ztraté obchodnich
prilezitosti €i jakymkoli zvla$tnim, naslednym,
nahodilym, nepfimym Skodédm & sank&nim
nahradam Skod vyplyvajicich z této Smlouvy
¢i Studie.

Odpovédnost Quintiles a Zadavatele vUci
Zdravotnickému zafizeni na jedné strané a
Zdravotnického zafizeni vUCi Quintiles a
Zadavateli na strané druhé vyplyvajici z této
Smlouvy nepfesahne Castku plateb
hrazenych  Zdravotnickému  zafizeni (v
pfipadé odpovédnosti Zdravotnického
zafizeni) a splatnych Centru Kklinického
hodnoceni (v pfipadé odpovédnosti Quintiles
a Zadavatele) podle této Smiouvy.

Zadné zde wuvedené ustanoveni neni
zamySleno ve smyslu omezeni jakychkoli
Skod ¢&i odpovédnosti vyplyvajicich z podvodu,
hrubé nedbalosti, poruseni zavazku
micenlivosti €i poruSeni pfisluSnych pravnich
predpist nebo pravidel vyplyvajicich z této
Smlouvy ze strany Centra klinického
hodnoceni, Quintiles nebo Zadavatele a
poruseni Clanku 1 nebo Clanku 4 této
Smlouvy ze strany Centra Kklinického
hodnoceni.

Tento Clanek 9 ,Omezeni odpovédnosti
zUstane v platnosti i po ukoneni nebo
uplynuti doby trvani této Smlouvy.
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10. 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

investigation, disqualification, debarment,

or ban occurs.

This Section 10 “Debarment’

survive termination or expiration of this

Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF

INTEREST

The Parties acknowledge that disclosure
of information regarding compensation,
funding, payments, or other remuneration
provided to Site Staff may be required
under the Applicable Law. Upon
request,
Institution agrees that, for each listed or
identified Site Staff who is directly
involved in the treatment or evaluation of

Sponsor's  or  Quintiles’

Study  Subjects, Investigator

promptly return to Quintiles a financial
and conflict of interest disclosure form
that has been completed and signed by
Site Staff, which shall disclose any
applicable interests held by those
investigators or sub-investigators or their

spouses or dependent children.

Quintiles may withhold payments to Site
Staff if it does not receive a completed

form from each such Site Staff.

institution acknowledges that Investigator
shall promptly update such forms as
needed to maintain their accuracy and
completeness during the Study and for

one (1) year after Study completion.

10.

11.

NEZPUSOBILOST K VYKONU CINNOSTI

Zdravotnické zafizeni prohlaSuje a potvrzuje,
Ze ani Zdravotnické zafizeni, ani ZkouSejici,
ani kterykoli ze zaméstnancul, zastupcl
Zdravotnického zafizeni &i jakakoli jina osoba,
ktera se podili na vykonu Studie ve
Zdravotnickém zafizeni, nebyla zbavena
pfislusného opravnéni, nebyla ji ulozena
sankce zakazu vykonu ¢&innosti klinickych
hodnoceni, a dale, Ze kterykoli z téchto
subjektll neni vySetfovan jakoukoli kontrolni
instituci, kdy vysledkem takového Setfeni Ci
fizeni muze byt ulozeni sankce zakazu
vykonu &innosti ¢i 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
¢innosti nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

Tento Clanek 10 ,Nezpusobilost k vykonu
¢innosti“ zlstane v platnosti i po ukonceni
nebo uplynuti doby trvani této Smiouvy.

INFORMACE O FINANCNICH VZTAZICH A STRET
ZAJMU

Strany berou na védomi, Ze na zakladé
pfisluSsnych pravnich predpisi muze byt
vyzadovano poskytnuti informaci o}
odmeénach, financovani, platbach a dalSich
uhradach poskytovanych Pracovnikim Centra
klinického hodnoceni. Zdravotnické zafizeni
se zavazuje, Ze na Zadost Zadavatele nebo
Quintiles ZkousSejici pro kazdého uvedeného
a identifikovaného Pracovnika Centra
klinického hodnoceni, ktery se pfimo podili na
[é€eni nebo hodnoceni Subjektd studie,
neprodlené pfedd Quintiles vyplnény a
podepsany formulaf finanéniho prohlaseni a
konfliktu zajmu, ktery byl vypinén a podepsan
takovym Pracovnikem Centra klinického
hodnoceni, ve kterém Pracovnik Centra
klinického hodnoceni  pfiznava jakékoli
prislusné zajmy, které ma on sam nebo jeho
manzelé/manzelky & nezaopatifené déti.

Quintiles je opravnéna pozdrzet platby vugi
nim, v pfipadé, Ze neobdrZzi vyplnéné
formulafe od kazdého Pracovnika Centra
klinického hodnoceni.

Zdravotnické zafizeni bere na védomi, ze
ZkouSejici bude tato prohlaseni podle potreby
neprodlené aktualizovat, aby byla platna a
uplna po celou dobu provadéni Studie a jesté
jeden (1) rok po jejim dokongeni.
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12.

13.

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.

The Institution shall obtain necessary
consent from Investigator for the transfer
of its financial disclosure data to the
Sponsor’s country of origin and to the
U.S., even though data protection may
not exist or be as developed in those
countries as in the Site’s own country.

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

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.

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

12.

13.

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

Zdravotnické zafizeni ziska nezbytny souhlas
Zkousejiciho stim, Ze udaje z prohlaseni
ojeho finanénich vztazich mohou byt
predavany do zemé&, z niz Zadavatel pochazi,
ado Spojenych statd americkych, ikdyz
v takovych zemich nemuseji platit zakony na
ochranu osobnich 0Udaji nebo nemuseji byt
tak pfisné jako vzemi, vniz se nachazi
Centrum klinického hodnoceni.

Tento ¢lanek 11 ,Financni informace a stfet
zajmQ“ zlGstane v platnosti i po ukonéeni nebo
uplynuti doby trvani této Smilouvy.

ZAMEZENi UPLACENi A PODVODUM

Zdravotnické zafizeni souhlasi s tim, ze jeho
usudek, pokud jde o poradenstvi a péci o
kazdy Subjekt studie, nebude ovlivnén
Uhradou, kterou obdrzi na zkladé této
Smlouvy, a dale osvédéuje, ze tato
kompenzace nepfesahuje realnou trzni
hodnotu sluzeb, které poskytuje, a ze zadné
platby nejsou poskytovany za ucelem pFimét
Zdravotnické zafizeni k nakupu nebo
predepisovani jakychkoli 1ékl, zafizeni nebo
produktd.

Pokud Zadavatel nebo Quintiles poskytnou
jakékoli produkty nebo pfedméty k pouziti ve
Studii zdarma, Zdravotnické zarizeni souhlasi,
Ze za tyto zdarma poskytnuté produkty nebo
pfedméty nebude Zadat uhradu po Zadném
Subjektu studie, pojistovné nebo
statnim/spravnim ufadu nebo jakékoli jiné treti
strané.

Zdravotnické zafizeni se zavazuje, Ze nebude
zadat uhradu po zadném Subjektu Studie,
pojistovné nebo statnim ufadé za jakékoli
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 Iékafi za doporuc€eni subjektd
do Studie.

PROTIKORUPCNi USTANOVENI

Zdravotnické zafizeni timto souhlasi s tim, ze
platby, které budou uhrazeny na zakladé této
Smlouvy, predstavuji fadnou kompenzaci za
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14.

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
Items of Value to any person or entity for
purposes of (i) influencing any act or
decision: (ii) inducing such person or
entity to do or omit to do any act in
violation of their lawful duty; (iii) securing
any improper advantage; or (iv) inducing
such person or entity to use influence
with the government or instrumentality
thereof to affect or influence any act or
decision of the government or
instrumentality.

In addition to other rights or remedies
under this Agreement or at law, Quintiles
or Sponsor may terminate this
Agreement if 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.

REPRESENTATIONS AND WARRANTIES

14.1 Each Party represents and
warrants that: (a) it has full right, power,
and authority, and required approval to

14.

sluzby poskytnuté Zdravotnickym zafizenim.
Zdravotnické zafizeni timto prohlaSuje a
zavazuje se, ze platby & Hodnotné véci, které
obdrzi na zakladé této Smlouvy ¢&i v
souvislosti se Studii, jakkoli neovlivni zadné
rozhodnuti Zdravotnické zafizeni &i jakéhokoli

pfislusného vlastnika Zdravotnického
zarizeni, ¢leny spravnich organda,
zaméstnance, zastupce, konzultanty i

jakékoli pfijemce plnéni na zakladé této
Smlouvy k tomu, aby Cinil, jakozto Zastupce
vefejné moci ¢i jakkoli jinak, za ucelem
poskytnuti pomoci Zadavateli ¢i Quintiles v
podobé zajisténi neopravnéné vyhody €i za
UuCelem ziskani ¢&i zachovani si obchodni
pfilezitosti.

Zdravotnické zafizeni dale prohladuje a
zavazuje se, Ze ani Zdravotnické zafizeni, ani
jakykoli jeho vlastnik, ¢len statutarniho
organu, zastupce €i konzultant, ani jakykoli
pfijemce plnéni dle této Smlouvy, a to za
uCelem pomoci Zadavateli & Quintiles k
zajisténi neopravnéné vyhody C&i ziskani Ci
zachovani obchodni pfilezitosti, pfimo di
nepfimo neuhradi, nenabidne ani neslibi
uhradit ani nedaruje jakoukoli Hodnotnou véc
jakékoli osobé& ¢&i subjektu v souvislosti s
nasledujicimi ucely: (i) ovlivnéni jakéhokoli
jednani &i rozhodnuti: (ii) pobidka ¢i pohnuti
takové osoby &i subjektu, aby néco konal
nebo se zdrzel ur€itého jednani v rozporu se
zadkonem ulozenou povinnosti; (iii) zajisténi
jakékoli neopravnéné vyhody; nebo (iv)
pobidka ¢i pohnuti takové osoby &i subjektu k
zneuziti vlivu vlé&i statnimu/spravnimu organu
Ci jeho zastupci v této souvislosti, a to za
ucelem ovlivnéni jakéhokoli jednani i
rozhodnuti statniho/spravniho organu ¢&i jeho
zastupce.

Nad ramec ostatnich prav a prostredki
napravy dle této Smlouvy ¢&i na z&kladé
prislusnych pravnich pfedpis budou Quintiles
nebo Zadavatel opravnéni ukoncCit platnost
této Smlouvy v pfipadé, ze Zdravotnické
zafizeni poruSi jakékoli prohlaseni ¢i zaruky
obsazené v tomto Clanku, pfipadné pokud
Quintiles nebo Zadavatel zjisti, Zze jsou
poskytovany &i byly poskytnuty neopravnéné

platby vuc¢i & ze strany Zdravotnického
zafizeni ¢&i ZkouSejiciho nebo jakéhokoli
jednotlivce ¢&i subjektu jednajiciho jejich
jménem.

PROHLASENI A UJISTENI

14.1 Smluvni_strany prohlaSuji a zaruduji
se, ze: (a) ze maji plné pravo, pravomoc a

; : opravnéni a oZadovany souhlas s
enter into this Agreement and to perform P P y
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its respective obligations hereunder; and
(b) entering into this Agreement will not

uzavienim této Smlouvy a vykonavanim
pfislusnych povinnosti, které z ni vyplyvaiji, a
cause such Party to be in violation of any ze (b) uzavieni této Smlouvy nezpusobi
terms and conditions of any agreement poruseni podminek zadné smlouvy, kterou
with any other individual or entity. Strana uzaviela s jinou fyzickou i
pravnickou osobou.

14.2 Sponsor warrants that it has
taken out insurance as required by the
Applicable Laws and shall maintain
insurance coverage, which is not
encumbered by existing claims, for the
duration of the Study (and following

14.2 Zadavatel prohlasuje, ze uzaviel
pojisténi pozadované pfislusSnymi pravnimi
pfedpisy a Ze bude udrzovat pojistné kryti,
které neni zatizeno existujicimi naroky, po
dobu trvani Studie (a po ukonéeni Studie za

termination of the Study to cover any Uucelem pokryti veskerych naroku
claims arising from the Study) and/or for vyplyvajicich ze Studie) a/nebo po jakoukoli
any other duration required by Applicable jinou  dobu vyzadovanou  pfisluSnymi
Laws. pravnimi predpisy.

14.3 Centrum klinického hodnoceni
prohlasuje a ujistuje, Ze:

14.3 Site represents and warrants
that:

(i) it has experience, expertise,
licenses, and resources, and its Site

(i) ma zkuSenosti, odbornost, licence a
zdroje a Ze Pracovnici jeho Centra

Staff are trained and qualified, to
perform the Study according to the
highest quality standards and
Applicable Laws;

(ii) neither Site nor, to the best of its
knowledge upon due inquiry, Site
Staff assisting in the Study have (a)
any conflicting obligations, financial
interest or other interest in the
outcome of the Study, or (b) entered
into any contract that might interfere
with the performance of the Study or
that might impair the acceptance of
the resulting data by the regulatory
authority, or create a conflict of
interest; and

(i) Institution represents and
warrants in compliance with Sec. 45
(2) letter n) of Act no. 372/2011
Coll., on Medical Services and
terms and conditions of
performance of such services (,Act
on Medical Services”) that it is
insured for liability for damage
caused in connection with provision
of medical services and that it is
aware of its obligation to maintain
this insurance throughout the
duration of the provision of medical
services. The scope of the
insurance is in compliance with
statutory requirements for such
insurance and does not include
clinical trial insurance, nor does it
provide for compensation in the

klinického hodnoceni jsou vyskoleni a
kvalifikovani k provadéni Studie podle
nejvyssich norem Kkvality a pfislusnych
pravnich predpis(;

(i) Zdravotnické zafizeni nema a neni si
védomo, Ze by Pracovnici Centra
klinického hodnoceni méli (a) stfet zajmu
ani finanéni &i jiny zdjem na vysledcich
Studie ani (b) neuzavfeli zadnou jinou
smlouvu, ktera by mohla byt v rozporu s
provadénim Studie nebo ktera by mohla
narusit pfijeti vyslednych dat kontrolnim
Uradem &i vyvolat stfet zajmu; a

(iif) Zdravotnické zafizeni prohlasuje, Ze
je dle ust. § 45 odst. 2 pism. n) zdkona &.
372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani (zakon o
zdravotnich  sluzbach), pojisténo pro
pfipad odpoveédnosti za Skodu
zpUsobenou v souvislosti s poskytovanim
zdravotnich sluzeb a Ze si je védomo své
povinnosti zajistit trvani tohoto pojisténi
po celou dobu poskytovani zdravotnich
sluzeb. PfFislusna pojistha smlouva je
uzaviena v rozsahu pozadovaném
pravnimi pfedpisy a neobsahuje pojisténi
odpovédnosti za $kodu zpuUsobenou pfi
provadéni klinického hodnoceni nebo
v souvislosti snim ani nezajiStuje
odskodnéni v pfipadé smrti subjektu
hodnoceni nebo v pfipadé Skody vzniklé
na zdravi subjektu hodnoceni v dusledku
provadéni klinického hodnoceni.
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15.

16.

event of study subject's death or
injury as a result of the clinical trial.

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
Sponsaor.

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

16.1 Term

This Agreement will become effective as
of the Effective Date and shall continue
until completion of the Study or until this
Agreement is terminated in accordance
with  this Section 16 “Term &
Termination”.

16.2  Termination

Quintiles  (upon  consultation  with
Sponsor) and/or Sponsor may terminate
this Agreement for any reason effective
immediately upon  written  notice;
provided that necessary measures are in
place to ensure the safety of Study
Subijects are not jeopardized.

The Institution may terminate upon
written thirty (30) days notice and in
compliance with the Applicable Laws, 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,
with reasonable supporting evidence and
provided that necessary measures are in
place to ensure the safety of Study
Subjects are not jeopardized. Site may
terminate this Agreement for material
breach if it provides Quintiles written
notice of the breach and the breach is
not cured within thirty (30) days of
Quintiles’ receipt of the notice.

16.3 Effects of Termination

Upon receipt of notice of termination, the
Institution shall immediately cease any
subject recruitment, follow the specified

15.

16.

NEZAVISLOST SMLUVNICH STRAN

Zdravotnické zafizeni a Pracovnici klinického
hodnoceni budou jednat jako nezavisli
poskytovatelé smluvniho plnéni Quintiles a
nebudou jakkoli povazovani za zaméstnance
Ci zastupce Quintiles nebo Zadavatele.

Ani Quintiles, ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se Kk
benefitim, penzim, dichodovému pfipojisténi,
pracovnépravnim odmeénam, srazkovym i
jinym pracovnépravnim danim tykajicim se
Zdravotnického zarizeni nebo jeho
zaméstnancu.

DOBA PLATNOSTI A UKONCENi

16.1 Platnost

Tato Smlouva nabude ucinnosti k Datu
uéinnosti a zUstane v Ucinnosti do okamziku
dokonéeni Studie ¢i do ukonéeni této Smlouvy
v souladu s timto Clankem 16 ,Platnost a
ukonceni®.

16.2  Ukonceni

Quintiles (po konzultaci se Zadavatelem)
a/nebo Zadavatel muze ukongit tuto Smlouvu
vypovédi z jakéhokoli divodu s okamzitou
ucinnosti neprodlené na zakladé doruceni
pisemného oznameni za podminky existence
nezbytnych opatfeni, jez zaijisti, aby nebyla
ohrozena bezpecnost Subjektd Studie.

Zdravotnické zafizeni mGze Smlouvu ukongit
pisemnym oznamenim s vypovédni |hatou
tficeti (30) dn0 v souladu s pfisluSnymi
pravnimi pfedpisy, v pfipadé okolnosti, které
Zdravotnické zafizeni nedokaze pfimérené
ovlivnit a které mu brani v dokonceni Studie,
nebo jestlize odivodnéné rozhodne o tom, ze
pokraCovani Studie neni bezpecné, pfi
poskytnuti dostate¢nych podparnych diikazu a
za podminky existence nezbytnych opatfeni,
jez zajisti, aby nebyla ohrozena bezpecnost
Subjektd  Studie, anebo v pfipadé, zZe
Zadavatel nebo Quintiles porusi tuto Smlouvu
zavaznym zpUsobem a toto své pochybeni
nenapravi ani v dodate¢né I[h(té 30 dni
stanovené v pisemné vyzvé Zdravotnického
zafizeni k napravé.

16.3 Uginky vypovézeni Smlouvy

V navaznosti na doru€eni oznameni o
ukonCeni platnosti Zdravotnické zafizeni
neprodlené ukonéi jakykoli nabor subjekt(,
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termination procedures, ensure that any
required subject follow-up procedures
are completed, and make all reasonable
efforts to minimize further costs, and
Quintiles shall make a final payment for
visits or milestones properly performed
pursuant to this Agreement in the
amounts specified in Attachment A;
provided, however, that Payments will be
in each case reduced by ten (10 %)
percent. This reduced amount shall
represent a value of any/all activities
related to close-out of the database, and
will be made upon the final acceptance
by Sponsor of all CRF pages and all data
clarifications issued and satisfaction of
all other applicable conditions set forth
herein. Site shall return or destroy all
Confidential Information of Sponsor in
accordance with Section 3.

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

bude jednat v souladu s definovanymi postupy
pro ukonCeni, zajisti, ze ve vztahu Kk
Subjektim studie budou dokon&eny vSechny
procesy kontrolni povahy, a vyvine nezbytné
usili za ucCelem limitace jakychkoli dalSich
nakladd, pficemz Quintiles provede
zavérecCnou 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; avSak za podminky,
Ze Platby budou v kazdém pfipadé snizeny o
Castku ve vySi 10 % (deseti procent). Takto
snizena C&astka bude pfedstavovat hodnotu
veskerych ¢&innosti spojenych s uzavienim
databaze a bude poskytnuta poté, co
Zadavatel schvali veSkeré stranky formulari
CRF, a dale poté, co budou poskytnuta
veskera vyjasnéni dat a dale dojde ke splnéni
veSkerych ostatnich podminek, jez jsou
stanoveny v této Smlouvé. Centrum klinického
hodnoceni vrati nebo zlikviduje vSechny
DGvérné informace Zadavatele v souladu s
Clankem 3.

V pfipadé, Ze se bude zdat pravdépodobné,
ze doslo k podstatnému poruSeni této
Smlouvy, a muze tak byt nutné ukongit
platnost této Smlouvy, pak s vyjimkou a v
rozsahu, v jakém mulze byt ohrozena
bezpecnost Subjektt studie, mohou Quintiles
a/nebo Zadavatel pferusit naplnéni celé Cdi

Agreement, including, but not limited to, Casti  této  Smlouvy, zejména vietné
subject enroliment. zafazovani Subjektd studie.
17. NOTICE 17. OzNAMENI

Any notices required or permitted to be VeSkerd oznameni vyZadovand nebo
given hereunder shall be given in writing povolena podle této Smlouvy budou u&inéna v
and shall be delivered by following pisemné podob& a budou dorucena
methods, always followed up by e-mail of nasledujicimi zpusoby vzdy nasledovanymi
.pdf/lscan or other non-editable format zaslanim daného oznameni e-mailem ve
notice with confirmed transmission report formatu pdf/scan nebo v jiném formatu, ktery

a) in person, znemozhuje zasah do obsahu, s potvrzenou

b) by certified mail, postage zpravou o prenosu
prepaid, return receipt Y
requested, or a) 0sobné,

c) by a commercial courier that b) doporu¢enym dopisem, s pfedem
guarantees next day delivery zaplacenym postovnym,
and provides a receipt, and such s doru&enkou nebo
notices shall be addressed as - _— . .
follows: c) komeréni Kkuryrni sluzbou, ktera

zaru€uje dorueni dalSi den a
poskytuje potvrzeni. Tato oznameni
budou adresovana takto:

Name: I o

To Address: 130, Samsung-ro, 7adavateli edresa;. i 130, S SamSliré%—;g,

. | Yeongtong-gu, Suwon, 16678, adavatet. eongtong-gu, ~suwon, '
Sponsor: Korea Korejska republika
Tel. I Tel
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Email: I Email: [
Name: Quintiles Czech Republic, Jméno: Quintiles Czech Republic,
S.I.0. S.I.0.
To Address: Radlicka 714/113a o Adresa: Radlicka 714/113a
e 158 00 Praha 5 — Jinonice Quintiles: | 158 00 Praha 5 — Jinonice
Quintiles | ~ Republic Ceska republika
Tel.: Tel.:
E-mail: E-mail:
Office of the General Counsel Kancelarf hlavniho pravnika
P.O. Box 13979 P.O. Box 13979
- Research Triangle Park, North - Research Triangle Park, North
Quintiles Carolina 27709-3979 Quintiles | carolina 27709-3979
Incorporat Attention: Incorporate K rukam:
Email:
Name: Fakultni nemocnice Jméno: Fakultni nemocnice
Kralovské Vinohrady Kralovské Vinohrady
To Address: Srobarova 1150/50 Zdravotnic | Adresa: Srobarova 1150/50
Institution 100 34 Praha 10 kému 100 34 Praha_ 10
Czech Republic zarizeni: Ceska republika
Tel: Tel:
Email: E-mail:
Name: Jméno:
Address:  Fakultni  nemocnice Adresa: Fakultni nemocnice
To Kralovské Vinohrady Kralovské Vinohrady Srobarova
Investigato Srobarova 1150/50 ZkouSejici | 1150/50
; 100 34 Praha 10 mu: 100 34 Praha 10
Czech Republic Ceska republika
Tel: Tel.:
Email: E-mail:
18. FORCE MAJEURE 18. Vys8simoc
The performance by either Party of any Splnéni jakékoli povinnosti kteroukoli ze
obligation on its part to be performed Stran, jeZ ma byt takovou Stranou spinéna na
hereunder shall be excused by floods, z4kladé podminek této Smlouvy, bude
fires or any other act of God, accidents, prominuto v dusledku zaplav, pozarl ¢i jinych
wars, riots, embargoes, delay of carriers, projevi VysSi moci, nehod, valek, nepokojd,
inability to obtain materials, failure of embarg, prodleni dopravcd, nemoznosti
power or natural sources of supply, acts, opatfit pfislusné materialy, nebude-li dodana
injunctions, or restraints of government elektricka energie ¢&i jiné pfirodni zdroje, v
or other force majeure preventing such disledku rozhodnuti, zakazd ¢&i omezeni
performance,  whether  similar statniho/spravniho ufadu &i jiného prvku vyssi
dissimilar to the foregoing, beyond the moci, ktery zabrani splnéni takové povinnosti,
reasonable control of the Party bound by bez ohledu na to, zda je shodny &i odlidny od
such obligation, provided, however, that shora uvedeného, a ktery stoji mimo moznost
the Party affected shall exert ovlivnéni pfislusné Strany, ktera je takovou
reasonable efforts to eliminate or cure or povinnosti vazana, to vSak za podminky, Ze
overcome any of such causes and to takto dotéena Strana vyvine odpovidajici usili
resume performance of its obligations za uCelem odstranéni &i napravy €i piekonani
with all possible speed. jakéhokoli takového dlivodu &i pfi€iny a bude
pokracovat v plnéni svych povinnosti v
nejblizSim mozném casovém okamziku.
19. MISCELLANEOUS

19.1  Entire Agreement
This Agreement,

including

19.

RUZNA USTANOVENI

19.1  Celistvost Smlouvy
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Tel:+420

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

19.2  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.

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

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
Sponsor.

19.4  Governing Law
This Agreement shall be interpreted and

enforced under the laws of Czech
Republic._The Parties will try to resolve
amicably any dispute, controversy or
claim arising out of or in connection with
this Agreement (including its existence,
validity or termination). A designated
representative of each Party shall meet
as often as the Parties reasonable deem
necessary. The designated
representatives will discuss the problem
and negotiate in good faith without the
necessity of any formal proceeding. Any
dispute, controversy or claim arising out
of or in connection with this Agreement
(including its existence, validity or
termination) that cannot be solved
amicably shall be resolved by the
exclusive jurisdiction of the courts located
in the Czech Republic.

19.5 Prevailing language
The Agreement is drawn up in English

Tato Smlouva, v&etné pfiloh, pfedstavuje
vyhradni, celistvé a Uplné ujednani Stran a
nahrazuje veSkeré ostatni pisemné a ustni
dohody vztahujici se k této Studii.

19.2  Vzdani se uplatnéni / vynutitelnost
Nebude-li smluvni strana trvat na splnéni
nékterého z ustanoveni této Smlouvy, nebude
to znamenat, ze se plnéni tohoto ustanoveni
vzdava.

Bude-li néktera z ¢asti Smlouvy shledana
nevymahatelnou, zustanou zbyvajici
ustanoveni Smlouvy i nadale v platnosti.

19.3  Prevod Smlouvy

Tato Smlouva bude zavazna vicéi smluvnim
stranam i jejich pravnim nastupclim
a postupnikam.

Zdravotnické zafizeni nepfevede zadna prava
Ci zavazky z této Smlouvy bez predchoziho
pisemného  souhlasu Quintiles nebo
Zadavatele.

Na zakladé Zzadosti Zadavatele je Quintiles
opravnéna prevést tuto Smlouvu na
Zadavatele nebo jakoukoli tfeti stranu a
Quintiles nebude odpovédna za jakékoli
zavazky &i odpovédnosti dle této Smlouvy, jez
vyplynou po datu pfevodu, a Zdravotnické
zafizeni timto s takovym postoupenim
souhlasi.  Zdravotnické  zafizeni  bude
o postoupeni neprodlené informovano
Zadavatelem.

19.4  PfisluSné zakony

Tato Smlouva bude vyklddana a vymahana
v souladu s pravnim fadem Ceské republiky.
Strany se budou snazZit vyfeSit pFipadné
rozepfe, sporné otazky nebo naroky
vyplyvajici z nebo souvisejici s touto
Smlouvou (vCetné jeji existence, platnosti &i
ukonceni) smirné. Povéfeni zastupci Stran se
budou setkavat tak ¢asto, jak to budou Strany
divodné povazovat za nezbytné. Povéfeni
zastupci problém prodiskutuji a budou 0 ném
jednat v dobré vife bez nutnosti jakéhokoli
formalniho fizeni. VeSkeré rozepfe, sporné
otazky nebo naroky vyplyvajici nebo
souvisejici s touto Smlouvou (v€etné jeji
existence, platnosti ¢i ukonCeni), jeZ nebude
mozné vyfesit smirné, budou feSeny v ramci
vyhradni jurisdikce soud(i Ceské republiky.

19.5 Rozhodna jazykova verze
Smlouva je vyhotovena v anglickém a ¢eském
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and in Czech language versions. In case
of any dispute Czech language version

shall prevail.

19.6 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.

19.7 Counterparts

This Agreement may be executed in four
counterparts, each of which shall be
deemed an original, but all of which
together shall constitute one and the
same instrument, out of which Parties
and Investigator will each obtain one

counterpart.

THIS SECTION IS INTENTIONALLY
LEFT BLANK

jazyce. V pfipadé jakychkoli rozpor( bude
rozhodujici Ceska verze.

19.6  Pretrvavajici platnost

Podminky této Smlouvy, jez obsahuji prava a
povinnosti, jez svoji povahou prekracuji
okamzik dokon¢eni Studie, zlistanou zavazné
i v pfipadé ukonc&eni &i vyprSeni platnosti této
Smlouvy, a to i v pfipadé, Ze tak neni v této
Smlouveé vyslovné uvedeno.

19.7  Stejnopisy
Tato Smlouva bude uzaviena ve 4

stejnopisech, z nichz kazdy bude povazovan
za original avSechny spoleéné budou
predstavovat jednu a tutéz Smlouvu, z nichz
Strany a Zkousejici obdrzi po jednom.

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 Fakultni
nemocnice Kralovské Vinohrady:

By: MUDr. Robert Grill, Ph.D., MHA

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

Sighature:

Date:

Signed by Quintiles Czech Republic, s.r.o., under

a Power of Attorney dated 26 April 2017, in the
name of Samsung Bioepis Co., Ltd.

By:
Title:
Date:

Investigator’s Declaration

|, . hc nvestigator of this

Study, hereto certify, that | have duly acquainted
myself with the Protocol along with any/all
documentation submitted by the Sponsor in
relation to the performance of this Study. | further
affirm, that | have thoroughly familiarized myself
with this Agreement and that | shall observe
any/all obligations stipulated herein as to
Investigator and also adhere to Act no. 378/2007
Coll., on Pharmaceuticals, as amended, and
other applicable legal regulations. | further
proclaim and guarantee, that in accordance
herewith and in compliance with the separate
agreement concluded between Quintiles/Sponsor
and |, | shall distribute the resources received
from Quintiles/Sponsor and settle the agreed
remunerations to Site Staff and other personnel
participating in the conduct of this Study and |

NA ,Dl‘JKvAZ, SOUHLASU PRIPOJUJE
OPRAVNENY ZASTUPCE Quintiles
Republic, s.r.0.,

PODPIS
Czech

Podepsal(a):
Funkce:
Podpis:
Datum:

NA DUKvAz SOUHLASU PRIPOJUJE PODPIS
OPRAVNENY ZASTUPCE Fakultni nemocnice
Kralovské Vinohrady:

Podepsal(a): MUDr. Robert Grill, Ph.D., MHA
Funkce (musi se

opravnéného  jednat
zafizeni): feditel

jednat
jménem

0 podpis zastupce
Zdravotnického

Podpis:

Datum:

Podepsano Quintiles Czech Republic, s.r.o., na
zakladé PIné moci vystavené dne 26. dubna 2017,
jménem Samsung Bioepis Co., Ltd.

Podepsal(a):
Funkce:

Datum:

Prohlaseni Zkousejiciho

Ja, I Zkousejici této Studie,
timto potvrzuji, Ze jsem se seznamil s Protokolem a
vSemi dokumenty pfedanymi Zadavatelem k
provedeni Studie. Byl jsem seznamen s touto
Smlouvou, budu dodrzovat povinnosti v ni stanovené
ZkouSejicimu a postupovat v souladu se zakonem
€. 378/2007 Sb., o léCivech, v platném znéni a dalSimi
pravnimi pfedpisy. Dale prohlaSuji a zavazuji se, ze
v souladu s touto Smlouvou a v souladu se separatni
smlouvou uzavienou mezi mnou a
Quintiles/Zadavatelem budu z prostfedkli mnou
obdrzenych od  Quintiles/Zadavatele  vyplacet
sjednané odmény Personalu Centra provadéni
klinického hodnoceni a dalSim osobam
spolupracujicim na provadéni této Studie a budu za to
plné zodpovédny.
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shall be fully responsible with regard to this
obligation.

Attachments:

Attachment A - Budget and payment schedule
Attachment B - Power of attorney/delegation
letter of Quintiles

Attachment C — Version of the Clinical Trial
Agreement intended for publication

Prilohy:

Pfiloha A — Rozpocet a rozpis plateb

Pfiloha B — Plna moc / delegaéni dopis pro Quintiles
Pfiloha C — Verze Smlouvy o provadéni klinického
hodnoceni ur€ena k uverejnéni
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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):

Fakultni nemocnice
Kralovské Vinohrady

Payee Name

Payee Srobérova 1150/50
Address 100 34 Praha 10
Czech Republic
Payee e-mail | [N
address
Bank Name Ceska nérodni banka
Bank Account | Bank Account No.:
IBAN Number |16334101/0710
or branch
number IBAN: Cz38 0710 0000
0000 1633 4101
SWIFT Code CNBACZPP

Tax ID Number | CZ 000 64 173

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 to the Agreement are required.

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

B. PAYMENT TERM

Quintiles will pay 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 wupon prior month’s
enrolment data confirmed by subject CRFs

PRILOHA A

ROzPOCET A ROZPIS PLATEB

A. UDAJE O PRIJEMCI PLATEB

Smluvni strany se dohodly, Ze nize uvedeny pfijemce
plateb je Fadnym pfijemcem plateb z této Smlouvy
a ze platby vyplacené podle této Smlouvy budou
hrazeny vyhradné tomuto pfijemci plateb (déale jen

.PFfijemce plateb®):

Jméno prijemce
plateb

Adresa Prijemce
plateb

E-mailova
adresa Prijemce
plateb

Nazev banky
Bankovni ucet

[IBAN nebo kéd
pobocky]

Kéd SWIFT

DIC

Fakultni nemocnice Kralovské
Vinohrady

Srobérova 1150/50
1VOO 34 Praha 10
Ceska republika

Ceska narodni banka

Cislo  bankovniho  Uétu:

16334101/0710

IBAN: CZ38 0710 0000 0000
1633 4101

CNBACZPP
CZ 00064 173

Dojde-li ke zméné bankovniho spojeni Pfijemce
plateb, bude Pfijemce plateb povinen otom
spole¢nost Quintiles pisemné informovat. Smluvni
strany se dohodly, Z2e nebude nutno uzavirat
Zadny daldi dodatek ke Smlouvé, jestlize se
zména bude tykat pouze bankovniho spojeni,
avSak nezméni se samotny Pfijemce plateb ani
zemé, v niz se nachazi jeho bankovni ucet.

Strany timto berou na védomi, Ze uvedeny
Pfijemce plateb je opravnén pfijimat vesSkeré
platby za sluzby poskytované na zakladé této
Smilouvy.

B. PLATEBNi PODMINKY

Quintiles bude poskytovat finanéni pInéni PFijemci
plateb kazdé tfi (3) mésice v souladu s pfilozenym
platebnim rozvrhem vzdy =za uskute¢néné
navstévy jednotlivych  subjektd  hodnoceni.
Platebni cyklus zaéne 30 dnu po zafazeni prvniho
pacienta do Studie v Evropé. Platby vCetné plateb
za jakékoli subjekty, které neprojdou vstupnimi
vysSetfenimi (,screening failure®), budou vyplaceny
na zakladé udaji o poctu subjektt zafazenych do
Studie v pfedchozim mésici dolozenych formulafi
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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 to the e-mail address
h. The payee will raise
their invoice to match the report. Due date of
the invoice shall be thirty (30) days from the
date of the invoice delivery. 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. MINIMUM ENROLMENT GOAL

Institution acknowledges that Investigator’s
minimum enroliment goal is [JJli] subjects
and that Investigator will use best efforts to
reach the enrollment goal within a
reasonable time after commencement of the
Study at Site. If Institution fails to adhere to
this principle Sponsor and/or Quintiles may
reconsider Site’'s suitability to continue
participation in the Study.

E. DISCONTINUED OR EARLY TERMINATION (SEE
SECTION 16 “TERM & TERMINATION”)

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

CRF od ZkouSejiciho apo ovéfeni udajl
o uskuteénénych navstévach subjektl. Do 30 dnu
od konce tohoto tfimésicniho obdobi bude
PFijemci plateb zaslan na e-mail

hromadny platebni vykaz,
ktery bude obsahovat uskuteCnéné navstévy
subjektll vdaném obdobi a souvisejici platby.
Pfijemce plateb vystavi fakturu, ktera bude
odpovidat tomuto platebnimu vykazu. Splatnost
faktury bude tficet (30) dnd od data doruceni
faktury. Kazd4 platba bude snizena o deset
procent (10 %). Tato odectena Castka pfedstavuje
hodnotu jakychkoli/veSkerych ukonl souvisejicich
s uzavienim databaze, vcetné pfedani v3ech
stranek formulafl CRF, vSech zadosti o objasnéni
Udajli, pfevzeti a schvaleni jakékoli dosud
nedokonené reguladni dokumentace podle

pozadavku spole¢nosti Quintiles a/nebo
Zadavatele, vraceni veSkerého nespotfebovaného
materialu  spoleCnosti  Quintiles a  splnéni

veSkerych ostatnich pfisluSnych podminek této
Smlouvy.

Pokud je Zdravotnické zafizeni platcem DPH,
bude ke vSem vySe uvedenym fakturovanym
Castkam pfipo¢tena DPH v zakonné vysi.

PInéni vesSkerych darnovych povinnosti je vylu¢nou
odpovédnosti Pfijemce plateb.

Zavazna diskvalifikujici poruseni Protokolu
nebudou podle podminek této Smlouvy
proplacena.

C. PLATEBNI SPORY

Jakékoli nesrovnalosti v platbach béhem Studie
bude moci Zdravotnické zafizeni reklamovat do
tficeti (30) dnli po doruceni zavérecné platby.

D. MINIMALNI CiLOVY POCET ZARAZENI

Zdravotnické zafizeni bere na védomi, Ze
minimalni cilovy poc€et zafazeni pro daného
Zkousejiciho je Subjektu studie a ZkousSejici
se zavazuje vynalozit veSkeré usili k tomu, aby
cilového poctu bylo dosazeno béhem pfimérené
doby po zahajeni Klinického hodnoceni v Misté
provadéni klinického hodnoceni. V pfipadé, ze
Zdravotnické zafizeni tento pozadavek nesplini,
mlze Zadavatel a/nebo Quintiles prehodnotit
ucelnost pokracovani Mista provadéni klinického
hodnoceni v dané Studii.

E. VYRAZENi NEBO PREDCASNE UKONCENi (ViZ
CLANEK 16 »,DOBA  PLATNOSTI A UKONCENI
SMLOUVY®)

Odména za vyfazené subjekty nebo subjekty,
které léCbu ukonéi pfed€asné, bude vyplacena

vpomémé vySi podle pocétu potvrzenych
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F. INVOICES

Invoices related to this Study shall be issued
by the Institution on the basis of a quarterly
batch report of performed visits approved by
Investigator and delivered by Quintiles to
Oddéleni rozvojovych projektl, grantovych
¢innosti a klinickych hodnoceni FNKV,
Pavilion Q, Srobarova 1150/50, 100 34

Praha 10 or by e-mail to a following address:
BN AT in appicable
rate shall be applied to any/all payments.
Due date of the invoice shall be thirty (30)
days from the receipt of the invoice by
Quintiles.

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
158 00 Praha 5 - Jinonice
Czech Republic
Identification Number: 247 68 651
Tax Identification Number: CZ 247 68 651

Invoices will not be processed unless
they reference the Sponsor name,
Protocol number and Investigator name
and site number. Invoices will be paid
after their receipt and verification.

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

G. SCREENING FAILURE

Reimbursement for screen failures will be at
the amount indicated on Visit [l of the
attached budget, not to exceed [N
screen failure paid to
randomized.

subjects

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

uskutecnénych navstév.

F. FAKTURY

Faktury souvisejici s touto studii budou
Zdravotnickym zafizenim vystavovany na zakladé
Ctvrtletnihno  pfehledu  vizit odsouhlaseného
ZkousSejicim a doru¢eného Quintiles na Oddéleni
rozvojovych projektd, grantovych ¢&innosti a
klinickych  hodnoceni  FNKV, pavilon CH,
Srobarova 1150/50, 100 34 Praha 10 nebo e-
mailem na adresu [ IIGzGzgEGE <
platbé bude pfipoétena DPH v zakonem
stanovené vysi. Lhata splatnosti faktury je 30 dna
ode dne doruceni faktury Quintiles.

Pavodni faktury ktéto Studii museji byt
vystavovany na spole€nost Quintiles a zasilany
k proplaceni na tuto adresu:

Quintiles Czech Republic s.r.o.
Radlicka 714/113a
158 00 Praha 5 - Jinonice
Ceska republika
ICO: 247 68 651
DIC: CZ 247 68 651

Faktury nebudou zpracovany, jestlize nebudou
obsahovat jméno Zadavatele, ¢islo Protokolu,
jméno ZkouSejiciho a €islo Mista provadéni
klinického hodnoceni. Faktury budou
uhrazeny po jejich doru€eni a ovéreni .

Vydaje nebo naklady, které Zdravotnickému
zafizeni vzniknou pfi plnéni této Smlouvy, avSak
nejsou konkrétné uvedeny jako vydaje nebo
naklady proplacené spolec¢nosti Quintiles nebo
Zadavatelem podle této Smlouvy (v€etné této
pfilohy s rozpo&tem a rozpisem plateb) nebo jejich
proplaceni neni pfedem dojednano s Quintiles
uhradi Zdravotnické zafizeni.

G. NAVSTEVY VYHODNOCENE JAKO ,,SCREENING
FAILURE"

Uhrady za navstévy vyhodnocené jako ,screen
failures® budou uskuteC¢nény v  ¢astkach
uvedenych za [l navstévu dle platebniho
rozvrhu, kdy uhrada nepiekrogi i ,screen
failure* na kazdé [l randomizované Subjekty
Studie.

Narok na Uhradu za vstupni navstévu vznika za
predpokladu, Ze spolecnosti Quintiles budou
predlozeny fadné vypInéné stranky formulare
CRF pro vstupni navstévu, jakoz ijakékoli
dodate¢né informace, které spoleCnost Quintiles
mulze vyzadovat za ucCelem fadného prokazani
toho, Ze subjekt skuteéné prosel vstupnimi
vySetfenimi.
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H. SUPPLY FEES — LUCENTIS® FOR FELLOW EYE
A supply payment for Lucentis® up to a
maximum of CzZK 24000 per 1 vial
(10Mg/ml) will be made on a pass-through
basis upon receipt of upon receipt of original
supporting documents, including but not
limited to list of Lucentis® vial unit costs and
receipts and invoices from a third party
vendor and are not included in the attached
Budget.

|. SUPPLY FEES — PREGNANCY URINE TEST

A supply payment for Pregnancy Urine test
up to a maximum of CZK 300 per 1 test will
be made on a pass-through basis upon
receipt of original supporting invoices from a
third party vendor and are not included in the
attached Budget.

J. 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.

K. PATIENT TRAVEL COSTS

L. UNSCHEDULED VISITS

Payment for unscheduled visits will be
reimbursed in the amount of [l [which
includes overhead]. To be eligible for
reimbursement for unscheduled visits,
completed CRF pages must be submitted to
Quintiles along with any additional
information which may be requested by
Quintiles to appropriately document the
unscheduled visit.

M. STUDY START-UP FEE

A one-time, non-refundable payment of 30
000 K¢, to cover Study start-up activities will
be made upon completion and receipt by
Quintiles of all original contractual and
regulatory documentation and receipt of an
original invoice.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

These amounts include all applicable taxes
with the exception of VAT.

H. PLATBY ZA DODAVKY — LUCENTIS® PRO DRUHE
OKO

Platba za dodavku Lucentis® az do vyse 24 000
KEé za 1 injekéni lahvicku (10mg/ml) bude
uhrazena na zakladé doruceni originalnich
podkladli, zejména vycCisleni nakladd na
jednotlivou davku Lucentis® a ucétenek a faktur, a
neni zahrnuta v tabulce s rozpoc&tem.

|. PLATBY ZA DODAVKY — TEHOTENSKYCH TESTU Z
MOCE

Platba za dodavku téhotenskych testd z moce az
do vySe 300 K& za 1 test bude uhrazena na
zakladé doruceni originalnich podkladu z treti
strany a neni zahrnuta v tabulce s rozpo&tem.

J. PLATBY ETICKYM KOMISIM

Poplatky etickym komisim budou proplaceny jako
dodate€né vynalozené naklady po obdrzeni
faktury vystavené etickou komisi a nejsou
zahrnuty do pfilozeného rozpoctu. Platba bude
uhrazena pfimo etické komisi. VeSkera nasledna
opakovana podani a prodlouzeni budou na
zékladé souhlasu Quintiles a Zadavatele
uhrazena po pfijeti pfisluSné dokumentace.

K. CESTOVNi NAKLADY PACIENTU

L. NEPLANOVANE NAVSTEVY

Platba za neplanované navstévy bude uhrazena
v Castce (tato Castka zahrnuje rezijni
naklady). Narok na uhradu neplanované navstévy
vznikne po pfedani vypinénych CRF spoleénosti
Quintiles spole¢né s dalSimi informacemi, které
mlze Quintiles pozadovat k nalezitému
zdokumentovani neplanované navatévy.

M. POPLATEK ZA ZAHAJENI STUDIE
Jednorazova nevratna platba ve vysi 30 000 Ké
na pokryti ¢innosti spojenych se zahajenim Studie
bude uhrazena po vyplnéni veSkeré smluvni a
regulatorni dokumentace, jejim doru€eni Quintiles
a pfijeti originalni faktury.

ZADNE DALSi ZADOSTI O FINANCOVANI
NEBUDOU SCHVALOVANY.

Tyto Castky jsou uvedeny véetné vesSkerych dani,
kromé DPH.

VeSkeré platby za tuto Studii podle pfiloZzeného
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All payments for this Study in accordance
with the attached budget will be paid by
Quintiles by wire transfer.

N. BUDGET TABLE
Sponsor represents that the amounts below

represent 20% of the total budget for this
Site.

Budget (Including

Visit Overhead) in CZK

Total 52 007,40

Additional Conditional Procedures:

The following additional conditional
procedures will be reimbursed on a pass-
through basis upon receipt of supporting
invoices, up to the amount stated in the table
below which includes overhead. Subject
number and visit date must be included on an
original invoice.

Conditional

procedure Budget in CZK
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rozpoCtu bude Quintiles hradit bankovnim
prevodem.

N. TABULKA S ROZPOCTEM

Zadavatel prohlasuje, Ze ¢astky uvedené
v tabulce nize pfedstavuji 20% rozpoctu.

Navstéva

Celkem

Rozpocet (vCetné
fezijnich nakladu)
v Ké

52 007,40

Pripadné dodateéné podminéné procedury:
Nasledujici pfipadné dodate¢né podminéné
procedury budou uhrazeny po doruceni
podkladovych faktur, v€etné rezijnich nakladd, a
to az do vySe uvedené v tabulce niZze. Na originalu
faktury musi byt uvedeny &islo subjektu studie a
datum navstévy.

Podminéné

Rozpocet (véetné
rezijnich nakladi)

procedury v Ké
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