European Master Tripartite CTA

AGREEMENT ON THE CONDUCT OF A
CLINICAL TRIAL ON MEDICINAL PRODUCT
FOR HUMAN USE - TRIPARTITE

This Agreement (‘AGREEMENT”) is entered into
this <ENTER DATE>, in accordance with the
provisions of Section 1746(2) of Act No. 89/2012
Coll., the Civil Code, as amended (hereinafter
called the “Civil Code”), and with the provisions of
Act. No. 378/2007 on Pharmaceuticals
(hereinafter called the “Pharmaceuticals Act”) on
the basis of mutual consensus with respect to all
further mentioned provisions

BY AND BETWEEN

ICON Clinical Research Limited
with a VAT number
IE 8201978R
and a place of business at
South County Business Park, Leopardstown,
Dublin 18, Ireland,
represented by
XAXAXXXXXXXX
Sr. Director Project Management
(hereinafter called “ICON”)

AND

Nemocnice Na Homolce
with a VAT number
CZ 00023884
with a place of business at
Roentgenova 2, 150 30 Praha 5,
Czech Republic,
represented by
Dr. Ing. lvan Oliva
managing director
(hereinafter called the “Institution”)

AND

XXXXXXXXXX
date of birth: XXXXXXXXX
with a place of residence at
XXXXXXXXX XXX

XXXXXXXXXXX
(hereinafter called the “Investigator”).

The Institution and the Investigator hereinafter
jointly referred to as the “Institution/Investigator”,
namely when it is intended that they be
considered jointly by this Agreement.

SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENI HUMANNIHO LECIVEHO
PRIPRAVKU - TROJSTRANNA

TATO SMLOUVA (dale jen ,SMLOUVA®) se
uzavira dne <ENTER DATE> v souladu
s ustanovenim § 1 746 odst. 2 zak.
€. 89/2012 Sb., ob&ansky zakonik, ve znéni
pozdéjSich predpisu, dale jen ,obéansky
zékonik*®, a zak. €. 378/2007, o léCivech, ve
znéni pozdéjsich predpisq, dale jen ,zakon
o lécivech®,na zakladé vzajemného konsensu o
vSech dale uvedenych ustanovenich

MEZ|

ICON Clinical Research Limited
DIC
IE 8201978R,
se sidlem
South County Business Park, Leopardstown,
Dublin 18, Irsko,
zastoupeny
XAXAXXXXXXXXX
Sr. Director Project Management
(dale jen ,ICON"),

A

Nemocnice Na Homolce
DIC
CZ 00023884
se sidlem
Roentgenova 2, 150 30 Praha 5,
Ceska republika,
zastoupena

Dr. Ing. Ilvan Oliva

feditel

(dale jen ,zdravotnické zafizeni®)
A

XXXXXXXXXXX
datum narozeni: XXXXXXXXXX
trvale bytem
XXXXXXXXXX
XXXXXXXXX
(dale jen ,zkouSejici®).

Zdravotnické zafizeni a zkou$ejici dale spolené
jen ,zdravotnické zafizeni/zkouSejici“, a to
v pfipadech, kdy jsou tyto subjekty minény ve
Smlouvé spole¢né.
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BACKGROUND

ICON is a clinical research organization
principally engaged in the design, set-up and
management of human clinical trials, and other
related services, on behalf of the producers of
pharmaceutical products. ICON s, therefore, a
“Contract Research Organization” within the
meaning of Act. No. 378/2007 Coll. on
Pharmaceuticals. The Contract Research
Organisation organizes the (multicenter) clinical
trial on a medicinal product and entered into an
agreement with the Sponsor on the organization
and, financing of the clinical trial. ICON agrees to
performthe applicable obligations in this
Agreement. ICON has its registered office in
Ireland.

ICON’S client, GUERBET, (hereinafter known as
the “Sponsor”) is developing an investigational
product called P03277 (Formulation G03277)
(hereinafter called the “Investigational Product”)
for use in patients with a brain or spine lesion and
have been scheduled to receive a routine MRI
with injection of contrast agent to help establish
the diagnosis or to make an evaluation after or
before treatment. (hereinafter called the “Study
Indication”).

The Institution and its staff, including without
limitation the Investigator, are experienced in the
evaluation and treatment of patients with a brain
or spine lesion and have been scheduled to
receive a routine MRI with injection of contrast
agent to help establish the diagnosis or to make
an evaluation after or before treatment. The
Institution is a public benefit corporation
established by the Ministry of Health of the Czech
Republic and constituted by the founding deed
issued on 1 August 2001 pursuant to Section
39(1) of the Act No. 20/1996 Coll. on Public
Healthcare as amended, and pursuant to Section
54(2) of Act No. 219/2000 Coll. on the Property of
the Czech Republic and the Conduct of Thereof
in Legal Relations as amended, under the Ref.
No.: 16037/2001. The Institution is an authorized
healthcare provider. The Institution has a
qualified staff and suitable facilities in order to
perform under this Agreement.

ZAKLADNI INFORMACE

Spole¢nost ICON je organizace zabyvajici se
klinickym vyzkumem, ktera se pfedevSim zabyva
pfipravou, organizaci a fizenim Kklinickych
hodnoceni provadénych na lidskych subjektech a
ostatnimi souvisejicimi sluzbami, a to jménem
vyrobct farmaceutickych pFipravka. ICON je tedy
»,Smluvni vyzkumnou organizaci“ ve smyslu zak.
€. 378/2007 Sb., o léCivech. Smluvni vyzkumna
organizace organizuje (multicentrické) klinické
hodnoceni |éCivého pfipravku a uzaviela se
zadavatelem dohodu o organizovani a
financovani klinického hodnoceni. ICON pfejima
zavazky dle této smlouvy. ICON je usazen na
Gzemi Irska.

Klient spole¢nosti ICON, spole¢nost GUERBET,
(dale jako ,zadavatel*) wvyviji hodnoceny
pfipravek s oznacenim P03277 (lékova forma
G03277) (dale jako ,hodnoceny pfipravek®) pro
pouziti u subjektd s mozkovymi nebo misSnimi
I[ézemi, u kterych je planovano rutinni vySetfeni
magnetickou rezonanci s aplikaci injekce
kontrastni latky za u€elem ur€eni diagnézy nebo
provedeni vyhodnoceni pfed I1éEbou nebo po ni
(dale jako ,indikace pro studii®).

Zdravotnické zafizeni a jeho zaméstnanci, mimo
jiné vcéetné zkouSejiciho, maji zkuSenosti s
vyhodnocovanim a lé¢bou subjektt s mozkovymi
¢i miSnimi Iézemi, u kterych je planovano rutinni
vySetfeni magnetickou rezonanci s aplikaci
injekce kontrastni latky za Ucelem urceni
diagnézy nebo provedeni vyhodnoceni pfed
IéCbou nebo po ni. Zdravotnické zafizeni je
statni prispévkova organizace, jejimz
ztizovatelem je Ministerstvo zdravotnictvi Ceské
republiky, a jez je zfizena zfizovaci listinou
vydanou podle ust. 839 odst. 1 zdkona ¢&.
20/1996 Sb., o pédi o zdravi lidu, ve znéni
pozdéjSich predpisl, a podle ust. § 54 odst. 2
zdkona &. 219/2000 Sb., o majetku Ceské
republiky a jejim vystupovani v pravnich
vztazich, ve znéni pozdéjSich predpisu, dne
1.8.2001 ¢€.j.: 16037/2001. Zdravotnické zafizeni
je subjekt opravnény k poskytovani zdravotni
péce. Zdravotnické zarizeni disponuje
kvalifikovanym persondlem a  vhodnymi
zarizenimi pro naplnéni ucelu této smlouvy.
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ICON wishes to engage the Investigator to
conduct a clinical study to evaluate the
Investigational Product, and the
Institution/Investigator wishes to conduct such a
clinical study.

The Institution has agreed to the participation of
the Investigator in carrying out the said clinical
study on its behalf.

IT IS HEREBY AGREED AS FOLLOWS:

DEFINITIONS
As used in this Agreement, the following terms
shall have the meanings set out below:

Case Report Form (CRF)

Report in a format prepared by the Sponsor
and/or ICON and completed by the Investigator
documenting the  administration of the
Investigational Product to participants, as well as
all tests and observations related to the Study (as
hereinafter defined).

Investigator’s Brochure

A brochure provided by the Sponsor that contains
summary information of all studies carried out
during the development of the Investigational
Product.

FDA

The Food and Drug Administration of the United
States Department of Health and Human
Services.

Informed Consent Form

The form prepared by ICON/the Sponsor in
conformance with the Regulations (as hereinafter
defined), in consultation with the Sponsor, ICON,
and the IEC (as hereinafter defined), approved by
the EC and signed by all participants before they
begin to participate in the Study.

Investigational Product

The investigational medicinal product(s) for
human use which is/are the subject matter of the
Protocol

EC (Institutional Ethics Committee)

Spole€nost ICON si prfeje zadat zkouSejicimu
provedeni  klinické  studie za  Ucelem
vyhodnoceni  hodnoceného  pfipravku a
zdravotnické zafizeni / zkouSejici si takovou
klinickou studii preji provadét.

Zdravotnické zafizeni souhlasi stim, ze se
zkousejici bude podilet na provadéni vySe
uvedené klinické studie jménem zdravotnického
zarizeni.

NA ZAKLADE VYSE UVEDENEHO JE TiMTO
UZAVIRANA NASLEDUJICI SMLOUVA:

DEFINICE
Nize uvedené terminy pouzité v této smlouvé
maiji nasledujici vyznam:

Zaznam subjektu hodnoceni (CRF)

Zprava ve formatu pfipraveném zadavatelem
alnebo  spole¢nosti ICON a vyplnéna
zkouSejicim, ktera dokumentuje podavani
hodnoceného pfipravku Ucastnikim studie,
Udaje o veskerych zkouSkach a poznatky
souvisejici se studii (jak je definovano nize).

Priru¢ka zkous$ejiciho

Pfirucka  poskytnutda  zadavatelem, ktera
obsahuje souhrn informaci o vSech studiich
provadénych vramci vyvoje hodnoceného
pfipravku.

Ufad pro kontrolu potravin a légiv (FDA)
Utad pro kontrolu potravin a 1é&iv Ministerstva
zdravotnictvi Spojenych statd americkych.

Formular informovaného souhlasu

Formular pfipraveny spoleCnosti ICON /
zadavatelem v souladu se zakonnymi pfedpisy
(jak je definovano nize) ve spolupraci se
zadavatelem, spolecCnosti ICON a IEC (jak je
definovano nize), schvaleny ze strany EC a
podepsany vSemi uUc&astniky pfed zahajenim
jejich ugasti ve studii.

Hodnoceny pfipravek
Hodnoceny humanni [&Civy pfipravek
(hodnocené pripravky), ktery/é  jeljsou
pfedmétem protokolu.

EC (eticka komise zdravotnického zafizeni)
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The ethics committee formally instituted, amongst
others, to review and approve the initiation of,
and conduct reviews of, biomedical research
involving human subjects.

Protocol

The details of the Study contained in
PROTOCOL NUMBER GDX-44-004, version no.
2.0, dated 11 July 2016, [and which is attached
as Appendix 1 to this Agreement].

Qualified Participant

Any potential clinical trial subject who upon
entrance into the treatment phases of the Study,
meets all of the inclusion criteria and none of the
exclusion criteria set forth in the Protocol and has
signed a valid EC approved Informed Consent
Form.

Requlations
Any relevant legislation, codes or guidelines

directly or indirectly related to the conduct of the
Study including but not limited to (as applicable)
the Clinical Trials Directive 2001/20/EC and its
transforming legislation in the relevant countries
of the European Union, the ICH GCP Guideline
(January 1997) (“GCP”), and/or any other
relevant applicable legislation, codes or
guidelines issued by any Regulatory Authority.
For the avoidance of doubt such legislation,
codes or guidance shall include those related to
the protection and privacy of the personal data of
individuals.

Requlatory Authority

Any governmental agency, administrative agency
or professional body having authority under
applicable law to regulate, and/or apply
Regulations 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”) and the FDA.

Serious Adverse Event

Eticka komise vytvofena m.j. za ucelem kontroly
a schvaleni zahgjeni biomedicinského vyzkumu
s lidskymi subjekty a provadéni jeho kontroly.

Protokol

Podrobnosti studie  jsou uvedeny v
PROTOKOLU CiSLO GDX-44-004, verze ¢&. 2.0
ze dne 11. Cervence 2016 [ktery je pfipojen jako
pfiloha €. 1 k této smlouvé].

Zpusobily ucastnik

Jakykoli potencialni subjekt hodnoceni, ktery pfi
vstupu do |éCebné faze klinické studie spliiuje
veSkera kritéria pro své zafazeni a nespliuje
zadna zkritérii  pro vylouCeni uvedena
v protokolu a ktery podepsal platny formulaf
informovaného souhlasu schvéleny ze strany
EC.

Zakonné piedpisy

Jakakoli relevantni legislativa, zakony nebo
pokyny pfimo ¢&i nepfimo souvisejici s
provadénim studie, mimo jiné véetné (pfislusné)
smérnice 2001/20/ES o klinickych hodnocenich
a jeji harmonizované legislativy v pfisluSnych
zemich Evropské unie, pokynu ICH GCP (z
ledna 1997) (spravna klinicka praxe, déle jen
,GCP“) a/nebo jakékoli dalsi relevantni plané
legislativy, zakony nebo pokyny vydané
libovolnym regulaénim organem. Aby nedoS$lo
k pochybnostem o takové legislativé, musi tato
legislativa zahrnovat také zakony a pokyny
souvisejici s ochranou a soukromim osobnich
Udajl jednotlivych osob.

Regulaéni organ

Jakékoli vlddni agentura, spravni ufad nebo
profesni sdruZeni, které ma dle pfisluSnych
zakonu pravomoc regulovat provadéni
klinickych hodnoceni a v3ech souvisejicich
aspektd a/nebo na né aplikovat pfislusné
zakonné predpisy. Regulaénim organem muze
byt také nérodni nebo nadnérodni organ
odpovédny za vydani regulacniho schvaleni
v konkrétni zemi nebo skupiné zemi, mimo jiné
véetné Evropské lékové agentury (dale jen
LEMA®) a FDA.

Zavazna nezadouci prihoda
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Any untoward medical occurrence that at any
dose:

A) results in death,

B) is life-threatening,

C) requires inpatient hospitalisation  or
prolongation of existing hospitalisation,

D) results in persistent or significant disability /
incapacity,

E) is a congenital anomaly / birth defect.

Important medical events that may not result in
death, be life-threatening, or  require
hospitalisation may be considered a serious
adverse events when, based upon appropriate
medical judgment, they may jeopardize the
participant and may require medical or surgical
intervention to prevent one of the outcomes listed
in this definition. Examples of such medical
events include allergic bronchospasm requiring
intensive treatment in an emergency room or at
home, blood dyscrasias or convulsions that do
not result in inpatient hospitalisation.

Site

The Institution’s Department of Radiology, i.e. the
location where in accordance with this
Agreement, the Investigator carries out the Study.

Study

The clinical study known as P03277 Dose
Finding Study in Central Nervous System (CNS)
Magnetic Resonance Imaging (MRI) to be
conducted according to the Protocol.

CONDUCT OF STUDY

Compliance

The Institution shall conduct

compliance with:

a) the State Institute for Drug Control Approval
issued on 10 May 2016 with the Ref. No.:
sukls 30349/2016 (Appendix 6)

b) the Opinion of the Ethics Committee for
Multicenter  Trials (applicable only to
multicenter trials) and in the Opinion of the
Institutional Ethics Committee issued on 2
March 2016 with the Ref. No.: 2.3.2016/23

the Study in

Jakykoli nezadouci zdravotni stav, ktery pfi
podani jakékoli davky hodnoceného pfipravku:
A) zpUsobi smrt,

B) ohrozi ucastnika na zivoté,

C) vyzada si hospitalizaci nebo prodlouzeni
stavajici hospitalizace,

D) ma za nasledek trvalou nebo zavaznou
invaliditu/nezpUsobilost,

E) pfedstavuje vrozenou anomdlii/vadu.

Dulezité zdravotni pfihody, jejichz nasledkem
neni smrt & ohrozeni zivota uCastnika a které
nevyzaduji hospitalizaci, lze povazovat za
zavazné nezadouci prihody v pfipadé, Zze
mohou na zakladé odpovidajiciho |ékafského
Usudku ohrozit ucastnika vyzadat si IékaFsky
nebo chirurgicky zakrok, ktery zabrani
nasledkim uvedenym v této definici. PFiklady
takovychto zdravotnich pfihod jsou alergicky
bronchospazmus vyzadujici intenzivni 1é¢bu na
pohotovosti nebo doma, krevni dyskrazie nebo
kieCe, jejichz nasledkem neni pacientova
hospitalizace.

Pracovisté

Radiodiagnostické  oddéleni  zdravotnického
zafizeni, tj. misto, kde zkouSejici provadi studii
v souladu s touto smlouvou.

Studie

Klinickd studie nazvana Studie P03277 ke
zjisténi velikosti davky pomoci magnetické
rezonance (MR) centralniho nervového systému
(CNS), ktera bude provadéna v souladu s
protokolem.

PROVADENI STUDIE

Prohlaseni o shodé

Zdravotnické  zafizeni Klinicke

hodnoceni v souladu:

a) povolenim vydaném k provedeni klinického
hodnoceni Statnim Ustavem pro kontrolu
|éCiv vydaného dne 10. kvétna 2016 pod &.j.
sukls 30349/2016 (Pfiloha €. 6),

b) se stanoviskem etické komise pro
multicentrickd hodnoceni (jen v pfipadé
multicentrickych hodnoceni) a stanovisku
etické komise zdravotnického zafizeni

provede
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(Appendix 7),

c) the Protocol; and any changes to the
Protocol that are permitted with the
Institution’s consent and in compliance with
Section 56 of Act No. 378/2007 Coll., on
Pharmaceuticals as amended.

d) Regulations

e) written guidelines of ICON/Sponsor.

The application for approval to the State Institute
for Drug Control and the Favourable Opinion of
the Ethics Committee/s will be submitted by the
Sponsor/ICON. The Sponsor/ICON will liaise with
the Ethics Committee/s.

The parties acknowledge that ICON or Sponsor
also notify the State Institute for Drug Control of
significant amendments to the Protocol in
compliance with Section 56(1)(a) of the
Pharmaceuticals Act and other amendments to
the Protocol.

The Protocol shall be considered final following
approval by the designated IEC.

Subject to the remainder of this Section 3.1.3 the
Protocol may only subsequently be amended with
the prior written agreement of the parties. In the
event that the Investigator wishes to amend the
Protocol the Investigator shall give at least ten
(10) working days notice containing full details
and rationale of the planned deviation to ICON
and the IEC (or as may be otherwise required by
EC stipulations or Regulations). The Investigator
may only otherwise deviate from the Protocol in
the event that the Investigator reasonably
considers that such deviation is necessary to deal
with a patient emergency and in the event of such
deviation the Investigator shall immediately notify
ICON and the IEC in writing thereof.

Serious Adverse Event Reporting

The Investigator shall fully comply with adverse
event provisions of the Protocol. In the event of
any omission of or in such provisions or in the
event of the conflict of such provisions with the

vydaného dne 2. bfezna 2016 pod ¢&.|.
2.3.2016/23 (Priloha €. 7),

c) s Protokolem; a zmény Protokolu, které Ize
provést se souhlasem zdravotnického
zafizeni a v souladu s§ 56 zakona ¢&.
378/2007 Sb., o I|éCivech, ve znéni
pozdéjSich predpisu;

d) se zakonnymi pfedpisy

e) pisemnymi pokyny

ICON/Zadavatele.

spole€nosti

Zadost o povoleni Statniho ufadu pro kontrolu
|&éCiv a souhlas etické komise/etickych komisi
bude podana zadavatelem/ICON.
Zadavatel/ICON bude jednat s etickou
komisi/etickymi komisemi. Strany berou na
védomi, ze ICON nebo zadavatel rovnéz
oznamuje Statnimu dfadu pro kontrolu Iéc€iv
vyznamné zmény protokolu podle § 56 odst. 1
pism. a) zadkona o léCivech a jiné zmény
protokolu.

Protokol je povazovan za konecny po schvaleni
pfisludnym(ou) EC.

V souladu se zbyvajicimi ustanovenimi tohoto
Clanku 3.1.3 mulze byt protokol pozdéji
pozménén pouze na zakladé predchoziho
pisemného  souhlasu smluvnich stran.
V pfipadé, ze si zkouSejici bude prat protokol
pozmeénit, upozorni na tuto skuteCnost
s pfedstihem alespori deseti (10) pracovnich
dna, pficemz spolecnosti ICON aEC poskytne
veSkeré podrobnosti a zdlvodnéni planované
odchylky (pfipadné& dalSi udaje vyZadované
ustanovenimi EC nebo z&konnymi pFedpisy).
ZkouSejici se jinak muze odchylit od protokolu
v pfipadé, ze po pfiméfené Uvaze dospéje
k zavéru, ze je takova odchylka nezbytna
zddvodu mimofadného  stavu  subjektu.
V pfipadé takové odchylky zkousSejici o dané
udalosti okamzité pisemné uvédomi spole€nost
ICON a IRBJ/IEC.

HlaSeni zavaznych nezadoucich prihod

ZkouSejici musi bezezbytku dodrzovat
ustanoveni protokolu tykajici se zavaznych
nezadoucich  pfihod. V pfipadé jakéhokoli
nedodrzeni téchto ustanoveni nebo v pfipadé
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Regulations, then the Regulations shall apply in
relation thereto. The Institution shall notify the
Sponsor without delay in the manner and
timeframe specified in the Protocol and/or in the
Investigator’s Brochure of each and every SAE
which occurs during the Study, with the exception
of events deemed by the Protocol and/or the
Investigator’'s Brochure and/or this Agreement as
events not requiring immediate notification.

ICON shall carry out its obligations in
accordance with Regulations

The Investigator shall also notify the IEC
immediately of any Serious Adverse Events
during the Study in accordance with the
Regulations.

Clinical Study Site File

Creation of Clinical Study Site File

Before commencement of the Study, the
Investigator, with the assistance of ICON, shall
set up a file, which shall include the documents
below (hereinafter called the “CLINICAL STUDY
SITE FILE”) a copy of which initial Clinical Study
Site File shall be promptly sent to ICON:

A) A list of the names and titles of each member
of the EC;

B) Written IEC approval of the Protocol and the
Informed Consent Form; and

C) The /IEC approved Informed Consent Form;
and

D) The current curriculum vitae of the Investigator
and all other Site personnel listed performing a
Study-related function; and

E) The financial disclosure documentation as
defined in Section 5.5 below.

Maintenance of the Clinical Study Site File

During the Study, the Investigator shall in
accordance with the terms of this Agreement,
maintain the Clinical Study Site File and update
the Clinical Study Site File by including therein,
and promptly providing to ICON, the following:

A) All amendments to the Protocol and a record
of any planned deviation therefrom, including

konfliktu takovych ustanoveni se zakonnymi
predpisy budou v takové situaci platit dané
zakonné predpisy. Zdravotnické zafizeni je
povinno neprodlené hlasit zadavateli zpisobem
a ve |Ih(té stanovené protokolem nebo v souboru
informaci pro zkou$ejiciho kazdou zavaznou
nezadouci pfihodu, ke které dojde v prubéhu
studie |éCiva, s vyjimkou téch pfihod, které
protokol nebo pfirucka zkousejiciho ¢&i tato
smlouva oznaCuji za pfihody nevyZadujici
neprodlené hlaseni.

ICON spIni své zavazky v souladu s pravnimi
predpisy.

ZkouSejici v souladu se zakonnymi predpisy

také okamzité uvédomi EC o jakékoli zavazné
nezadouci pfihodé béhem studie.

Regqistr pracovisté klinické studie

Tvorba registru pracovisté klinické studie

Pfed zahajenim studie vytvofi zkouSejici za
pomoci spolec¢nosti ICON registr, ktery bude
obsahovat nize uvedené dokumenty (dale jen
,REGISTR PRACOVISTE KLINICKE STUDIE"),
pficemz kopie nové zaloZzeného registru
pracovisté klinické studie bude bez prodleni
odeslana spolecnosti ICON:

A) seznam jmen a funkci jednotlivych ¢lenl EC;

B) pisemné schvaleni protokolu a formulaie
informovaného souhlasu ze strany IRB/IEC;

C) formuléf informovaného souhlasu schvaleny
ze strany IRB/IEC;

D) aktualizovany Zivotopis zkouSejiciho a vSech
ostatnich pracovniki pracoviste, ktefi
vykonavaji funkce souvisejici se studif;

E) dokumentace finanéniho pfiznani, jak je
definovana v ¢lanku 5.5 nize.

Udrzba registru pracovisté klinické studie

Béhem studie bude zkou3ejici v souladu
s podminkami této smlouvy provadét udrzbu a
aktualizaci registru pracovisté klinické studie
tim, Zze do né& bude zafazovat nasledujici
polozky a bez prodleni je poskytne spole¢nosti
ICON:

A) veSkeré zmény protokolu a zaznamy o
jakékoli  planované odchylce od tohoto
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Protocol amendments and reports.

B) All correspondence with the IEC, including
periodic reports and approvals, and
C) An up-to-date log of all Site visits, and

D) General correspondence relating to the Study,
and

E) Investigational Product accountability forms,
and

F) Such  other documents, materials or
information as ICON and/or ICON on behalf of
the Sponsor may from time to time require or
provide.

The Investigator/Institution agrees to permit
ICON, the Sponsor and/or any Regulatory
Authority to have on Site access to any
information relating to the Study during normal
business hours or as otherwise required by
Regulations.

Retention/Transfer of Clinical Study Site File

The Institution/Investigator shall retain records
and documents pertaining to the conduct of the
Study and the distribution of the Investigational
Product in accordance with the requirements of
4.9 of GCP and in compliance with Regulations.

Should the Investigator leave his or her practice
at the Institution before the periods referred to in
4.9 of GCP have expired, the Institution shall
nominate another person in writing to ICON to be
responsible for maintenance of Study records.
ICON on its own behalf or that of the Sponsor
shall have the right to approve or reject the
nominated replacement person.

Study Participants
The Investigator/Institution shall ensure that:

The Investigator shall include only Qualified
Participants in the Study.

The Investigator shall only use the most recent
Informed Consent Form approved by the

protokolu, véetné dodatk(l k protokolu a hlasent;

B) vesSkerou korespondenci s IRB/IEC, v&etné
pravidelnych hlaSeni a schvaleni;

C) aktualizované zaznamy o vSech navstévach
pracovisté;

D) obecnou korespondenci vztahujici se ke
studii;

E) evidenéni formulafe hodnoceného pfipravku;

F) ostatni dokumenty, materialy a informace,
které mlze sama spolec¢nost ICON a/nebo
spole¢nost ICON jménem zadavatele pfipadné
pozadovat nebo poskytovat.

Zkousejici / zdravotnické zafizeni se zavazuje
spole¢nosti ICON, zadavateli a/nebo jakémukoli
regulaénimu organu umoznit na pracovisti
pristup k jakymkoli informacim ve vztahu ke
studii, a to béhem bézné pracovni doby nebo
jinak dle pozadavkl uvedenych v zakonnych
predpisech.

Uchovavani/pfenos registru pracovisté klinické
studie

Zdravotnické zafizeni / zkou$ejici bude
uchovavat zdznamy a dokumenty tykajici se
provadéni studie a distribuce hodnoceného
pfipravku v souladu s pozadavky clanku 4.9
GCP a vsouladu srelevantnimi pravnimi
predpisy.

Pokud zkouSejici ukoné&i svoji praxi v daném
zdravotnickém zafizeni pfed uplynutim Ih(t
uvedenych v ¢lanku 4.9 GCP, zdravotnické
zafizeni pisemné jmenuje jinou osobu, kterd
bude odpovédna za udrzbu zaznamu o studii
pro spolecnost ICON. Spole€nost ICON bude
svym  vilastnim  jménem nebo jménem
zadavatele opravnéna jmenovanou nahradni
osobu schvalit nebo odmitnout.

Ugastnici studie
Zkousejici  /
nasledujici:

zdravotnické zafizeni zajisti

ZkousSejici do studie zafadi pouze zpusobilé
ucastniky.

Zkousejici bude pouzivat pouze nejnovéjsi
formular informovaného souhlasu schvaleny
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Sponsor, ICON and the EC.

Prior to Qualified Participants entering the Study,
the Investigator shall review all details and
requirements of the Protocol and the Informed
Consent Form with the Qualified Participants.

RESOURCES AND MATERIALS
Resources

The Institution/Investigator agrees to provide all
reasonable personnel, facilities and other
resources, as are required to duly complete the
Investigator’s and the Institution’s responsibilities
under this Agreement and the Protocol. The
Institution/investigator shall arrange for the
availability of a study coordinator qualified by
training and/or experience to manage all
administrative functions at the Site (including, but
not limited to, meeting with ICON’s or the
Sponsor’'s representatives at regular intervals)
(“Study  Coordinator”). Should a Study
Coordinator not be available at the Site, the
Investigator shall assume these responsibilities.

Materials

ICON shall provide or shall ensure that the
Sponsor provides to the Institution/Investigator
the required quantities of the Investigational
Product, and any other Study materials required
(e.g. Case Report Forms) for the Study, as set
forth in the Protocol at their own expense and
including all formal acts required and necessary
for the delivery of the Investigational Product to
the Institution.

CERTAIN COVENANTS OF THE PARTIES

Patient Recruitment

The Enrolment Period is planned from XXXXXX
till XXXXXXX. The last enrolled Participant will
probably complete the Study on XXXXXX. The
total intended number of Qualified Participants in
the Study will be XXXX.

The enrolment of the Qualified Participants into
the Study shall be allowed only with their written
consent (Informed Consent) and after having
been properly instructed. The Qualified

zadavatelem, spolecnosti ICON a EC.

Pfed vstupem zpusobilych Gcastniki do studie
zkontroluje zkouSejici spolecné se zplsobilymi
ucastniky veSkeré udaje a pozadavky protokolu
a formulafe informovaného souhlasu.

ZDROJE A MATERIALY

Zdroje

Zdravotnické zafizeni / zkouSejici se zavazuje
zajistit vesSkery pfiméfeny personal, zafizeni a
dalsi zdroje, aby zkouSejici a zdravotnické
zarizeni mohli bezezbytku dostat svym
povinnostem vyplyvajicim z této smlouvy a
protokolu. Zdravotnické zafizeni / zkouSejici
zajisti  pro potfeby studie koordinatora
zplsobilého na zakladé absolvovaného $koleni
a/nebo nabytych zkuSenosti s provadénim
v8ech administrativnich funkci na pracovisti
(mimo jiné v€etné pravidelnych schlizek se
zastupci spolecnosti ICON nebo zadavatele)
(dale jen ,koordinator studie®). Nebude-li
koordinator studie k dispozici na pracovisti,
prfevezme jeho povinnosti zkousSejici.

Materialy

Spole€nost ICON poskytne nebo zajisti, aby
zadavatel zdravotnickému zafizeni /
zkouSejicimu poskytl poZadované mnozZstvi
hodnoceného pfipravku a jakékoli dalsi pro
studii vyZadované materidly (napf. zaznamy
subjektd hodnoceni), které jsou uvedeny
v protokolu a to na vlastni naklady vcetné
vyfizeni veskerych formalnich ukonu
nezbytnych k dodani hodnoceného pfipravku
zdravotnickému zafizeni.

NEKTERA Z UJEDNANi SMLUVNICH STRAN

Nabor subjektl
Obdobi pro zafazovani Ucastnikd do klinického

hodnoceni je planovano na obdobi od XXXXXX
do XXXXXXX. Posledni zafazeny ucCastnik
ukongi studii pravdépodobné XXXXXX. Celkovy
predpokladany pocCet zpusobilych dcastniku
studie bude Cinit XXXX.

Zarazeni zpUsobilych G€astnikd do studie bude
mozné jen s jejich pisemnym souhlasem
(Informovany souhlas) a po jejich fadném
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Participants’ consent shall be obtained in
compliance with legal requirements, ethical
principles and the GCP.

The Investigator shall use his or her best efforts
to recruit only Qualified Participants and shall not
knowingly enrol any participants, which in his or
her best professional judgment do not adequately
meet the criteria for Qualified Participants.

Case Report Forms

The Investigator or his/her designee shall
complete Case Report Forms, provided by the
Sponsor or ICON and shall submit them within
forty eight (48) hours of obtaining the data. The
Investigator shall be present and give these
forms and make available any source documents
related to the Study, to representatives of
Sponsor or ICON at periodic monitoring visits or
otherwise promptly upon request. Such ICON
monitoring visits and data collection shall be
conducted approximately every ten (10) weeks.

The Investigator shall fully assist, in a timely
manner, ICON representatives in resolving any
discrepancies, errors or missing information in
Case Report Forms. The Investigator shall help
ICON in conducting audits of original case
records, laboratory reports, and/or raw data
sources underlying data recorded in the Case
Report Forms. Such audits shall be conducted
with due regard for patient confidentiality.

Publication

Institution / Investigator undertakes not to publish
or disclose to third party the results of the Study
as well as the Confidential Information without the
prior written consent of Sponsor. Institution /
Investigator shall submit a manuscript and/or
abstract of the publication to Sponsor for review
and comment sixty (60) days prior to submission
for publication provided that such manuscript

pouceni. Vyzadani souhlasu od zpUsobilych
UCastniki musi byt ve shodé s pravnimi
pfedpisy, etickymi principy a spravnou klinickou
praxi.

ZkousSejici vyvine nejvy§Si mozné Usili za
Ucelem naboru vyhradné zpUsobilych ucastnik(
a védomé do studie nezafadi zadné ucastniky,
ktefi vsouladu s jehol/jejim  nejlepSim
profesionalnim usudkem odpovidajicim
zplsobem nesplfuji kritéria pro zpuUsobilé
ucastniky.

Zaznamy subjektl hodnoceni

ZkousSejici nebo jeholjeji povéfeny zastupce
vyplni zaznamy subjektu hodnoceni
poskytované zadavatelem nebo spolecnosti
ICON a predlozi tyto zaznamy do Ctyficeti osmi
(48) hodin od ziskani dat. ZkouSejici bude k
dispozici, pfeda tyto zaznamy a zpfistupni
zastupclm zadavatele nebo spole¢nosti ICON
jakékoli zdrojové dokumenty souvisejici se studii
na pravidelnych monitorovacich navstévach
nebo v jinych pfipadech urychlené na pozadani.
Tyto monitorovaci navstévy a sbér dat bude
spole¢nost ICON provadét pfiblizné jednou za
deset (10) tydna.

ZkousSejici bude plné a v€as napomocen
zastupcim  spoleCnosti  ICON pfi  FeSeni
zalezitosti jakychkoli neshod, omyld nebo
chybéjicich informaci v zaznamech subjektl
hodnoceni. Zkou3ejici poskytne spole€nosti
ICON pomoc pfi provadéni auditd originalnich
zaznamu subjektd hodnoceni, laboratornich
hladeni a/nebo nezpracovanych dat tvoficich
zaklad pro data uvedena v zaznamech subjektl
hodnoceni. Takové audity budou provadény
s patficnym ohledem na dlvérnost udaju
subjektu.

Zverejnéni

Zdravotnické zafizeni / zklouSejici se zavazuji,
Ze nezvefejni a nepfedaji tfeti strané vysledky
studie ani divérné informace bez predchoziho
pisemného souhlasu zadavatele. Zdravotnické
zafizeni | zklousSejici odeSlou rukopis a/nebo
vytah publikace zadavateli k prezkoumani a
okomentovani Sedesat (60) dni pfed odeslanim
k publikovani, avSak za pfedpokladu, Ze tento
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and/or abstract does not disclose Confidential
Information as described in Section 9 hereof,
other than the results of the Study.

As the owner of the Study data, Sponsor has the
right to publish Study results.

In addition to provisions of this section 5.3.1,
Institution / Investigator undertakes to strictly
comply with the terms and provision of the Study
publication  procedures signed by each
investigator prior to the beginning of the study.
Such procedure describes the detailed rules
regarding Study results publications in Journal
papers and presentations in scientific meetings.

The Parties acknowledge that the Study is part of
a multicenter study. Institution and Investigator
agree that the first publication of the results of the
Study shall be made in conjunction with the
presentation of a joint, multicenter publication of
the Study results with the investigators and
institutions from all appropriate sites contributing
data.

The Institution/Investigator shall not use the
names of the Sponsor and/or ICON in any form of
public information, without the appropriate party’s
prior written consent.

Timelines

The Investigator shall use his or her best efforts
to complete the Study in accordance with the
timelines as set out in Appendix 2 to this
Agreement (as may be reasonably amended from
time to time in writing by ICON).

Financial Disclosure

The Investigator shall complete and return to
ICON or the Sponsor in a timely manner, financial
certification or disclosure forms, as applicable,
provided to the Investigator by ICON or the
Sponsor. The Investigator shall also complete
and return to ICON or the Sponsor, all disclosure
updates, as so instructed by ICON or the
Sponsor, for the duration of the Study, and for
one year thereafter. The Institution shall ensure
that all sub investigators, performing a Study-

rukopis a/nebo vytah nezvefejni duvérné
informace, které jsou popsany v bodé 9 tohoto
dokumentu, kromé vysledku této studie.

Jako vlastnik dat v této studii m& zadavatel
pravo na zverejnéni vysledkl studie.

Kromé ustanoveni bodu 5.3.1 se zdravotnické
zafizeni /| zklouSejici zavazuji dlsledné
dodrzovat smluvni podminky a ustanoveni pfi
publikovani studie, které podepsal kazdy
zkouSejici jeSté pred zahdjenim studie. Postup
pfi publikovani popisuje podrobna pravidla
souvisejici s publikovanim vysledkd studie v
Casopisech a prezentacich u pfilezitosti
védeckych setkani.

Smluvni strany berou na védomi, Ze studie je
soucasti multicentrické studie. Zdravotnické
zafizeni a zklou$ejici souhlasi s tim, ze prvni
publikace vysledkl studie bude provedena jako
spoleénd, multicentricka publikace vysledku
studie spole¢né se zkouSejicimi a
zdravotnickymi zafizenimi na zakladé vSech
Udaji dodanych pfislusnymi pracovisti.

Zdravotnické zafizeni / zkouSejici nepouZije
jméno zadavatele a/nebo spole€nosti ICON ve
vefejnych informacich jakéhokoli druhu bez
pfedchoziho pisemného souhlasu pfislusné
smluvni strany.

Casovy harmonogram

ZkouSejici vyvine maximalni asili za ucelem
dokonc&eni studie dle ¢asového harmonogramu
uvedeného v pfiloze €. 2 této smlouvy (ktery
spole¢nost ICON muze pfipadné pfiméfenym

zpusobem pisemné upravit).

Zverejnéni finanéniho pfiznani

Zkousejici v€as vyplni a vrati spole¢nosti ICON
nebo zadavateli finanéni osvédCeni nebo
formulafe o zvefejnéni finanéniho pfiznani
poskytnuté zkouSejicimu spolec¢nosti ICON
nebo zadavatelem. ZkouS$ejici dale vypini a vrati
spole¢nosti ICON nebo zadavateli veSkeré
aktualizace uvefejnénych informaci, pokud
dostane v tomto smyslu pokyn od spoleénosti
ICON nebo zadavatele, a to béhem trvani studie
a do jednoho roku po jejim skonceni.
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related function shall complete and return all
financial  certification/disclosure  forms  as
described in this Section 5.5.

Conflict

The Institution/Investigator shall not during the
term of this Agreement conduct any other clinical
trial which might adversely affect the ability of the
Institution/Investigator to perform their obligations
under this Agreement

INVESTIGATOR

Right to Enter Agreement

The Investigator warrants and represents that:

The Investigator has the right to enter into this
Agreement,

The Investigator is permitted to enter this
Agreement, and

A) The terms of this Agreement are consistent
with the Investigator’s present obligations, and

B) For the duration of the Study, or the duration
of this Agreement, whichever is the longer, the
Investigator shall not be involved in any other
study or activities which would hinder his/her
involvement in the Study, or otherwise be
involved in activities which would be in conflict
with the conduct of the Study.

Unavailability of the Investigator

The Investigator is essential to the Study being
conducted under this Agreement. Whereas the
Investigator shall oversee the entire Study, in his
or her temporary absence the
Institution/Investigator shall designate these
responsibilities to a qualified sub-investigator,
who shall be identified in writing. When the
Investigator’s absence is anticipated to exceed
seven (7) days, ICON shall be notified in writing
of the designated sub-investigator who shall

Zdravotnické zafizeni zajisti, aby vSichni
spoluzkousSejici zastavajici funkce souvisejici se
studii vyplnili a vratili veSkera finanéni osvédcéeni
a formulare o zvefejnéni finanéniho pfiznani, jak
je uvedeno v tomto ¢lanku 5.5.

Rozpory

Zdravotnické zafizeni / zkouSejici nesmi béhem
platnosti této smlouvy provadét zadné jiné
klinické hodnoceni, které by mohlo nepfiznivé
ovlivnit schopnost zdravotnického zafizeni /
zkouSejiciho plnit své povinnosti vyplyvajici
Z této smlouvy.

ZKOUSEJicCi

Pravo na uzavieni smlouvy

Zkousejici potvrzuje a prohlasuje, ze:

je opravnén uzavfit tuto smlouvu;

ma k uzavieni této smlouvy svoleni;

A) podminky této smlouvy odpovidaji stavajicim
povinnostem zkousejiciho;

B) po dobu trvani studie nebo této smlouvy
v zavislosti na tom, které z obdobi bude delsi,
se zkousejici nezapoji do zadné jiné studie nebo
Cinnosti, ktera by mohla narusit jeho zapojeni do
studie, ani nesmi byt jinak zapojen do €innosti,
které by byly v rozporu s provadénim studie.

Nedostupnost zkousejiciho

ZkouSejici je pro provedeni studie dle této
smlouvy zcela nezbytny. Jelikoz bude zkousejici
dohlizet nad celym pridbéhem studie, musi v
jeho nepfitomnosti zdravotnické zafizeni /
zkouSejici pFidélit tyto povinnosti zpUsobilému
spoluzkoudejicimu, ktery bude uren pisemné.
Ma-li pfedpokladana absence zkouSejiciho
prekrocit sedm (7) dnd, musi byt spolecnost
ICON pisemné informovana o jmenovaném
spoluzkousejicim, ktery prevezme povinnosti

assume the Study responsibilities. ICON on its vyplyvajici ze studie. Spole¢nost ICON muze

own behalf or that of the Sponsor may approve or svym vlastnim jménem nebo jménem

reject any proposed sub-investigator.  Such zadavatele jakéhokoli navrhovaného
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approval shall not be unreasonably withheld.
Should a permanent substitution for the
Investigator be required, the Institution shall notify
ICON in writing, in accordance with Section 15.3.
The Institution may not permanently substitute
other investigators, or make substantial changes
in the level of effort asserted by the Investigator,
without the prior written approval of ICON in the
absence of which ICON shall be entitled to invoke
the provisions of Section 11.3.1.6 below.

INVESTIGATIONAL PRODUCT

Receipt of the Investigational Product

The Investigator shall verify receipt of the
Investigational Product by signing the appropriate
document(s)/form(s) provided by the Sponsor,
ICON or a supplier designated by the Sponsor or
ICON.

Administration/Distribution _of the Investigational

spoluzkous$ejiciho schvalit nebo odmitnout.
Takové  schvaleni nebude  bezdidvodné
odpirano. Bude-li nutné zkousejiciho nahradit
trvale, zdravotnické zafizeni spole¢nost ICON
pisemné uvédomi v souladu s ¢lankem 15.3.
Zdravotnické zafizeni nesmi trvale nahradit jiné
zkouSejici ani provadét podstatné zmény v
urovni Cinnosti zkou$ejiciho bez pfedchoziho
pisemného  souhlasu  spole¢nosti  ICON.
V pfipadé neexistence takového souhlasu ma
spole€nost ICON pravo uplatnit ustanoveni
¢lanku 11.3.1.6 nize.

HODNOCENY PRIPRAVEK

Prevzeti hodnoceného pripravku

ZkouSejici  potvrdi  pfevzeti hodnoceného
pfipravku podpisem pfislusného(nych)
dokumentu(()/formulare(t) dodaného(nych)
zadavatelem, spole¢nosti ICON nebo
zadavatelem ¢&i spoleCnosti ICON uréenym
dodavatelem.

Podavani/distribuce hodnoceného pripravku

Product

The Investigator ~ shall  document  the
administration ~ and  distribution  of  the
Investigational Product to Study participants on
the appropriate sections of the Case Report Form
and any dispensing record.

The Investigator shall only dispense the
Investigational Product to Qualified Participants.

The Investigational Product shall be used only for
the purposes set forth in the Protocol. The
Sponsor and/or ICON must give prior
authorization, for any use of the Investigational
Product other than those set forth in the Protocol.

Storage of the Investigational Product

The Investigator shall store all Investigational
Products securely as designated in the Protocol,
but in any event, in either the Institution’s
pharmacy where a qualified pharmacist
supervises dispensing or in a restricted area and
dispensed under the direct supervision of the
Investigator.

ZkouSejici bude zaznamenavat podavani a
distribuci hodnoceného pfipravku ucastnikim
klinické studie v pfisluSnych oddilech zaznam
subjektl hodnoceni a jakéhokoli jiného zaznamu
o vydeji.

ZkouSejici bude hodnoceny pfipravek vydavat
pouze zplsobilym uc¢astnikim.

Hodnoceny pfipravek bude pouZzivan pouze pro
ucely uvedené v protokolu. Jakékoli jiné vyuziti
hodnoceného pfipravku, nez uvadi protokol,
musi zadavatel a/nebo spole¢nost ICON
pfedem schvalit.

Uskladnéni hodnoceného pripravku

ZkouSejici musi v8echny hodnocené pfipravky
uskladnit bezpeénym zplsobem uvedenym v
protokolu, ale v kazdém pfipadé bud v lékarné
zdravotnického zafizeni, kde bude kvalifikovany
Iékarnik dohlizet nad jejich vydejem, nebo ve
vyhrazeném prostoru, kde budou vydavany pod
pfimym dohledem zkousejiciho.
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Return of the Investigational Product

The Investigator shall return all unused
Investigational Product, as well as any
containers, whether containing unused
Investigational Product or not, at the expense of
ICON / Sponsor and in accordance with the
instructions of the Sponsor or ICON upon
expiration or termination of the Study or at such
times as the Sponsor or ICON may direct.

ICON MONITORING

Site Inspections

The Institution/Investigator shall, on reasonable
prior notice, permit authorized personnel of the
Sponsor, ICON and any Regulatory Authority to
inspect the facilities the Institution/Investigator
proposes to use for the Study; both before the
Study begins, during the treatment phase of the
Study and after the Study ends.

If, in accordance with GCP, the Sponsor’s, or
ICON Standard Operating Procedure’s or
standards, the facilities are determined not to be
adequate for the proper conduct of the Study,
and the Institution/Investigator does not remedy
such inadequacies within a reasonable period of
being notified of such inadequacy, then ICON
may at its sole discretion, refuse to commence or
decide to discontinue the Study, and terminate
this Agreement without further obligation to the
Institution/Investigator, without prejudice to any
applicable portion of the compensation due and
payable to the Institution upon the satisfactory
performance in accordance with Agreement.

The Institution/Investigator shall notify 1ICON
promptly if a Regulatory Authority requests
permission to inspect the Institution/Investigator’s’
research records concerning the Study. On
notification of an inspection, the
Institution/Investigator shall notify ICON of the
date and time of such inspection and allow ICON
to assist in the preparation for such inspection by
a Regulatory Authority. Furthermore, if an

Vraceni hodnoceného pripravku

Zkousejici v souladu s pokyny zadavatele nebo
spole¢nosti ICON vrati vSechny nepouzité
hodnocené pfipravky spolené se vSemi obaly,
at’ jiz budou obsahovat nepouZzity hodnoceny
pfipravek €i nikoliv, a to po skoneni nebo pfi
ukonCeni studie nebo v pfipadé, kdy to
zadavatel nebo spole¢nost ICON nafidi a to na
naklady ICON / Zadavatele

MONITOROVANI ZE STRANY SPOLECNOSTI
ICON

Kontroly pracovisté

Zdravotnické zafizeni / zkousejici na zakladé
oznameni ucinéného s pfiméfenym predstihem
umozni opravnénym pracovnikim zadavatele,
spole¢nosti ICON a jakéhokoli regulaéniho
organu provést kontrolu zafizeni zdravotnického
zafizeni / zkouS$ejiciho z pohledu jejich vyuziti
pro ucely studie, a to pfed zacatkem studie,
béhem I|écebné faze studie a po skonceni
studie.

Pokud bude v souladu s GCP nebo standardnim
provoznim postupem a normami zadavatele Ci
spole¢nosti ICON zjisténo, ze zafizeni neni pro
spravné provedeni studie adekvatni, a
zdravotnické zafizeni / zkouSejici neodstrani
takové nedostatky v pfiméfené lhaté po jejich
oznameni, mize spole¢nost ICON na zakladé
svého vyhradniho uvéaZeni odmitnout zahajeni
studie, rozhodnout o jejim pferudeni a ukondit
tuto smlouvu, aniz by ji tim vG¢i zdravotnickému
zafizeni | zkou$ejicimu vznikly jakékoli dalSi
zavazky, nicméné, narok na jakoukoliv
pfislusnou ¢ast odmeény, splatné zdravotnickému
zafizeni, ktery vznikl v okamziku poskytnuti
uspokojivého pInéni podle této Smlouvy. zGstava
nedotcen.

Zdravotnické zafizeni / zkouSejici spole¢nost
ICON neprodlené uvédomi v pfipadé, Ze bude
regulaéni organ vyzadovat povoleni k provedeni
kontroly zaznamu zdravotnického zafizeni /
zkousejiciho tykajicich se studie. Po ohlaseni
kontroly bude zdravotnické zafizeni / zkouSejici
informovat spole¢nost ICON o datu a case
takové kontroly a umozni spole¢nosti ICON
ucast na pfipravé na takovou kontrolu ze strany
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inspection occurs, the Institution/Investigator
agrees to cooperate with such inspection and
invite ICON and the Sponsor to be present. The
Institution/Investigator agrees to provide the
Sponsor and ICON with copies of all Regulatory
Authority documentation including but not limited
to correspondence, statements, warnings,
enforcement actions, pleadings, summons, forms
and records that the Institution/Investigator
receives as a result of or in anticipation of an
inspection. The Institution/Investigator shall notify
ICON of any legal action taken on any audit by a
Regulatory Authority.

Records

The Institution/Investigator shall allow authorized
personnel of ICON, the Sponsor and any
Regulatory Authority to monitor the Study, and all
records required by the Regulations during
normal business hours, or as otherwise required
by law, and to:

Inspect Case Report Forms for completeness
and detailed compliance with the Protocol; and

Review Investigational Product accountability
records for completeness and accuracy, and

Inspect source documents, including but not
limited to, hospital/clinic records, relevant to the
preparation of the Case Report Form. Any
inspection by ICON of source documents shall be
performed with due regard for patient
confidentiality.

CONFIDENTIALITY

Confidential Information

The Institution/Investigator agrees to hold all
information disclosed to him or her by the
Sponsor or ICON, developed by him or her
regarding the Investigational Product, which
information is not already in the public domain
and is deemed trade secret information by the
Sponsor or ICON, in the strictest confidence, and

regulaéniho organu. Pokud dale dojde ke
kontrole, zdravotnické zafizeni / zkouSejici se
zavazuje poskytnout soucinnost pfi takové
kontrole a pfizvat spoleénost ICON a
zadavatele. Zdravotnické zafizeni / zkousejici
se zavazuje poskytnout zadavateli a spole¢nosti
ICON kopie veskeré dokumentace regula¢nich
organt, mimo jiné véetné Kkorespondence,
prohlaseni, upozornéni, donucovacich opatfeni,
Zadosti, pfedvolani, formulara a zaznamf, které
zdravotnické zafizeni / zkouSejici obdrzi pred
kontrolou nebo po ni. Zdravotnické zafizeni /
zkousejici uvédomi spole¢nost ICON o
veskerych pravnich krocich podniknutych v
ramci libovolného auditu ze strany regulaéniho
organu.

Zaznamy

Zdravotnické zafizeni / zkouSejici opravnénym
pracovnikim spole¢nosti ICON, zadavatele a
jakéhokoli regulac¢niho organu umozni
monitorovat studii a vSechny zaznamy
pozadované zakonem, a to bé&hem pracovni
doby nebo jinak vsouladu se zakonem,
konkrétné:

zkontrolovat, zda jsou zaznamy subjektd
hodnoceni kompletni a zcela v souladu
s protokolem;

zkontrolovat, zda jsou evidencni formulare
hodnoceného pfipravku kompletni a pfesné;

zkontrolovat zdrojové dokumenty, mj. v€etné
zaznamu nemocnice/kliniky, které se tykaji
pfipravy zaznamu subjektu hodnoceni. Jakakoli
kontrola zdrojovych dokumentld ze strany
spole¢nosti ICON bude provadéna s patficnym
ohledem na divérnost udaju subjektu.

DUVERNOST

Davérné informace

Zdravotnické zafizeni / zkouSejici se zavazuje
dbat na pfisné utajeni veSkerych informaci,
které ziska od zadavatele nebo spole¢nosti
ICON, a informaci nabytych v souvislosti s
vyvojem hodnoceného pfipravku, které jesté
nejsou znamé Siroké vefejnosti a které
zadavatel nebo spole¢nost ICON povazuji za
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shall not disclose the same to any third party
without the express written permission of the
Sponsor or ICON.

All  copyright, proprietary or confidential
information,  including,  without limitation,
information contained in the Protocol, the
Investigator Brochure and published data that
ICON and/or Sponsor consider(s) confidential
shall be treated as confidential. All such
information developed in respect to the Sponsor
or ICON or the Study by the
Institution/Investigator, or disclosed to it/him/her
by the Sponsor or ICON, shall be treated as
confidential  (hereinafter  collectively called
“Confidential Information”), unless  such
information falls within exceptions listed under
Section 9.2.3 below.

Agreement Not to Disclose

The Institution/Investigator agrees not to reveal
such Confidential Information to third parties,
other than those employees with a need to know,
e.g., members of the EC, and physicians, nurses
or employees directly involved in conducting the
Study; and shall safeguard the Confidential
Information with the degree of care normally
afforded Confidential Information.

The Institution/Investigator agrees to use this
information only for fulfilling its/his or her
respective obligations under this Agreement. If
requested by ICON, the Institution/Investigator
shall promptly return all such Confidential
Information to ICON at the end of the Study,
(other than items required under
Retention/Transfer of Clinical Study Site File,
Section 3.3.3 above).

The obligations of nondisclosure do not apply
when:

The information is in the public domain or
becomes publicly available through no fault of the

obchodni tajemstvi. Tyto informace zdravotnické
zafizeni / zkouSejici nesdéli zadné tfeti strané
bez vyslovného pisemného svoleni zadavatele
nebo spolec¢nosti ICON.

S veskerymi autorskymi pravy, autorskymi nebo
dbvérnymi informacemi, mj. vcéetné informaci
obsazenych v protokolu, pfiru€ce zkouSejiciho a
zpfistupnénych udajich, které spole€nost ICON
a/nebo zadavatel povazuji za davérné, bude
nakladdno jako sdavérnymi. S veSkerymi
takovymi informacemi, které zdravotnické
zafizeni | zkouSejici ziska v souvislosti se
zadavatelem, spole¢nosti ICON nebo samotnou
studii, a s informacemi, které zadavatel nebo
spole¢nost ICON zdravotnickému zafizeni /
zkousejicimu sdéli, bude nakladano jako
s davérnymi (dale jen ,dGvérné informace"),
nebudou-li se na takové informace vztahovat
vyjimky uvedené v ¢lanku 9.2.3 nize.

Dohoda o utajeni

Zdravotnické zafizeni / zkouSejici se zavazuje
nesdélovat takové duvérné informace tretim
stranam, jinym zaméstnancim nez tém, ktefi
tyto informace potfebuji znat, tedy napf. €lenim
EC, lékafim, sestram nebo zaméstnancum,
ktefi jsou pfimo zapojeni do provadéni studie, a
zabezpeCit divérné informace v rozsahu
odpovidajicim povaze duvérnych informaci.

Zdravotnické zafizeni / zkouSejici se zavazuje
pouzivat tyto informace pouze pro ucely plnéni
svych povinnosti v ramci této smlouvy. Bude-li
to spoleCnost ICON  pozadovat, vrati
zdravotnické zafizeni / zkou$ejici na konci
studie neprodlené vSechny takové davérné
informace spole¢nosti ICON (vyjma polozek
pozadovanych vramci &lanku 3.3.3 vySe -
uchovavani/pfenos registru pracovisté klinické
studie).

Povinnost utajeni se nevztahuje na nasledujici
pripady:

Informace jsou znamy Siroké vefejnosti nebo
jsou verejné k dispozici bez zavinéni ze strany

Institution/Investigator ~ or  any Institution zdravotnického zafizeni / zkouSejiciho nebo

employee. kteréhokoli ze zaméstnancl zdravotnického
zafizeni.
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The Institution/Investigator knows the information
before receipt from ICON, as evidenced by its/his
or her written records.

The information is lawfully received from a third
party that has a right to make such disclosure,
who did not obtain such information violating the
Sponsor’'s rights or under obligation of
confidentiality to the Sponsor.

Regulations require disclosure to a court of

competent jurisdiction or government authority.

The Sponsor and/or ICON grants prior written
permission for disclosure.

The results of the Study are disclosed to third
parties in accordance with the provisions of
Section 5.3 above.

Medical Confidentiality and Data Protection

Without prejudice to the generality of Section 9.1
above the Institution/Investigator specifically
acknowledges their obligations under and agrees
to comply with all applicable Regulations relating
to medical confidentiality and the protection of
data capable of identifying individuals including
without limitation the provisions of Council
Directive 95/46/EC of the European Parliament
and of the Council of 24 October 1995 on the
protection of individuals with regard to the
processing of personal data and on the free
movement of such data. The
Institution/Investigator will in particular observe
any such disciplines or obligations specifically
brought to the attention of the
Institution/Investigator by ICON or the Sponsor,
which are inherent in compliance with such
Regulations.

INTELLECTUAL PROPERTY

Zdravotnické zafizeni / zkouS$ejici zna dané
informace dfive, nez je ziska od spoleCnosti
ICON, coz musi byt zfejmé z jejich pisemnych
zaznamu.

Informace byly zakonnym zplUsobem ziskany od
treti strany, ktera je opravnéna tyto informace
zvefejnit a neziskala je porusenim
zadavatelovych prav ani neni vG¢&i zadavateli
vazana zavazkem utajeni takovych informaci.

Zakonné predpisy vyzaduji sdéleni takovych
informaci soudu pfislusné jurisdikce nebo
statnimu organu.

Zadavatel a/nebo spoleénost ICON udéli
pisemné svoleni se zvefejnénim takovych
informaci.

Vysledky studie jsou sdéleny tfetim stranam v

souladu s ustanovenimi ¢lanku 5.3 vySe.

Lékarské tajemstvi a ochrana dat

Aniz by tim byla dotena obecna ustanoveni
¢lanku 9.1 vy3e, =zdravotnické zafizeni /
zkousejici bere vyslovné na védomi své
povinnosti vyplyvajici z této smlouvy a zavazuje
se dodrzovat vesSkeré pfislusné zakonné
predpisy vztahujici se k Iékafskému tajemstvi a
ochrané dat, jez by mohla umoznit identifikaci
jednotlivych osob, mimo jiné v&etné ustanoveni
smérnice Evropského parlamentu a Rady &.
95/46/ES ze dne 24. fijna 1995 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu téchto udajd.
Zdravotnické zafizeni / zkou$ejici bude zejména
dodrzovat konkrétni pravidla nebo povinnosti, na
ktera zdravotnické =zafizeni / zkouSejiciho
upozorni spole¢nost ICON nebo zadavatel a
ktera neodmyslitelné souvisi s dodrzovanim
takovych zékonnych predpisu.

DUSEVNIi VLASTNICTVI

Ownership Vlastnictvi
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Inventions whether or not patentable, processes,
know-how, trade secrets, data, improvements,
patents and/or other intellectual property relating
to the Investigational Product or otherwise arising
from the Study, conceived, generated or first
reduced to practice, as the case may be, during
the term of this Agreement (hereinafter called
“Inventions”), shall, without further remuneration
for Institution and/or Investigator, be the property
of the Sponsor. This shall not affect the non-
transferable rights of the originator.

Disclosure

The Institution/Investigator  shall  promptly
disclose to ICON and/or the Sponsor, in writing,
any Invention.

Cooperation

The Institution/Investigator shall take all such
actions throughout the term of this Agreement
and thereafter as shall be necessary in order to
ensure that the Inventions may be vested free of
encumbrance in the Sponsor in accordance with
Section 10.1.1 above. The Institution/Investigator
shall further cooperate with the Sponsor, at the
Sponsor’s expense by promptly executing any
documents or carrying out any acts that may be
required to vest the rights in or to Inventions in
the Sponsor and otherwise to enable the Sponsor
fully to protect its intellectual property.

Background Rights

For the avoidance of doubt all intellectual
property rights and rights of a similar nature
owned by or licensed to the
Institution/Investigator, Sponsor or ICON prior to
the date of this Agreement shall remain that
party’s property.

TERM AND TERMINATION
Term

This Agreement will remain in effect until
completion of the Study, closeout of the Site and
completion of the obligations of the parties under
this Agreement or earlier termination in
accordance with this Section 11.

Vynalezy, at jiz patentovatelné €i nikoli, procesy,
know-how, obchodni tajemstvi, data, zlepSovaci
navrhy, patenty a/nebo jiné dusevni vlastnictvi
ve vztahu k hodnocenému pfipravku nebo jinak
vyplyvajici ze studie, vzniklé, vytvofené nebo
nejdfive uvedené do praxe, v zavislosti na dané
situaci, béhem trvani této smlouvy (dale jen
,vynalezy“), jsou vlastnictvim zadavatele, aniz
by zdravotnickému zafizeni a/nebo
zkouSejicimu vznikal narok na odménu. Tim
nejsou dotéena neprevoditelna prava puvodce.

Poskytnuti informaci

Zdravotnické zafizeni / zkouSejici bude
spole¢nost ICON a/nebo zadavatele o jakémkoli
vynalezu ihned pisemné informovat.

Spolupréce

Zdravotnické zafizeni / zkouSejici bude béhem
trvani této smlouvy i po jejim skoncéeni provadét
takové kroky, které budou nezbytné k tomu, aby
byly vynalezy zprostény jakychkoli zavazkd vidi
zadavateli v souladu s ¢lankem 10.1.1 vySe.
Zdravotnické zafizeni / zkouSejici bude dale
spolupracovat se zadavatelem a na néaklady
zadavatele neprodlené vypracuje jakékoli
dokumenty nebo podnikne jakékoli kroky, které
budou nezbytné pro prevedeni prav k
vynalezm na zadavatele, a jinak zadavateli
umozni plné chranit jeho dusevni viastnictvi.

Zakladni prava

Aby nedo$lo k pochybnostem, veSkera prava k
duSevnimu vlastnictvi a prava podobné povahy
ve vlastnictvi zdravotnického zafizeni /
zkousejiciho, zadavatele nebo spolecnosti ICON
Ci vjejich licenci pfed datem podpisu této
smlouvy zUstavaji majetkem dané strany.

PLATNOST SMLOUVY A JEJi UKONCENI

Platnost smlouvy

Tato smlouva plati aZz do skonéeni studie, ftj.
uzavieni pracovisté a splnéni vSech povinnosti
smluvnich stran vyplyvajicich ztéto smlouvy
nebo do pfedCasného ukonc&eni studie v souladu
s ¢lankem 11.
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Termination by Institution

The Institution/Investigator may terminate the
Study by notice in writing at any time with
immediate effect, if in the Investigator's
reasonable discretion termination is required to
protect patient safety, e.g., because of the
occurrence of an unexpected or Serious Adverse
Event.

The Institution may terminate the Study by notice
in writing at any time with immediate effect if
ICON commits a material breach of this
Agreement and has not remedied that breach (if
remediable) within thirty (30) days of receipt of
written notice from the Institution/Investigator
requiring remedy and specifying the breach
complained of.

Termination by ICON

ICON may on its own behalf or that of the
Sponsor terminate the Study prior to completion
by providing written notice to the
Institution/Investigator with immediate effect for
any of the following reasons:

Notification by the Sponsor to ICON to terminate
the Study.

Notification by a Regulatory Authority to the
Sponsor/ICON to terminate the Study.

Without prejudice to the generality of the rights of
ICON under Section 11.3.1.1 of this Agreement,
the Institution/Investigator acknowledges that the
Study forms part of a multi-centre clinical trial for
which recruitment is competitive and that the
Study may accordingly be terminated by ICON
prior to recruitment of the number of Qualifying
Participants stated in the Protocol or Appendix 3
to this Agreement.

Determination by the Sponsor and/or ICON that
the Investigator, after reasonable opportunity, is
unable for any reason, to satisfactorily perform
the Study as required in the Protocol and this
Agreement.

UkonCeni smlouvy ze strany zdravotnického
zafizeni

Zdravotnické zafizeni / zkouS$ejici mize studii
ukon€it  pisemnou  vypovédi kdykoli a
s okamzitou platnosti, pokud je tak po zralé
Uvaze zkouSejiciho tfeba ucinit za ucCelem
ochrany bezpec¢nosti subjektd, napf. z duvodu
vyskytu necekané nebo zavazné nezadouci
pfihody.

Zdravotnické zafizeni m0ze studii kdykoli
ukongit formou pisemné vypovédi s okamzitou
platnosti, pokud se spole¢nost ICON dopusti
zasadniho poruSeni této smlouvy a toto
poruseni nenapravi (je-li to mozné) do fficeti
(30) dnG od prevzeti pisemné vyzvy
zdravotnického  zafizeni /  zkousejiciho
specifikujici dané poruSeni a pozadujici jeho
napravu.

Ukonéeni smlouvy ze strany spoleénosti ICON

Spole¢nost ICON muize svym vlastnim jménem
nebo jménem zadavatele ukondit studii pred
jejim dokon&enim tim, Ze zdravotnickému

zafizeni /| zkouSejicimu pfedd pisemnou
vypovéd s okamzitou platnosti, a to
z kteréhokoli z nasledujicich divodu:

Oznameni zadavatele spole¢nosti ICON o

ukondéeni studie.

Oznameni regulaéniho organu zadavateli /
spole€nosti ICON o ukonceni studie.

Aniz by tim byla dotéena obecnd prava
spole¢nosti ICON dle ¢lanku 11.3.1.1 této
smlouvy, zdravotnické zafizeni / zkousSejici bere
na veédomi, ze studie je  soucasti
multicentrického klinického hodnoceni, v jehoz
ramci probiha nabor U€astnikd formou soutéze.
Studie mulze byt tudiz ukonéena dfive, nez
spole¢nost ICON zafadi pocCet zpUsobilych
Ucastnik( uvedeny v protokolu nebo pfiloze 3
této smlouvy.

Shleda-li zadavatel a/nebo spole¢nost ICON, ze
zkousejici je i prfes poskytnuti pfiméfené
prilezitosti z jakéhokoli dlivodu neschopen studii
uspokojivé provést dle pozadavkl protokolu a
této smlouvy.
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In the event that the Institution/Investigator
commits a breach of this Agreement and has not
remedied that breach (if remediable) within thirty
(30) days of receipt of written notice from ICON
requiring remedy and specifying the breach
complained of.

Under the circumstances set out in Section 6.2.1
above.

Reasons for Termination

In the event that ICON wishes to exercise its right
on its behalf or that of the Sponsor to terminate
this Study based on Sections 11.3.1.1 or 11.3.1.2
above, written notice of its/their decision to
exercise such right shall be given to the
Institution/Investigator by  registered  mail,
overnight courier, or fax with immediate effect.

Termination of this Agreement

In the event that the Study is terminated then this
Agreement shall automatically terminate with
immediate effect.

No party will be liable for nonperformance or
delays in performance that result from causes
that are beyond its reasonable control and the
consequences of which it could not reasonably
have avoided or mitigated (such as labor
disturbances or labor disputes, accidents, failure
of any governmental approval required for full
performance, civil disorders or commotion’s, acts
of aggression, acts of God, energy or other
conservation measures, acts of war or terrorism,
explosions, failure of utilities, mechanical
breakdowns, material shortages, disease, thefts,
or other such occurrence) to the extent not
attributable to its own acts or omissions.
However, such nonperformance or delay is
excused under this provision only for the duration
of the qualifying event.

Obligations of the Parties after Termination

V pfipadé, Ze se zdravotnické zafizeni /
zkouSejici dopusti poruseni této smlouvy a toto
poruseni nenapravi (je-li to mozné) do fficeti
(30) dnll od prevzeti pisemné vyzvy spole¢nosti
ICON specifikujici dané poruseni a pozadujici
jeho napravu.

Za okolnosti uvedenych v ¢lanku 6.2.1 vyse.

Davody pro ukonéeni smlouvy

V pfipadé, Ze si spole¢nost ICON pfeje uplatnit
své pravo ukoncit tuto studii svym vlastnim
jménem nebo jménem zadavatele na zakladé
ustanoveni ¢lankd 11.3.1.1 nebo 11.3.1.2 vySe,
musi oznameni o svém rozhodnuti uplatnit toto
své pravo s okamzitou platnosti zaslat
zdravotnickému  zafizeni /  zkouSejicimu
doporu¢enou zasilkou, doruéenim do druhého
dne nebo faxem.

Ukonéeni této smlouvy

V pfipadé  ukon&eni této studie  kondi
automaticky a s okamzitou platnosti i platnost
této smlouvy.

Zadna ze stran neponese odpovédnost za
nepinéni nebo opozdéné pinéni, jehoz pfiCina
se nachazi mimo jeji pfiméfenou kontrolu a
jejimz nasledkim se nelze pfiméfené vyhnout
nebo je nelze zmirnit (jako napf. nepokoje

zaméstnancl nebo pracovnépravni spory,
nehody, neziskani souhlasu statni instituce
pozadovaného pro Uuplné pinéni, obc¢anské

nepokoje nebo neporadky, agrese, vysSi moc,
opatfeni k usporam energie &i jinych zdrojd,
valka nebo teroristicky €in, vybuchy, pferuseni
dodavek  energii, mechanické  poruchy,
nedostatek materidlu, nemoci, krddeze nebo jiné
podobné udalosti) v rozsahu, ktery nelze
pfisoudit jednani nebo opomenuti dané strany.
Takové neplnéni nebo opozdéni plnéni vsak
bude v souladu s timto ustanovenim prominuto
pouze po dobu trvani dané udalosti.

Povinnosti stran po ukonéeni smlouvy
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Immediately upon receipt of a notice of
termination, the Investigator shall stop entering
potential patients into the Study and shall cease
conducting procedures, to the extent medically
and ethically permissible, on  Qualified
Participants already entered into the Study.

In the event of early termination of this
Agreement by the Sponsor or ICON pursuant to
Sections 11.3.1.1 and 11.3.1.2 above, and
subject to an obligation on the
Institution/Investigator to mitigate any loss, ICON
shall procure that the Sponsor shall pay all third
party costs incurred and falling due for payment
up to the date of termination, and also all non-
cancellable third party expenditure falling due for
payment after the date of termination which
arises from commitments reasonably and
necessarily incurred by the Institution/Investigator
for the performance of the Study prior to the date
of notice of termination, and agreed with the
Sponsor. No further compensation shall be
payable to Institution or Investigator with the
exception of the provisions pertaining to damages
if applicable and mandated by competent court.

The parties acknowledge that Sponsor/ICON
shall notify the State Institute for Drug Control
and applicable IECs within 90 days of the
completion of the Study. In case of an early
termination of the Study, the deadline in sentence
one is reduced to 15 days; in such case, the
Sponsor/ICON will provide reasons for the early
termination.

DEBARMENT CERTIFICATION

Representation

The Investigator represents that he/she has
never been and the Institution represents that the
Institution’s employees, who will be rendering
services to the Sponsor or ICON, have never
been:

debarred or convicted of a crime for which a
person can be debarred under any Regulations

Okamzité po obdrzeni oznameni o ukonéeni
zastavi zkouSejici zafazovani potencialnich
subjektll do studie a v rozsahu z Iékafského a
etického hlediska pfipustném prestane provadét
vykony na zpUsobilych Ucastnicich, ktefi jiz byly
do studie zafazeni.

V pfipadé predCasného ukon&eni této smlouvy
ze strany zadavatele nebo spole¢nosti ICON
podle ustanoveni ¢lankd 11.3.1.1 a 11.3.1.2
vySe a na zakladé povinnosti zdravotnického
zafizeni / zkouS$ejiciho zmirnit jakékoli ztraty
zajisti spole¢nost ICON, aby zadavatel uhradil
naklady vzniklé tfetim stranam a splatné ke dni
ukonéeni  smlouvy spoletné se vSemi
nevyhnutelnymi vydaji tfetich stran splatnymi po
datu ukon€eni smlouvy, které vzniknou na
zakladé pfiméfenych a nezbytnych zavazkd na
strané zdravotnického zafizeni / zkouSejiciho
v souvislosti s provadénim studie pfed datem
oznameni o jejim ukonleni a které byly
odsouhlaseny zadavatelem. Zdravotnické
zarizeni ani zkouS$ejici nebudou mit narok na
zadné dalSi kompenzace, vyjma ustanoveni o
nahradé Skody, pokud je aplikovatelné a jsou
nafizeny pfislusnym soudem.

Strany berou na védomi, Ze Zadavatel/ICON do
90 dnd od ukon€eni klinického hodnoceni
oznami Statnimu udstavu pro kontrolu léCiv a
prisluSnym etickym komisim, ze byla studie
ukonena. Pokud doSlo k ukonéeni studie
predCasné, zkracuje se lhuta podle véty prvni na
15 dnl; vtakovém prfipadé zadavatel/ICON
uvede dlUvody pfed¢asného ukonceni.

PROFESNI

POTVRZENI O  ZBAVENI

ZPUSOBILOSTI
Prohlaseni

ZkouSejici a zdravotnické zafizeni prohlaSuji, ze
zkouSejici, zdravotnické zafizeni ani jeho
zaméstnanci, ktefi budou poskytovat sluzby
zadavateli nebo spole€nosti ICON, nikdy nebyli:

zbaveni profesni zpUsobilosti ani usvédéeni v
souvislosti s trestnym ¢inem, v souvislosti s
nimz hrozi zbaveni profesni zpusobilosti podle
jakychkoliv zakonnych pfedpis;
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threatened to be debarred or indicted for a crime
or otherwise engaged in conduct for which a
person can be debarred under Regulations.

Disciplined by and/or banned by a Regulatory
body from carrying out clinical trials.

Notification of Debarment

The Investigator agrees that he/she shall notify
the Sponsor or ICON in the event of any such
debarment, conviction, threat or indictment.

Not to Employ

During the term of this Agreement, the Institution
agrees not to employ or otherwise engage any
individual who will be rendering services to ICON
who has been debarred or convicted of a crime
for which a person can be debarred.

Certification

Upon request by Sponsor or ICON, from time to
time the Institution/Investigator shall certify to
ICON in writing the Investigator's/Institution’s
compliance with the foregoing provisions.

INDEMNIFICATION AND INSURANCE

Sponsor Indemnity

[Any] Indemnification arrangements between the
Institution/Investigator by the Sponsor
(hereinafter called “Indemnification Provision”)
shall be by means of an agreement between the
Institution/Investigator and the Sponsor directly
[attached as Appendix 7 to this Agreement].

Requests for Indemnification Provision should be
made in writing or faxed to the ICON project
manager for the Study at the address below, who
shall act as the administrator of the
Indemnification Provision on behalf of the

vystaveni hrozbé, Ze budou zbaveni profesni
zpusobilosti nebo obzalovani z trestného ¢inu,
ani nebyli zadnym jinym zplsobem zapojeni do
aktivit, v souvislosti s nimiz dle zakonnych
predpist hrozi zbaveni profesni zplsobilosti;

disciplinarné potrestani a/nebo
zpGsobem vylou€eni regulaénim
z provadéni klinickych hodnoceni.

zakonnym
organem

Oznameni o zbaveni profesni zpusobilosti

ZkousSejici se zavazuje, ze uvédomi zadavatele
nebo spolecnost ICON v pfipadé jakéhokoli
takového zbaveni profesni odpovédnosti,
obvinéni, hrozby nebo obZzaloby.

Ujednani o nezaméstnavani

Po dobu platnosti této smlouvy se zdravotnické
zafizeni zavazuje pro ucely poskytovani sluzeb
spole€nosti ICON nezaméstnavat ani jinak
neangazovat jakékoli osoby, které byly zbaveny
profesni zpusobilosti nebo obvinény z trestného
¢inu, v souvislosti s nimz hrozi zbaveni profesni
odpovédnosti.

Potvrzeni
Na pfipadnou Zzadost zadavatele nebo
spole¢nosti ICON zdravotnické zafizeni /

zkouSejici spolecnosti ICON pisemné potvrdi,
Ze zdravotnické zafizeni / zkouSejici dodrzuji
vySe uvedena ustanoveni.

ODSKODNENI A POJISTENI

Odskodnéni zadavatele

[Jakékoli] ujednani o odSkodnéni meazi
zdravotnickym  zafizenim / zkouSejicim a
zadavatelem (dale jen ,poskytnuti odSkodného*)
bude mit podobu pisemné smlouvy uzaviené
pfimo mezi zdravotnickym  zafizenim /
zkouSejicim a zadavatelem [viz pfiloha €. 7 této
smlouvy].

Zadosti o poskytnuti od$kodného musi byt
podany pisemné nebo faxem na nize uvedenou
adresu vedoucimu projektu studie spolecnosti
ICON, ktery bude jednat v postaveni
vykonavatele poskytnuti odSkodného jménem
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Sponsor. Such requests must include the names
of all parties to be indemnified.

ICON NAME: ICON Clinical Research s.r.o.

ICON ADDRESS: V Parku 2335/20, 148 00
Praha 4 — Chodov, Czech Republic
ICON PROJECT MANAGER: XXXXXXXXX

For the avoidance of doubt ICON shall not
provide any indemnification on ICON’s own
account to the Institution/Investigator or any of
their servants or agents.

Insurance

The parties acknowledge that Sponsor in
compliance  with  Section 52 of the
Pharmaceuticals Act, has taken out an insurance
policy for the Investigator and the Sponsor
covering the whole duration of the Study, which
will also cover indemnity in case of a Qualified
Participant’s death or health-related harm, all of
those as a result of the Study’s conduct. The
Certificate forms Appendix 8 of this Agreement.
The Institution shall continue to maintain a level
of insurance, which is both commercially
reasonable and in accordance with Regulations.
Upon request by ICON, the
Institution/Investigator shall produce written
evidence of such insurance coverage.

Disclaimer

The Institution/Investigator acknowledge that the
Sponsor has engaged ICON to manage the
Study. ICON has performed no independent
research or analysis regarding the safety or
efficacy of the Investigational Product, materials
or treatment procedures that are to be
administered pursuant to the Study and therefore
ICON makes no warranties, expressed or implied
concerning the Investigational Product, materials,
treatment procedures, results to be obtained in
administering the Investigational Product, or the
Investigational Product's fitness for any particular
purpose.

Institution Indemnity

zadavatele. Takové zadosti musi obsahovat
jména vSech stran, které maji byt odSkodnény.

NAZEV SPOLECNOSTI: ICON Clinical
Research s.r.o.

ADRESA SPOLECNOSTI: V Parku 2335/20,
148 00 Praha 4 — Chodov, Ceska republika
VEDOUCI PROJEKTU VE SPOLECNOSTI
ICON: XXXXXXXXX

Aby nedos$lo k pochybnostem, spole€nost ICON
svym vlastnim jménem neposkytne zadné
od8kodnéni zdravotnickému zafizeni /
zkousejicimu ani zadnému z jeho zaméstnancu
¢i zastupcu.

Pojisténi

Strany berou na védomi, ze Zadavatel v souladu
s § 52 zakona o |éCivech zajistil na celou dobu
provadéni studie pojisténi pro zkouSejiciho a
zadavatele, jehoz prostfednictvim je zajisténo i
odskodnéni v pfipadé smrti  zpUsobilého
UCastnika hodnoceni nebo v pfipadé 3$kody
vzniklé na zdraviucastnika, vSe v dusledku
provadeéni studie Kopie potvrzeni je pfilohou €. 8
této smlouvy.

Zdravotnické zafizeni bude i nadale udrzovat
zakonné pojisténi v pfiméfené financni vysi a
v souladu se zakonnymi pfedpisy. Na zadost
spole¢nosti ICON zdravotnické zafizeni /
zkouSejici predlozi pisemné potvrzeni o tomto
pojisténi.

Omezeni odpovédnosti

Zdravotnické zafizeni / zkouSejici bere na
védomi, ze zadavatel povéfil Ffizenim studie
spolec¢nost ICON. Spole¢nost ICON neprovedla
zadny samostatny prazkum ani analyzu tykajici
se bezpecnosti nebo uginnosti hodnoceného
pfipravku, materiald nebo IéCebnych postupd,
které budou ve studii pouzity. Z toho davodu
spole€nost ICON nemuze poskytnout zadné
zéruky, at’ jiz vyslovné €i konkludentni, tykajici

se hodnoceného pfipravku, materiald,
|é€ebnych  postupll, vysledkG  podavani
hodnoceného  pfipravku  nebo  vhodnosti

hodnoceného pfipravku pro jakykoli konkrétni
ucel.

Odskodnéni zdravotnického zarizeni
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The Institution/Investigator acknowledges that
neither ICON nor the Sponsor will be responsible
for, and the Institution agrees, to the extent
allowed by law, to indemnify and hold them
harmless from, any loss, claim, or demand arising
from any injuries or damages resulting from the
Institution/Investigator's negligence, failure to
adhere to the Protocol, failure to obtain informed
consent, unauthorized warranties, breach of this
Agreement or willful misconduct.

INSTITUTION COMPENSATION

Payments

ICON shall pay on a per Qualified Participant
basis for each Satisfactorily Completed Case (as
defined in Section 14.1.2 below) in accordance
with Appendix 3 to this Agreement.

A “Satisfactorily Completed Case” shall be one in
which a qualified participant is a Qualified
Participant, has completed the specified Study
period, and has been evaluated in accordance
with the Protocol. If a patient is discontinued for
reasons stipulated in the Protocol, the
Institution/Investigator shall be paid a prorated
rate for work completed in accordance with
Appendix 3.

Payments under Section 14.1.1 above will be
made EITHER [within ninety 90days] OR [on a
quarterly basis [(Exact payment terms to be
advised by ICON)] following receipt by ICON of
the Case Report Form completed in accordance
with Section 5.2 above. Final payment will not be
made until all queries are resolved.

Financial considerations shall be provided by
ICON within 30 days of receipt of an invoice —
VAT invoice, issued in accordance with this
Agreement and containing, in enclosure, a list of
performed pertinent tasks as per the payment
schedule applicable for the contractual
remuneration calculation. The VAT invoice shall
contain all necessary particulars stipulated by
generally applicable Regulations. The invoice
payment deadline shall be at least 30 days.

Zdravotnické zafizeni / zkouSejici berou na
védomi, ze ani spolecnost ICON ani zadavatel
neponesou odpovédnost, v rozsahu vymezeném
zakonem, za jejich odSkodnéni a zajisténi proti
jakymkoli ztratam, Zalobam nebo pozadavkim
vzniklym na zakladé jakékoli ujmy nebo Skody v
disledku nedbalosti, nedodrzeni protokolu,
nezajiténi informovaného souhlasu pacienta,
neautorizovanych prohlaSeni, poruSeni této
smlouvy Ci svévolného chovani zdravotnického
zafizeni / zkouSejiciho, a zdravotnické zafizeni
s tim souhlasi.

ODMENA PRO ZDRAVOTNICKE ZARIZENi

Platby

Spole¢nost ICON uhradi v souladu s pfilohou €.
3 této smlouvy odménu za kazdého zpUsobilého
uCastnika a Uspé&Sné uzavieny pfipad (jak je
definovano v €lanku 14.1.2 nize).

,Uspésné uzavieny pripad” je pfipad, ve kterém
je  zpUsobily uc€astnikshledan  zpUsobilym
ucastnikem, absolvuje stanovenou dobu studie
a je vyhodnocen v souladu s protokolem. Je-li
UCast subjektu ve studii pferuSena z divodu
uvedenych v protokolu, bude zdravotnickému
zafizeni | zkouSejicimu vyplacena pomérna
Castka za prace dokoncené v souladu s pfilohou
¢. 3.

Platby v souladu s ¢lankem 14.1.1 vySe se
budou uskuteériovat BUD [do 90 dnt] NEBO
[Etvrtletné (konkrétni platebni podminky budou
stanoveny spole¢nosti ICON)] na zakladé
zaznamu Ucastnika hodnoceni pfijatého od
spole¢nosti ICON a vyplnéného v souladu
s ¢lankem 5.2 vySe. Konecna c&astka bude
vyplacena az po vyreSeni vSech nejasnosti.

FinanCni plnéni budou ze strany ICON
poskytovana do tficeti (30) dnu od pfijeti faktury
— danfového dokladu, vystaveného v souladu
s touto smlouvou, jehoz pfilohou bude seznam
uskuteénénych  ginnosti  rozhodnych  dle
platebniho schématu pro vypocet smluvni

odmeény. Dariovy doklad musi obsahovat
veskeré nalezitosti stanovené obecné
zavaznymi  pravnimi  predpisy.  Splatnost

dafiového dokladu bude ¢init nejméné 30 dni.
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Payment shall be made to the account of the
Institution mentioned in the header of this
Agreement.

The Institution shall to this end complete the
Beneficiary Form attached as Appendix 4 hereto.

In the following limited circumstances Value
Added Tax or an equivalent sales tax (“VAT")
shall be added to any sums stated in Appendix 3:

where VAT arises and ICON is

accountable for the same;

legally

where the Institution/ Investigator has listed
its/his/her VAT number below;

and upon receipt of a valid VAT invoice. All other
taxes are included in the sums stated in Appendix
3.

Institution/Investigator VAT Number:
CZ 00023884

For the avoidance of doubt all charges and/or
fees imposed by the Investigator/Institution’s
banks shall be for the account of the
Investigator/Institution, ICON will have no
obligation to discharge the same or any other
similar administrative charges.

Non-Payment

Unless otherwise agreed in writing ICON shall
make no payment for Qualified Participants
whom the Investigator entered into the Study in
violation of the Protocol (i.e. the patient is not a
Qualified Participant).

Unless otherwise agreed in writing no payments
shall be made by ICON in relation to Qualified
Participants with respect to whom violations of
the Protocol have occurred, either for visits at
which Protocol variations occurred or for any
subsequent visits.

Return of Funds Upon Early Termination

Platba bude vyplacenana uc¢et zdravotnického
zafizeni uvedeny v zahlavi této smlouvy.

Zdravotnické zafizeni za timto ucelem vyplni
formular pro pfijemce pfilozeny k této smlouvé
jako pfiloha ¢&. 4.

Za nasledujicich vyjimeénych okolnosti bude
dan z pfidané hodnoty nebo odpovidajici dan
zprodeje (dale jen ,DPH®) pfipoctena
k jakymkoli ¢astkam uvedenym v pfiloze €. 3:

pokud se DPH uplatfiuje a spole¢nost ICON
nese za jeji uhrazeni pravni odpovédnost;

pokud zdravotnické zafizeni / zkouSejici nize
uvede své DIC;

a po obdrzeni platné faktury s DIC. V&echny
ostatni dané jsou zahrnuty do ¢astek uvedenych
v pfiloze €. 3.

DIC zdravotnického zaFizeni / zkousejiciho:
CZ 00023884

Aby nedoSlo k pochybnostem, zdravotnické
zafizeni |/ zkouSejici uhradi vedkeré vydaje
a/nebo poplatky, které zdravotnickému zafizeni /
zkouSejicimu naudtuji banky; spole¢nost ICON
nenese odpovédnost za Uhradu téchto vydaju
a/nebo poplatkl ani jinych administrativnich
poplatkd.

Neuhrazeni platby

Nebude-li pisemné dohodnuto jinak, spole¢nost
ICON neprovede Zadnou uUhradu za zpUsobilé
ucastniky, které zkouSejici zafadil do studie v
rozporu s protokolem (tzn. subjekt neni
zpUsobilym ucastnikem).

Nebude-li pisemné dohodnuto jinak, spole¢nost
ICON neprovede zadné platby ve vztahu ke
zpusobilym dc&astnikim, v souvislosti s nimiz
doSlo k poruseni protokolu, at jiz béhem
navstévy, kdy k nedodrzeni protokolu doslo,
nebo bé&hem jakékoli dalSi navatévy.

Vraceni penéz v pripadé predéasného ukonéeni
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If the Study is discontinued for any reason it is
agreed that the amounts paid or payable under
this Section 14 shall be prorated based on actual
work duly performed pursuant to the Protocol in
accordance with Appendix 3 to this Agreement.
Any funds not due under this calculation, but
already paid, shall be returned to ICON, within
thirty (30) days of the date of termination of the
Study.

Pass-through Costs

ICON agrees to pay the pass-through costs set
out in Appendix 3 in arrears upon production by
the Institution of adequate written evidence that
such costs have been incurred. The
Institution/Investigator shall ensure that such
invoices are sent to ICON within 60 days of the
expense being incurred.

All costs

The payments listed above and more fully
described in Appendix 3 represent all Study
costs, and no other moneys shall be payable
upon termination or otherwise.

The estimated total remuneration for the
performance of services for maximum number of
patients who attend all visits required by protocol
is 1112.000,00 CZK.

Budget Non-Disclosure

To the extent possible under the Regulations and
other applicable law the Institution/Investigator
shall consider all budget information as
confidential and shall discuss such information
exclusively with ICON and/or the Sponsor. Any
discussion of this Agreement or its budget terms
by the Institution/Investigator with any third party
may be treated by ICON as an irremediable
breach for the purposes of Section 11.3.1.5
above.

Financial Obligations Performance

Financial obligations arising from this Agreement

Bude-li studie z jakéhokoli divodu prerusena,
budou &astky vyplacené nebo splatné dle tohoto
Clanku 14 Umérné rozdéleny na zakladé
skute¢nych praci fadné provedenych v souladu
s protokolem a pfilohou ¢. 3 této smlouvy.
Jakékoli  Castky, které ztéto kalkulace
nevyplynou, ale které jiz byly uhrazeny, budou
spole¢nosti ICON vraceny do tficeti (30) dnt od
data ukonc&eni studie.

Prefakturované naklady

Spole¢nost ICON se zavazuje uhradit
nezaplacené prefakturované naklady, které jsou
uvedeny v pfiloze ¢. 3, na zakladé pfislusného
pisemného dokumentu predloZzeného
zdravotnickym zarizenim, ktery bude
prokazovat, zZe takové naklady vznikly.
Zdravotnické zafizeni / zkouSejici zajisti, aby
takové faktury byly odeslany spolecnosti ICON
do 60 dn0 od vzniku vydaje.

VesSkeré naklady

VySe uvedené platby, popsané podrobnéji
v pfiloze €. 3, pfedstavuji veSkeré naklady na
studii. Po skon&eni studie &i jinak nebudou

splatné zadné dalsi Castky.

Pfedpokladana celkova vySe odmény za
provedeni sluzeb za maximalni poCet pacientd,
ktefi absolvuji vSechny navstévy dle protokolu
¢ini 1 112.000,00 K¢.

Utajeni rozpoctu

V rozsahu umoznéném zakonnymi pfedpisy a
jinymi pouzitelnymi zakony bude zdravotnické
zafizeni |/ zkouSejici povazovat veSkeré
informace souvisejici s rozpoctem za duvérné a
bude o nich hovofit vyhradné se spolecnosti
ICON a/nebo zadavatelem. Jakakoli diskuse o
této smlouvé nebo jejich rozpoctovych
podminkach ze strany zdravotnického zafizeni /
zkousejiciho s jakoukoli tfeti stranou bude
spole€nosti ICON povazovana za
nenapravitelné poruseni smlouvy dle ustanoveni
¢lanku 11.3.1.5 vySe.

Splnéni penézitych zavazku

Penézité zavazky vzniklé mezi smluvnimi
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between the Parties, shall be performed by the
bound Party in proper and timely manner on the
bank account of the other Party. Unless the
Parties agree otherwise, the Party’s bank account
is deemed to be the bank account in the header
of this Agreement. The financial obligation shall
be deemed to have been performed upon its
having been credited on the entitled Party’s
account.

GENERAL PROVISIONS

Assignment

The Institution/Investigator may not assign its/his
or her rights and/or delegate its/his or her
obligations under this Agreement without the prior
written consent of ICON, which consent shall not
be unreasonably withheld. ICON shall have the
power to assign this Agreement to the Sponsor
without the Institution/Investigator’s consent.

Waiver

A waiver by either party of any term or condition
of this Agreement in any instance shall not be
deemed or construed to be a waiver of such term
or condition for any similar instance in the future
or any subsequent breach hereof. All rights,
remedies, undertakings,  obligations  and
agreements contained in this Agreement are
cumulative and none of them shall be a limitation
of any other remedy, right, obligation or
agreement.

Notices

Notices under this Agreement shall be in writing
and considered sufficient if delivered personally,
sent by registered mail with return receipt, sent
by recognized overnight courier service, or by
telefax transmission, addressed as follows:

If to ICON

ICON Clinical Research s.r.o.
V Parku 2335/20,

148 00 Praha 4 — Chodov,
Czech Republic

stranami na zakladé této smlouvy, je zavazana
smluvni strana povinna uhradit fadné a v¢as, a
to na bankovni ucet druhé smluvni strany.
Nedohodnou-li se smluvni strany jinak, rozumi
se bankovnim G¢étem smluvni strany jeji
bankovni Ucet uvedeny v zahlavi této smlouvy.
Penézity zavazek je splnén okamzikem, kdy je
pfislusna Castka pfipsana na bankovni ucet
opravnéné smluvni strany.

OBECNA USTANOVENI

Postoupeni prav

Zdravotnické zafizeni / zkouSejici nesmi bez
pfedchoziho pisemného souhlasu spole€nosti
ICON postoupit sva prava a/nebo prevést své
povinnosti vyplyvajici z této smlouvy, pficemz
spoleénost ICON nebude svUj souhlas
bezdivodné odpirat. Spole¢nost ICON je
opravnéna postoupit tuto smlouvu zadavateli
bez souhlasu zdravotnického zafizeni /
zkouSejiciho.

Vzdani se prav

Vzda-li se kterakoli ze smluvnich stran jakékoli
podminky této smlouvy, nebude to v zadném
pfipadé povazovano &i vykladano za vzdani se
takové podminky v jakémkoli podobném pfipadé
v budoucnosti nebo v pfipadé jakéhokoli jejiho
nasledného poruseni. VSechna prava, opravné
prostfedky, zavazky, povinnosti a ujednani
obsazené vtéto smlouvé jsou kumulativni a
nepfedstavuji omezeni jiného opravného
prostfedku, prava, povinnosti €i ujednani.

Oznameni

Oznameni vramci této smlouvy budou mit
pisemnou podobu a za dostatecné bude
povazovano jejich osobni doruceni, zaslani
doporucéenou zasilkou s oznamenim o doruceni,
doruceni do druhého dne nebo pfenos faxem.
Adresa pro doru€eni je nasledujici:

Pokud budou adresovana spole¢nosti ICON

ICON Clinical Research s.r.o.
V Parku 2335/20

148 00 Praha 4 — Chodov
Ceska republika
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Attention: XXXXXXXXXXXX
TEL: XXXXXXXXXXXX
FAX: XXXXXXXXXXXX

If to the Institution/Investigator

Radiodiagnosticke oddeleni
Nemocnice na Homolce
Roentgenova 2, 150 30 Praha 5,
Czech Republic

Attention: XXXXXXXXXXXXXX
Tel: XXXXXXXXXXXXX

FAX: XXXXXXXXXXXXX

If a party notifies the other party in writing of
change of postal delivery address, the newly
notified postal delivery address shall be deemed
the agreed postal delivery address of the said
party.

If an addressee does not collect a consignment
or if it is not possible to deliver it to the agreed
postal delivery address, the legal effects
associated by law with the delivery of the deed
contained in the consignment arise on the day
the consignment is returned to the sender.

The parties shall regularly collect postal deliveries
and/or ensure their regular collection at their
delivery address. In case of change of a party’s
registered address, the said party shall
immediately notify the fact to the other party and
provide the new postal delivery address. The
parties take note that breaching the obligation to
collect postal deliveries according to this article
may result in the delivery being frustrated, which
will result in the application of the provisions of
the paragraph above of this Agreement.

Severability

The invalidity or unenforceability of any provision
of this Agreement shall in no way affect
enforcement of any other provision of this
Agreement.

Relationship of Parties

Nothing herein shall be construed as creating any
association, partnership, joint venture,
employment or the relationship of principal and
agent between the parties, it being understood
that the Investigator is an independent contractor,

K ruk@m: XXXXXXXXXXXXXX
TEL.: XXXXXXXXXXX
FAX: XXXXXXXXXXX

Pro zdravotnické zarizeni / zkousejiciho

Radiodiagnostické oddéleni
Nemocnice na Homolce
Roentgenova 2, 150 30 Praha 5,
Ceska republika,

K rukam: XXXXXXXXXXXXXXX
Tel.: XXXXXXXXXXXXX

FAX: XXXXXXXXXXXX

Dorugi-li smluvni strana druhé smluvni strané
pisemné oznameni o zméné doru€ovaci adresy,
rozumi se dohodnutou doru€ovaci adresou
dotéené smluvni strany nové sdélena adresa.
Nevyzvedne-li si adresat zasilku, nebo nepodafi-
li se mu zasilku doruCit na dohodnutou
doruCovaci adresu, nastavaji pravni ucinky, které
pravni predpisy spojuji s doru€enim pravniho
Ukonu, ktery byl obsahem zasilky, dnem, kdy se
zasilka vréti odesilateli.

Smluvni strany jsou povinny pravidelné pfebirat
postu, pfipadné zajistit jeji pravidelné prebirani
na své doruCovaci adrese. Pfi zméné sidla
smluvni strany je tato smluvni strana povinna
neprodlené informovat o této skute€nosti druhou
smluvni stranu a oznamit ji adresu, kter4 bude
jeji novou doru€ovaci adresou. Smluvni strany
berou na védomi, ze poruseni povinnosti fadné
prebirat postu dle tohoto odstavce mlze mit za
nasledek, Ze doru€eni zasilky bude zmafeno,
pro¢ez dojde k aplikaci ustanoveni dle odstavce
vyse této smlouvy.

Oddélitelnost jednotlivych ustanoveni

Neplatnost nebo nevymahatelnost kteréhokoli
z ustanoveni této smlouvy nijak neovlivni
vymahatelnost kteréhokoli jiného ustanoveni
této smlouvy.

Vztah mezi smluvnimi stranami

Ze zadné skuteCnosti obsazené v této smlouvé
nelze vyvozovat spojeni, partnerstvi, spolecny
podnik, zaméstnani nebo vztah zastoupené
smluvni strany a jejiho zastupce, v ramci néhoz
by zkouSejici byl povazovan za nezavislého
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and neither party has the authority to bind the
other, nor the other’s representatives, in any way.

Governing Law

This Agreement, and all disputes and/or claims
arising under this Agreement, shall be interpreted
and governed by the laws of Czech Republic,
without regard to conflict of laws principles.

The parties commit to mutual assistance in the
course of the Study and to resolve any possible
disputes or differences of opinion related to the
processes and the way of working by way of
common practice pertaining to contracting
parties.

The Parties have agreed within the meaning of
the provisions of Section 89a of Act No. 99/1963,
Coll. the Civil Procedure Code that the competent
court to hear and rule on disputes and other legal
matters arising from the legal relationship under
this Agreement, as well as related relationships,
shall be the Prague Municipal Court for matters
within the competence of a regional court, and
the Prague 5 District Court for matters within the
competence of a district court.

Entire Agreement

This Agreement sets forth the entire Agreement
and understanding between the parties hereto as
to the subject matter hereof and has priority over
all documents, verbal consents or understandings
made between ICON and the
Institution/Investigator. None of the terms of this
Agreement may be amended or modified except
in writing signed by the parties hereto.

The parties commit to mutual cooperation in
order to fulfill the purpose of this Agreement.

The parties agree that if a change or difference of
interpretation of legal provisions or case law
results in a provision of this Agreement to be
deemed invalid, the Agreement as a whole
remains valid, whilst only that part directly
affected by the grounds for nullification shall be

dodavatele, a Zzadna ze smluvnich strana neni
opravnéna druhou stranu ani jeji zastupce
jakymkoli zpisobem vazat.

Rozhodné pravo

Tato smlouva a vedkeré spory a/nebo naroky
z ni vzniklé budou vykladany a budou se fidit
zakony Ceské republiky bez ohledu na konflikt
pravnich princip(.

Smluvni strany se pfi zpracovani studie zavazuji
vzajemné si pomahat a pfipadné spory a
rozdilnost nazord na postup a zpulsob praci fesit
jednanim obvyklym u smluvnich stran.

Smluvni strany se ve smyslu ustanoveni § 89a
zakona ¢. 99/1963 Sb., ob&ansky soudni fad
dohodly, Ze mistné pfislushym soudem
k projednani a rozhodnuti sporll a jinych
pravnich véci vyplyvajicich s touto smlouvou
zaloZzeného pravniho vztahu, jakoz i ze vztahl
s timto vztahem souvisejicich, je v pfipadé, ze
k projednani véci je vécné pfislusny krajsky
soud, Méstsky soud v Praze a v pfipadé, ze
k projednani véci je vécné pfisluSsny okresni
soud, Obvodni soud pro Prahu 5.

Uplnost smlouvy

Tato smlouva pfedstavuje Uplnou dohodu a
Umluvu mezi smluvnimi stranami této smlouvy
ve vztahu kjejimu pfedmétu a je nadfazena
véem dokumentim, Udstnim ujednanim a
umluvam mezi spolecnosti ICON a
zdravotnickym zafizenim / zkou$ejicim. Zadnou
z podminek této smlouvy nelze ménit ani
upravovat jinak neZ pisemnym dodatkem
podepsanym smluvnimi stranami.

Smiuvni strany se zavazuji poskytnout si
k naplnéni UCelu této smlouvy vzajemnou
soucinnost.

Strany sjednavaiji, ze pokud v disledku zmény &i
odliSného vykladu pravnich predpist anebo
judikatury soudd bude u nékterého ustanoveni
této smlouvy shledan davod neplatnosti pravniho
ukonu, smlouva jako celek nadale plati, pficemz
za neplatnou bude mozné povazovat pouze tu
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deemed invalid. The parties undertake to amend
or substitute such provision by a new one that
shall correspond to the current applicable
interpretation of the Regulations within the
meaning and purpose of this Agreement.

In cases where such resolution is not practicable
and where the Agreement would be deemed
invalid, the Parties resolve following such
discovery to negotiate a new agreement which
remedies the said grounds for invalidity and the
current agreed performance shall be taken into
account within the performance of the Parties
under this Agreement. The provisions of the new
agreement shall be based on the original
Agreement to extent that same complies with
Regulations.

Counterparts

This Agreement shall come into force and take
effect on the day of its signing by both parties or
their authorised representatives.

This Agreement shall be executed in three
counterparts, each of which shall be written in the
Czech and English languages concurrently. Each
of the parties shall receive one counterpart. For
the purpose of interpretation, the version in the
Czech language shall prevail.

Survival

Sections in this Agreement relating to obligations
which have accrued or are have application
beyond the term of this Agreement including
without limitation those relating to confidentiality
and Confidential Information, proposed or actual
inspections by a Regulatory  Authority,
publications, intellectual property, indemnification
and use of names and any provision required to
interpret and enforce the parties' rights and
obligations under this Agreement to the extent
required for the full observation and performance
of this Agreement shall survive any termination of
this Agreement.

Third Party Beneficiary

All parties hereto expressly acknowledge and
agree that the Sponsor shall be a third party
beneficiary of this Agreement and shall be
entitled to enforce any of the provisions hereof by

Cast, které se dlvod neplatnosti pfimo tyka.
Strany se zavazuji toto ustanoveni doplnit Ci
nahradit novym ujednanim, které bude odpovidat
aktualnimu vykladu pravnich pfedpist a smyslu
a ucelu této smiouvy.

Pokud v nékterych pfipadech nebude mozné
feSeni zde uvedené a smlouva by byla neplatna,
strany se zavazuji po tomto zjisté€ni vyjednat
novou smlouvu, ve které pfipadny duvod
neplatnosti bude odstranén a dosavadni pfijata
plnéni budou zapodcitana na pInéni stran podle
této nové smlouvy. Podminky této nové smlouvy
pfitom vyjdou z plvodni smlouvy do té mity,
pokud bude vyhovovat pravnim predpisum.

Stejnopisy

Tato smlouva nabude platnosti a u¢innosti dnem
jejiho podpisu obéma smluvnimi stranami Ci
jejich opravnénymi zastupci.

Tato smlouva se vyhotovuje ve tfech
stejnopisech, z nichz kazdy je sepsan soucasné
vjazyce C&eském a anglickém. Kazda ze
smluvnich stran obdrzi po stejnopisu. Vykladové
rozhodna je Ceska jazykova verze.

Platnost ustanoveni po skonéeni smlouvy

Casti této smlouvy souvisejici s povinnostmi
vzniklymi nebo platnymi i po skonéeni platnosti
této smlouvy, mimo jiné v€etné &asti tykajicich
se duvérnosti a davérnych informaci,
planovanych nebo uskuteénénych kontrol ze
strany regulaéniho organu, publikaci, dusevniho
vlastnictvi, odSkodnéni a pouziti jmen, stejné
jako  jakékoli ustanoveni nezbytnd pro
interpretaci a vymahani prav a povinnosti
smluvnich stran dle této smlouvy v rozsahu
nezbytném pro Uplné dodrZeni a plnéni této
smlouvy, jsou trvale platné i po ukonCeni této
smlouvy.

Opravnéna treti strana

V8echny smluvni strany timto vyslovné berou
na védomi a souhlasi s tim, ze zadavatel bude
obmyslenou tfeti stranou této smlouvy a bude
opravnén vymahat kterékoli z ustanoveni této
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all remedies at law and/or in equity.

Anti-Bribery

The parties acknowledge that ICON and the
Sponsor are bound by all applicable anti-
corruption and anti-bribery laws and regulations
including but not limited to Foreign Corrupt
Practices Act (FCPA) and UK Bribery Act and will
not cause ICON or Sponsor to be in breach of
their responsibilities through any act as described
in this Section.

Institution represents and warrants that any
investigation and any fine imposed did not relate
to its clinical study activity nor any of the site staff
(including Investigator) and will not effect the
Institutions ability to perform services under
Agreement.

ICON and Sponsor may require acess to any and
all documentation relating to any and all matters
arising out of any breach of applicable laws by
Institution or its staff or fines levied in relation to
Institution ~ conduct/misconduct  that  might
adversely effect the Institution’s ability to conduct
the Study, jeopordize the use of Study results
from the Institution or impact on ICON’s or
Sponsor’s legal obligations.

In performing the Study and or services under
this Agreement, the non-ICON contracting
party/parties (and their employees and agents) (i)
agree(s) that it has not and shall not, directly or
indirectly, offer to make, promise, authorize or
accept any payment or anything of value,
including bribes, gifts and/or donations to or from
any public official, Regulatory Authority or anyone
else for the improper purpose of influencing,
inducing or rewarding any act, omission or
decision in order to secure an improper
advantage, including to obtain or retain business;
and (i) in all its activities ( business or otherwise)
including but not limited to the provision of
services to ICON/Sponsor for the Study, shall
strictly comply with all applicable public

smlouvy v8emi opravnymi prostfedky na
zakladé zakona a/nebo spravedlivého naroku.

Protikorup&ni ustanoveni

Smluvni strany berou na védomi, Ze spole¢nost
ICON a zadavatel jsou vazani pfislusnymi
zékony a predpisy proti korupci a uplatkarstvi,
mimo jiné v&etné& Zakona o zahraniénich
korup&nich praktikach (FCPA) a Zakona o
Uplatkarstvi platného ve Velké Britanii, a
nepfiméji spole¢nost ICON ani zadavatele, aby
porusily své povinnosti v ramci kteréhokoli
zakona, jak je popsano v tomto ¢lanku.

Zdravotnické zafizeni prohlaSuje a zaruluje, ze
zadna Setfeni a Zzadna uloZzena pokuta
nesouvisely s jeho aktivitami vrdmci klinické
studie ani se 2zadnym ze zaméstnancl
pracovisté (v€etné zkouSejiciho) a nebudou mit
vliv. na schopnost zdravotnického zafizeni
provadét sluzby podle této smlouvy.

Spole¢nost ICON a zadavatel si mohou vyzadat
pfistup k veSkeré dokumentaci souvisejici
s jakoukoli kauzou vyplyvajici z poruSeni
platnych zakond zdravotnickym zafizenim nebo
jeho zameéstnanci ¢&i pokutami ulozenymi v
souvislosti S jednénim/pochybenim
zdravotnického zafizeni, které by mohlo mit
negativni vliv na schopnost zdravotnického
zafizeni provadét studii, ohrozit pouziti vysledku
studie od zdravotnického zafizeni nebo mit vliv
na zakonné povinnosti spole¢nosti ICON i
zadavatele.

PFi provadéni studie a/nebo poskytovani sluzeb
v souvislosti s touto smlouvou se smluvni
strana/strany nespadajici pod spole¢nost ICON
(a jejich zaméstnanci a zastupci) (i) zavazuji, ze
nebudou pfimo nebo nepfimo nabizet
provedeni, slibovat, schvalovat nebo pfijimat
jakoukoliv platbu nebo cokoli hodnotného,
véetné Uplatkd, darkd a/nebo darl jakémukoli
vefejnému Ciniteli, regulaénimu ufadu nebo
komukoli jinému, ani uvedené pfijimat od téchto
osob, a to za Uucelem nepfipustného ovliviiovani,
navadéni nebo odmérovani jakéhokoli ukonu,
opomenuti nebo rozhodnuti s cilem zajistit si
nepatfichou vyhodu, véetné ziskani nebo
udrzeni obchodni prilezitosti, a (ii) pfi vSech
svych aktivitach (obchodnich i jinych), mimo jiné
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procurement, competition law,anti-corruption and
anti-bribery laws and regulations. The non-ICON
contracting party/parties shall notify ICON and
Sponsor immediately upon becoming aware of
any breach under this Section. In the event that
ICON and/or Sponsor becomes aware of any
breach of the terms of this Section or any
Regulation(s), ICON and/or Sponsor may
terminate this Agrement with immediate effect by
providing notice to Institution, without further
obligation to Institution or Investigator

For the purpose of ensuring compliance with
applicable Anti-Bribery laws and regulations, non-
ICON contracting party/parties agree(s) that
ICON shall have the right to conduct an
investigation or audit of the non-ICON contracting
party/parties during the term of this Agreement to
monitor compliance with the terms of this Section.
The non-ICON contracting party/parties shall
cooperate fully with such investigation or audit,
the timing of which shall be at the sole discretion
of ICON.

ICON takes note that the Principal Investigator,
the members of the investigating team or any
other person employed by the Institution are not
authorised to enter into any direct contractual
relationships with the Sponsor, ICON or any other
person acting in agreement with, on instructions
or in the interests of the Sponsor, ICON and to
accept any kind of performance under such
contractual relationships.

ICON agrees that none of the persons
participating in the research shall be provided
with a reward or any other performance directly
or indirectly, i.e. through another person acting in
agreement with them, on their instructions or in
their interests, other than as stipulated by this
Agreement.

v€etné  poskytovani  sluzeb  spole€nosti
ICON/zadavateli pro tuto studii, budou striktné
dodrzovat veSkeré platné zakony a pfedpisy
tykajici zadavani  vefejnych zakazek a
hospodarské soutéze, se boje proti korupci a
Uplatkafstvi.  Smluvni  strana/strany mimo
spole¢nost ICON bude/budou spole¢nost ICON
a zadavatele informovat okamzité po zjisténi, ze
doSlo k porusSeni ustanoveni tohoto ¢lanku. V
pfipadé, Ze se spolecnost ICON a/nebo
zadavatel dozvi o jakémkoli poruSeni podminek
tohoto ¢&lanku nebo jakychkoli  pravnich
predpisti, mohou spole¢nost ICON a/nebo
zadavatel ukongit tuto smlouvu s okamzitou
ucinnosti oznamenim zdravotnickému zafizeni
bez dalSich zavazk( vuc¢i zdravotnickému
zarizeni i zkousejicimu.

S cilem zajistit dodrzovani pfislusnych zakont
tykajicich se korupce, smluvni strana/strany
mimo spole¢nost ICON souhlasi s tim, ze
spole¢nost ICON bude mit pravo provést u
smluvni strany/stran mimo spole¢nost ICON v
prubéhu trvani této smlouvy Setfeni nebo audit s
cilem monitorovat dodrzovani podminek tohoto
¢lanku. Smluvni strana/strany mimo spole¢nost
ICON bude/budou v prabéhu takového Setfeni
nebo auditu plné spolupracovat, pficemz jeho
natasovani bude vyhradné na Usudku
spole¢nosti ICON.

ICON bere na védomi, ze hlavni zkousejici,
¢lenové zkouSejiciho tymu ani jakakoli jind osoba
v pracovnim poméru ke zdravotnickému zafizeni
nejsou opravnéni vstupovat do jakychkoli
pfimych smluvnich vztahd se zadavatelem,
ICON nebo s jakoukoli jinou osobou jednajici se
zadavatelem s ICON ve shodé, na jeji pfikaz
nebo v jeji prospéch, a pfijimat na zakladé téchto
smluvnich vztahd jakékoli pInéni.

ICON souhlasi, ze zadné z osob zuc€astnénych
na vyzkumu nebude poskytnuto pfimo ani
nepfimo, tj. prostfednictvim jiné osoby jednajici
s ni/s nim ve shodé na jeholjeji pfikaz nebo
Vv jeholjeji prospéch odménu nebo jakékoli jiné
plnéni jinak nez je dohodnuto touto smlouvou.
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Amendments to the Agreement are permitted
only in written form by the means of a numbered
Addendum to the Agreement, signed by both
Parties. The Agreement may be only be
terminated in writing. In the event of change of
the legislation governing clinical trials, the Parties
undertake to act in compliance with such new
legislation from the day of its taking effect.

Final Provisions

Renunciation of entitlements and rights under any
of the provisions of this Agreement is permitted
only in writing with ratification by the appropriate
Party. Renunciation of the enforcement of any of
this Agreement’s provisions shall not mean,
neither will it be interpreted as renunciation of the
enforcement claim in the event of further breach
of said provision. No extension of the
performance deadline of any obligations or acts
under this Agreement shall be deemed or
interpreted as an extension of the performance
deadline of any other obligation or act under this
Agreement.

The Parties declare that they have read this
Agreement before signing it, and found that its
contents corresponds exactly to their true and
free wil, and that it establishes Ilegal
consequences sought by their actions, and
therefore they sign it below, free of error, deceit
and distress, as correct.

In conclusion of this Agreement, the Parties
expressly declare that they are not aware of any
circumstances that would impede the conclusion
of this Agreement.

The Parties acknowledge that in accordance with
the transparency requirements of Act no.
340/2015 Coll, on Register of Contract, certain
provisions of this agreement are subject to
publication by the Institution in the [Insert Public
Registry]. The Institution hereby agrees that the
publication of the terms of this Agreement will be
limited to the information that needs to be
disclosed as per the requirements of Act no.
340/2015 Coll and will be subject to prior review
and approval by the Sponsor.

Prior to the publication being made, the Institution

Zmény smlouvy jsou mozné jen ve formé
pisemného a Cislovaného dodatku ke smlouvé
podepsaného obéma smluvnimi stranami.
Smlouva miiZze byt ukonéena pouze pisemné.

V pfipadé zmény pravni Upravy klinického
hodnoceni se smluvni strany zavazuji
postupovat v souladu stouto novou pravni
upravou pocinaje dnem jeji ucinnosti.

Zavérecna ustanoveni

Vzdani se uplatnéni narokd a prav na plnéni
kteréhokoliv ustanoveni této smlouvy je mozné
jen v pisemné formé s podpisem pfislusné
smluvni strany. Vzdani se naroku na vymahani
nékterého z ustanoveni této smlouvy neznamena
a ani se nebude vykladat jako vzdani se naroku
na vymahani kteréhokoliv jiného ustanoveni této
smlouvy, ani jako vzdani se naroku na vymahani
v pfipadé dalSiho poruSeni prfedmétného
ustanoveni. Zadné prodlouzeni lhaty plnéni
jakychkoliv povinnosti nebo Ukond podle této
smlouvy se nebude povazovat anebo vykladat
jako prodlouzeni Ihity pInéni jakékoliv dalsi
povinnosti anebo Ukonu podle této smlouvy.

Smluvni strany prohla8uji, Ze si tuto smlouvu
pred jejim podpisem precetly, a shledaly, ze jeji
obsah pfesné odpovida jejich pravé a svobodné
vuli a zaklada pravni nasledky, jejichz dosazeni
svym jednanim sledovaly, a proto ji nize, prosty
omylu, Isti a tisné, jako spravnou podepisuiji.

Smluvni strany na zavér této smlouvy vyslovné
prohlasuji, Ze jim nejsou znamy Zadné okolnosti
branici v uzavfeni této smlouvy.

Strany berou na védomi, ze v souladu
s pozadavky na dodrzeni transparentnosti
stanovenymi  zakonem  ¢&. 340/2015 Sb., o

registru smluv, je zdravotnické zafizeni povinno
zvefejnit nékterd ustanoveni této smlouvy
Vv registru smluv. Zdravotnické zafizeni se timto
zavazuje, Ze se pfi zvefejnéni podminek této
smlouvy omezi na informace, které musi byt
zvefejnény v souladu s pozadavky zakona
€. 340/2015 Sh. a které budou predem
prfezkoumany a schvéleny zadavatelem.

Pfed samotnym zvefejnénim je zdravotnické
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shall provide an opportunity to the Sponsor to
identify and redact any and all provisions of this
Agreement and its appendices that the Sponsor
deems as sensitive or business secret
information and which are not subject to
mandatory disclosure by law. The Sponsor shall
make all reasonable attempts to provide to the
Institution an acceptable version of the
Agreement for publication no later than on its
signature date. At any rate, the Institution shall
not submit for publication a version of this
Agreement that has not been previously
consented by the Sponsor.

IN WITNESS WHEREOF, the parties have
caused this Agreement to be executed by their
duly authorized representatives to be effective as
of the date first written above.

ICON CLINICAL RESEARCH LIMITED

Date:

Name: XXXXXXXXXXXXX
Sr. Director Project Management

Signature:

INSTITUTION:

Date:

Name: Dr. Ing. Ivan Oliva

zafizeni  povinno  poskytnout  zadavateli
prilezitost, aby mohl identifikovat a redigovat
jakékoliv ustanoveni této smlouvy a jejich pfiloh,
ktera povazuje za citliva nebo ktera obsahuji
obchodni tajemstvi a kterd nemusi byt ze zdkona
povinné zvefejnéna. Zadavatel je povinen
vyvinout  maximalni  Usili, aby  poskytl
zdravotnickému  zafizeni  pfijatelnou  verzi
smlouvy ke zvefejnéni nejpozdéji k datu jejiho
podpisu. V zadném piipadé vSak zdravotnické
zafizeni nepredlozi ke zvefejnéni verzi této
smlouvy, ktera nebyla zadavatelem pfedem
schvélena.

NA DUKAZ CEHOZ smluvni strany
prostfednictvim  svych fadné povéfenych
zastupcl uzaviraji tuto smlouvu, ktera vstupuje

podpisy.

ICON CLINICAL RESEARCH LIMITED

Datum:

JMEéno: XXXXXXXXXXXXXX
Sr. Director Project Management

Podpis:

ZDRAVOTNICKE ZARIZENI:

Datum:

Jméno: Dr. Ing. lvan Oliva

Managing director Reditel
Signature: Podpis:
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INVESTIGATOR:

Date:

Name: XXXXXXXXXXXXXX

Signature:

ZKOUSEJiCi:

Datum:

JIMéno: XXXXXXXXXXXXX

Podpis:
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APPENDIX 1 PRILOHA C. 1
THE PROTOCOL PROTOKOL
Provided under separate cover Poskytnut samostatné
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APPENDIX 2 PRILOHA C. 2
TIMELINES CASOVY HARMONOGRAM
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APPENDIX 3 PRILOHAC. 3
FEES/COSTS POPLATKY/NAKLADY
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APPENDIX 4 PRILOHAC. 4
BENEFICIARY TEMPLATE FORMULAR PRIJEMCE PLATBY
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APPENDIX 5 PRILOHAC. 5
State Institute for Drug Control Approval Povoleni Statniho ustavu pro kontrolu [éCiv
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APPENDIX 6 PRILOHA C. 6
Opinion of the Institutional Ethics Committee Stanovisko etické komise zdravotnického zafizeni
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