European Master Tripartite CTA — Bilingual — Czech Republic

11

1.2

13

1.4

15

CLINICAL INVESTIGATOR AGREEMENT
- TRIPARTITE

This  Agreement (“AGREEMENT”) is
entered into this August 30 2012, by and
between ICON Clinical Research Limited
(hereinafter called “ICON”) with a VAT
number xxx and a place of business at

South County Business Park,
Leopardstown, Dublin 18, Ireland

and

Hospital Na Bulovce with a place of

business at Budinova 2, 180 81 Prague 8,
Czech Republic xxx (hereinafter called the
“Institution”)

and

xxXx with a place of business at FN Na
Bulovce, Institute of Pneumology and chest
surgery, Budinova 2, 180 81 Prague 8,
Czech Republic (hereinafter called the
“Investigator”).

The Institution and the Investigator are
hereinafter called “Institution/Investigator”
when it is intended that they be referred to
jointly.

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 client, BRISTOL-MYERS SQUIBB
(hereinafter known as the “Sponsor’) is
developing an investigational product called
Ipilimumab (hereinafter called the
“Investigational Product”) for use in patients
with xxx (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 xxx.

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
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SMLOUVA O ZABEZPECENI A PROVEDENI
KLINICKEHO HODNOCENI -
TROJSTRANNA

Tato Smlouva (dale jen ,Smlouva®) se uzavira
dne 30.8.2012 mezi spole¢nosti ICON Clinical
Research Limited (dale jen ,ICON®), xxx, se
sidlem v South County Business Park,
Leopardstown, Dublin 18, Irsko

a

Nemocnici Na Bulovce, Budinova 2, 180 81
Praha 8, zastoupenou xxx (dale jen
+LZDRAVOTNICKE ZARIZENI®)

a

XXX, S vykonem prace na adrese FN Na
Bulovce, Klinika pneumologie a hrudni
chirurgie, Budinova 2, 180 81 Praha 8, CR
(dale jen ,ZkouSejici®).

Zdravotnické zafizeni a ZkouSejici dale jen
.Zdravotnické  zafizeni/ZkouSejici“, a to
v pfipadech, kdy jsou tyto subjekty minény ve
Smlouvé spolecné.

PREDMET A UCEL SMLOUVY

ICON je smluvni vyzkumna organizace, jejiz
hlavni &innosti je navrhovani, pfiprava a Fizeni
klinickych hodnoceni tykajicich se lidského
subjektu a poskytovani dalSich souvisejicich
sluzeb vyrobclm farmaceutickych produktd.

Klient spole€nosti ICON, BRISTOL-MYERS
SQUIBB, (dale jen ,Zadavatel®) wvyviji
hodnocené lécivo s nazvem Ipilimumab (dale
jen ,Hodnocené IéCivo”") za ulelem jeho
aplikace u pacientl s indikaci xxx (dale jen
»Indikace").

Zdravotnické zafizeni a jeho zaméstnanci,
v€etng, nikoliv vSak vyluéné, Zkousejiciho,
maji zkuSenosti s hodnocenim a IéCbou
pacientl s indikaci xxx.

Spole¢nost ICON si preje smluvné zavazat
Zkousejiciho k provedeni klinického hodnoceni
za UcCelem posouzeni Hodnoceného lécCiva a
Zdravotnické zafizeni/ZkouSejici si pfeje toto
klinické hodnoceni provést.

souhlasi s ucasti

Zdravotnické zafizeni
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participation of the Investigator in carrying
out the said clinical study on its behalf.

The parties acknowledge that the Study will
be conducted on base of approval of SUKL
(national regulatory authority) issued on xxx
and agreement of MEC xxx and agreement
of Institution LEC xxx under reference
number xxx which is part of this contract as
Appendix xxx.

IT ISHEREBY 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 in accordance with the
Regulations (as hereinafter defined) 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).

Clinical Investigator Brochure

A brochure provided by the Sponsor that
contains a set of clinical and non-clinical
data on the Investigational Product(s) which
are important for clinical trials performed on
the Qualified Participants and that contains
summary information of all studies carried
out during the development of the
Investigational Product.

XXX
XXX

Informed Consent Form

The form prepared by ICON/the Sponsor in
conformance with the Regulations (as
hereinafter defined), particularly by Decree
No. 226/2008 Coll. on the Good Clinical
Practice and Detailed Conditions for Clinical
Studies of Pharmaceuticals, as amended, in
consultation with the Sponsor, ICON, and
the IEC/SUKL (as hereinafter defined),
approved by the IEC/SUKL and signed and
dated by all participants or their legal
representative(s) before they begin to
participate in the Study. Informed Consent
documentation (and/or privacy
authorizations) shall:
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ZkouS$ejiciho na provadéni vySe uvedeného
klinického hodnoceni jménem Zdravotnického
zafizeni.

Strany se berou navédomi, Ze Kklinické
hodnoceni bude provedeno na zakladé
povoleni Statniho ustavu pro kontrolu I€Giv,
vydaného dne xxx, souhlasu Multicentrické
etické komise xxx a souhlasu Etické komise
zdravotnického zafizeni vydaného xxx, které
tvofi pfilohu xxx této smlouvy.

TIMTO BYLO DOHODNUTO NASLEDUJICI:

DEFINICE
Pojmy pouzité vtéto Smlouvé budou mit
nésledujici vyznam:

Z&znam subjektu hodnoceni

Zaznam ve formatu pfipraveném Zadavatelem
a/nebo spolecnosti ICON v souladu s platnymi
Pravnimi predpisy (jak je definovano nize),
zpracovany Zkousejicim, ktery dokumentuje
podavani Hodnoceného lé¢iva ucastnikiim, a
rovnéz vSechny testy a pozorovani souvisejici
s Klinickym hodnocenim (jak je popsano nize).

Soubor informaci pro zkousSejiciho

Soubor informaci poskytovany Zadavatelem,
ktery obsahuje souhrnné klinické a neklinické
Udaje o Hodnoceném Iécivu(ech), které se
vztahuji ke klinickému hodnoceni na
Zpusobilych subjektech hodnoceni, a dale
souhrnné informace o v3ech klinickych
hodnocenich uskute€nénych bé&hem vyvoje
Hodnoceného lécCiva.

XXX
XXX

Formulaf informovaného souhlasu

Formulaf pfipraveny spole¢nosti
ICON/Zadavatelem v souladu s vyhlaSkou ¢&.
226/2008 Sh., kterou se stanovuje spravna
klinicka praxe a bliz§i podminky klinického
hodnoceni léCiv, ve znéni pozdéjSich predpisu,
a dalSimi platnymi Pravnimi predpisy (které
jsou definovany nize) na zakladé konzultace
se Zadavatelem, spole¢nosti ICON a
EK/SUKL (které jsou definovany nize), ktery
byl schvalen EK/SUKL a byl datovan a
podepsan viemi subjekty nebo jejich pravnimi
zastupci pfed zahdjenim jejich ucasti v
Klinickém  hodnoceni.  Dokumentace k
informovanému souhlasu (a/nebo souhlas s
pouzitim osobnich udajd) musi:
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A) contain all required elements of a proper
consent form;

B) adequately describe all foreseeable risks
associated with participating in the Study,
including all foreseeable material risks
associated with the Study drug consistent
with the investigator brochure and informed
consent sample provided by Sponsor;

C) authorize identifiable subject
information/samples to be accessed by and
disclosed and transferred to Sponsor and
others to the extent required in connection
with the Study;

D) authorize (or otherwise permit) key-
coded Study data/samples to be used,
disclosed and transferred by Sponsor and
its research partners in connection with the
Study and other current and future related
and unrelated research.

Investigational Product
The Investigational Product(s) which is/are
the subject matter of the Protocol

IEC (Independent Ethics Committee)
The board, committee or other group
formally instituted to review and approve the

initiation of, and conduct reviews of,
biomedical research involving human
subjects.
SUKL

State Institute for Control of Drugs

Protocol

The details of the Study (including
particularly aim, organization, methods,
statistic balances and organization of
clinical research) contained in PROTOCOL
NUMBER xxx together with any
amendments (as agreed by the parties)
made thereto is incorporated herein by
reference as part of this Agreement. The
Protocol fully complies with the Regulations
(as hereinafter defined)

Qualified Participant

Any potential participant, 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 IEC/SUKL
approved Informed Consent Form.

Regulations
Any relevant legislation, particularly Act No.
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A) obsahovat vSechny potfebné prvky
fadného formulare souhlasu;
B) odpovidajicim  zplsobem popisovat

vSechna pfedvidatelnd rizika spojena s ucasti
v Klinickém hodnoceni, vCetné v3ech
pfedvidatelnych zavaznych rizik spojenych s

Hodnocenym  IéCivem, podle  souboru
informaci pro zkouSejiciho a vzorového
informovaného souhlasu dodaného

Zadavatelem;

C) uvadét souhlas s pfistupem Zadavatele a
dalSich osob k udajim/vzorkim identifikujicim
subjekty a s jejich poskytnutim a pFfedanim
Zadavateli a dalSim osobam do miry
vyzadované ve spojeni s  Klinickym
hodnocenim;

D) uvadét souhlas (nebo jiné povoleni) k
pouziti, zvefejnéni a pfenosu koédem
oznaenych  udajd/vzorkd  z  Klinického
hodnoceni Zadavatelem a jeho vyzkumnymi
partnery ve spojeni s Klinickym hodnocenim a
dalSimi aktualnimi i budoucimi souvisejicimi i
nesouvisejicimi vyzkumy.

Hodnocené IéCivo

Hodnocené/a IéCivo/a,
predmétem Protokolu

které/a  jeljsou

EK (Nezavisla eticka komise)

Vybor, komise nebo jina skupina formalné
vytvofena za ucelem posouzeni a schvaleni
zahajeni biomedicinckych vyzkuma
zahrnujicich lidské subjekty a provadéni
kontroly téchto vyzkuma.

SUKL

Statni ustav pro kontrolu I&€iv

Protokol

Podrobnosti Klinického hodnoceni obsazené
v PROTOKOLU CISLO xxx, jenz je spole¢né
se vSemi dodatky (na kterych se obé strany
dohodly) zapracovan do této Smlouvy jako jeji
soucast. Protokol je pIné v souladu s platnymi
Pravnimi pfedpisy (jak je definovano nize).

Zpusobily subjekt hodnoceni

Jakykoli potencialni subjekt, ktery pfi vstupu
do léCebnych fazi Klinického hodnoceni
spliuje vSechna zafazujici kritéria a nesplriuje
zadné z vyluGovacich kritérii, ktera jsou
stanovena v Protokolu, a podepsal platny
Formuléf informovaného souhlasu schvéleny
EK/SUKL.

Pravni pfedpisy
Jakékoli relevantni pravni predpisy, zvlasté
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378/2007 Coll.,, on Drugs, as amended,
Decree No. 226/2008 Coll., on good clinical
practice and closer conditions of clinical
research of medicinal products, as
amended, codes or guidelines directly or
indirectly related to the conduct of the Study
including but not limited to (as applicable)
the Clinical Trials Directive 2005/28/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. 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.

Regulatory 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
Evaluation Agency (“EMEA”) , the FDA, the
SUKL and the Czech Office for Personal
Data Protection.

Serious Adverse Event

XXX

XXX

Site

Any location or locations where in
accordance with this Agreement, the
Investigator carries out the Study.

Study

The clinical study known as xxx to be
conducted according to the Protocol.
CONDUCT OF STUDY

Compliance
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zakon ¢. 378/2007 Sb., o léCivech, ve znéni
pozdéjSich predpisu, vyhlaska ¢. 226/2008
Sh., kterou se stanovuje spravna Kklinicka
praxe a blizSi podminky klinického hodnoceni
[éCiv, ve znéni pozdéjSich predpisl, zakoniky
nebo pokyny pfimo ¢&i nepfimo souvisejici
s provadénim Klinického hodnoceni vc&etné,
nikoliv v8ak vyluéné (pokud je to relevantni)
Smeérnice 2005/28/ES pro klinicka hodnoceni
[éCiv. a jeji transformované legislativy
v pfislusnych zemich Evropské Unie, ICH
Smérnice pro spravnou klinickou praxi (leden
1997) (dale jen ,GCP”), a/nebo jiné relevantni
platné pravni pfedpisy. Za ucelem vylouceni
pochybnosti tyto pravni predpisy, zakoniky a
pokyny zahrnuji pravni predpisy, zakoniky a
pokyny souvisejici s ochranou a soukromim
osobnich udaja jednotlivel

Kontrolni ufad

Jakykoli viadni, spravni nebo profesni organ
majici dle pfisluSnych pravnich predpisu
opravnéni regulovat a/nebo uplatiiovat Pravni
prepisy na provadéni klinickych hodnoceni a
vSechny dalSi zalezitosti stim souvisejici
a/nebo narodni & nadnarodni organ
odpovédny za udéleni povoleni v pfislusné
zemi nebo nadnarodni skupiné zemi, vcetné,
nikoliv vSak vyluéné, Evropské agentury pro
hodnoceni IéCiv (European Medicines Agency)
(dale jen ,EMA”), FDA, SUKL a &eského
Uradu pro ochranu osobnich tdaj(.

Zavazna nezadouci pfihoda

XXX

XXX

Pracovisté
Jakékoli misto €i mista, kde ZkouSejici provadi
Klinické hodnoceni v souladu s touto
Smlouvou.

Klinické hodnoceni

Klinické hodnoceni znamé jako xxx, které se
provadi dle Protokolu.

PROVADENI KLINICKEHO HODNOCENI

Souhlas provadéni klinického hodnoceni se
zadanymi podminkami
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The Investigator shall conduct the Study,
according to the Protocol, the Regulations,
this Agreement, written instructions of
ICON/Sponsor and the terms of the
approval for the Study from the IEC and
conditions stated in permission of SUKL or,
where permission is not required, conditions
determined in the respective
announcement.

The Protocol shall be considered final
following approval by the designated IEC
and when SUKL issues the respective
permission, or where applicable, does not
refuse the clinical trial.

ICON is responsible for notifying the SUKL
and Ethics comitee and other competent
authorities in relevance of this clinical Study.

XXX

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 and/or SUKL
(or as may be otherwise required by IEC
and/or SUKL 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 and/or SUKL in
writing thereof.

Serious Adverse Event Reporting

XXX

XXX

Clinical Study Site File

Creation of Clinical Study Site File
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Zkousejici bude Klinické hodnoceni provadét v
souladu s Protokolem, Pravnimi predpisy,
touto Smlouvou, pisemnymi pokyny
spole¢nosti ICON/Zadavatele a podminkami
souhlasu s provedenim Klinického hodnoceni
udéleného EK a podminkami povoleni SUKL,

nebo pokud souhlas neni vyZadovan,
podminkami uvedenymi v pfislusném
ohlaseni.

Protokol bude povazovan za finalni, jakmile
dojde k udéleni souhlasu ze strany uréené EK
a SUKL vyda pfisluéné povoleni, pfipadné
pokud Klinické hodnoceni nezamitne.

Spole€nost ICON je odpovédna za plnéni
veSkerych  zakonnych  povinosti, vcetné
povinnosti informaénich, ve vztahu k SUKL a
EK, pfipadné k jinym kontrolnim Gfaddm, a
také za jednani vigi SUKL a EK v souvislosti s
timto Klinickym hodnocenim.

XXX

Dle této zbyvajici ¢asti odstavce 3.1.3 muze
byt Protokol ménén pouze na zakladé
predchozi pisemné dohody smluvnich stran.
V pfipadé, ze si ZkouSejici preje Protokol
upravit nebo doplnit, u¢ini o tom oznameni
spoleénosti ICON a EK a/nebo SUKL, které
bude obsahovat U(pIné podrobnosti a
oduvodnéni zamysSleného odchyleni, a to
alespori deset (10) pracovnich dni pfedem
(nebo jak poZaduji pfedpisy EK a/nebo SUKL
nebo Pravni pFedpisy). ZkouSejici se jinak
muze od Protokolu odchylit pouze tehdy, kdy
rozumneé zvazi, ze toto odchyleni je nezbytné
za UCelem FeSeni naléhavého pfipadu
pacienta, a v pfipadé takového odchyleni bude
ZkouSejici neprodlené pisemné informovat
spoleénost ICON a EK a/nebo SUKL.

Hlaseni zavazné nezadouci pfihody

XXX

XXX

Dokumentace tykajici se Klinického hodnoceni
provadéného na Pracovisti

Vytvofeni dokumentace tykajici se Klinického
hodnoceni provadéného na Pracovisti
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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, titles and
occupations of each member of the IEC;
and

B) Written |EC/SUKL approval of the
Protocol; and
C) The IEC/SUKL 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.

F) Permission of SUKL or notification on
announcement made to SUKL
G) Other documents and information
according to Regulations, particularly in
compliance with Act N0.378/2007 Coll., as
amended, and its enclosures

XXX

XXX

XXX
XXX
XXX
XXX
XXX
XXX
XXX
XXX

XXX

Retention/Transfer of Clinical Study Site File

XXX

XXX

Study Participants
XXX
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Pfed zahajenim  Klinického  hodnoceni
Zkousejici ve spolupraci se spole¢nosti ICON
vytvofi dokumentaci, ktera bude zahrnovat
nize uvedené dokumenty (dale jen
,2Dokumentace tykajici  se Klinického
hodnoceni provadéného na Pracovisti “).
Kopie zakladni Dokumentace tykajici se
Klinického  hodnoceni  provadéného na
Pracovisti bude neprodlené zaslana
spole¢nosti ICON:

A) seznam jmen, tituld a povolani vSech ¢lent
EK a

B) pisemné schvaleni Protokolu ze strany EK
aSUKL a

C) formular informovaného
schvéaleny ze strany EK a SUKL a
D) aktualni Zzivotopis ZkouSejiciho a vSech
dalSich  zaméstnancd  Pracovisté,  ktefi
vykonavaji  jakoukoli  funkci  souvisejici
s Klinickym hodnocenim a

E) dokumentace tykajici se finanéni a
majetkové nezavislosti, ktera je definovana v
¢lanku 5.5 nize,

F) povoleni SUKL nebo ohlageni Klinického
hodnoceni zaslané na SUKL,

G) dalSi dokumenty a informace v souladu s
Pravnimi pfredpisy, zvlasté zakonem ¢.
378/2007 Sb., o léCivech, ve znéni pozdéjsich
predpisu a jeho pfiloh.

souhlasu

XXX

XXX

XXX
XXX
XXX
XXX
XXX
XXX,
XXX,
XXX

XXX
Uchovavani/Pfevedeni Dokumentace tykajici
se Klinického hodnoceni provadéného na

Pracovisti

XXX

XXX

Subjekty hodnoceni
XXXX
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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 and specifically obtain
the fully-informed and voluntary consent of
such Qualified Participant before enrolling
them into the Study.

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.

Should the Sponsor or its agents lend any
equipment to the Institution and/or
Investigator, it is to be used solely for the
purposes of the Study and upon termination
of the Study in accordance with section 11
of this Agreement, will be promptly returned
to the Sponsor.

CERTAIN COVENANTS OF THE PARTIES
Patient Recruitment

XXX
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XXX

XXX

Pfed zafazenim ZpuUsobilych subjektll do
Klinického hodnoceni ZkouSejici projde se
ZpUsobilymi subjekty vSechny podrobnosti a
pozadavky Protokolu a Formulare
informovaného souhlasu a ziska vyslovny,
plné informovany a dobrovolny souhlas
ZpUsobilého subjektu se zafazenim do
Klinického hodnoceni.

ZDROJE A MATERIAL
Zdroje

Zdravotnické  zafizeni/ZkouSejici  souhlasi
s poskytnutim veSkerého vhodného personalu,
zafizeni a dalSich zdroja, které jsou nezbytné
k fadnému plnéni povinnosti Zkousejiciho a
Zdravotnického zafizeni vyplyvajicich z této
Smlouvy a Protokolu. Zdravotnické

zafizeni/Zkousejici zajisti dostupnost
koordinatora klinického hodnoceni
kvalifikovaného na zakladé dosazeného

vzdélani a/nebo zkuSenosti k fizeni vSech
administrativnich funkci na Pracovisti (vCetné,
nikoliv v8ak vylu¢né, pravidelnych schizek se
zastupci spoleénosti ICON nebo Zadavatele)
(dale jen ,Koordinator klinického hodnoceni®).
V pfipadé, ze Koordinator Klinického
hodnoceni nebude na Pracovisti dostupny, tyto
povinnosti pfevezme ZkouSejici.

Material

ICON poskytne nebo zajisti, ze Zadavatel
poskytne Zdravotnickému
zafizeni/ZkouSejicimu  potfebné  mnozstvi
Hodnoceného 1é€iva a jakykoli dalSi material
potfebny pro Klinické hodnoceni (napf.
Zaznamy subjektu hodnoceni), jak je uvedeno
v Protokolu.

Pokud Zadavatel nebo jeho zprostfedkovatelé
zapljCi  Zdravotnickému  zafizeni a/nebo
ZkouSejicimu jakékoli vybaveni, jeho pouziti je
omezeno vyhradné na ucely Klinického
hodnoceni a po ukonéeni Klinického
hodnoceni dle ¢lanku 11 této Smlouvy bude
neprodlené Zadavateli vraceno.

URCITE ZARUKY SMLUVNICH STRAN
Nabor pacientu

XXX
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Case Report Forms

XXX

XXX

Publication
XXX
XXX

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. No
Confidential Information (defined below)
relating to the Sponsor (including non-public
Study data) will be disclosed by the
Institution/Investigator to the media or
anyone in the financial/securities industry.
XXX

XXX

Timelines

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

Financial Disclosure

XXX

Conflict

XXX

Collection and use of samples
XXX

A) pursuant to the Protocol;

B) as needed for the medical care of a
Qualified Participant;

C) as otherwise expressly permitted by the
Agreement; or

D) with Sponsor’s prior written consent.
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Zaznamy subjektu hodnoceni

XXX

XXX

Zvefejnéni/Publikace

XXX
XXX

Zdravotnické zafizeni/ZkouSejici nepouzije
bez pfedchoziho pisemného  souhlasu
pfislusné strany jméno obchodni firmy

Zadavatele Ci spolecnosti ICON v zadné formé
vefejné informace.
XXX

XXX

Dodrzeni Ih(ty

ZkouSejici vynaloZi maximalni usili
k dokonéeni Klinického hodnoceni v souladu s
Ihlitou stanovenou xxx této Smlouvy (ktera
muze byt v spole¢nosti ICON ¢as od casu
rozumné upravovana pisemnou formou).

Potvrzeni o financni a majetkové nezavislosti

XXX

Konflikt

XXX

Odbér a pouziti vzorki
XXX

A) kdy to vyzaduje Protokol;

B) kdy je to zapotfebi pro lékafskou péci o
ZpUsobily subjekt hodnoceni;

C) kdy to jinak Smlouva vyslovné povoluje;

D) s pfedchozim pisemnym souhlasem
Zadavatele.
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6.1.

11

6.1.

1.2

6.1.

1.3

6.2

XXX.

INVESTIGATOR/INSTITUTION
Right to Enter Agreement

The Investigator warrants and represents
that:

The Investigator has the right to enter into
this Agreement, and

All  consents required to enter this
Agreement have been acquired, copies of
which are attached, if appropriate hereto,
and

The Investigator is permitted to enter this
Agreement, and

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

XXX
The Investigator undertakes to perform
activities and meet therewith related

obligations as determined by Act No.
378/2007 Coll., on Drugs, as amended, and
Decree No. 226/2008 Coll., on good clinical
practice and closer conditions of clinical
research of medicinal products, as
amended.

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
assume the Study responsibilities. ICON
on its own behalf or that of the Sponsor may
approve or reject any proposed sub-
investigator. Such 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
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XXX

ZKOUSEJICi/ZDRAVOTNICKE ZARIZENi
Pravo uzavfit Smlouvu

ZkouSejici zaruc€uje a Cini prohlasenti, ze:

je opravnén uzavfit tuto Smlouvu a

ziskal vSechny souhlasy vyZadované za
UCelem uzavfeni této Smlouvy, jejichz kopie
jsou pfipojeny, pokud je to relevantni, k této
Smlouvé a

ZkouSejici je opravnén k vykonu sluzeb dle
této Smlouvy a

A) podminky této Smlouvy se shoduji se
soucasnymi zavazky Zkous$ejiciho a

XXX
ZkouSejici se zavazuje vykonavat Cinnosti a
plnit  povinnosti  souvisejici s Klinickym
hodnocenim v souladu se zakonem ¢.
378/2007 Sb., o léCivech, ve znéni pozdéjsich
predpist a vyhlaskou €. 226/2008 Sb., kterou
se stanovuje spravna klinicka praxe a blizSi
podminky klinického hodnoceni éCiv, ve znéni
pozdéjSich predpisu.

Nedostupnost Zkou&ejiciho

Pfitomnost Zkou$ejiciho je zasadni pro
provadéni Klinického hodnoceni dle této
Smlouvy. Vzhledem ktomu, ze Zkousejici
bude dohlizet na pribéh celého Klinického
hodnoceni, pak v pfipadé docasné
nepfitomnosti Zdravotnické zafizeni/ZkouSejici
deleguje tuto odpovédnost na kvalifikovaného
spolupracovnika, ktery bude uréen pisemné.
V pfipadé, kdy se pfedpoklada, Ze
nepfitomnost Zkousejiciho pfesahne sedm (7)
dni, spole€nost ICON bude pisemné
informovana o navrzeném spolupracovnikovi
ZkouSejiciho, ktery prevezme odpovédnost
souvisejici s Klinickym hodnocenim. ICON
muize svym jménem nebo jménem Zadavatele
schvalit nebo odmitnout jakéhokoli navrzeného
spolupracovnika Zkousejiciho. Souhlas
nebude odepfen bezdlivodné. Pokud bude
zapotiebi stald nahrada ZkousSejiciho, bude
Zdravotnické zafizeni informovat spole¢nost
ICON pisemné v souladu s ¢lankem 15.3.
Zdravotnické zafizeni nesmi trvale nahradit
daldi zkouSejici nebo ucinit zasadni zmény
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6.3

7.2

7.3

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.

Prohibition on Promises to

Participants

Quialified

XXX

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 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, in
accordance with Regulations, particularly
with Act No. 378/2007 Coll., on Drugs, as
amended, and Decree No. 226/2008 Coll.,
on good clinical practice and closer
conditions of clinical research of medicinal
products, as amended.

The Investigator shall only dispense the
Investigational ~ Product to  Qualified
Participants, in accordance with
Regulations, particularly with Act No.
378/2007 Coll., on Drugs, as amended, and
Decree No. 226/2008 Coll., on good clinical
practice and closer conditions of clinical
research of medicinal products, as
amended.

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
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ohledné dusili vyvinutého ZkouSejicim bez
pfedchoziho pisemného souhlasu spoleénosti
ICON. V pfipadé, Ze tento souhlas nebude
udélen, bude spole¢nost ICON opravnéna
uplatnit ustanoveni ¢lanku 11.3.1.6 nize.

Zakaz slibl Zpusobilym subjektim

XXX

HODNOCENE LECIVO

Obdrzeni Hodnoceného |écCiva

ZkouSejici potvrdi obdrzeni Hodnoceného
léCiva podepsanim pfislusnych
dokumentd/formulard poskytnutych
Zadavatelem, spole¢nosti ICON  nebo
dodavatelem, kterého Zadavatel nebo

spole¢nost ICON urci.

Podavani/Distribuce Hodnoceného léciva

ZkouSejici bude dokumentovat podavani a
distribuci Hodnoceného IéCiva Subjektim
hodnoceni v pfisluSnych ¢&astech Zaznamu
subjektu hodnoceni a v jakémkoli zaznamu o
vydeji v souladu s Pravnimi pfedpisy, zvlasté
zdkonem &. 378/2007 Sb., o IéCivech, ve znéni
pozdéjSich pfedpisd a vyhlaskou ¢&. 226/2008
Sh., kterou se stanovuje spravna Kklinicka
praxe a bliz8i podminky klinického hodnoceni
IéCiv, ve znéni pozdéjSich predpisu.

ZkousSejici bude Hodnocené IéCivo podavat
pouze Zpusobilym subjektim hodnoceni
vsouladu s Pravnimi  pfedpisy, zvlasté
zakonem ¢. 378/2007 Sb., o lédivech, ve znéni
pozdéjSich pfedpisd a vyhlaskou ¢&. 226/2008
Sh., kterou se stanovuje spravna Klinicka
praxe a bliz8i podminky klinického hodnoceni
[éCiv, ve znéni pozdéjSich predpisu.

Hodnocené léCivo bude pouzivano pouze pro
Ucely stanovené v Protokolu. Zadavatel a/nebo
ICON musi wudélit pfedchozi souhlas
s jakymkoli jinym uzivanim Hodnoceného
IéCiva, neZ které je uvedeno v Protokolu.

Skladovani Hodnoceného léciva
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The Investigator shall store all
Investigational  Products securely as
designated in the Protocol, but in any event,
in either a central pharmacy where a
gualified pharmacist supervises dispensing
or in a restricted area and dispensed under
the direct supervision of the Investigator.

The Institution shall ensure that that the
Pharmacy of the Institution agrees to use
the highest professional standards when
storing the Investigatotional Product.
Furthermore, The Institution shall ensure
that its Pharmacy agrees to store the
Investigatational Product in strict
accordance with all applicable laws
regarding drug labelling, ICON’s/Sponsor’s
instructions and the Protocol for the period
of the Study, and return unused
Investigational Product, as well as any

containers, whether containing unused
Investigational Product or not, and
documentation on request to either
Sponsor, ICON or their authorised
representatives.

Institution and Investigator shall and shall
ensure that the Pharmacy of the Institution
shall immediately, but no later than twenty-
four (24) hours after becoming aware of it,
report by telephone to ICON any Product
complaint, followed by a written report
describing the Product defect.

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, in
accordance with the instructions of the
Sponsor or ICON wupon expiration or
termination of the Study or at such times as
the Sponsor or ICON may direct at the
Sponsor’s expense.

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
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Zkousejici bude v3echna Hodnocena léCiva
skladovat bezpecné, jak je stanoveno v
Protokolu, v kazdém pfipadé vSak bud v hlavni
lékarné, kde na vydej dohlizi kvalifikovany
lékarnik, nebo v z6né s omezenym pfistupem
a tato Hodnocena lé¢iva budou vydavana pod
pfimym dohledem ZkouSejiciho.

Pfi skladovani |éCiva je Iékarna povinna
pouzivat nejvyssi profesni standardy. Lékarna
je dale povinna skladovat |éCivo po dobu
provadéni klinického hodnoceni presné podle
pfislusnych pravnich predpisu tykajicich se
znaceni léciva, pokynl spole¢nosti ICON a
protokolu a na zadost zadavatele, spole¢nosti
ICON nebo jejich opravnénych zastupcu vydat
nepouzité IéCivo a dokumentaci.

Lékarna zdravotnického zafizeni je povinna
neprodlené (nejpozdéji vSak do 24 hodin poté,
co se o dané skuteCnosti dozvédéla)
telefonicky oznamit spole€nosti ICON kazdou
pfipadnou stiZnost tykajici se IéCiva a zaslat ji
pisemné oznameni s popisem zavady daného
léCiva.

Vraceni Hodnoceného |éCiva

Po dokonceni nebo ukonéeni Klinického
hodnoceni nebo kdykoliv, kdy to Zadavatel
nebo ICON nafidi, ZkouSejici vrati vesSkera
nepouzita Hodnocena léCiva, jakoz i jakékoli
baleni, at uz obsahuji nepouzité Hodnocené

[éCivo &  nikoliv, v souladu s pokyny
Zadavatele nebo spolecnosti ICON.
MONITOROVANI ZE STRANY

SPOLECNOSTI ICON
Inspekce na Pracovisti

Zdravotnické zafizeni/ZkouSejici na zakladé
pfiméfeného pfedchoziho upozornéni umozni
opravnénym osobam Zadavatele, spole¢nosti
ICON a jakéhokoli Kontrolniho ufadu
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8.1.

8.2

8.2.

11

8.2.

1.2

the Institution/Investigator proposes to use
for the Study; both before the Study begins,
during the treatment phase of the Study and
for 2 years 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.

The Institution/Investigator shall notify ICON
and Sponsor 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
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

XXX

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

Review Investigational Product

accountability records for completeness and
accuracy, and
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zkontrolovat zafizeni, které Zdravotnické
zafizeni/ZkousSejici  navrhuje  k provedeni
Klinického hodnoceni, a to jak pfed zahajenim
Klinického hodnoceni, tak i v prabéhu jeho
|éCebné faze a 2 roky po jeho ukoné&eni.

Pokud je vySe uvedené zafizeni dle GCP,
standardnich  pracovnich  postupl  nebo
standardi Zadavatele ¢&i spole¢nosti ICON
oznateno za neadekvatni k Ffadnému
provedeni Klinického hodnoceni a
Zdravotnické zafizeni/Zkousejici nezfidi
napravu téchto nedostatkd v rozumné Ihuté od
okamziku, kdy mu tyto nedostatky byly
oznameny, muze ICON dle vlastniho uvazeni
odmitnout zahajeni Klinického hodnoceni nebo
rozhodnout o jeho pFeruSeni a ukon it tuto
Smlouvu bez jakékoli dalSi povinnosti vUci
Zdravotnickému zafizeni/ZkouSejicimu.

Zdravotnické zafizeni/Zkousejici bude
neprodlené informovat spoleénost ICON a
Zadavatele v pfipadé, Zze Kontrolni ufad bude
pozadovat kontrolu zaznamu Zdravotnického
zafizeni/Zkous$ejiciho tykajicich se Klinického
hodnoceni. Po oznameni o kontrole bude
Zdravotnické zafizeni/ZkouSejici informovat
spole¢nost ICON o datu a dase takové
kontroly, a umozni spole¢nosti ICON podilet
se na pfipravach na inspekci Kontrolniho
Ufadu. Dale, pokud dojde ke kontrole,
Zdravotnické zafizeni/ZkouSejici se zavazuije,
ze bude pfi této kontrole spolupracovat a
pfizve k ucasti spole¢nost ICON a Zadavatele.
Zdravotnické zafizeni/ZkouSejici souhlasi, Ze
poskytne Zadavateli a spole¢nosti ICON kopie
vSech materialt Kontrolniho ufadu, v¢etné, ale
nikoli vyluéné, korespondence, vyjadfeni,
varovani, donucovacich opatfeni, spisQ,
predvolani, formulafd a zaznamd, které
Zdravotnické zafizeni/ZkouSejici obdrzi v
disledku kontroly nebo pfi jejim oc€ekavani.
Zdravotnické zafizeni/Zkousejici bude
informovat spole¢nost ICON o v8ech Zalobach
podanych Kontrolnim Ufadem na zakladé
kontroly.

Zaznamy
XXX

zkontrolovat  uplnost Zaznamd  subjektu
hodnoceni a podrobnou shodu s Protokolem a

zkontrolovat Uplnost a pfesnost dokladu o
dopocitatelnosti/evidenci Hodnoceného |éCiva
a
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8.2.
13

9.2.
3.1

9.2.
3.2

9.2.
3.3

9.2.
3.4

9.2.
3.5

9.2.
3.6

9.3

10

10.1

10.1

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

XXX

XXX

Agreement Not to Disclose

XXX

XXX

The obligations of nondisclosure do not
apply when:

XXX

XXX

XXX

XXX

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

XXX

INTELLECTUAL PROPERTY
Ownership

XXX
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zkontrolovat zdrojové dokumenty, vcetné,
nikoliv v8ak vyluéné, nemocniénich/klinickych
zaznamu relevantnich pro pfipravu Zaznamu
subjektu  hodnoceni.  Jak&koli  inspekce
zdrojovych dokument( ze strany spolecnosti
ICON bude provedena s fadnym ohledem na
zachovani divérnosti udajl pacienta.
MLCENLIVOST

Duvérné informace

XXX

XXX

Dohoda o miéenlivosti

XXX

XXX

Povinnosti zachovani mlcéenlivosti se

nevztahuji na:

XXX

XXX

XXX

XXX

informace, k jejichz sdéleni Zadavatel a/nebo

ICON udéli pfedchozi pisemny souhlas;

vysledky Klinického hodnoceni,
tretim stranam sdéleny
s ustanovenimi &lanku 5.3 vySe.

které jsou
v souladu

Lékarska miléenlivost a ochrana osobnich
udaju

XXX
DUSEVNI VLASTNICTVi

Vlastnictvi

XXX
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10.2

10.2

10.3

10.3

10.4

10.4

11

111

111

11.2

11.2

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.

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.
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Oznameni

Zdravotnické zafizeni/ZkouSejici neprodlené
pisemné oznami vznik jakéhokoli Vynalezu
spole¢nosti ICON a/nebo Zadavateli.

Soudinnost

Zdravotnické  zafizeni/ZkouSejici  vykona
v pribéhu trvani Smlouvy i potom veskeré
takové kroky, které budou nezbytné k zajisténi,
ze \Vynalezy budou moci byt Zadavateli
svéfeny bez zatizeni v souladu s ¢lankem
10.1.1 vySe. Zdravotnické zafizeni/Zkousejici
bude dale se Zadavatelem spolupracovat na
néklady Zadavatele, a to tak, Zze neprodlené
podepiSe jakékoli dokumenty nebo uskutecni
jakékoli ukony, které mohou byt vyzadovany
za UCelem udélit prava k Vynalezim
Zadavateli ¢i jinak umoznit Zadavateli piné
chranit prava dusevniho vlastnictvi.

Predchozi prava

Za ucelem vylougeni pochybnosti vSechna
prava duSevniho vlastnictvi a prava podobné
povahy, ktera jsou pfed datem uzavieni této

Smiouvy vlastnéna Zdravotnickym
zafizenim/Zkousejicim, Zadavatelem Ci
spoleCnosti ICON nebo na néz ma

Zdravotnické zafizeni, ZkouSejici, Zadavatel i
spole€nost ICON pfed datem uzavieni této
Smlouvy licenci, zlstanou ve vlastnictvi
pfislusné strany.

DOBA TRVANi SMLOUVY A UKONCENI
SMLOUVY

Doba trvani Smlouvy

Tato Smlouva bude &innd do okamzZiku
dokonéeni Klinického hodnoceni, ukonéeni
aktivit spojenych s timto klinickym hodnocenim
na Pracovisti a splnéni povinnosti stran
vyplyvajicich ztéto Smlouvy nebo do

s timto ¢lankem 11.
Ukonc&eni Zdravotnickym zafizenim

Zdravotnické zafizeni/ZkouSejici muze
Klinické hodnoceni kdykoliv ukoncit pisemnou
vypovédi s okamzitou uc€innosti, pokud je na
zakladé rozumného wuvazeni ZkouSejiciho
takové ukoneni vyzadovano za Uc€elem
ochrany bezpec¢nosti pacient(l, napf. z davodu
vzniku neocekavané nebo Zavazné nezadouci
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11.2

11.3

11.3

11.3
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11.3
1.2

11.3
1.3

11.3
1.4

11.3
15

11.3
.1.6

11.4

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.

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.

In the event of a non remediable breach.
Under the circumstances set out in Section
6.2.1 above.

Reasons for Termination
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pfihody.

Klinické
pisemnou

Zdravotnické zafizeni muze
hodnoceni  kdykoliv  ukonit
vypovédi s okamzitou ucinnosti, pokud se
ICON dopusti podstatného poruseni této
Smlouvy a neprovede napravu tohoto poruseni
(pokud je napravitelné) ve Ihité triceti (30) dni
od obdrZeni pisemné vyzvy Zdravotnického
zafizeni pozadujici tuto napravu a specifikujici
vytykané porudeni.

Ukon¢eni spolecnosti ICON

ICON mulze svym vlastnim jménem nebo
jménem Zadavatele ukongit Klinické
hodnoceni pfed jeho dokon¢enim doruéenim
pisemné vypovédi Zdravotnickému
zafizeni/ZkouSejicimu s okamzitou ucinnosti
pro kterykoli z nasledujicich diivodu:

Vyzva Zadavatele k ukonéeni Klinického
hodnoceni adresovana spole¢nosti ICON.

k ukon&eni
adresovana

Vyzva Kontrolniho Uradu
Klinického hodnoceni
Zadavateli/spolecnosti ICON.

Aniz by byla dotena obecna platnost prav
spole¢nosti ICON dle ¢lanku 11.3.1.1 této
Smlouvy, Zdravotnické zafizeni/ZkouSejici
bere na védomi, ze Klinické hodnoceni je
soucasti multicentrického Klinického
hodnoceni, pro které je nabor uskutechovan
kompetitivné, a ze Klinické hodnoceni mlze
byt tudiZz spole€nosti ICON ukon&eno pfed
naborem takového poctu ZpUsobilych subjekti
hodnoceni, ktery je uveden v Protokolu nebo
pfiloze €. 3 této Smlouvy.

Rozhodnuti Zadavatele a/nebo spoleénosti

ICON, Zze Zkousejici, prestoze mu byla
poskytnuta  dostateéna pfilezitost, neni
z jakéhokoli ddvodu schopen uspokojivé

provést Klinické hodnoceni tak, jak pozZaduje
Protokol a tato Smlouva.

V pfipadé, Ze Zdravotnické zafizeni/ZkouSejici
porusi tuto Smlouvu a toto poruseni nenapravi
(pokud je napravitelné) ve Ih(té tficeti (30) dni
od obdrzeni pisemné vyzvy spolecnosti ICON

pozadujici tuto napravu a specifikujici
vytykané poruseni.
V  pfipadé nenapravitelného poruseni

podminek Smlouvy. Dle okolnosti stanovenych
v €lanku 6.2.1 vySe.

Duvody k Ukon¢eni
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11.6
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12

12.1

12.1

12.1
11

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.

Obligations of the
after Termination

Institution/Investigator

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 patients 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.

DEBARMENT CERTIFICATION

Representation
XXX
debarred or convicted of a crime for which a

person can be debarred under any
Regulations nor
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V pfipadé, Zze ICON hodla uplatnit svym
jménem nebo jménem Zadavatele své pravo
na ukoné&eni Klinického hodnoceni na zakladé
¢lankd 11.3.1.1 nebo 11.3.1.2 vySe, doruci
Zdravotnickému zafizeni/ZkouSejicimu
pisemné ozndmeni o svém rozhodnuti uplatnit
toto pravo, a to doporucenou postou, expresni
kuryrni sluzbou nebo faxem, s okamzitou
ucinnosti.

Ukonceni této Smlouvy

V pfipadé, Ze dojde Kk ukon&eni Klinického
hodnoceni, pak tato Smlouva bude
automaticky ukoncena s okamzitou ucinnosti.

Povinnosti Zdravotnického
zafizeni/ZkouSejiciho po UkonCeni

Po obdrzeni vypovédi ZkouSejici neprodlené
ukongi zafazovani potencialnich pacientd do
Klinického hodnoceni a ukoné&i provadéni
procedur u pacientl, ktefi se jiz Klinického
hodnoceni  u€astni, vrozsahu, jenz je
Z lékarského a etického hlediska pFipustny.

V pfipadé pfed€asného ukonceni této Smlouvy
Zadavatelem nebo spoleCnosti ICON dle
¢lankd 11.3.1.1 a 11.3.1.2 vySe a s ohledem
na povinnost Zdravotnického
zafizeni/Zkousejiciho zmirnit jakoukoli ztratu,
spoleénost ICON vyvine pfiméfené usili k
zajisténi toho, Ze Zadavatel uhradi vdechny
naklady tfeti strany, které vznikly a staly se
k datu ukon&eni Smlouvy splatnymi, a rovnéz
vSechny nezruditelné vydaje tfeti strany, které
se stanou splatnymi po datu ukongeni této
Smlouvy a které vyplyvaji ze zavazkd, jez byly
Zdravotnickym  zafizenim/Zkous$ejicim  pred
datem vypovédi ddvodné a nezbytné uzavieny
za ucelem provadéni Klinického hodnoceni a
byly dohodnuty se Zadavatelem. Na Zadnou
dal$i kompenzaci nema Zdravotnické zafizeni
ani Zkousejici narok.

POTVRZENiI TYKAJIiCi SE VYLOUCENi z
PUSOBENI VE FARMACEUTICKEM
PRUMYSLU

Prohlaseni

XXX

nebyli vylouceni z plsobeni ve
farmaceutickém primyslu nebo odsouzeni za

trestny ¢in, v dlsledku néhoz muze dojit k
vylou€eni z plsobeni ve farmaceutickém
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12.2

12.2

12.3

12.3

12.4

12.4

13

13.1

131

131

13.1

13.2

13.2

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

XXX

XXX

XXXX

XXX

Insurance

XXX
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priimyslu dle Pravnich predpisu ani

jim nehrozilo vylouceni zpusobeni ve
farmaceutickém pramyslu ani nebyli obvinéni
z trestného ¢inu, ¢i jinak u€astni jednani, pro
které jednotlivec mulze byt dle Pravnich
predpist vyloucen;

nebyli potrestdni Kontrolnim ufadem nebo
vylou€eni Kontrolnim Gfadem z provadéni
klinickych hodnoceni.

Oznameni o vylouceni
farmaceutickém pramyslu

Z pusobeni  ve

ZkouSejici souhlasi, ze bude informovat
Zadavatele nebo spole¢nost ICON v pfipadé
takového vylou€eni, odsouzeni, hrozby i
obvinéni.

Zavazek nezaméstnavat

Béhem trvani této Smlouvy se Zdravotnické
zarizeni zavazuje, ze nezaméstna ¢&i jinak

smluvné nezavaze Kk poskytovani sluzeb
spole¢nosti ICON jednotlivce, ktery byl
vylou¢en zpusobeni ve farmaceutickém

primyslu nebo odsouzen pro trestny cin,
nasledkem néhoz muaze dojit k vylouCeni
jednotlivce.

Potvrzeni

Na Zzadost Zadavatele nebo spole¢nosti ICON
poskytne Zdravotnické zafizeni/Zkou$ejici &as
od Casu spole¢nosti ICON pisemné potvrzeni,
ze jedna v souladu s pfedchozimi
ustanovenimi.

NAHRADA SKODY A POJISTENI

Nahrada $kody Zadavatelem

XXX

XXX

XXXX

XXX

Pojisténi

XXX
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14.1

14.1

141

141

141

XXX

Disclaimer

XXX

Institution Indemnity

XXX
INSTITUTION AND INVESTIGATOR
COMPENSATION

Payments

ICON shall pay on a per patient 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 patient 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.

Payment should be made payable to:

XXX

(hereinafter called the “Payee”). The
Institution/Investigator acknowledges and
agrees that the Payee is the proper payee
under this  Agreement. If the
Institution/Investigator wishes to be paid via
bank transfer it/he/she must complete the
Beneficiary Form attached at Appendix 4
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XXX

Odmitnuti odpovédnosti

XXX

Nahrada Skody Zdravotnickym zafizenim

XXX

ODMENA ZDRAVOTNICKEHO ZARIZENi A
ZKOUSEJICIHO

Platby

ICON bude uskutecriovat platby jednotlivé za
kazdého pacienta, a to za kazdy Usp&$né
dokonceny pfipad (ktery je definovan v ¢lanku
14.1.2 nize) v souladu s Pfilohou ¢. 3 této
Smlouvy.

,Uspé&sné dokonéeny pFipad” je pfipad, v némz
pacientem je ZpUsobily subjekt hodnoceni,
ktery dokon&i dobu uréenou pro Klinické
hodnoceni a byl vsouladu s Protokolem
zhodnocen. Pokud bude pacient z Klinického
hodnoceni vyfazen zddvodu uvedenych v
Protokolu, bude Zdravotnickému zafizeni
uhrazen pomérny podil za dokon&enou praci
v souladu s Pfilohou &. 3.

Platby dle ¢&lanku 14.1.1 vySe budou
uskute¢nény BUD [ve Ih(t& devadesati (90)
dni] NEBO [Ctvrtletné (pfesné platebni terminy
budou sdéleny spole¢nosti ICON)] ode dne,
kdy ICON obdrzi Zaznam subjektu hodnoceni
vyplnény v souladu sc&lankem 5.2 vySe.
Kone¢na platba bude uskute¢néna az po
vyfeSeni vSech dotazll a nejasnosti.

Odmeéna bude vyplacena:

XXX

(dale jen ,Pfijemce platby”). Zdravotnické
zarizeni/Zkousejici bere na védomi a souhlasi,
Ze PFijemce platby je fadnym pfFijemcem platby
dle této Smlouvy. Pokud si Zdravotnické
zafizeni/ZkouSejici pfeje, aby mu platby byly
poukazovany bankovnim pfevodem, musi
vyplnit formuldFf Bankovni detaily pfijemce,
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141

14.2

14.2

14.2

14.3

14.3
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14.4

hereto

ICON (ICON Clinical Research Limited
[Ireland]) represents that it has no domicile,
place of business, branch office or

subsidiary in the Czech Republic. Therefore
the services rendered under this Agreement
are not subject to Value Added Tax or an
equivalent sales tax (“VAT”)

XXX
Non-Payment

Unless otherwise agreed in writing ICON
shall make no payment for patients 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 patients 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

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. ICON and Sponsor both reserve the
right to seek reimbursement of all payments
that are not earned under the Agreement. In
no event shall the Institution or Investigator
be paid all or a substantial portion of the
Study budget as set out in Appendix 3 of the
Agreement in advance of performing the
services under the Agreement_without first
obtaining prior appropriate management
approval from Sponsor.

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
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ktery tvofi Pfilohu &. 4 této Smlouvy.

ICON (ICON Clinical Research Limited
[Ireland]) prohlasuje, Ze nema sidlo, pobocku,
organizacni slozku ani provozovnu na uUzemi
Ceské republiky, a proto sluzby poskytované
dle této Smlouvy nejsou pfedmétem dané
z pfidané hodnoty ani obdobné dané z prodeje
(,DPH").

XXX

Neuskutecnéni platby

Pokud neni pisemné dohodnuto jinak, ICON
neuskute¢ni zadnou platbu za pacienty, které
ZkouSejici zarfadil do Klinického hodnoceni v
rozporu s Protokolem (ij. pacienty, ktefi nejsou
Zpusobilymi subjekty hodnoceni).

Pokud neni pisemné dohodnuto jinak, ICON
neuskute€ni zadnou platbu v souvislosti s
pacienty, u nichz do$lo k poruseni Protokolu,
bud pfi navstévach, béhem nichz v Protokolu

vznikly  odchylky nebo pfi  jakychkoli
naslednych navstévach.
Vraceni finan¢nich prostfedkl v pfipadé

pred¢asného Ukonceni

Pro pfipad, Ze bude Klinické hodnoceni
z jakéhokoli duvodu zruSeno, se smluvni
strany dohodly, Ze Céastky hrazené nebo k
uhrazeni dle ¢&lanku 14 budou stanoveny
pomérné na zakladé skute€né fadné vykonané
prace dle Protokolu v souladu s Pfilohou €. 3
této Smlouvy. Jakékoli finanéni prostfedky,
které dle této kalkulace nejsou splatné, ale
byly jiz zaplaceny, budou spole¢nosti ICON
vraceny ve |haté ftficeti (30) dni od data
ukonceni Klinického hodnoceni. Jak
spole€nost ICON, tak i Zadavatel si vyhrazuji
pravo pozadovat Uhradu vSech plateb, které
nejsou podle Smlouvy vydélané. V Zadném
pfipadé nebude Zdravotnickému zafizeni nebo
ZkouSejicimu zaplacen cely rozpocet nebo
jeho podstatna &ast tak, jak je tento stanoven v

Pfiloze €. 3 Smlouvy, pfedem pfed
poskytnutim sluzeb podle Smlouvy, aniz_by byl
ziskan prislusny predchozi souhlas

od managementu Zadavatele.

Pribézné naklady

ICON souhlasi, Ze bude zpétné hradit vzniklé
pribézné naklady stanovené v pfiloze €. 3 na
zakladé predlozeni adekvatniho pisemného
potvrzeni ze strany Zdravotnického zafizeni,
Ze takové ndklady vznikly. Zdravotnické
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15
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15.2

15.2

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 Study budget reflects the total
compensation and payments received
under the Agreement.

The parties agree that the total of all
payments (including equipment/materials
transfers to the Institution/Investigator)
represent fair market value for the services
actually provided.

The parties further agree that payments
cannot be tied to the outcome of the Study.

XXX
Budget Non-Disclosure

XXX

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.
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zafizeni/Zkousejici zajisti, ze tyto faktury zasle
spole¢nosti ICON do 60 dni od vzniku nakladu.

VeSkeré naklady

Platby uvedené vySe, které jsou presnégji
popsany v Pfiloze &. 3, predstavuji veskeré
néklady souvisejici s Klinickym hodnocenim a
po jeho ukonceni ani jinak nebudou poskytnuty
zadné dalSi finanéni prostfedky.

Rozpocet Klinického hodnoceni odrazi celkové
odmény a platby pfijaté podle této Smlouvy.

Smluvni strany se dohodly, ze celkova vyse

vSech plateb (vCetné dodavek
vybaveni/materiall do Zdravotnického
zafizeni/Zkousejicimu) predstavuje  trzni

hodnotu za skute¢né poskytnuté sluzby.

Smluvni strany se dale dohodly, Ze platby

nelze  podminit  vysledkem Klinického
hodnoceni.
XXX

Nezvefejnéni rozpoctu

XXX

OBECNA USTANOVENI
Postoupeni

Zdravotnické zafizeni/ZkouSejici nesmi
postoupit sva prava a/nebo prevést své
povinnosti vyplyvajici ztéto Smlouvy bez
predchoziho pisemného souhlasu spole¢nosti
ICON, pficemz jeho udéleni nebude
bezdlvodné zamitnuto. Spole¢nost ICON je
opravnéna pfevést tuto Smlouvu na
Zadavatele bez souhlasu Zdravotnického
zafizeni/Zkousejiciho.

Vzdani se

Vzdani se nékteré podminky této Smlouvy
kteroukoli stranou v jakémkoli pfipadé nebude
povazovano za vzdani se této podminky
v jakémkoli podobném pfipadé v budoucnu Cgi
za nasledné poruseni této Smlouvy. Veskera
prava, opravné prostredky, ujednani,
povinnosti a dohody obsaZené v této Smlouvé
jsou kumulativni a neomezuji Zadny dalSi
opravny prostfedek, pravo, povinnost nebo
dohodu.
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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 the Institution/Investigator

FN Na Bulovce
Budinova 2
180 81 Prague 8, Czech Republic

Severability

XXX

Relationship of Parties

XXX

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.

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.

Counterparts

This Agreement shall become binding when
bear the signatures of each party hereto. As
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Oznameni

Oznameni dle této Smlouvy budou ucinéna
pisemné a budou povazovana za fadna,
pokud budou doru¢ena osobné, odeslana
doporuéenou poStou s doru€enkou, expresni
kuryrni sluzbou nebo faxem na niZze uvedené
adresy:

Pokud budou adresovana Zdravotnickému
zafizeni/Zkousejicimu

Nemocnice Na Bulovce
Budinova 2 ;
180 81 Praha 8, CR

Casteéna neplatnost

XXX

Vztah smluvnich stran

XXX

Rozhodné pravo

Tato Smlouva a vSechny spory a naroky z ni
vyplyvajici budou vykladany a fizeny zakony
Ceské republiky, bez ohledu na principy kolize
pravnich norem.

Uplnost Smlouvy

Tato Smlouva pfedstavuje Uplnou dohodu a
ujednani mezi smluvnimi stranami pokud jde o
jeji pfedmét a ma pFednost pfed vSemi
dokumenty, ustnimi souhlasy &i ujednénimi
mezi spole¢nosti ICON a Zdravotnickym
zafizenim/ZkouSejicim. Podminky této
Smlouvy mohou byt doplfiovany a ménény
pouze pisemnou formou s podpisy smluvnich
stran.

Pocet vyhotoveni

Tato Smlouva se stane pravné zavaznou,
jakmile bude podepsana vSemi smluvnimi
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15.9

15.1

151
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15.1
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agreed at section 15.8.2, Institution will
receive two counterparts and the rest of the
parties one counterpart. Xxx

This Agreement will be executed in five
numbers of counterparts, each of which
shall be an original as against any party
whose signhature appears thereon, but all of
which together shall constitute but one and
the same instrument.

Institution will receive two counterparts and
rest of the parties by one counterpart.

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

The Institution/Investigator expressly agrees
that the Sponsor is a third-party beneficiary
to the Agreement and that the Sponsor may
enforce its rights under the Agreement.
Furthermore, the Institution/Investigator
expressly agree that to the extent the
Sponsor is not able to enforce its rights as a
third-party beneficiary, the
Institution/Investigator shall grant ICON the
benefit of the Sponsor's rights under the
Agreement, who will have the right to
transfer such rights and benefits to the
Sponsor. In particular, some of these rights
include Publication, Confidentiality and
Intellectual Property rights.

Competent Jurisdiction

XXX

Translation Inconsistency.

The original English version of this
Agreement has been translated into Czech.
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stranami. Jak bylo odsouhlaseno v sekci
15.8.2 zdravotnické zafizeni obdrzi dva
kompletné podepsané originaly a zbyvajici
strany kazda po jednom. xx

Tato Smlouva bude vyhotovena v poctu péti
vyhotoveni, z nichz kazdé bude vici kterékoli
smluvni  strané, ktera jej podepsala,
predstavovat original, pfiéemz kazdé z téchto
vyhotoveni bude predstavovat jeden a tentyz
dokument. Zdravotnické zafizeni obdrzi dva a
ostatni smluvni strany po jednom vyhotoveni.

Trvani

Ustanoveni  této Smlouvy  souvisejici
s povinnostmi, které zni vyplynou nebo se
budou aplikovat po ukonceni této Smilouvy,
vCetné, nikoliv vSak wvyluéné, povinnosti
souvisejicich s micenlivosti a davérnymi
informacemi, inspekcemi Kontrolniho ufadu,
zvefejnénim informaci, dusevnim vlastnictvim,
nahradou Skody a uzivanim jména obchodni
firmy a jakymikoli dalSimi ustanovenimi, ktera
jsou nezbytna pro vyklad a uplathovani prav a
povinnosti smluvnich stran dle této Smlouvy
v rozsahu pozadovaném za ucelem
komplexniho dodrzovani a pInéni této
Smlouvy, budou trvat i po ukonéeni Smlouvy.

Opravnéna treti strana

Zdravotnické  zafizeni/ZkouSejici  vyslovné
souhlasi s tim, Ze Zadavatel je opravnénou
tfeti stranou této Smlouvy a Ze mize vymahat
svaA prava z této Smlouvy vyplyvajici.
Zdravotnické zafizeni/ZkouSejici dale vyslovné
souhlasi, Zze v rozsahu, v jakém Zadavatel
nemuze vymahat sva prava opravnéné ftreti
strany, Zdravotnické zafizeni/Zkousejici pfizna
narok na prava Zadavatele vyplyvajici z této
Smlouvy spolecnosti ICON, ktera bude mit
pravo pfenést tato prava a naroky na
Zadavatele. Mezi tato dullezitd prava patfi
pfedevSim Zvefejnéni, MIEenlivost a prava
DuSevniho vlastnictvi.

Smiréi fizeni

XXX

Rozpory v pifekladu Smlouvy

Originalni anglickd verze Smlouvy byla
prelozena do Ceského jazyka. V pfipadé



European Master Tripartite CTA — Bilingual — Czech Republic

In the event of inconsistency or discrepancy
between the English version and the Czech
language version of this Agreement, the
Czech language version shall prevail.
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/Datum: 30/8/2012

XXX
XXX
ICON Signatory/Zastupce spolecnosti ICON

INSTITUTION/ZDRAVOTNICKE
ZARIZENI:

Date/Datum: 13/9/2012

XXX
XXX

jakychkoli rozpord mezi ¢eskou a anglickou
verzi smlouvy ma prednost Ceska verze.

NA DUKAZ TOHO byla tato Smlouva
podepsana fadné zmocnénymi zastupci
smluvnich stran a nabyva Uucinnosti vySe
uvedenym datem.

Institution Signatory/Z&stupce Zdravotnického zafizeni

INVESTIGATOR/ZKOUSEJiCi:

Date/Datum: 5/9/2012

XXX
Principal Investigator
Investigator Signature/Podpis ZkouSejiciho
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APPENDIX 3 PRILOHAC. 3
FEES/COSTS ODMENY/NAKLADY

a. Enrollment assumption is 5 Subjects
The amount payable per one subject should be 159 596,10 CZK

Predpoklad zarazeni je 5 Subjektd Castka splatna za kazdého pacienta, ktery absolvuje
vSechny navstévy v ramci studie bude 159 596,10 Ké
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