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zAAIzENIM
KLINICKEHO
OvousTRANNA

This Agreement (“Agreement”) is entered
Into and between ICON
Clinical ‘FI’eseant Limited (hereinafter
called “iCON”) with a VAT number IE
8201 978R and a place of business at
South County Business Paiiç
Leopanistown, DithIln 18. Ireland.

Lreoresented by

and a

Falcultni nemocnlce Olornouc with a
registered address at IP. Pavlova 6, 775
20 Olomouc, Czech Republic represented
by doc. MUDr. Roman Havilk, PhD.,
hospital director.,
(hereinafter called the “Institution”).

BACKGROUND

1.1 ICON is a clinical research organization
principally engaged in the design, set-up
and management of human dilnlcal trials,
and other related services, on behalf of the
producers of pharmaceutical products.

ICON’S client, Millennium Pharmaceuticals
inc.40 Landsdowne Street, Cambridge,
MA USA, 021 30, (hereinafter known as
the “Sponsor”) is developing an
Investigational product called ADCETRIS®
(hereinafter called the “Investigational
Product’) for use in patients with Relapsed
or refractory systemic anaplastic large cell
lymphoma (hereinafter called the “Study
Indication”).

1.3 The Institution and its staff, including
without limitation the principal investIgator
(the “Study Staff”), are experienced in the
evaluation and treatment of patients with
Relapsed or refractory systemic anaplastic
large cell lymphoma.
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TATO SMLO1VA {dále len ,SMLOUVA”) se
uzavIrá dne ICON
Clinical Researoh Umited (dale jen ,,ICON”),
Dl lE 8201 978R, se sidlem South County
Business Park, Leopardstown. DtEiIln 18.
lrsko, zastoupenou

Fakultni nemocnlcl Olomouc so sldlem l.P.
Paviova 6, 775 20 Olomouc, eská
republika zastoupená doc. MUDr. Romanem
Havllkem, PhD., edlteIem nemocnica.
(dale Jen ,IZDRAVOTNICKE ZARfZENI”)

PEDMET A UÔEL SMLOUVY

ICON je smluvnl v9zkumná organizace, jeJfl
hlavnl ôlnnostI Je navrhovánl, zahajenl a
i’(zenf kIInlckch hodnocenl tkajlc1ch so
lldského subjektu a poskytovánf da1fch
souvisejfcrch slueb pro vfrobce
farmaceutIckch produktü.

Klient spolenosti ICON, MillennIum
Pharmaceuticals Inc., 40 Landsdowne
Street, Cambridge, MA USA, 021 30, (dale
jen ,,ZADAVATEL”) vyvrjl hodnocené léivo
s názvem ADCETRIS® (dale Jon
MHODNOCENE LEOIVO”) za telem Jeho
aplikace u paclentCi s Indikaci Relabujlcf
nebo refrakteml systémov anapIastick
velkobunen9 lyrnfom. (v dall ásti textu
nazvaná ,,Indikace Klinického hodnoceni”)

Zdravotnické zarizeni a jeho zamOstnanci,
vetné, nikoliv vkk v9luöne, hlavnfho
Zkouej1cfho (dale jen Hodnotfc1
pracovnlci”) mail zkuenosti s hodnocenim a
Iéöbou pacientô s indikaci Relabujlci nebo
refrakteml systómov anaplastick
velkobunên lymfom.

I Excelbie
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CUNICAL INSTITIIflON AGREEMENT -

BIPARTITE

ICON
- A.

SE ZDRAVOTNIcK’M
0 ZBEZPEEN1

HODNOCENI —

1.2
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1.4 ICON wishes to engage the Institution to
conduct a dinical study at the Institution or
Site Fakuitni nemocnlce Olomouc, Hemato
- OnkologickA kllnlka to evaluate the
Investigational Product, and the Institution
wishes to conduct such a clinical study.

1.5 The institution has agreed that a clinical
study shall be conducted on the
Institution’s pwmises by the Investigator
Dr. MUDr. IIt Piochazka (9nvestigator).
The Institution acknowledges and agrees
that the mutual rights and obligations of
ICON and Investigator are set forth In a
separate agreement which shall also
regulate the separate payment to be made
to the Investigator and sub-Invostigatorn
for the conduct of the Study. Though not a
party to this Agreement investigator has
been provided a copy of this Agreement
and signed this Agreement as read and
acknowledged.

The investigator’s/Study team’s
remuneration wlfl be paid by ICON directly
to the Investigator’s/Study team accounts
under the separate agreement between
ICON and Investigator and will correspond
with the amount stated in Appendix 3, i.e.
50% of the Study budget, with the
understanding that the Study team
members are responsible for proper
taxation of their Income

Spoienost ICON si preje smluvnê zavázat
Zdravotnlcké zaifzenf k provedeni klinického
hodnoceni ye Zdravotnlckém zaFizeni nebo
na Pracov1tl Fakultni nemocnlce Olomouc,
Hemato - Onkologlcká Idinika za Uelem
zhodnocenf hodnoceného lélva a
Zdravotnlcké zalIzeni si preje toto kllnické
hodnocenl provest.

Zdravotnické zaffzenf souNasi s tim, e
KiinIcké hodnoceni bude v prostorach
Zdiavotnlckêho zaffzenf provádét ZkoueJic1
lékaF MUDr. Vft Prochazka (déle jen
,,ZkouejfcI”). Zdravotnlcké zalfzenl bern na
védomf a souhlasi, e vzájemná práva a
povlnnostl spolenosti ICON a Zkouejicfho
jsou stanoveny v samostatné smiouvé, která
take upravuje samostatnou odménu pro
Hlavnfho zkouéejlcfho a SpoluzkoueJc[c[ za
ieIem piovedeni studio a akoIIv
ZkouejlcI neni strnnou této Smlouvy, obdr2i
jeji kopri a podep1e tuto Smlouvu, Im
potvrdI, e ji pFeetl a e s nf souhiasi.

Odména Hlavnlmu zkouejIcEmu / studn1mu
trnu bude vyplécena spolenost1 ICON
prima, na Ciöty ouej(cIho/ studijniho t9mu
na zäkladè zvIátnI smiouvy mezi
spoIenosti ICON a Zkouej1cim a bude
korespondovat s ástkou uvedenou v prooze
&3, tj.50%rozpotu KH, s tim, e ionové
studljnIho tmu odpovfdajf za Fádné zdanénI
pi’fjmü

IT IS HEREBY AGREED AS FOLLOWS: TIMTO
NASLEDUJICI:

BYLO DOHODNUTO

2 DEFINITIONS DEFINICE

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

Pojmy pouité v této SmlouvO budou mit
následuj [ci vznam:

2.1 Case Report Form (CRF) Záznam subiektu hodnoceni
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Report in a format prepared by the
Sponsor andlor 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).

Zámam ye formátu pflpraveném
Zadavatelem a/nebo spoienostf ICON
v souladu s p1atnnii Právnfmi pfedpisy (jak
deflnováno nFe), zpracovan Zkouejfcfm,
kter dokumentuje podavanF Hodnoceného
Iélva (astnfk(im a mvnê vechny testy a
pozorovánf souvisejici s K1inickm
hodnocenim (jak popsáno nI2e).

2.2 ClinIcal Investloator Brochure Soubor informaci pro zkoueifcIho

2.3

A brochure provided by the Sponsor that
contains a compilation of the 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 In human subjects.

FDA

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

Soubor informacf poskytovan Zadavatelem,
kter obsahuje soubor klinlckch a
neklin1ckch UdaJI o hodnoceném
léëlvu(ech), které se vztahujI ke Idinickému
hodnoceni na lidskch subjektech a
obsahujici infomiace o vech kJlnlckch
hodnocenfch uskutenènch béhem vvoje
Hodnoceného lélva na IIdskch subjektech.

FDA

AmerIck ül’ad pro potraviny a léky (FDA).

2.4 Informed Consent Form Formular informovaného souhiasu

The form prepared by ICON/the Sponsor
In conformance with the Regulations (as
hereinafter defined), particularly by Decree
No. 226/2008 CoIl. 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.

Formular prIpmven spolenost1
ICON/Zadavatelem v souladu s vyhlákou .

226/2008 Sb., kterou so stanovuje správná
klinlcká piaxe a bIIif podminky kllnického
hodnoceni léiv, ye znènF pozde$fch
pfedplsCi, a daIfmI platnmi Právnlmi
predpisy (ktere jsou definovény nle) na
základé konzultace se Zadavatelem,
spoienost1 ICON a NEK/SUKL (které jsou
definovAny n1e), kter byl schválen
NEK/SUKL a byl podepsan vemi subjekty
nebo jejich zákonnmi zastupcci pred
zahajenrm jejich (iasti v Klinickém
hodnoceni.

2.5 Investiciatlonal Product Hodnocené Iéivo

The Investigational Product(s) which is/are Hodnocené!ä Iéivo!a,
the subject matter of the Protocol. predmétem Protokolu

ICON-Milennium EU Master CTA VI Czech VI
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2.6

2.7

lEG (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.

SOKL
State Institute for Control of Drugs

Protocol

The details of the Study contained In
Protocol number C25006, [and which Is
attached as Appendix 1 to this Agreement]
and together with any amendments (as
agreed by the parties) made thereto Is
incorporated herein by reference as part of
this Agreement.

NEK (Nezávislá etická komise)

Vbor, komise nebo jiná skupina fomiálné
vytvotená za üöelem kontroly, schválenf
zahjenf a provádénl kontroly
biomedicfnckch vkumi zahmujfclch
Iidské subjekty.

SUKL
Státnf üstav pro kontrolu iéöiv

Protokoi

Podrobnostl Kilnického hodnoceni )
obsaené v PROTOKOLU ISLO C25006,
(kter tvoll prilohu ô. 1 této Smlouvy] —

spoienè se vemI dodatky (které byly mezi
stranami uzavfeny), jen je zapracovén do
této Smiouvy Jako jeji souást.

2.8 Qualified Particinant Znfsoblh subiekt hodnocenI

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.

ICON-Millennium EU Master CTA Vi Cze’ 1
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Jak9kollv mon9 subjekt, kter p19 vstupu do
léebnch fézi Klinlckého hodnoceni splnuje
vechna zarazujici kritérla a nesplñuje
ádné z vyiuovacIch kritériI, která Jsou
stanovena v Protokolu a podepsal platn
Formulá informovaného souhlasu
schválen NEKISUKL.

2.9 Regulations Právnl oredoisy
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Any relevant legislation, particularly Act
No. 378/2007 CoIl., on Drugs, as
amended, Deci8e No. 22612008 Coil., on
good clinical practice and closer conditions
of cikilcal 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 (3CP GuIdeline (January
1997) (“GCP), and/or any other relevant
applicable legislation. For the avoidance of
doubt such legislation, codes or guidance
shafl include those related to the protection
and privacy of the personal data of
IndMduals.

‘

Jakékollv relevantnF pravnf predplsy, zvIátè
zákon . 37812007 Sb., o léivech, ye znènf
pozdejFch pedplsü, vyhláka ë. 22612008
Sb., kterou se stanovuje správná kinickA
praxe a bU( podminky kilnického
hodnoceni lélv, ye znèni pozdéjêtch
plcedpIsQ, zékonficy nebo pokyny pffmo
nepffmo souvisejlc! s provédénim Kilnického
hodnoceni vetnë, nlkollv vak v9Iuné
(pokud je to relevantn() SmOmice
2005/28/ES pro kilnické hodnoceni léëiv a
jejI trensformované leglalativy v pffslun9ch
zemich Evropské Unie, ICH SmOmice pro
správnou kflnlckou praxi (leden 1997) (déie
jen ,,GCP”), a!nebo JIM relevantni platné
právnf pl’edplsy. Za (i.elem vyloueni
pochybnostt tyto právn( pFedplsy, zékoniky a
pokyny zahmujI prgvni predpisy, zákonfky a
pokyny souvlseJfcf s ochranou a soukrom[m
osobn(ch (idajO jednotlivcO.

2.10 Reoulatorv Authority Kontrolni grad

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.

JalqkolIv vládnl, správni nebo profesnf
organ mailci die prlslunch pMvnlch
pI’edplsli oprávnènl regulovat a/nebo
uplatflovat Právnl peplsy na provádénf
kllnlckych hodnocenf a vechny da1f
zäIeitosti s tim souvisejIcf a/nebo národnf l
nadnãrodnf orgAn odpovèdn za udalenf
souhiasu v pl’fsluné zeml nebo nadnArodnf
skupinO zem! vetné, nlkoliv vak v9lune
EvropskA agentury pro hodnoceni Iéëfv
(European Medicines Evaluation Agency)
(dAle jen EMEA”), FDA, StAtni Listav pro
kontrolu léIv (SUKL) a esk9 UFad pro
ochranu osobnlch idajü.

2.11 Serious Adverse Event ZAvanA neládoucl oFihoda

2.11.1 Any untoward medical occurrence that at
any dose according to the §3 clauses 3—6
Act No. 378/2007 CoIl., on Drugs, as
amended:

A) results in death,
B) is life-threatening,
C) requires inpatient hospitalisation
prolongation of existing hospitailsatlon,

JakkoIIv neoekAvan lékal’sky nAlez, kter
v jakékoliv dAvce (podIa §3 odstavce 3 — 6
zAkona ö. 378/2007 Sb., o léëivech, ye znénf
pozdéj&ch predpisO):
vede ke smrtl
je lvot ohroujicf,

or vyaduje hospitalizaci pacienta a nebo
prodlouenf stAvajici hospitallzace,

D) results in persistent or significant vede k trvaié i vznamné zdravotnI
disability / incapacity, nezpôsobliostl / InvaliditO,

ICON-Millennium EU Master CTA Vi Czenh Vi
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E) Is a congenital anomaly I birth defect.

2.11.2 Important medical events that may not
result In death, be life-threatening, or
require hospitailsatlon may be considered
a serious adverse events when, based
upon appropriate medical judgment, they
may jeopardize the subject 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 hospitallsatlon.

ICON

vyvolává kongenitalnf anomái / vmzenou
vadu.

Závaná zdravotnl pl’Ihody, které nemusi
vest ke smrti, bt ivot ohro2ujlcl f1
vyladovat hospltallzaci, mohou b9t
povaoväny za zavanou neAdoucF pflhodu
v pl’fpade, kdy na záldadé pFfsIuného
lékalkého posouzenl mohou ohrozit subjekt
a talc vyadovat lékalJc i chlmrgick
zálcrok za Aëelem odvrácenl následkCi
uveden9ch vtéto definici. Mezi pflklady
tèchto lekarskç,ch pi’fpadti paUl &ergick
astmatick záchvat, kterc vyaduje
intenzlvnf oeten1 na pohotovosti C1 doma,
dale krevnr dyskmzle nebo záchvaty které
nemajf za näsiedek hospitalizaci paclenta.

2.12 SIte Pracovlté

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

Jakékollv misto ël mista, kde Zdravotnlckê
zafizeni provádl Klinické hodnocenf v
souladu a touto Smlouvou.

2.13 Study Klinlckó hodnoceni

The clinical study known as A Phase 4,
Open—label, Single-Arm Study of
Brentuximab Vedotin in Patients With
Relapsed or Refractory Systemic
Anaplastic Large Cell Lymphoma to be
conducted according to the Protocol.

3 CONDUCT OF STUDY

Kilnické hodnoceni známé jako Otevená,
jednoramenna studle faze 4 s Brentuximab
Vedotinem u paclentô s relabujicim nebo
refraktemlm systémov9m anaplastlck9m
velkobunOn9m lymfomem, které se provádl
die Protokolu.

PROVADENI KLINICKEHO HODNOCENI

3.1 Comollance Soulad orovädên( kilnického hodnoceni se
zadanmI nodmInkarni

3.1.1 The Institution shall ensure that the Study
is conducted according to the Protocol, the
Regulations, this Agreement, written
instructions of ICON or 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
Institution will ensure that all Study staff
are informed of and are bound by
obligations to the Institution to abide by
Institution’s obligations under this
Agreement.

ICON-Millennium EU Master CTA Vi Czech Vi
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Zdravotnické zarizenI zajisti, e KJinIcké
hodnoceni bude provádOno v souladu s
Protokolem, Pivn1mi predpisy, touto
Smlouvou, plsemn9mi pokyny spoIenosti
ICON nebo Zadavatele a podmInkami
souhlasu s provedenfm Kilnického
hodnocenf udéleného NEK a podmlnkami
souhlasu SUKL, nebo, pokud souhlas neni
vy2adován, podminkami prlsluneho
vyjádrenl. Zdravotnické zal’fzenI musi
zajistit, aby vichni Hodnotlcf pracovnfci byli
informováni a aby byli vâzáni povinnostmi
Zdravotnického za1zenf, na jejich2 základé
musi dodrovat závazky Zdravotnického
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3.1.2 The Protocol shall be considered final
following approval by the designated lEO
and when SUKL Issues the respective
permission, or where applicable, does not
refuse the dnlcai trial. The Protocol may
only subsequently be amended with the
prior written Agreement of the parties.

Protokol bude pov&ovãn za fináhil, jakmlle
dojde k udéleni souhlasu ze strany
pffsIun&hinch NEK a souhiasu
SUKL, nebo pokud neni Kilnické hodnocenr
zamftnuto. Protokol mtie b’t naslednè
upraven prostfednicMm ptedchozl pisemné
Dohody smluvnfch stran.

3.2 Serious Adverse Event Reoortinp Hláen1 zãvané neAdouc1 oFfhodv

3.2.1 The institution shall ensure that 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 Regulations, then
the Regulations shall apply in relation
thereto.

3.2.2 The Institution shall ensure that the
Investigator shall also notify the lEO and/or
SUKL. immediately of any Serious Adverse
Events during the Study in accordance
with the Re9ulatlons.

Zdravotnlcké zalizeni zajisti, e Zkouejfc1
bude jednat pine v souiadu 8 ustanovenfmi
Protokolu o ne2ádoucfch plfhodách. V
pilpadé opomenutf tèchto ustanoveni, jejich
neipInosU nebo v pripade rozporu tèchto
ustanovenf s Právnlml pledplsy se v této
souvislosti upiatni Právnl predplsy.

Zdravotnické zafizeni zajisti e, Zkouej1c1
bude rovnè v souladu s Právnlmi predplsy
vdy okamlte lnformovat NEK alnebo SUKL
o kadé zAvalné neádouc1 pfhode, k nf
dolo v prôbëhu Klinlckého hodnoceni.

3.3 Clinical Study Site File Dokumentace t’ka11c1 se Klinlckého
hodnoceni provádèného na Pracoviti

dokumentace tkaj (ci
hodnoceni provédBného

ICON-Mfllennhim Bipartite Institutional Contract -Czech

A A

zalizeni vypIvaj1cf z této Smiouvy.

Vytvoreni
Klinického
PracovltI

3.3.1 CreatIon of Clinical Study Site File

ICON-MillennIum EU Master CTA Vi Czef!h Vi
C25006_O1 14/01 19_i 2002_FN Olomou
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oee

3.3.1.1 Before commencement of the Study, the
Institution shall ensure that 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 lEG! SCJKL approval of the
Protocol and the Informed Consent Form;

C) The lEG! 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.

G) Other documents and Information
according to Regulations, partlculaily in
compliance with Act No.378/2007 CoIl., as
amended, and its enclosures

3.3.2 Maintenance of the Clinical Study Site File

3.3.2.1 During the Study, the Institution shall
ensure that 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 therein1 and promptly
providing to ICON, the following:

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

B) All correspondence with the IEC/ SUKL,
including periodic reports and approvals,
and

ICON-Millennium EU Master CTA Vi Czech Vi
C25006_0i 14/011 9_i 2002_FN Olomouc

Pled zahájenfm Kilnického hodnocenf
Zdravotnlcké zalizeni zajlstI e, ZkouejfcI
ye spolupréci so spolenost[ ICON vytvol’f
dokumentacl, která bude zahmovat n1e
uvedené dokumenty (déle jon
“DOKUMENTACE TYKAJICI SE
KLINICKEHO HODNOCENI
PROVADENEHO NA PRACOVITr). Kople
zéldadni Dokumentace tIcajrc[ se Klinického
hodnoceni provédéného na Pracovlti bude
neprodlené zaslána spolenosti ICON:
Seznam jmen, thulà a povolénl kadého
elena NEK a

Pisemné schvâlenf Protokolu a Formuiare
informovaného souhlasu ze strany NEK a
SUKL a

Schvalen9 FormulA inforrnovaného
souhiasu ze strany NEK a SUKL a

AktuáinI ivotopis Zkouejfclho a vech
dalfch zarnéstnancC Pracovltê, ktel’f
vykonávajI jakoukoll funkci souvisejici
s Kllnickm hodnocenim a

Dokumentace tkaj1cl so finanCnf a
majetkové nezávislostl, která je definovéna v
Clénku 5.5 nfte.

Da1F dokumenty a informace v souladu s
Právnlmi predplsy, zvlátO zékonem C.
378/2007 Sb., o léCivech, ye znënf
pozdéjfch predplsu a jeho prfloh.

Vedeni Dokumentace tkajFcf se Klinického
hodnoceni provádéného na Pracoviti

Zdravotnické zalIzeni zajist! e, v pribehu
Klinlckého hodnocen( bude ZkouejIc1 vest
Dokumentaci t9kajIcf so Kllnického
hodnocenf provádêného na PracovIti v
souladu s podminkami této Smlouvy a
aktuallzovat ji zafazovénim riásledujlclch
dokumentô, které bez prodieni poskytne
spoleCnosti ICON:
Vechny dodatky k Protokolu a záznam
tkaj(c1 se jakchkoliv plánovanch odchylek
od tohoto Protokolu vCetné dodatkCi
Protokolu a hIáen1.

Vekerou korespondenci s NEKJSUKL,
vCetné pravidelnch hláenF a souhlasti a

F) Permission of SUKL or notification on Schválen( SUKL nebo ohIáenf Klinlckého
announcement made to SUKL hodnocenf zaslané na SUKL.

Approved by sfte_O7Mari4_FINAL
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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 horn time to
time require or provide.

H) Other documents and Information
according to Regulations, particularly In
compliance with Act No.378/2007 CoIl., as
amended.

3.32.2 The Institution agrees and shall ensure
that the Investigator agrees to permit
ICON, the Sponsor, their designees 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.

I!iIIIIII

Aktuáinf knihu vech návtèv v sotMsiosli
s 1GIriIckm hodnocenim na PracovitI a
Veobecnou korespondenci vztahujfcf se ke
Kilnickému hodnoceni a
Doklady o
Hodnoceného Iéiva a

dopoitateInosWevidencl

Da1f dokumenty, materiály i informace,
které bude ICON a/nebo ICON jménem
Zadavatele pthbene poadovat I
vat.

Informace v souladu s
zvláMè zAkonem .

IéIvech, ye znOnf

Zdravotnlcké zaffzenI souhlasi a zajisti, e
ZkoueJ1cf souhiasI, e umonE spoIenoati
ICON, Zadavatell, jejich poverenm osobém
a!nebo jakémukollv Kontrolnimu üFadu
pffstup na PracovitO ke vem lnformacFm
souvisejicim s K1Inickm hodnocenim
béhem obvykiô pracovnl doby nebo jak
vyadujf Právnl ptedplsy.

3.3.3 Retention/Transfer of Clinical Study Site UchovávanflPrevedenI Dokumentace
tkal1cr se Kilnického hodnocenf
provádéného na Pracovltl

ICON-Millennium EU Master CTA Vi Czech Vi
C25006_0l 14/01 19_i 2002_FN Olomouc - I Approved by slte_O7Marl4_FINAL

G) Permission of SUKL. or notification on Schvalenl SUKL nebo ohIáen1 Klinického
announcement made to SUKL hodnocenf zaslané na SUKL

Dal1 dokumenty a
Právnfml podplsy,
378/2007 Sb., o
pozdej1ch predpiscL
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3.3.3.1 The Institution shall ensure that the
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 GOP. The
Institution agrees to preserve all
documentation about the conduct of the
clinical Study arid documentation related to
the trial subjects until Sponsor or the ICON
Inform the Institution or the Investigator
that further preservation is not necessary,
but at least for 15 years horn the date the
clinical Study is completed. The
Identification codes of the trial subjects ll
be preserved by the Institution for the
period of at least 15 yearn. if any source
data are kept on computer files only, for
the purpose of source data verification, the
Institution shall ensure that the Investigator
agrees to make a print out of all data
related to the trial subjects relevant to the
clinical Study. These print-outs will be
dated and signed by the Investigator and
duly retained as source documents.

3.3.3.2 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.

Zdravotnlcké zatfzenf zajisti, .e ZkouejIc1
bude uchovávat zaznamy a dokumenty
vztahujrcl se k provAdOni Kilnického
hodnoceni a distribuci Hodnoceného léöiva
v souladu s poadavky Iánku 4.9 Sprvné
kilnické praxe. Zdravotnické zaffzenl se
zavazuji uschovat vekerou dokumentacl o
provedeni klinického hodnoceni I
dokumentacl vztahujfcf se k subjektCm
hodnoceni a do doby, kdy sponzor nebo
ICON oznáml zdravotnickému zal’fzenI, e
dalI uschovávánl dokumentace neff
potl’eba, neJméné vak po dobu 15 let od
data ukonëenf klinického hodnocenf.
Identlflkaënl kódy subjektfi hodnoceni bude
Zdravotnické zal’Izenf uchovavat neméné
po dobu 15 let. Pro plfpad, e prvotnl (idaje
budou dostupné pouze v elektionlcké
podobe, Zdravotnické zal’fzenf zajistf, 2e
Zkouejfcf pro üeIy jejlch ovéteni polldf
vtIsky tech dat, ktei se t1cajI suektô
hodnoceni a jsou vznamná pro klinické
hodnoceni. Tyto ‘4tisky budou opatfeny
datem a podpisem zkouej1c1ho a tadnO
uchovány.

JestIle ZkouéejIcf ukonf vkon Jnnostl vs
Zdravotnickém zatfzenl pFed uplynutim doby
uvedené v ôlánku 4.9 GCP, Zdravotnické
zarizenf urI pfsemne pro ICON jlnou osobu,
která bude odpovedná za vedeni záznamCi
Klinlckého hodnoceni. SpoIenost ICON
buds sv9m vlastnlm jménem nebo jménem
Zadavatele oprávnéna navrhovanou osobu
schvállt öi zamltnout.

3.4 Study Particioants
The Institution shall ensure that:

3.4.1 The Investigator shall include
Qualified Participants In the Study.

3.4.2 The Investigator shall only use the most
recent Informed Consent Form approved
by the Sponsor, ICON, IEC and SUKL.
The Institution shall not make any changes
to the Informed Consent Form without the
written approval of ICON and the lEG? and
SUKL.

ICON-Millennium EU Master CTA Vi Czech VI
C25006_01 14/01 19_i 2002_FN Olomouc

Subiektv hodnocenI
Zdravotriické zafizeni zajisti, e:

only ZkouejIc1 zafadI do KlinickOho hodnoceni
pouze Zpsobilé subjekty.

Zkouejfcf pouije pouze nejnovéj1
Formuláf informovaného souhlasu
schvalen9 Zadavatelem, spolenostf ICON,
NEK a SUKL. Zdravotnické zal’lzenf
neprovede ãdné zmeny ye Formulát’i
informovaného souhiasu bez plsemného
schvalenI spoIenostF ICON a NEK I a
SUKL

1 Approved by slte_O7Marl 4_FINAL
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1CON

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

Pled zaiazenlm Zpôsobllch subjekt do
KIlnického hodnoceni ZkouejFcF zkontroluje
se ZpCisobll9mi subjekty hodnoceni vechny
podrobnostl a poadavky Protokolu a
Formuláfe lnfomiovaného souhiasu.

3.5 Bloloalcal Samoles Biologické vzorky

3.5.1 The Institution shall retain, use and
transfer blood, fiuki and tissue samples
B1ological Samples”) from Qualified
Participants, including any tangible
materials derived from such Biological
Samples) only In accordance with the
Protocol and the Informed Consent Form
and shall not collect or reserve additional
Biological Samples for use in research that
Is not described in the Protocol.

Zdiavomlcké zaffzenf smi uchovavat,
pou2fvat a plepravovat vzorky krve, kapalin
a tkánl (dale len ,BiologIcké vzorky”) od
kvalif1kovanch tastnfkü (vetnè
jakchkdflv hmotnch materlálü odvozench
od têchto bIoIogIckch vzorkU) pouzo v
souladu a Protokolem a FormulAfeni
informovaného souhiasu a nesmi
shromahfovat an) uchovávat da1f
Biclogicke vzorky uttené pro pouitf ye
vzkumu, kter neni popsán v Protokolu.

3.6 Comoliance with Anti-corruotlon Laws Dodrován1 zákonô o boji proti korupcl

3.6.1 In performing the Study, the Institution
(and its employees (including without
limitation the Investigator) and agents) (i)
shall not offer to make, make, promise,
authorize or accept any payment or
anything of value, Including bribes, to or
from any public official, regulatory authority
or anyone else for the purpose of
Influencing, inducing or rewarding any act,
omission or decision In order to secure an
Improper advantage, Induding to or obtain
or retain business; and (II) shall comply
with all applicable anti-corruption and anti-
bribery laws and regulatIons. Institution
shall notify ICON and Sponsor Immediately
upon becoming aware of any breach of
Institution’s obligations under this Section
3.6.

Zdravotnlcké zalizeni (a jeho zaméstnanci
vetné, nikoli vilak vIuné, ZkouejIcfho) a
zástupci nesmf p11 piovédenl Klinického
hodnoceni (I) nablzet, provádet, slibovat,
povolovat ani plijimat ádné platby an) nic
hodnotného vëetnB ipIatkC ye vztahu k
jakmkoIiv stétnim ü1’adm, kontrolnim
iiladüm nebo komukollv jinemu za (iãelem
ovllvñovánh, podporovanf nebo odmèñovánf
jakéhokollv jednánf, opomenuti nbo
rozhodnut( ye snaze o zfskánl jakékoliv
neoprávnOné vtiody, vetné zfskánI nebo
zachovéni zakázek; a (ii) budou dodrovat
vechny platné zékony a pledpisy zarnélené
na boj proti korupci a tpIatká?stvf. Pokud se
Zdravotnlcké zaflzenf dozvI o jakemkoilv
poruenF povinnostI Zdravotnického zarfzeni
na základé tohoto Odstavce 3.6, je
Zdravotnické zalizenI povinno o tom
okamItè informovat spolthiost ICON a
Zadavatele.

4 RESOURCES,
EQUIPMENT

MATERIALS AND ZDROJE, MATERIAL A ZAIZEN1

4.1 Resources Zdroie

ICON-Miflenniuni EU Master CTA VI Czh VI
C25006_O1 14101 19_i 2002_FN Olomou Vi Approved by slte_O7Marl 4_FINAL
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C5N
A SW&’.Ld t...o.

4.1.1 The Institution shall ensure that the
Investigator agrees to provide and
supervise all qualified and trained
pemonnel, facilities and other resouices,
as are required to duly complete the
Investigator’s and the Institution’s

responsibilities under this Agreement and
the Protocol. The Institution shall ensure
that the Investigator shall arrange for the
availablihty 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) rStudy CoordInators).
Should a Study Coordinator not be
available at the Site, the institution shall
ensure that the Investigator shall assume
these responsibilities.

Zdravotnlcké zai’Izeni musi zajistit, aby
Zkouejici souhlasli s tim, e zajistI vechny
kvallflkované a vykoIenó pracovnIky,
pffs)uensM a daIi zdroje, které jsou
nezbytné k I’ädnému plnénI povinnostf
Zkouej1cfho a Zdravotnlckého zalizenI
v souladu s touto Smlouvou a Protokolem a
bude na né dohlLet. Zdravotnlcké zafizeni
zajisif, e Zkou.ejicI zalidi dostupnoat
koordinátora Kilnického hodnoceni
kvallflkovaného na záldadé dosaeného
vzdéläni afnebo zkuaenostI s tfzenim vech
administjutlvnfch funkcf na Pracoviati
(veetne, nlkollv vak v1uné, pmvidelnch
schCizek so spo1enoet1 ICON nebo zástupci
Zadavatele) (dale Jan I,KOORDINATOR
KIJNICKEHO HODNOCENIs). V prfpade, e
Koordlnátor Kilnického hodnoceni nebude
na Pracovitl dostupn9, Zdravotnické
zai’fzenI zajisti, e Mo odpovédnost
pI’evezme Zkouej1cI.

4.2 Materials Material

4.2.1 ICON shall provide or shall ensure that the
Sponsor provides to the Institution 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.

ICON poskytne nebo zajisti, le Zadavatei
poskytne Zdravotnickému zafizenI
po2adované mnostvI Hodnoceného iéölva
a jakikoIiv daII material pro Kilnické
hodnocenf (napr. Záznamy subjektu
hodnocenf), jak je uvedeno v Protokolu.

4.3 Eaulment Zaffzeni

4.3.1 EquIpment supplied by or on behalf of
Sponsor will remain the property of
Sponsor or its supplier. institution agrees
to use such equipment solely in connection
with the Study and upon completion or
termination of the Study will deliver or
dispose of the equipment according to
Sponsor’s Instructions.

5 CERTAIN COVENANTS
PARTIES

5.1 Patient Recruitment

ZaIIzeni dodané Zadavatelem nebo jeho
jménem ztistává ye vlastriicM Zadavatele
nebo jeho dodavatele. Zdravotnické zal’IzenI
souhiasi s tim, e buds toto zalizenI
pouIvat pouze v souvislosti s Klinick9m
hodnocenfm a p11 dokon.enI nebo ukoneni
KlinickOho hodnocenI dodá zafizeni nebo se
jej zbavl v souladu s pokyny Zadavatele.

ICON-Millennium EU Master CTA Vi Czn’h UI
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5.1.1 The institution shall ensure that the
investigator shall use his or her best efforts
to recruit only Qualified Participants and
shall not knowingly enrol any participants,
which h his or her best professional
judgment do not adequately meet the
cdtena for Qualified Participants.

Gan.cjRe*.F.

Zdravotnickê zaffzenf zajistI, e ouejIcf
vyvine maxlmálnf iisHI k tomu, aby ziskal
pouze Zpfisobilé subjekty hodnoceni a aby
vOdomé nepjal subjekty, které die jeho
neJlepöiho odbomêho üsudku dostatené
nesplfluJf kritéria stanovená pro ZpCisobil
subjekt hodnoceni.

5.2 Case Report Forms Záznamy subjektu hodnoceni

5.2.1 The Institution shall ensure that the
Investigator shall maintain up to date
medical records of the subjects
participating In the Study. The Institution
shall ensure that the Investigator or his/her
designee shall legibly and accurately
complete Case Report Fonns, provided by
the Sponsor or ICON and shall submit
them within forty eight (48) Houis of
obtaining the data. The Institution shall
ensure that the Investigator Is present and
shall 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 evecy 10
weeks during the main treatment period.
Then semi annually for the foflowing phase
(half on site, half by phone).

5.2.3 The Institution shall ensure that the
Investigator shall fully assist, in a timely
manner, ICON representatives in resoMng
any discrepancies, errors or missing
information In Case Report Forms or to
promptly take steps to correct any
deficiencies Identified In any monitoring or
auditing visit by ICON, Sponsor or their
designees or a Regulatory Authority. The
Institution shall ensure that 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.

Zdravotnlcké zalizeni zajisti, aby Zkouej1cf
vedi aktualnl zdravotnlckô záznamy o
subJektech, které se iastnf Klinického
hodnoceni. Zdravotnickó zal’izeni musi
zajistit, thy Zkouej1ci nebo Jim zmocnOná
osoba v 8Itelné podobé a presne vyplnfli
Záznamy subjektu hodnoceni, které mu/JI
Zadavatel nebo ICON poskytne, a tyto
záznamy do tylicetl osmi 48 hodln od
okam2lku zjIétOnI dat vypinené odeéle.
Zdiavotnlcké zaflzenF zajistl, 2e Zkouéejfci
na základé 2ádostl tyto záznamy bez
prodlenF predá zástupcüm Zadavatele nebo
spolenosti ICON a zprIstupnl jim jakêkollv
zdrojové dokumonty souvisejicI s KlInick9ni
hodnocenlm p11 pravldeInch kontrolnich
nävétévách nebo jinak. Tyto kontrolni
návétévy spolenostl ICON a odbér tdajO
budou uskuteflovány prIbline kad 10.
tden béhem hlavni léebné faze.. Poté
béhem nésledujIci féze dvakrát roné
(jednou nävétéva na centru a jednou p0
telefonu) Zdravotnlcké zarizeni zajisti, e
ZkouéejIci buds béhem kontrolnfch návétév
osobné pritomen.

Zdravotnické zal’IzenI zajisti, e Zkouejic1
poskytne zástupccim spoleOnosti ICON
üplnou a vasnou souöinnost p11 Feéenl
jakychkollv nesouladCi, chyb i chybejicich
Informaci v Záznamech subjektu hodnocenI,
nebo musi rychie provést kroky zamerene
na nápravu jak9chkoliv nedostatkti
zjléténch béhem monitoringu nebo nävétév
ze strany spolenosti ICON, Zadavatele
nebo jimi povèten’ch osob, prlpadne
RegulanIho ifadu. Zdravotnické zarfzenI
zajistI, e Zkouej1c1 poskytne spoleönostl
ICON pomoc p11 uskuteflovánf audItC
ptvodnFch pripadovch záznamti,
laboratomich zpráv, a/nebo nezpracovanvh
zdrojov’ch tdajCá, je jsou podkladem pro
data uvedená v záznamech subjektu
hodnocenI. Tyto audity budou

ICON-MLNenn!um EU Master OTA Vi Ozedi VI
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4

uskuteflovány s ádnm
dCivèmosti paciontü.

zohiednénim

5.3 PubUcation Zvereinenu/Publlkace

5.3.1 The parties acknowledge that the Sponsor
shall retain ownership of all original Case
Report Forms that result from this Study.
However, after the Study has been
completed or terminated at all study sites
and all data has been received and
analysed by Sponsor, the Investigator shall
have publication or presentation privileges
provided that the Institution shall ensure
that the investigator submits such
manuscript and/or abstract to the Sponsor
for review and comment sIxty (60) days
prior to submission for publication or sixty
(60) days prior to presentation. If In the
Sponsor’s Judgment, publication or
presentation at a given time would hinder
the Sponsor’s development of the
Investigational Product, the Institution shall
ensure that the Investigator shall consider
modifying the publication or presentation
schedules accordingly. The Institution
shall ensure that the Investigator further
agrees to delete information identified by
ICON or the Sponsor as Confidential, prior
to submittIng such manuscript and/or
abstract for publication or presentation, or
defer publication or presentation of such
manuscript and/or abstract at the request
of ICON or the Sponsor, to permit the filing
of any desired patent applications by the
Sponsor. The Sponsor shall also have the
right to publish the Study. If the Study is
part of multi-centred clinical trial (which for
the purposes of this Agreement shall mean
that at least one other Institution is taking
part), any publication or presentation
based on the results obtained at the Site
shall not be made before the first multi-
centre publication. If a publication

ICON-Millennium EU Ma9ter CTA Vi CzeM’”
C25006_01 14101 19_12002_FN Olomouc

Smluvnf strany berou na védomi, e
Zadavatei si ponechá vlastnlcM vech
pCivodnfch ZAznamCi subjektu hodnoceni,
které vypl9vaji z tohoto Kilnického
hodnoceni. Avak poté, co bylo provedeno
nebo ukoneno Kllnické hodnoceni na vech
studijnIch pracovlt1ch, a p016, cc Zadavatel
shromádlI a analyzoval vechna data bude
mit ZkouéeJici prednostni präva na
zverejneni l prezentaci téchto záznamU, a
to za predpokladu, e Zadavateli bude
predioen k revizi a vyjadreni rukopis nebo
v9tah zaznamu, a to éedesát (60) dni pred
predanlm ke zveejnénF nebo éedesát (60)
dnf prod prezentaci. JestiIe by, die isudku
Zadavatele, zverejneni nebo prezentace ye
v9e uvedené IhCitO zabránily Zadavateli ye
vvoji Hodnoceného léiva, Zdravotnické
zaffzenI zajlsti, e Zkouej1cf zvái ipravu
ihCit zverejnenI a prezentace die potfeby.
Zdravotnické zalizeni zajisti, e Zkouéejici
bude dale souhiasit s vmazem informaci,
které ICON nebo Zadavatel ozna1 za
dCwémé, prod tim ne rukopis alnebo vtah
ze Záznamu subjektu hodnocenI budou
pedány ke zverejnenI nebo prezentacl, a
nebo na l6dost spoIenostI IcON i
Zadavatele odlof zverejnenl ël prezentaci
takového rukopisu aInebo vtahu za üelem
umonènI podávánI ádostI o registraci
patentu Zadavatelem. Zadavatel bude
rovné oprávnén ke zverejnenI Klinického
hodnoceni. Pokud je Klinické hodnocenI
souãästf multicentrického kiinlckého
hodnoceni (cot pro üöely této Smiouvy
znamená, e alespoñ jedno d&1
zdravotnlcké zarrzenf provádl klinické
hodnoceni), pak nedoje ke zverejnenI ãi
prezentaci na základO vsledkCi zfskan9ch

:‘
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concerns the ana1es of sub-sets of data
from a multi-centred clinical trial the
pubilcatlon or presentation shall make
reference to the relevant multi-centre
publication(s).

na PracovItI dilve, ne budoii poprvé
zverejneny vsledky multlcentiické studle.
Pokud se zvel’eJnénf t9ká anal9z
podsouboth tIdajü z muitloentrického
kilnického hodnocenl bade Into zvelejnenf
l prezentace odkazovat na p1’fsIunê
zvel’ejnénf vsIedkô multlcentrlckého
hodnoceni.

5.3.2 The parties agree that the Sponsor may
Include information about the Study on
publicly accessible Internet sites (for
example, cllnlcaltrlals.gov, patient
recruitment sites, etc.), Including the name
and contact information for the Site,
Institution and/or Investigator. Except for
the foregoing, or otherwise In connection
with patient recruitment or as required by
law, neither party will use the flame of the
party or Sponsor without the other party or
Sponsor’s prior written consent. The
Institution reserves the right to Include the
Sponsor’s name and the Prt,tocol number
on the Institution’s website.

5.4 Timeiines

ICON-Millennium EU Master CTA Vi Czech Vi
C25006_01 14/01 19_i 2002_FN Olomw

Strany souhiasf 8 tIm, .e Zadavatel mCi.e
Informace o Kilnlckém hodnocenl uvetejnlt
na veleJne dostupnch lntemetovch
stránkäch (nape. cllnlcaltrials.gov, stránky
zamerene na zlskávánl pacientti aId.)
vetné jmen a kontaktnlch informacI
Pracovitè, Zdravotnlckého zai’Ezenl alnebo
ZkouejIcfho. S vjImkou ve uvedeného
nebo jinak v souvlslosti se zfskavánlm
paclentCi nebo podle toho, jak to bade
vyadovat zékon, nesmi ádná strana
pouIvat jmena strany nebo Zadavatele,
anI by k tomu méla pIsemn souhias této
druhé strany nebo Zadavatele. Zdravotnlcké
zaTlzenl si vyhrazuje právo uvést jméno
zadavatele a ôfsio protokolu na webové
stranky Zdravotnického zal’IzenI.

DodrenI lhCitv

• Approved by slte_O7Mwl 4_FiNAL
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5.4.1 The Institution shall ensure that 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).

Zdravotnické zalizeni
vynaIof maximâlnl
Klinického hodnocenI
stanovenou v Ptfloze
(která mfi.e b9t v
spolenostf ICON
pfsemnou formou).

zajisti, e Zkoue]1c1
Usill k dokonenI

vsouladu se lhOtou
ë. 2 této Smlouvy
prbehu hodnocenI
rozumné upravena

5.5 Financfal Disclosure

5.5.1 The InstitutIon shall ensure that the
Investigator shall complete and return to
ICON or the Sponsor In a timely manner,
financial certification or disclosure forms,
as applicable, includIng but not limited to
FDA Form 1572, provIded to Investigator
by ICON or the Sponsor. The Institution
shall ensure that 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-
related function shall complete and return
all financial certification/disclosure forms
as described In this Section 5.5.

Potvrzenl o finannf a maietkové
nezávlslosti

Zdtavotnlcké zalizeni zajisti, e Zkouej1cF
vas vyplni a odevzdA spolenostI nebo
Zadavateli polvrzenl nebo certlfikát o
finann1 nebo majetkové nezávlslosti (podle
toho, kter9 formuW je poadovári) vOetné,
nikoli vak vlunê, formulate FDA 1572,
Jen ZkouejFc(mu poskytla spolenost ICON
nebo Zadavatel. Zdravotnlcké zafizeni
zajisti, e Zkouej1cf mvnê vyplnl a
odevzdá spolenosti ICON nebo Zadavatell
na základé pokynu spoleënosti ICON nebo
Zadavatele vekerá aktuaiizovanã potvrzenl
nebo certffikáty o finanënl nebo majetkove
nezávlslosti, a to jak béham provádOnl
Klinlckóho hodnoceni tak po dobu jednoho
roku poté. Zdravotnické zarizeni zajlstl, le
vichni spolupracovnlci Zkouej1c1ho, ktetl
vykonávajf funkcl souvisejicl S provádenlm
Kilnického hodnoceni, vypini a odevzdajf
potvrzenl nebo certifikáty o finann1 nebo
majetkovô nezávislostl uvedené v tomto
Iánku 5.5.

5.6 Conflict Konfliki

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

Zdravotnlcké zalizeni zajisti, e Zkouej1cf
nebude béhem trvAni této Smlouvy provédet
jakekoliv Jiné kilnické hodnoceni, které by
mohlo neprlznive ovlivnit schopriost
Zkouej1c1ho pinit své povlnnostl vypl9vajlci
z této Smlouvy.

5.7 Payments Platby

5.7.1 Institution agrees that its judgment with
respect to the advice and care of each
participant will not be affected by the
compensation they receive from this
Agreement, that such compensation does
not exceed the fair market value of the
services they are providing, and that rio
payments are being provided to them for

ICON-Millennium EU Master CTA Vi Czr’ “

C25006_0i 141011 9_i 2002_FN Olomouc

Zdravotnické zaFizeni souhlasi s tim, e na
jeho isudek s ohledem na poskytovéni péöe
a poradenstvi kadému iastnikovi nebude
mit vllv odména, kterou obdri na základé
této Smlouvy, e tato odména nepFekroôl
tr2ni cenu slueb, které poskytuje, a e mu
nebudou poskytnuty ádné platby s üöelem
plimOt ho k nákupu riebo pFedepsánI

pproved by sfte_O7Mari 4_FINAL
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ICON
- - -

the purpose of inducing them to purchase
or prescribe any drugs, devices or
products. If the Sponsor or ICON provides
any free products or items for use In the
Study, Institution agrees that it will not bill
any patient, Insurer or governmental
agency, or any other thitti party, for such
free products or Items. Institution agrees
that It will not bill any patient, insurer, or
governmental agency for any visits,
services or expenses Incurred during the
Study for which they have received
compensation from ICON or Sponsor, or
which are not part of the ordinary care they
would normally provide for the participant.

Institution will keep ICON Informed about
the progress of the Study. Institution will
immediately notify ICON and Sponsor of
actual or suspected research misconduct
or fraud by Study staff in connection with
the Clinical Trial. Institution will
immediateiy notify ICON and Sponsor of
any communication with a Regulatory
Authority concerning the Study (including
communications relating to the Institution,
Site, or a member of the Study staff, If the
subject matter is reasonably likely to
impact the Study) and, when practicable,
will permit Sponsor to review and comment
In advance upon any significant
communIcation to a regulatory authority
concerning the Study.

jak9chkollv Iekü, zal’fzeni nebo vrobkU.
Pokud Zadavatel nebo spoleônost ICON
dodaji zdamia jakékoilv v,robky nebo
poioky urené pro pouitF v Klinickém
hodnoceni, souhiasi Zdravotnicke zalizeni s
tim, Is nebude Iádnému pacientovi,
poJitovne ani státnfmu uradu (itovat
6hradu tèchto v9robkfi nebo pololek.
Zdiuvotnlcké zaffzenF souhlasi s tim, Is
nebude Iâdnômu paclentovi, poJiovne sf1
státnl Instituci nic (itovat ani za Iádné
návtêvy, slulby a vdaJe, které Jim
vznlknou béhem KIlnickébo hodnoceni a
ktere Jim hiadila spolenost ICON nebo
Zadavatel nebo kteró nejsou souást( bélné
pee, ktetou by normálné poskytovali
UasffifkovL

Komunikace

Zdravotnické zaffzenl bude spolenost
ICON informovat o torn, Jak KIlnické
hodnoceni pokrauje. Zdravotnické zaFizeni
buds spolenost ICON a Zadavatele
okamlité lnformovat o kaldém skuteném
nebo domnOlém prpadu nesprávnO
provádêného vkumu nebo podvodu ze
strany Hodnotlc(ch pracovnlkO v souvislosti
s Klinlck9mi hodnocenImi. Zdravotnlcké
zal’Izeni musi spoIenost ICON a
Zadavatele okamlité informovat o jakékoliv
komunikaci s Kontroinlm ül’adem s ohledem
na Klinické hodnoceni (vetnë komunikaci
t9kajfclch se Zdravotnlckého zai’fzenl,
PracovlétO nebo Hodnoticiho pracovnlka — V

pilpadé, Is predmet bude mit s nejvy1
pravdépodobnostl vllv na Kilnické
hodnoceni), a kdyl to bude molné, tak
povoll Zadavatell v pripade v9znamné
komunikace s kontrolnlm (iradem s ohledem
na Klinické hodnocenl provést prezkum a
pl’edem uvést aye pI’Ipomlnky.

ZKOUEJ1C1

Prévo uzavift Smlouvu

6.1.1 The Institution warrants and represents
that:

6.1.1.1 that it has the right to
Agreement, and

Zdravotnické zafzenI zaruuje a ãinF
prohláenf, Is:

5.8 CommunIcations

5.8.1

6 INVESTIGATOR

6.1 Right to Enter Acreement

ICON-Mjflennlixn EU Master CTA Vi Czech Vi
C25006_O1 14/0119_i 2002_FN Olomou

enter this Je oprávnéno uzavtft tuto Smiouvu a

Approved by slte_O7Marl4_FINAL
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6.1.1.2 Afi consents required to enter this
Agreement have been acquired copies of
which are attached, If appropriate hereto,
and

Z(skalo vechny souhiasy vyadované za
C,elem uzavenI této Smiouvy, jeJIchl kopie
Jsou ptlpoJeny, pokud Jo to relevantnI, k této
Smlouvë a

6.1.1.3 the Investigator Is permitted to perform Zkouej1cI Je oprávnén k v9konu s1ueb dieservices pursuant to this Agreement, and této Smlouvy a

A) the terms of this Agreement are
consistent with the Institution’s and
Investigator’s present obligations, and
B) for the duration of the Study, or the
duration of this Agreement, whichever Is
the longer, the Institution shall ensure that
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.
C) where the mutual rights and obligations
of ICON and the Investigator are set forth
In a separate agreement (the investigator
Agreement”), payments made to the
Investigator and Sub-Investigators are
made with the consent of the Institution
and do not contravene any law, Regulation
or Institution policy.

Podminky tOto Smlouvy
souasnmI závazky
zaFfzen1aZkouejFc(hoa
P0 dobu provádènl Kilnického hodnocenf
nebo trvánf této Smiouvy, podle toho, která
z nich trvA déle, Zdravotnické zal’fzenl
zajisti, e se ZkoueJ1cI nebude (tëasthlt
Adného jiného Kilnického hodnoceni nebo
ôlnnostf, je by mu brénily Ciastnft so tohoto
Kilnického hodnocenf, ani so nebude jinak
ueastnft lnnostf, Mere by byly v rooru
s provádénfm Kllnlckého hodnoceni.
C) v prfpadO, le jsou vzájemna préva a
povinnosti spoIenostI ICON a ZkouéejIcfho
stanovena v samostatné smiouvé (,,Smlouva
so ZkouejfcIm”), musI se plathy plevedene
Zkouej1cFmu a SpoluzkouéeJIcIm provádét
so souhiasem Zdravotnlckého zaffzenf a
nesmi bt v rozporu $ ádnm zákonem,
pI’edplsem nebo pravidlem Zdravotnlckého
zalfzenf.

6.2

6.1.1.4 The Institution shall ensure that the
Investigator shall perform activities and
meet therewith related obligations as
determined by Act No. 378/2007 CoIl., on
Drugs, as amended, and Decree No.
22612008 Coil., on good clinical practice
and closer conditions of clinical research of
medicinal products, as amended.

Unavailability of the lnvestlaator

Zdravotnlcké zalizeni zajisti, ie ZkouéeJfcl
bude vykonávat 1nnostI souvisejicf s
KIinIckm hodnocenim v souladu so
zákonem . 378/2007 Sb., a Iéivech, ye
zriénI pozdéj1ch predpisu a vyhláékou O.
226/2008 Sb., kterou se stanovuje sprAvná
kllnlcká praxe a bIiéf podm(nky kilnického
hodnoceni léiv, ye znénl pozdéjIch
predpisu.

Nedostuonost Zkouei1ciho

ICON-Millennium EU Master CTA Vi Czech Vi
C25006_01 141011 9_i 2002_FN Otomouc Approved by slte_D7Marl4_FINAL

se shodujI so
Zdiavotnk,kého
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6.2.1 The Investigator is essential to the Study
being conducted under this Agreement
Whereas the Institution shall ensure that
the Investigator shall oversee the entire
Study, in his or her temporary absence the
Institution shall ensure that the Investigator
shall designate these responsibilities to a
qualified sub-Investigator, who shall be
Identified In willing. The Institution shall
ensure that when the Investigator’s
absence is anticipated to exceed seven (7)
days, ICON shah 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 leval 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.

Prftomnost Zkouejfcfho je zásadnl pro
provadeni Klhilckého hodnocenf die této
Smlouvy. Vzhledem ktomu, e Zkouejfcf
buds dohIiet na prCabéh celého Kunického
hodnocenI, pak vpffpade doasné
neplitomnosti Zkouiejlcfho Zdravotnk,ké
zal’IzenI zajistI 2e Zkouej1cf deleguje Mo
odpovednost na kvaflflkovaného
spolupracovnlka Zkouejfc1ho, kter bade
uren pisemné. V pl’fpadO, kdy so
ptedpokládá, le nepl’ftomnost Zkouej1cfho
presahne sedm (7) dni, Zdravotrdcke
zaffzenf zajisti, e bude ICON hnfomiovén
plsemne o nav,2eném spolupmcovnlkovl
Zkouej1cfho, kter pl’evezme odpovèdnost
souvlsejfcf a KllnTck9rn hodnocenim. ICON
müe svm jmenem nebo jmenem
Zadavatele schvállt nebo odmftnout
jakéhokollv navreného spolupracovnfka
ZkoueJ1cfho. Schvéienf nebude odepfno
bezdüvodnê. Poked bude poadována slaM
néhiada Zkouejfciho, buds Zdravotnlckô
zalizeni Informovat spoleCnost ICON
pisemnO v souladu s lánkem 15.3.
Zdravotnlcké zarizeni nesmi trvale nabradit
daIf zkouej1cI nebo uëlnft zásadnl zrnény
ohledné isIlI vyvinutého ZkouéejFclm boz
predchozlho pisemného souhiasu
spoIenoslI ICON. V plipadé, e terito
souhlas nebude udélen, bude spolenost
ICON oprávnéna uplatnft ustanoveni lanku
11.3.1.6 nfe.

HODNOCENE LEéIVO

7.1 Recelot of the lnveetlaatlonai Product ObdrenI Hodnoceného IéIva

7.1.1 The Institution shall ensure that 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.

Zdravotnlcké zal’fzen( zajisti, e ZkouéejIcl
potvrdl obdrenF Hodnoceného Iéiva
podepsénim pIfsIuného
dokumentu(prrsIuénch dokumentCi)
IfomiuláTe(Ci) poskytnutch Zadavatelem,
spoleOnosti ICON nebo dodavatelem, kter9
Zadavatel nebo spoIenost ICON urãf.

7.2 Adminlstratlon!Olstrlbutlon
lnvestiaatlonal Product

of the PodävãnIlDistrlbuce Hodnoceného Iéöiva

7.2.1 The Institution shall ensure that 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,

ICON-Millennium EU Meeter CTA VI Cz’“

C25006_O1 14101 19_12002_FN Oloniou

Zdravotnlcké zalizeni zajistl, e ZkouéejIcf
bude dokumentovat podávánl a distnbuci
Hodnoceného Iéiva subjektm hodnoceni
v pl1sIuénch ëástech Záznamu subjektu
hodnoceni a jakemkoliv záznamu o vdeji
v souladu s Právnlmi predpisy, zvláété
zákonem . 378/2007 Sb., o léivech, ye

I CON

7 INVESTiGATIONAL PRODUCT

1 Approved by slte_O7Marl 4_FINAL
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particularly with Act No. 378/2007 CoIl., on
Drugs, as amended, and Decree No.
226/2008 CoIL, Ofl good dilnical practice
and closer conditions of clinical research of
medicinal products, as amended.

7.2.2 The Institution shall ensure that the
Investigator shall only dispense the
Investigational Product to Qualified
Participants, In accordance with
Regulations, particularly with ct No.
378/2007 CoIl., on Drugs, as amended,
and Decree No. 226/2008 CoIl., on good
clinical practice and closer conditions of
cflnlcal research of medicinal products, as
amended.

72.3 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.

0000
CrCa Ran

znénl pozdêj1ch pl’edplsfi a vyhlákou .

226/2008 Sb., kterou se stanovuje sprävná
kllnická praxe a bliI podmfnky kllnického
hodnocenf léiv, ye znénI pozdëj1ch
predpisô.

Zdiavotnicke zalIzenf zajistI, e Zkouej1c1
bude Hodnocené iélvo podávat pouze
ZpCisobil9m subjektUm hodnoceni v souladu
s Prvnfmi pfedplsy, zviáté zékonem .

376/2007 Sb., o léIvech, ye znOnf
pozdejfch ptedplsô a vyhlákou ë.
226/2008 Sb., kterou se stanovuje správnã
klinlcká praxe a bllif podmfrilcy klinického
hodnocenF Iélv, ye znènf pozdêJich
predpisci.

Hodnocené Iéivo buds pouIváno pouze
pro (iëety stanovené v Protokolu. Zadavatel
a/nebo ICON musi udélit pedchoz( souhias
a jakcmkoiiv jlnm ufván1m Hodnoceného
lelva, ne kteró je uvedeno v Protokolu.

7.3 Storane of the Investigational Product SkladovánI Hodnoceného léiva

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

Zdravotnlcké zaflzenI zajisti, e ZkoueJfcf
bude vechna Hodnocená IéôIva skladovat
bezpenè, jaic is stanoveno v Protokolu,
v kaldém pl’fpadè vak bud v hlavnI lékämé,
kde kvalIfikovan lékamlk dohl1I na v9dej
nebo v zOne a omezen9m pl’fstupem a tato
Hodnocené Iélva budou vydávána pod
pFfm9n, dohledem ZdravotnickOho zarizeni.

7.4 Return of the Investigational Product Vrãcenl Hodnoceného Iéiva

7.4.1 The Institution shall ensure that 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 upon expiration or
termination of the Study or at such times
as the Sponsor or ICON may direct.

Zdravotnlcké zalizeni zajisti, e p0
dokonen1 nebo ukonen( Klinického
hodnoceni nebo kdykoliv, kdy to Zadavatel
nebo ICON naffdl, ZkouejIcI vrátl veekera
nepouita Hodnocená léiva jako i jakákoliv
balenI, at’ u obsahujI nepouite Hodnocené
léôivo ôl nikollv, v souladu s pokyny
Zadavatele nebo spoleãnosti ICON.

8 ICON MONITORING MONITOROVANf
SPOLEÔNOSTI ICON

ZE STRANY

IcON-Millennium EU Master CTA VI CzenhI1
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oeee
A

8.1 Sfte irisoections lnsoekce na PracovltI

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

8.1.2 It, 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 does not
remedy such Inadequades 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.

8.1.3 The Institution shall notify and shall ensure
the Investigator notifies ICON promptly if a
Regulatory Authority requests permission
to inspect the investigator’s and/or
Institution’s research records concerning
the Study. On notification of an inspection,
the Institution shall notify or shall ensure
that the Investigator notifies 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 agrees to cooperate and shall
ensure that the investigator cooperates
with such inspection and Invite ICON and
the Sponsor to be present. The Institution
agrees to provide and shall ensure that the
Investigator provides 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 receives as a result of or in
anticipation of an Inspection. The
Institution shall notify and shall ensure that
the Investigator notifies ICON of any legal
action taken on any audit by a Regulatory

ICON-Milennium EU Master CIA Vi Czh VI
C25006_01 14/01 19_i 200L.FN Olomou.

Zdravotntcké zai’Izenl zajisti 2e, Zkouejfc1
na základè pl’imefeného pl’edchozlho
upozoméni umonf opiávnénm osobärn
Zadavatele, spoIenostl ICON a jakehokoil
Kontrolniho (ii’adu zkontmlovat zal’lzenI,
které Zifravotnické al1zenF/ZkoueJ1c1
navrhuje k piuvedeni Klinlckého hodnocenf,
a to jak pled zahaJenlm Kilnického
hodnoceni, tak I v prCibéhu jeho iéebné
faze po jetio ukonenf.

Poked je v9e uvedené zal’fzenl die GCP,
standaixinich piacovnfch postupCi a
standardO Zadavatele nebo spoleCnosti
ICON oznaeno za neadekvátnl k radnemu
provedeni Kilnického hodnoceni a
Zdravotnlcké zaflzenf neztfdf nápravu téchto
nedostatkti v rozumné lhtite od okamlku,
kdy mu tyto nedostalky byly oznämeny,
me ICON die viastnIho uválenf odmitnout
zahajenf Kllnického hodnocenF nebo
rozhodnout o jejim pleruenf a ukonIt tuto
Smiouvu bez jakékollv dal1 povinnosti vCI
Zdravotnlckému zaffzenl.

Zdravotnlcké zafizeni bude neprodlené
Informovat a zajlstf, 2e ZkouejIcI bude
informovat spolenoet ICON a Zadavateie v
pllpadé, .e KontiolnI i2Fad bude poadovat
kontroiu záznamCi Zkouejfcfho a/nebo
Zdravotnického zal’fzenf tkajfc1ch se
Kilnického hodnocenf. P0 oznámenf o
kontiole bude Zdravotnické zaiizenf
informovat, nebo zajisti, e ZkouejIc1 bude
informovat SpOleenOSt ICON o datu a ease
takové kontmly, a umo2nI spoieenosti ICON
pod let se na ptfpmvách na Inspekcl
Kontroiniho ÜI’adu. Dale, pokud dojde ke
kontrole, Zdravotnlcké zalfzenf se zavazuje,
e bude p11 této kontrole spolupracovat a
zajlsti, e bude spolupracovat ZkouejFc1, a
pI’lzve k (OaslI spoleënost ICON a
Zadavatele. Zdravotnlcké zalIzeni souhiasi,
e poskytne a zajistf, e Zkouejfc1 poskytne
Zadavatell a spoleënosti ICON kopie vech
materiálCi Kontroiniho üladu, vãetnë, ale
nikoli v’Iuene, korespondence, vyjadrenl,
vaiovánf, donucovacich opatreni, spisCi,
pledvoléni, formulái’fi a záznamCi, které
Zdravotnické zalfzenF obdrF v dCisledku
kontroiy nebo p11 jejIm o.ekávánF.
Zdravotnické zaffzenI bude informovat a
zajistI, e Zkouejfc1 bude informovat

I Approved by slte_O7Marl 4_FINAL
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Authority. spoienost ICON o vech 2alobách
podanch Kontrolnfm ül’adem na zAldadé
kontroly.

Records

_____

82.1 The Institution shall ensure that the
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:

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

8.2.1.2 Review Investigational Product
accountability records for completeness
and accuracy, and

Zdiavotnlcké zarIzenf zajistl, e ZkouejFcf
umonF oprávnènm osobám spo1enosti
IcON, Zadavatele a jakéhokollv KontrolnIho
uradu monitorovat pnibeh Klinlckého
hodnocenf a vechny plsernnostl
po2adovanó PrävnFmi predpisy v prCibèhu
obvyklé pracovnI doby nebo jak vyaduje
zákon a:

Zkontro!ovat üpInost ZáznamCi subjektu
hodnocenI a podrobnou shodu s Protokolem
a

Zkontrolovat tiplnost a pesnost dokladO o
dopoitatelnosti/evIdenci Hodnoceného
léiva a

8.2.1.3 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.

Zkontrolovat zdrojove dokumenty, vetné,
nlkollv vak v9lunB,
nemocninIch/kiiniclqch zaznamCi
reievantnlch pro pI’fpravu Záznamu subjektu
hodnoceni. Jakákollv inspekce zdrojo4ch
dokumeritCi ze strany spoleônosti ICON bude
provederia s ádnm zohlednãnfm
zachovánI dOvémosti pacienta.

9 CONFIDENTIALITY MLENLIVOST

9.1 Confidential Information DOvémé informace

ICON-Millennium EU Master CTA Vi Czech Vi
C25006_0i 14/011 9_i 2002_FN Olomou Vi Approved by slte_O7Mari4_FINAL
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9.1.1 All Information (Including, but not llmlted to,
documents, descriptions, data, Case
Report Forms, photographs, videos and
lnstnctions), and materials (Including, but
not limited to, the Investigational Product
and comparator products), provided to the
Institution/InvestIgator by ICON, Sponsor,
or their agents, (whether verbal, written or
electronic), and all data, reports and
Information, relating to the Study or Its
progress shall be the property of Sponsor
and shall be treated as confidential
(hereinafter collectively called aConfidentlal
Information”) and should be used solely for
the purposes of the Study, unless such
Information falls within exceptions listed
under SectIon 9.2.3 below.

9.2 Aareement Not to Disclose

9.2.1 The Institution shall not and agrees to
ensure that the 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
IEC/ SUKL, 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.

Vechny informace (vetné, nikoliv vak
4Iuôné, dokumentCi, popisO, dat, Forrnuiáffi
s vkazy o ptfpadech, fotografif,
vldeozáznamCi a pokynO) a materiéiy
(vetné, nlkoiiv vak vIuôné, Hodnoceného
lé1va a léëIv pro porovnánQ, které
Zdiavotnlckému zarfzenl I ZkouejIcfmu
poskytla spolenost ICON, Zadavatel nebo
Jejich zéstupci (verbálnl, pisemne nebo
elektronlcké), a vechna data, zprávy a
Informace tkaJIcF se Kllnického hodnoceni
nebo jeho postupu budou majetkem
Zadavateie a bude s nimi nakládáno jako
s informacemi dCivOmcml (dale spdenO jen
,,Drvémé Informace”) a budou vyu2lvány
vhradnO pro üeIy Kllnlckétio hodnoceni,
pokud takové informace nepatff mezi
4jlmky dIe ôlánku 9.2.3 n1e.

Dohoda o miôenlivosti

Zdravotnické zarizeni nesdéll, a zajistI, 2e
Zkouejfcf souhiasi, e nesdéll, tyto
DCIVémÔ Informace jln9m tTetFm stranãrn ne
zamOstnancCim, kterr tyto DCivemé
Informace potrebujf znát, tj. ëlenCim
NEKISUKL, lékahm, sestrám nebo
zamèstnancCim, jen se primo üastnf
provádénf Kllnického hodnocenI; a
zabezpeel Dvémé informace s takovou
péãI, která je ii DCrvëmch informacf
obvytclá.

ICON-Millennium EU Master CTA Vi Cza’h Vi
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9.2.2 The Institution agrees and shall ensure
that the Investigator agrees to use this
information only for fulfilling Its/his or her
respective obligations under this
Agreement if requested by ICON, the
Institution shall and shall ensure that the
Investigator shall promptly return all such
Confidential infomiation 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).

Cr ft.ja,tt

Zdravotnické zaFlzenI bude, a zajisti, e
Zkouejfcf souhlasi, .e bude takové
Informace ufvat pouze za üelem pinéni
svch pffsIunch povlnnostf vypIvajfcIch z
této Smiouvy. Poked o to ICON poAda, p11
dokonenf Kilnického hodnocenf
Zdrevotnické zaFfzenf vrátF, a zaJlstf, 2e
ZkonéejIcl nepiodlenB waif tyto vekeré
Dfivèmé Informace spo4enosti ICON
(kromê poIoek poadovanch die lánku
3.3.3 v9e - UchovavanflPrevedeni
Evidence tkaj1cf so Kllnického hodnoceni
provádéného na PracoviMi).

9.2.3 The obligations of nondisclosure do not Povinnosti zachováni mmenllvosti so
apply when: nevztahujf na

9.2.3.1 The Information Is In the public domain or
becomes publicly available through no
fault of the Institution or any Institution
employee.

9.2.3.2 The Institution knows the Information
before receipt from ICON, as evidenced by
its/his or her written records.

9.2.3.3 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.

9.2.3.4 Regulations require disdosure to a court of
competent jurisdiction or government
authorlty provided that such disclosure Is
subject to all applicable governmental or
judicial protection available for the type of
material subject to the disclosure
requirement, and reasonable advance
notice of the dIsclosure is provided to
ICON and Sponsor so as to allow the
Sponsor and/or ICON to seek a protective
court order to prevent or limit such
disclosure and the Institution undertakes to
coopeiate with ICON/Sponsor to limit the
extent of such disclosure.

ICON-Wiennium EU Master CTA Vi Czech VI

C250D6_O1 141011 9_i 2002_FN Ofomouc

Informace, které byly zvel’ejnêny nebo so
staiy verejne dostupnml bez pochybeni
Zdravotnického zalizEni nebo jakôbokollv
zamëstnance Zdiavotnlckého zal’izenf.

Pffpady, kdy Informace jsou Zdravotnickému
zaflzeni známy prod jejich obdr2enfm od
spolenosti ICON, jak dokazuj( pisemné
zãznamy Zdravotnického zalizeni.

Informace, které byly prAvoplatnè zIskâny od
tretr strany, která Is oprávnOna je sdélit a je2
tyto Informace neziskala poruenfm pray
Zadavatele nebo povinnosti m1eniivosti vtiI
Zadavateli.

Informace, jejich sdéleni soudCim prIsiune
jurisdlkce nebo vládnfm orgántim je
vyadovãno Právnlmi p1edplsy s tim, e na
toto poskytnuti iriformaci Se vztahuje
ve.kerã platnA stétni nebo prävnI ochrana,
která je k dispozici pro dank typ materialu,
jeho2 se tká poadavek na poskytnutf, a
spolenosti ICON a Zadavateli p1edá
oznámenI o tomto zverejnenI s pfimeren9m
pl’edstlhem tak, aby Zadavatel a/nebo
spoIenost ICON méli monost vyhiedat
ochranné soudni nafizeni, které by tomuto
zvefejnëni zabránilo nebo by jeJ omezilo, a
Zdravotnlcké zarIzeni se zavazuje, e bude
se spolenostf ICON / Zadavatelem
spolupracovat na omezeni rozsahu tohoto
zve1ejnBnI.

Approved by slte_O7Marl4..FINAL

Page 24 of 52



ICON-Mfllennium Bipartite institutional Contract -Czech

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

9.2.3.6 The results of the Study are disclosed to
thhd parties In accordance with the
provisions of SectIon 5.3 above.

9.3 MedIcal Confidentiality and Data
Protection

lnformácie, k oznámenlu ktor9di Zadávate
alalebo IGON da predchAdzajüci pfsomn
sühlas.

Vsledky KIlnického hodnocenl, které jsou
tetfm stranárn sdéleny vsouladu
$ ustanoveniml Cdánku 5.3 v9e.

LékaFská mIenllvost a ochrana osobnfch

9.3.1 WIthout prejudice to the generality of
Section 9.1 above the Institution shall and
shall ensure that the 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 IndMduals Including
without limitation the provisions of Council
Directive 95146/EC of the European
Parliament and of the Council of 24
October 1995 on the protection of
IndMduals with regard to the processing of
personal data and on the free movement
of such data and Act No. 101/2000 CoIl.,
on Personal Data Protection, as amended.
The Institution shall and shall ensure that
the Investigator will In particular observe
any such discipilnes or obligations
specifically brought to the attention of the
lnstltutlonllnvestlgator by ICON or the
Sponsor, which are inherent In compliance
with such Regulations.

9.3.2 InstItution acknowledges and consents to,
and shall cause all applicable Study Staff,
to acknowledge and consent to ICON’s
and the Sponsor’s collectIon, use,
processing, transfer and disclosure of their
personal Information, respectively,
includIng details of his/her name, address,
qualifications and clinical trials experience,
financial Information relating to, among
other matters, compensation and
reimbursement payments and other
personal data for administrative purposes
in connection the Study. Institution
understands and expressly agrees and
shall cause all applicable Study Staff to
expressly agree that this Information may,
if necessary for these purposes, be made
available to ethics committees, and
government authorities located both in the
country in which the Study will be carried

ICON..MIIIerwilum EU MastecCTAVl Zpth VI
G25006_0114101 19_I 2002_FN Olomou

AnI by byla dctena obecná platnost ëlánku
9.1 ve, Zdravotnické zafizeni bern na
vOdomi, a zajisti, le ZkouejFcf bern
speclálné na védomi aye povinnoeti z tohoto
(dánlw vyplvajIci a souhlasi, e buds jednat
v souladu as vemI platn9mi PivnImi
pl’edplsy souviseJiciml a lôkaIskou
mlenltvostI a ochranou osobnfch iidajl
ldentlflkujicich jednotflvce, vëetnO, nlkoliv
vak v9lunB, ustanoveni SmOrnice
Eviopskeho parlamentu a Rady 951481ES ze
dna 24. NIna 19950 ochranO osobnfch OdajCi
v soiMslosti as zpracovánim osobnich UdajCi
a volnm pohybern tèchto (idajfi a zákon .

101/2000 o ochmnO osobnfch üdajCi, ye
znOni pozdéjfch pl’edpisc. Zdravotnické
zal’fzenf bude, a zajisti, fe Zkouajici bude
zejmêna dodrovat echna taková pravidia
nebo povinnosti, na které spoIenost ICON
nebo Zadavatel speciálné upozomi
Zdravotnické zal’lzenl/ ZkOUIC1hO, a které
jsou v souladu s Právnlmi predpisy
podstatné.

Zdravotnické zalizeni souhiasi s tim a dávä
svCij souhias k tomu, a udélá ve pro to, aby
veichni pr1sIunf Hodnotici pracovnlcl
souhiaslli s tfm, e spolenost ICON a
Zadavatel budou shromadovat, poulvat,
zpracovávat, pTenáet a zverejnovat jejich
osobnl informaca, veme üdajCi o jejich
jménè, adrese, kvallflkaci a zkuenostech a
kllnlck9ml testy, finann[ch informaci t9kajfcf
se mimo jiné odméñovánh, a dalF osobni
data pro spravni ieIy v souvlslosti $
KllnIckm hodnocenim. Zdravotnlcké
zatfzenf chápe a v9slovne souhiasi stim a
primeje vechny prIsluné Hodnotici
pracovnfky k tomu, aby v9slovne souhlasili a
tIm, e tyto Informace mohou b9t v p1padé
nutnosti pro tyto tôely poskytnuty vyborOm
pro etiku a vládnlm üadCm, které se
nacházl jak v zemi, kde se bude Kilnické
hodnocenI provádet, tak I v ostatnich zemich

4
aidaffi
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out, In other countries In the European
Economic Area (EEA”) and In the United
States or otherwise as required by
applicable law, as amended from time to
time, or as necessary for the purposes of
GCP or data protection audits or
Inspections.
The Institution further acknowledges and
consents to, and shall cause all applicable
Study Staff, to acknowledge and consent
to their personal information being moved,
If necessary, outside a jurisdiction which
may not have the same or any data
protection legislation in place as the
jurisdiction In which the Investigator and/or
Study Staff Is based.

10 INTELLECTUAL PROPERTY

Evropského hospodäl’ského prostoru
(,,EHS”) a ye Spojench státech amerlck9ch
nebo jinak, jak to budou vyadovat zákony v
platném znOnl, nebo jak to bude nutné pro
(iely GCP nebo pro audity a kontroly
zaméfené na ochranu dat. Zdravotnlcké
zafizeni déle vyslovuje svOj souias s tim a
pflmeje vechny pi1sIuné Hodnotici
pracovnfky k tomu, aby souhiasill s tIm, 2e
jejich osobnl Informace budou v pl’fpadè
nutnosti pfesunu mimo jurisdikci, která
nemusf mit stejnou zákonnou ochranu dat,
respekthie nemusi mit vfibec ádnou
ochranu dat, jako mlsto jurisdikce, kde mail
Zkouej1ci a/nebo Hodnotici pracovnicl své
bydIitè/sldIo.

DUEVNI VLASTNICTVI

10.1 DIsclosure SdIIenf duevnfho vlastnictvI

10.1.1 The Institution shall promptly disclose and
shall ensure that the Investigator shall
promptly disclose to ICON and/or the
Sponsor, in writing, any Inventions,
whether or not patentable, processes,
know-how, trade secrets, data,
Improvements, patents or other intellectual
property discovered by Institution In the
conduct of the Study or as a result of using
data from the Study (hereinafter called
TMlnventlons”).

Zdravotnlcké zarizeni spoleônostl ICON
a/nebo Zadavateli neprodlené poskytne a
zajlstf, aby zkouejIc1 poskytnul, V plsemné
formé jakékollv patentovatelné I
nepatentovatelné vynálezy, postupy, know-
how, obchodnl tajemsM, üdaje, zlepovaci
návrhy, patenty a/nebo jine duevnl
vlastnictvf, které vynalezlo i objevilo
Zdravotnlcké zafizeni béhem provédéni
Kilnického hodnoceni nebo které bylo
vynalezeno I objeveno v dCisledku
vyulvãni dat z Kilnického hodnoceni (dale
jen VYNALEZY”),.

10.2 Ownershl Vlastnictvf

10.2.1 Sponsor shall have sole ownership and
rights in any inventions.

Zadavatel bude mit vekeré vynáIezy ye
svOm 4hradnfm vlastnictvl a bude k nim mit
veker préva..

10.3 CooDeration Souôinnost

IcON-Mo lennium EU Master CTA Vi Czech Vi
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10.3.1 The Institution shall take and shall ensure
that the 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 10.2 above. The
Institution shall and shall ensure that the
Investigator shall further cooperate with
the Sponsor, at the Sponso?s expense by
promptly executing any documents or
carrying out any acts that may be reqtired
to vest the rights In or to Inventions in the
Sponsor and otherwise to enable the
Sponsor fully to protect its Intellectual
property.

C à ‘kr:fl

ZdravotnickO zaFfzenf vykonO, a zajisti, e
ZkouajFcF vykoná v prfibéhu trvOnI Smiouvy
i p0 tO vekeré takovO kroky, kterO budou
nezbytnO za (ielem zajitOnf, e VynOlezy
budou mod bt Zadavatell svOTeny bez
zatlzenF v souladu s ôlánkem 10.2 v$e.
ZdravotnlckO zafizeni bude, a zajisti. I
Zkouejfc1 bude dOle se Zadavatelem
spolupracovat na üet Zadavatele a to talc,
e neprodlenO podep1e jakOkdiv
dokumenty nebo uskutenF JakOkollv Ukony
kterO mohou bt vyadovOny za (iãelem
udèienf pray k Vynâiezm Zadavatell (l
jinm zpfisobem, aby umonIl Zadavatell
pine chi*ilt prOva duevnIho vlastrdcM.

10.4 Background Rlahts Da1f oráva

10.4.1 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.

11 TERM AND TERMINATION

Za üeTem vyIouenF pochybnostf vechna
práva duevn(ho vlastnlctvF a prOva podobnO
povahy, která jsou pled datern uzavenF tOto
Smiouvy Aastnëna Zdravotnlckm
zaffzenImiZkouej1c1m, Zadavatelem (1
spolenostF ICON a na né2 ma ZdravotnlckO
zalizeni, ZkouejIcf, Zadavatel i spolenost
ICON pled datem uzavtanI tOto Smlouvy
Ilcenci, zOstanou ye vlastnlctvf pFfsluné
strany.

DOBA TRVANI SMLOUVY A UKONENI
SMLOUVY

11.1 Im Doba trvOnI Smlouvv

11.1.1 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.

Tato Smiouva bude côinnO do okamllku
dokonen1 KllnlckOho hodnoceni,
ukonenFch aktMt spojenh s tfmto
kllnIckm hodnocenim na PracovItI a
splnOnf povinnosti stran vyplvaj1cich z této
Smlouvy nebo do okamiku jej(ho dlIvBjOIho
ukonen1 v souladu s tImto lánkem 11.

11.2 Termination by Institution UkonenE ZdravotnIck’m zalfzenlm

ICON-Millennium EU Master CTA Vi Cznh ‘Il
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11.2.1 The Institution may terminate the Study by
notice In writing at anytime with Immediate
effect, If In the lnvestigato?s reasonable
discretion termination Is required topiotect
patient safety1 e.g., because of the
occurrence of an unexpected or Serious
Adveme Event

11.2.2 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 requiring remedy and specifying
the breach complained of.

C

Zdravotnické zaffzenl mCie Kllnickou studli
kdykoliv ukonit pEsemnou v9povedl
s okamitou (iinnostf pokud je na záldadé
rozumného uváenF ZkouejIcfho takové
ukonen1 vyadováno za elem ochrany
bezpenostl paclentCi, napi’. z d(ivodu vznlku
neoekávané nebo Záva2né neádoucI
pfhody.

Zdravotnlcké zaflzenF mCie Klink,kou studil
kdykoliv ukon1t pIsemnou Wpovedf
s okamftou (iInnostI, Jesl1ie Se ICON
dopustI podatatného poruenF této Smiouvy
a neprovede nápravu Iota poruen1 (pokud
je napravitelné) vs IhCjte ItIceti (30) dnl od
obdr2enf pisemné v9zvy Zdravotnického
zalizeni po2adujfcI tuto népravu a
specifikujicI vyt’kane poruenr.

11.3 TermInation by ICON Ukonenf sooIenost1 ICON

11.3.1 lCONmayonitsownbehalforthatofthe
Sponsor terminate the Study prior to
completion by providing written notice to
the Institution with Immediate effect for any
of the following reasons:

11.3.1.1 NotificatIon by the Sponsor to ICON to
terminate the Study.

ICON mCie svm vlastnlm jménem nebo
jménem Zadavatele ukonlt Klinickou studil
pred jejim dokonöenIm doruen1m pIsemné
v9povëdi Zdravotnickému zatizeni
s okam1tou üinnostF pro kterkoliv z
nasledujFcIch d(ivod:

Vzva Zadavatele k ukonenI Klinickeho
hodnocenl adresovaná spolenosti ICON.

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

Vzva Kontrolniho uradu
Kilnického hodnoceni
ZadavateIi/spolenosti ICON.

k ukonenI
adresovaná

11.3.1.3 WIthout prejudice to the generality of the
rights of ICON under Section 11.3.1.1 of
this Agreement, the Institution shall and
shall ensure that the Investigator
acknowledges that the Study forms part of
a multi-centre clinical trial for which
recruitment Is competitive arid 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.

Ani by byla dotena obecná platnost pray
spolenosti ICON die lánku 11.3.1.1 této
Smlouvy, Zdravotnlcké zarIzenf bere na
védomf a zajistI, e ZkouejIc1 bere na
védomi, e KUnické hodnoceni tvotf souãst
multlcentrlcké Kilnického hodnoceni, pro
kterou is nébor uskuteöñován kompetltlvnO,
a e Kilnické hodnoceni müe b9t tudI2
spoIenostf ICON ukoneno pI’ed náborem
takového potu ZpCisobil9ch subjektCi
hodnoceni, kter is uveden v Protokolu nebo
ptIloze . 3 této Smlouvy.

ICON-MWennium EU Master CTA Vi Czath Vi
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11.3.1.4 Detennlnation by the Sponsor and!or
ICON that the Institution, after reasonable
opportunity, Is unable for any reason, to
satisfactorily perform the Study as required
in the Protocol and this Agreement.

11.3.1.5 In the event that the Institution 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.

11.3.1.6 In the event of a non remediable breach.

C.catcI

RozhodnutI Zadavatele alnebo spolenosd
ICON, e Zdravotnlcké zaffzenf, pestoe
mu byla dana dosIatená mohiost neni
z jakéhokollv düvodu schopen uspokojivé
provest Kllnickou studli talc jak poaduje
Protokol a tato Smiouva.

V pffpadO, 2e Zdravotnlcké zaffzenf poru1
tuto Smiouvu a dosud toto poruen1
nenapravllolnenaprainl (po)wd je
napravitelné) ye lhfité tNceti (30) dnl od
obdt2enF pisemné vyzvy spo1enosti ICON
po.aduj(c1 Mo népravu a speciflkujfc[
vytkané poruenF.

V plipadO nenapravitelného poruenI
podminek Smlouvy.

11.3.1 .7 Under the circumstances set out In Section DIe okolnosti stanoven9ch v Iénku 6.2.1
‘ 6.2.1 above. v9e.

11.4 Reasons for Termination Dfivody k Ukonenf

11.4.1 In the event that ICON wishes to exercise
Its tight 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 ltsltheir decision to exercise such right
shall be given to the Institution by
registered mall, overnight courter, or fax
with Immediate effect.

V plfpadê, e ICON hodlá uplatnit svni
jménem nebo jménem Zadavatele svá práva
na ukonen1 Klinlckého hodnoceni na
zAkiadO IánkCi 11.3.1.1 nebo 11.3.1.2 ve,
doru1 Zdravotnickému zaffzenf pisemné
oznãmenl o svém rozhodnutl uplatnit tato
préva, a to doporuenou poétou, expresni
kurrnh slulbou nebo faxem, s okamitou
télnnostI.

11.5 Termination of this Aareement UkonenI této Smlouvv

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

V pilpadé, e dojde k ukonenI Klkiického
hodnoceni, pak tato Smlouva bude
automaticky ukonena s okamiltou
(iInnost1.

11.6 ObligatIons of the Institution after
Termination

Povinnosti Zdravotnického zallzenl oo
ukonöenF Klinického hodnoceni

11.6.1 ImmedIately upon receipt of a notice of
termination, the Institution shall ensure that
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.

ICON-Millennium EU Master CIA Vi Cze’ “
C25006_O1 14/01 19_12002_FN Olomouc.

Pa obdrenI vpovedi Zdravotnické zarizenI
zajisti, e ZkouéejlcI neprodlene ukonI
zafazovánF potenclélnich paclentCi do
Kilnického hodnocenf a ukonF provAdénI
procedur u pacientCi, kterf se ji Klinického
hodnocenl iastnf, v rozsahu, jen je
z Iékafského a etického hiediska pIEpustn’.

-v- ‘vP- v
ICON
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11.6.2 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 to mitigate any loss, ICON shall
use reasonable endeavours to 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 necessailly
incurred by the Institution 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.

12 DEBARMENT CERTIFICATION

ii

V pl’Ipade pl’edasného ukonenF této
Smiouvy Zadavatelem nebo spoienost1
ICON die IánkCi 11.3.1.1 a 11.3.1.2 v9e a
v závlslostl na povinnosti Zdravotnlckého
zal’fzenf zmfmit jakoukollv ztrátu, spoIenost
ICON zajistf, fe Zadavatel uhradl vechny
néldady tfetf strany, které vznikly a staly se
k datu ukoneni Smlouvy spiatnmi a rovné2
vechny nezruIteIné vdaje tl’etf strany,
které se stanou spIatnmi p0 datu ukonëenf
této Smiouvy a ktei vyplvajf ze závazkü,
jen byly Zdravotnlckm zal’fzenIm p11
provádBnf Kilnického hodnoceni dCivodnè a
nezbytnè pinény pI’ed datem ukonenf a
kte, byly dohodnuty se Zadavatelem. Na
Mdnou dal1 kompenzacl nemá
Zdravotnické zalizeni nárok.

POTVRZENI TQKAJICI SE VYLOUENI Z
PUSOBENI VE FARMACEUTICKEM
PRUMYSLU

12.1 Roresentation Prohlãen1

12.1.1 The Institution represents that it has never
been and the Institution represents that the
Institution’s employees (including the
Investigator), who will be rendering
services to the Sponsor or ICON, have
never been:

12.1.1.1 debarred or convicted of a crime for which
a person can be debarred under any
Regulations nor

12.1.1.2 threatened to be debarred or Indicted for a
crime or otherwise engaged In conduct for
which a person can be debarred under
Regulations.

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

ICON-Millennium EU Master CTA Vi Czech VI

C25006_Ol 14/0119_i 2002_FN Olomoui

Zdravotnlcké zalizeni prohIauje, e nikdy
nebyio a Zdravotnické zaEzenh prohIauje,
e jeho zamëstnanci (vetné Zkouej1ciho),
ktell budou poskytovat sluby Zadavateli
nebo spoIenostI ICON, nikdy nebyli:

vylouenIvyioueni z püsobenI ye
farmaceutickém primysIu nebo odsouzeni
za trestn tin, v dtisiedku ného mCi.e bt
osoba vylouena zptisobenI ye
farmaceutlckém prCimyslu die PrAvnlch
predplsci ani

muljim nehrozilo vylouôenl z pCisobenI ye
farmaceutlckém prCimyslu nebo obvlnènl
z trestného inu, ani nebyli jinak iiôastrii
jednéni, pro kterè jednotlivec müe bt dIe
Právnlch pedplsCi vyloufen.

potrestán1 Kontrolnim ii’adem nebo
vyloueni Kontrolnim üFadem z provédeni
kilnickych hodnoceni.

1 Approved by sfte_O7Marl 4_FINAL
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12.2 NotifIcation of Debarment Oznámenf o vv$ouenf z püsobenf ye
farmaceutlckém prômvslu

12.2.1 The institution shall and shall ensure that
the Investigator agrees that helshe shall
notify the Sponsor or ICON hi the event of
any such debarment, conviction, threat or
Indictment

Zdravotnické zal’fzenf bude Informovat, a
zajisti, e Zkouejfc1 souhiasi, 2e bude
lnformovat Zadavatele nebo spolenost
IGON v pflpadé talcového vylouenr,
obvinénF, odsouzenI i jejich hrozby.

12.3 Not to Emoloy Závazek nezamèstnävat

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

Béhem trvánf této Smiouvy se Zdravotnické
zal’fzenl zavazuje, 2e nezamOstnä l jinak
smluvné nezaváe jednotlivce, kter bude
poskytovat &uby spolenostl ICON, kter
byl vyIouen z pUsobeni ye famiaceutickém
prfimyslu nebo odsouzen pro trestn ôIn,
následkem nêho2 mCe dojft k vyIouenf
jednotllvce.

12.4 CertificatIon Potvrzenl

12.4.1 Upon request by Sponsor or ICON, from
time to time the Institution shall certify to
ICON in writing the lnstftution’B compliance
with the foregoing provisions.

13 INDEMNIFICATION AND INSURANCE

Na ádost Zadavatele nebo spoleënosti
ICON Zdravotnlckô zal’fzenl öas od asu
poskytne spoIenosti ICON pfsemné
potvrzenf, e jedná v souladu s predchozImi
ustanovenfml.

NAHRADA KODY A POJITENI

13.1 Soonsor Indemnity Náhrada kody Zadavatelem

13.1.1 The Institution shall notify ICON and
Sponsor of any claim by a third party
relating to illness or injury from the
Investigational Product. [Any]
Indemnification arrangements between the
Institution by the Sponsor (hereinafter
called 9ndemnification Provlsion, if
applicable and/or if requested, shall be by
means of an agreement between the
Institution and the Sponsor directly.

ICON-Millennium EU Master CTA VI CzcU1
C25006_O1 14/01 19_i 2002_FN Olomouc

Zdravotnickê zal’fzenI musi spolenost ICON
a Zadavatele infomiovat o jakemkoiiv nároku
treti strany, kter se t9ká nemoci nebo
zranOnI zpCsobench Hodnocenm Iéôivem.
[Jakákollv] ujednánI o náhradè kody mezi
Zdravotnickm zafzen1m a Zadavatelem
(dale jen ,,POSKYTNUTI NAHRADY
SKODY’), pokud se aplikuji a/nebo budou
vyádána, budou ujednána pl’fmo
prostfednicMm dohody mezi Zdravotnick9m
zalizenim a Zadavatelem

pproved by slte_O7Marl4_FINAL
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13.1.2 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 Sponsor. Such
requests must Include the names of all
parties to be indemnified.

2ádosti o Poskytnutf náhiady kody by mély
b9t zasläny pisemne nebo faxem vedoucimu
projektu spoIenosll IGON pro Kllnickou
studil na n[e uvedenou adresu, kter bude
jednat jako spIvce Poskytnuti nálirady
kody jmOnem Zadavatele. Tyto ádosti
musl obsahovat jména vech siren, které
mail bt odkodnêny.

I -

-“4

13.1.3 For the avoidance of doubt ICON shall not
provkle any indemnIfIcation on ICON’s
own account to the lnstltutlonhlnvestlgator
or any of their servants or agents.

Za iiôelem vylouöenl pochybnostf IGON
neposkytne Zdravotnickêmu
zarfzenhIZkouejlcrmu ani ádnému z jejich
zamëstnancfi nebo zástupcCi Mdnou
náhradu kody na svCJ iet.

13.2 Insurance Poiiténl

13.2.1 The Institution shall maintain a level of
insurance, which is both commercially
reasonable and In accordance with
Regulations. Upon request by ICON, the
Institution shall produce and shall ensure
that the Investigator shall produce written
evidence of appropriate insurance
coverage for Its/his/her responsibilities and
liabilities under this Agreement, which
insurance coverage shall also comply with
all Regulations or, alternatively, If
applicable Insurance is provided by a
governmental agency, the Institution shall
satisfy all requirements necessary to
remain eligible for such governmental
insurance.

ICON-Millennium EU Master CTA Vi Cze.h Jl
C25006_01 14/0119_i 2002_FN Olornouc

Zdravotnické zarizeni bude udr2ovat vi
pojItènl, která je dostaôujlcf z obchodnfho
hledlska a je v souladu s Právnlmi pl1edpisy.
Na základê ädostl spolenos1l ICON
Zdravotnlcké zaFlzenf pedIoI a zajistl, aby
Zkouejlcl predlo±il pfsemn doklad o
prlsluném pojietném krytl svch
odpovednostl a zãvazkti vypl’vajlclch z této
Smlouvy, prioem toto pojistné kryll bude
rovnê v souladu se vemi Právnlmi
predpisy a nebo, pokud pflslune pojltënl
bude poskytováno vládnlm orgánem,
Zdravotnické zafizeni bude splnovat
vechny poadavky nezbytné k tomu, aby
na pojIténl poskytované vládnlm orgánem
mêlo nárok.

f 1 Approved byslte_O7Mw14_FINAL
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132.2 The Paitles to the Agreement
acknowledge that the Sponsor is
responsible for injury to health of the trial
subjects caused by the specific nature of
the medication as specified under
applicable Regulations. In accordance with
and as required by the relevant
Regulations, paiticulaiiy Act No. 37812007
Coil., as amended, the Sponsor shall
arrange for insurance of the trial subjects
in the event of Injury to their health
resulting from the dinical Study prior
commencement of the clinical Study and
maintain this insurance during the whole
term of the clinical Study. The insurance
shall be concluded with an entity
authorized purauant to appropriate legal
Regulations. As required under applicable
local Regulations the Sponsor shall further
arrange for liability Insurance for the
Investigator and for the Sponsor Itself prior
to commencement of the clinical Study and
maintain this Insurance during the whole
term of the clinical Study. The insurance
shall be concluded with an entity
authorized pursuant to appropriate legal
Regulations. Such Insurance does not
apply In cases where a Study subject was
Included without obtaining Informed
consent or where a Study subject was
Injured due to the negligence of the
Investigator, a member of the Study Staff
or other employee or representative of
Institution or violation of the Protocol or
instructions given by ICON or Sponsor.

Smluvnl strany berou na védomi, e
Zadavatel odpovfdá za kody na zdravf
subjektCi hodnocenf zpfisobene zvlátnf
povahou lélva1 jak je uvedeno v piatnch
pfedpisech. V souladu s pn3iadavky
PrávnIch pl’edpisCi, zvIátè zákonem .

378/2007 Sb., ye znOnf pozdOjfch pftdpisü,
Zadavatel zajisti peed zahájenlm knického
hodnoceni na celou dobu provadOnl
kllnlckého hodnoceni smluvnf pojIténf
subjektCr hodnocenf pm pifpad kody vzniidé
na zdravl v dCrsledku provádénl kilnického
hodnoceni, a to u osoby ktomu oprávnBne
podle pffslun’ch Právnlch pledplsfi.
V souladu s platnmi mfstn[mI Prãvnlml
predpisy Zadavatel dAle zajisti pred
zahAjenfm kllnlckého hodnoceni na celou
dobu provAdénF Idinického hodnoceni
smluvn( pojiMeni OCOVOdnOSU za kodu pro
Zkouej(ctho a Zadavatele, a to u osoby
k tomu oprávnéné podie pl’fsIunch
Pravnrch predplsO. Toto pnjitenf nebude
platit v pripadech, kdy bude subjekt
Klinického hodnocenf pojlten bez obdrenf
informovaného souhlasu nebo v pffpadê,
kdy dolo ke zranénl subjektu Kllnlckého
hodnoceni v dCisiedku zanedbAnf ze strany
ZkouejFcIho, nOkterého Hodnotfclho
pracovnlka nebo jiného zaméstnance I
zAstupce Zdravotnlckého zalizeni nebo
poruenF Protokolu l pokynfi zadanch
spolenostf ICON nebo Zadavatelem.

13.3 DIsclaimer Odmitnuti odoovédnosfi

13.3.1 The Institution acknowledges 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.

Zdravotnlcké zal’fzenI bere na védomi, e
Zadavatel smiuvné zavAzal spoleônost
ICON k rrzenf Klinlckého hodnocenI.
Spoienost ICON neuskuteniIa Adn
nezAvisl v9zkum nebo anal9zu tkaj1c1 se
Hodnoceného IOIva, materiAlCi nebo
Iéebnch postupCi, kter maji bt
uskute.nény die Kilnického hodnocenF, a
proto ICON neposkytuje Adnó vsbvne i
skryté zAruky tkajIc1 se Hodnoceného
IÔ1Va, materiAlCi, léebnch postupô a
vsledkü, které mohou bt ziskAny
v souvisiostl s podAvánIm Hodnoceného
Iéiva nebo vhodnosti Hodnoceného iéëiva
pro jak9koliv konkrétnF üel.

13.4 InstItution Indemnity
IC0NM1IIennIum ELi Master CIA VI Cze’ Vi
C25006_01 14/01 19_I 2002_FN Olomouc’

NAhrada kodv Zdravotnickm zai’fzenlm

Approved by slte_O7Marl 4_FINAL
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.4

13.4.1 The Institution shall and shall ensure that
the Investigator acknowledges that neither
ICON nor the Sponsor will be responsible
for, and the lnsthutlon 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’s or
Investigator’s negligence, failure to adhere
to the Protocol, failure to obtain Informed
consent, unauthorized warranties, breach
of this Agreement or willful misconduct.

14 INSTITUTION COMPENSATiON

Zdravotnické zarizeni bore na védomi a
zajistf, ie I ZkouejIcf bore na vBdomf, e
ani ICON ani Zadavatel nebudou odpovèdnI
za jakoukoliv ztMtu, nãmk nebo poadavek,
kterô jsou dCisledkem JakchkolIv vznikIch
üJem a kod vyplvaJ1cfch ze zanedbánI,
nedodren1 Protokolu, nesplnOni povinnosti
ziskat Informovan9 souhlas, neoprávnench
zãruk, poruenF této Smiouvy nebo
ümyslného nespravného jednánl ze strany
Zdmvotnlckého zafzenf nebo Zkouej1cfho
a Zdravotnlcké zai’fzen( se zavazuje, e je
vpravnâ plfpustném rozsahu odkodnf
v soiMslosti s Iakoukollv zträtou, nérokem
nebo poadavkem, které jsou düsledkem
jak9chkollv vznlkl9ch üjem a kod
vyplva]1c1ch ze zanedbänl, nedodr2en(
Protokolu, nesplnénf povinnosti ziskat
informovan souhias, neoprávnénch zéruk,
poruenf této Smlouvy nebo imysIného
nespravného Jednéni ze strany
Zdravotnlckého zaffzenf nebo Zkouej1cIho.

ODUENA ZDRAVOTNICKEHO ZARIZENI

14.1 Payments Platbv

14.1.1 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. Data for the invoicing will be
delivered by ICON and accuracy shall be
approved by the Investigator, Invoices will
be payable within forty-five (45) days and
issued by the Institution. Taxable supply
date will be the same date as date of the
tax document(invoice)lssuing. Neither
iCON nor Sponsor shall be responsible for
any costs outside the Study budget
attached as Appendix 3.
Additionally the Study budget shall Include
all amounts payable directly to the
Investigator and/or other Study Staff
under the Investigator Agreement entered
into between Investigator and ICON and/or
other Study Staff agreement.
The Institution shall ensure that such
invoices are sent to ICON wIthin 60 days
of the expense being Incurred (if the basis
of calculation for invoicing will be provided
by ICON on time).

ICON-Millennium EU Master CTA Vi Czech Vi
C25008_O1 141011 9_12002_FN Olomouc

ICON budo uskuteflovat platby jednotlive
za kafdého pacienta, a to za ka±d UspénB
dokonen pJ’Ipad (kter je definován
v Iánku 14.1.2 nle) v souladu s Pflohou .

3 této Smiouvy. podklad k fakturaci zaIe
spoienost ICON, správnost potvrdI HlavnI
Zkouej1c1 a ZZ vystavi fakturu splatnou
tyricetpet (45) dnC od vystaveni. Datum
uskutenén1 zdanitelnOho plnéni bude den
vystavenI faktury.Spolenost ICON ani
Zadavatel nenesou odpovëdnost za ádná
náklady nad rãmec rozpotu Klinického
hodnocenI, kter9 je souãástl PI’Ilohy 3.
Rozpoet Klinického hodnoceni bude navic
zahmovat vechny ãstky placené primo
ZkouejfcFmu alnebo Hodnoticim
pracovnfküm na základè na základè
Smlouvy spolenosti ICON se Zkouej1c1m
alnebo smlouvy s jinm Hodnotfcfm
pracovntkem.
Zdravotnické zarfzenI se zavazuje, e
faktuiy budou odeslány spoleônosti ICON do
60 dnCi p0 vzniku vdajCi (pokud budou
spoIenost1 ICON vas predloeny podklady
k fakturaci).

Approved by site_O7Marl&.FINAL
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14.1.2 A “Satisfactorily Completed Case” shah 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 shall be paid a
prorated rate for work completed in
accordance with Appendbc 3.

14.1.3 Payments under SectIon 14.1.1 above will
be made on a quarterly basis [(Exact
payment terms to be advised by ICON)]
following receipt by ICON of the Case
Report Form completed in acconiance with
SectIon 5.2 above. Final payment will not
be made until all queries are resolved.

14.1.4 InstItution’s Payment (le. costs, 50% of
the Study budget plus fixed payment for
laboratory certificates, start up etc.) will be
sent to Institution and should be made
payable to Institution’s account

Beneficiary name:
Fakultni nemocnlce Olomouc
Beneficiary address:
I.P. Pavlova 6,
77520 Olomouc,
Czech Republic

(hereinafter called the “Payee”). The
Institution acknowledges and agrees that
the Payee is the proper payee under this
Agreement. If the Institution wishes to be
paid via bank transfer itlh&she must
complete the Beneficiary Form attached at
Appendix 5 hereto.

Besides these payments the Institution
shall receive retrospectively
reimbursement for patients i.e. the
Institution will reimburse the patients after

ICON-Millennium EU Master CTA VI Czpth Vi
C25006_O1 14/011 9_i 2002_FN Olomouc

oe
C *$ Re

,,USPENE DOKONOEN*’ PfIPAD
“je ptfpad, v némf paclentem je ZpüsobiI
subjekt hodnocenf, kter dokonf dobu
urenou pro Kilnické hodnoceni a byl
v souladu $ Piotokolem zhodnocen. Pokud
pacient v Klinickérn hodnocenf nepokraëi$
z dCivodCi uvedench v Protokolu, bode
Zdiavotnickému zal’fzenf uhrazen pornOm
podil za dokonenou práci v souladu
sPfl1ohou.3.

Platby dIe ëlánku 14.1.1 ve budou
uskutenêny tvrtIetnè [(p?esné platebnf
temiEny budou sdèleny spoIenostf ICON)J
ode dne, kdy ICON obdr2f Záznam subjektu
hodnocenf vypInen v souladu a lánkem
5.2 ve. Konená platba bode uskuteônéna
pouze tehdy, jakmfle budou vyfeeny
vechny dotazy a nejasnosti s ohiedem na
(idaje v záznamech subjektCi hodnocenf.

Odména urená pro ZZ (tj. náklady, 50 %
atudlJnfho rozpotu plus pauáIn1 platby za
certlfikáty, start up apod.) bode vyplácena
na üëet FNOL.

Jméno opravnené osoby:
Fakuitni nemocnlce Olomouc
Mresa oprávnéné osoby
l.P. Pavlova 6,
77520 Olomouc,
eská republika

(dale jen P(JEMCE PLATBY”).
Zdravotnlcké zalizeni bere na védomi a
souhlasi, e Prljemce platby je tádnèm
prfjemcem platby die této Smlouvy. Pokud Si
Zdravotnické zaFizeni preje, aby mu platby
byly poukazovány bankovnlm prevodem,
musE vypinit formulãt Bankovnl detaily
pffjemce, kter tvofI PElohu & 5 této
Smlouvy.

Nad rámec techto plateb budou pl’es üet
FN Olomouc provadeny náhrady subjektCim
KH a to zpétné, tj. po obdrenf
flnannfch.prostFedkCi od zadavatele FN

1 Approved by slte_O7Mail 4_FINAL
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receiving payments from the Sponsor.

Data for the invoicing will be delivered by
ICON and accuracy shall be approved by
Investigator, Invoices will be payable within
forty-five (45) days and Issued by the
Institution.

Send Invoices to:
ICON Clinical Research Limited
Investigator Payments group-PSBU
South Country Business park
DublIn 18, Ireland
IE 8201 978R

14.1.5 ICON (ICON clinical Research Umited
[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 rVAT”)..

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

14.2 Non-Payment

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

14.2.2 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.

A prl

CAnc Reecv

Podklad k fakturacl zale spoIenost ICON,
správnost potvrdF Zkouejfcf a Zdravotnické
zarizenI vystavi faktuw splatnou tyTlcetpèt
(45) dnO od vystaveni.

Faktury zaIete na:
ICON Clinical Research Limited
Investigator Payments group-PSBU
South Country Business park
DublIn 18, irsko
lE 8201 978R

ICON (ICON Clinical Research Limited
Ireland) prohIauje, e nemA srdlo, poboku,
orgariIzan1 sioku arii provozovnu na (izemi
Oeské republiky, a proto platby, die této
Smlouvy, nejsou predmetem k dani
z pfldané hodnoty nebo obdobné dane
z prodeje (DPH).

Za üelem vyloueenI pochybnostf budou
vechny poplatky uioené bankami
Zdravotnickóho zafIzeni k tfi
Zdravotnického zarizeni a ICON nebude mit
ädnou povinnost tyto poplatky nebo jiné
podobné administratlvnI poplatky hradit.

NeuskuteOnéni olatby

Pokud neni pisemné dohodnuto jinak, ICON
neuskuten1 édnou platbu za pacienty,
které Zdravotnlckô zat’Izenf nebo Zkouéejfcf
zal’adil do KIlnIckOho hodnoceni poruAenIm
Protokolu (tj., pacienty, kteFI nejsou
ZpCisobIim subjektem hodnocenI).

Pokud nenf pfsemné dohodnuto jinak. ICON
neuskuten1 ädnou platbu tkajIcF se
pacienti, v souvislosti s nimi doIo
k porueni Protokolu, bud’ pfi vizitach,
béhem nlch v Protokolu vznlkly odchylky
nebo pi’l jakychkoliv násIednch vizltãch.

Olomouc vyplati subjektOm náhrady,

ICON-Mfllennium EU Master CTA Vi Czer’h VI

C25006_Ol 14101 19_i 2002_FN Olomouc I Approved by stte_O7Marl 4_FINAL
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I CON
_a_ =

14.3 Return of Funds Uoon EarlvTenninatlon Vicen1 flnanënlch Drostl’edkü v ølfpadè
petesného Ukonen1

14.3.1 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.

Pm pripad, e Je Kilnické hodnoceni
zjakêhokohv dCivodu p1erueno, so smluvnf
strany dohodly, 2e ástky hmzené nebo k
uhrazent die IAnku 14 budou stanoveny
pomèmè na záldadè skutené l’ádné
vykonane préce die Protokohi vsouladu
a PNlohou . 3 této Smiouvy. Jakékollv
finanönI prostfedky, které die této kdwlace
nejsou splatné, ale byly jl zaplaceny, budou
spolenostI ICON vráceny ye htitB tflcet (30)
dnl od data ukonenf Kilnického hodnaceni.

14.4 Pass-throuah Costs Prbéné náldadv

14.4.1 ICON agrees to pay the pass-through
costs set out hi AppendIx 3 in arrears upon
production by the Institution of adequate
written evidence that such costs have
been incurred.

14.5 All costs

14.5.1 The payments listed above and more fully
described in AppendIx 3 and within the
Investigator Agreement represent all Study
costs, and no other moneys shall be
payable upon termination or otherwise.

ICON souhiasi, e bude hiadit vznlklé
odpovfdajfcf náklady stanovené v pilloze
3 na zékiadé pfedIoenf adekvátnfho
pfsemného potvizenf ze strany
Zdravotnlckého zatfzenf, ie takové nékiady
vznlkly.

Vekeré nãkladv

Platby uvedené v9e, které jsou presneji
popsény v PIftoze & 3 a v rámci samostatné
smiouvy se Zkouejfcfm pfedstavujl vekeré
náklady souvisejici s KlInlckm hodnocenim
a 2ádné dal1 flnann1 prostredky nebudou
hrazeny p0 jeho ukonëenI ani jlnak.

14.6 Budoet Non-Disclosure Nezvereinenf rozootu

14.6.1 To the extent possible under the
Regulations and other applicable law the
Institution 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 with any third party may be
treated by ICON as an irremedIable breach
for the purposes of Section 11.3.1.5
above.

15 GENERAL PROVISIONS

15.1 Asslanment

ICON-Millennium EU Master CIA Vi Czech Vi
C25006_01 14101 19_i 2002_FN Ofomouc

V rozsahu plIpustném dIe PrávnIch pfedplsli
a dal1ch platnh zákonfi bude
Zdravotnické zaFizenI povaovat veékeré
informace o iozpotu za dCivémé a tyto
informace projedna vtiradné so spolenostf
ICON a/nebo Zadavatelem. Jakékollv
projednéni této Smiouvy nebo podminek
rozpotu Zdravotnlck9m zal’fzenIm a
jakoukoliv tetF stranou mCie bt spolenostf
ICON povalováno pro tely lánku 11.3.1.5
ve za nenapravitelne poruenf.

OBECNA USTANOVENI

Postouoenl

CAr*c rea,c

M Approved by slte_O7Marl 4_FINAL

PageS? of 52



ICON-Millennium Bipartite Institutional Contract -Czech

,—‘;;

15.1.1 The institution may not assign Its rights
and/or delegate Its obligations under this
Agreement without the prior written
consent of ICON, which consent shall not
be unreasonably withheld but may, subject
to the Sponsor and ICON’s express written
consent, sub-contract the conduct of
activities to qualified and experienced third
parties that meat all the applicable
requirements of this Agreement and are
obligated to perform such activities
according to the terms of this Agreement,
and provided that Site remains liable for
the performance of any such third parties
and that neither the Investigator nor any
subinvestigator has any financial Interest In
such third parties. ICON shall have the
power to assign this Agreement to the
Sponsor without the institution’s consent.

Zdravotnkkô zal’fzenF nesmI postouplt scá
práva alnebo pevést své povinnosti
vypIvajlc1 ztôto Smiouvy bez predchozfho
pfsemného souhiasu spoIenost1 ICON,
pflôem2 jeho udélenI nebude bezdfivodnê
zamftnuto, mCie vak na základë
4slovnOho pfsemného souhiasu Zadavatele
a spolenostl 1ON pmvádenl innostI
subdodavateisky zadat kvalifikovan9m a
zicuenm tetfm stranám, které spini
vechny platné poadavky této Smiouvy a
které jsou povinny tyto InnostI provádét na
zékiadé podminek této Smiouvy, pod
podmfnkou, e Pracovtè ponese za
vsledky tèchto tl’etlch stran odpovédnost a
e Zkouejfc1 ani nov zkouejrcf, na nëho
byty tyto pravomoci piLevedeny, nemá v
tèchto tfetlch stranách ádn finann1 podil.
Spolenost ICON je oprávnéna pfevest tuto
Smiouvu na Zadavatele bez souhlasu
Zdravotnlckého zaffzenl.

15.2 Waiver VzdánIse

15.2.1 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.

Vzdánl Se nékteré podmmnky této Smiouvy
kteroukoliv stranou v jakémkoilv prIpade
nebude pova±ováno za vzdánl se této
podmInky v jakémkollv podobnem pripade
v budoucnu i za nésledné poruenF tOto
Smiouvy. Vekerá prays, opravné
prostl’edky, ujednánl, povinnosti a dohody
obsalené v tOto SmiouvO jsou kumulativnl a
neomezuji ádn’ dalI opravn prostredek,
prdvo, povinnost nebo dohodu.

15.3 NotIces Oznámenl

15.3.1 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:

15.3.1.1 If to ICON
ICON Clinical Research s.r.o.
V Parku 2335/20
l4800Praha4

ICON-Millennium EU Maater CIA VI Czech Vi
C25006_O1 14/Oil 9_i 2002_FN Olomouc

Oznámenl die této Smlouvy budou uinéna
pisemné a budou povaována za i’ádná,
pokud budou doruena osobné, odeslána
doporuöenou potou s doruãenkou, expresni
kurrnf slubou nebo faxem na nI’e
uvedené adresy-

Pokud budou adresována spolenosti ICON
ICON Clinical Research s.r.o.
V Parku 2335/20
14800 Praha 4

-
- “1 Approved by slte_O7Marl 4_FINAL
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Czech Republic eská repubhka

15.3.12 If lathe Institution

Fakuitni nemocnlce Olomouc,
LP. Pavlova 6, Olomouc
eská repubilka

Aftenfion: ..

Pokud budou adresována Zdravotnlckému
zaffzenl

Fakuitni nemocnlce Olomouc,
l.P. Pavlova 6, Obrnouc
eská republika
K rukám:

15.4 SeverabIlity ástená neolatnost

15.4.1 The Invalidity or unenforceablilty of any
provision of this Agreement shall in no way
affect enforcement of any other provision
of this Agreement.

Neplatnoet 1 nevymahatelnost jakOhokoliv
ustanaveni této Smiouvy nebude mit
vádném pilpade v1h na jell daléf
ustanoveni.

15.5 Relatlonshlo of Parties Vztah smluvnlch sIren

15.5.1 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 Institution is an
Independent contractor, and neither party
has the authority to bind the other, nor the
others representatives, In any way.

15.6 Govemina Law

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

15.7 Entire Aareement

Mc v této Smiouvé nebude vykládano jako
vytvoFenl jakéhokoliv sdruenf, konsorcia,
spole.ného podniku, zaméstnaneckého
pomOru nebo vztahu zmocnitele a
zmocnénce mezi stranami, lm2 se rozuml,
e Zdravotnické zarizeni je nezávlsl
smluvnf partner a ani jedna ze stran neni
v ádném pl’IpadB oprávnéna zavazovat
druhou stranu ani jejl zástupce.

Rozhodné Drávo

Tato Smiouva a véechny spory a nároky z nf
vyplvajlc1 budou vykládány a Ffzeny zákony
teské republiky, bez ohiedu na principy
kolize právnlch norem.

iCON-Miflannium EU Master CTA Vi Cze.4’ VI
C25006_01 14/01 19j 2002_FN Olomouc

Uolnost Smlouw

I Approved by s4te_O7Marl4_FPNAL
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15.7.1 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. None of
the terms of this Agreement may be
amended or modified except in writing
signed by the parties hereto. in the event
of a conflict between the terms of this
Agreement and the terms of any Protocol,
this Agreement will govern.

15.8 Counteroarts

15.8.1 This Agreement shall become binding
when any one or more counterparts
hereof, individually or taken together, shall
bear the signatures of each party hereto.

15.8.2 This Agreement will be executed in 3
number of counterparts, each at which
shall be an original as against any party
whose signature appears thereon, but all
of which together shall constitute but one
and the same Instrument.

—

Tab Smlouva pledstavuje iiplnou dohodu a
ujednänf mezi smiuvnlml stranami pokud ide
o jell pledmét a ma plednost pled veml
dokumonty, (istnlml souhiasy i ujednánlml
mezi spoleönostl ICON a Zdravotnickm
zal’fzenlm. Podminky této Smiouvy mohou
bt doplflovány a meneny pouze plsemnou
formou s podplsy smluvnlch stran. V pilpadé
jakehokollv rozporu mezi podmfnkami této
Smiouvy a podmfnkarnl jakéhokollv
Prrtokolu bude platit tato Smlouva.

Poet whotovenl

Tato Smiouva se steno právné závaznou,
jakmiie bude jedno nebo vice vyhotovenf
této Smlouvy, jednotlive f1 hromadné,
podepséno veml smluvnlmi stranami

Tato Smiouva bude vyhotovena v poãtu 3
vyhotovenf, z nIch kadé bude vüëi
kterékollv smluvnl strané, která jej
podepsala, pledstavovat original, prlem
kadé z tOchto vyhotovenl bude
pledstavovat jeden a tent dokument.

15.9 Survival TrvánI

15.9.1 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.

15.10 Arbitration

Ustanoveni této Smiouvy souvisejici
s povlnnostmi, které z ni vyplynou nebo so
budou aplikovat P0 ukonen1 této Smlouvy,
vetné, nikollv vak v9Iuné, povinnostl
souvlsejfclch s mlöenllvostl a dCivem9rnl
Informacemi, inspekcemi KontrolnIho iladu,
zveejnènim informaci, duevn1m
vlastnicMm, náhradou kody a ulvánlm
jména obchodnl firmy a jakymikoli dalIml
ustanovenimi, která jsou nezbytnã pro
vklad a uplatnovánl pray a povlnnosti
smluvnlch stran die této Smlouvy v rozsahu
poadovaném za üöelem komplexniho
dodrovánl a plnéni této Smlouvy, budou
trvat I pa ukonenI Smiouvy.

SmFrôl lIzeni

ICON-Millennium EU Master CTA Vi Czech Vi
C25006_01 14/011 9_i 2002_FN Olomouc 11 Approved by slte_O7Marl4_FINAL
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The Parties have agreed that the legal
relationships arising under this agreement
shall be governed by the valid lawe and
regulations of the Czech Republic. The
Parties agree to assist each other in
conducting the Clinical Study and to
resolve any disputes or differences of
opinion about work pmcedures and
methods thiough their usual negotiations.
The Parties take note of and agree that
any disputes which are not settled through
cooperation shall come under the sole
jurisdiction of courts of the Czech
Republic, unless they agree to arbitrate.

C rcs Rewct

Smluvnl strany se dohodly, e pravnf vztahy
a poméry vznlklé z téte smkxivy se ffdf
platnmi zákony a predpisy eské republiky.
Smluvnf strany se zavazujf p11 provádénf
khnického hodnoceni si vzajemnè pornahat
a ptfpadné spory a rozdflnost názorCi na
postup a zpfwob precf reéit smfm9m
jednanim obvytdm u smluvnfch stran.
Smluvnf strany berou na vOdomi a souhiasI,
2e projednani a rozhodovánf pI’fpadn9cb
spore, které nebudou vyl’eéeny smIrem,
bude eéeno s pomoci pI’fs1uénch soudnich
orgánO eské repubilky, nedohodnou-li se
na rozhodfm I’lzenf.

15.11 Translation Inconsistency. Rozporv v orekiadu Smiouw

15.11.1 The original English version of this
Agreement has been translated
into Czech. 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.

OrlgináInI angllcká verze Smiouvy byla
preloena do eského jazyka. V plfpadO
jakchkoIi rozporCi mezi eskou a angtickou
verzI smlouvy ma prednost ôeská veize.

15.12 Third Party Beneficiary Oorávnéna tet1 strana

15.12.1 The parties agree that the Sponsor shall
have the light to enfoice any of the
provisions of this Agreement as a third-
party beneficiary. Each party to this
Agreement acknowledges that except for
the Sponsor, there are no third party
beneficiaries with any rights to enforce any
of the provisions of this Agreement

15.13 Site Aaencv

15.1 3.1

If Institution and Site(s) are not the same
legal entity, Institution represents it is an
authorized agent of Site(s) arid can sign on
behalf of Site(s) and that such execution
will bind the Site(s) to the terms and
conditions of this Agreement as if the
Site(s) were a signatory to this Agreement.

15.12 No Conflicts

15.12.1 Institution represents and warrants that (a)
Institution has not granted and will not
grant any right or interest that is
inconsistent with the grant of rights to

ICON-Millennium ELi Maater CTA VI Czpnh VI
C25006_01 14/011 9_i 2002_FN Olomoum
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Smluvnf strany souhtasr s tim, e Zadavatel
ma právo prosazovat ustanoveni této
Smlouvy jakoto oprávnOná teti sirens.
Kaldá strana této Smlouvy uznávA, e
s vjimkou Zadavateie neexistuji ádné
oprävnéné treti strany, které by mohiy
vyméhat jakákollv práva na prosazovani
ustanoveni této Smlouvy.

Zastoupeni Pracoviété

Pokud Zdravotnické za1zen1 a PracovitO
nejsou stejn právnl subjeki, predstavuje
Zdravotnlcké zarizeni oprávnéného
zástupce Pracovté a môe jménem
Pracovlté podeplsovat dokumenty, pflem
takto vyhotovené dokumenty budou
Pracovité zavazovat k dodrovánf
podminek této Smlouvy, jako by signatarem
této Smiouvy bylo Pracovlté.

2ádné rozpory

Zdravotnlcké zarizeni zaruuje a prohlaéuje,
e Zdravotnické zarizeni neudélilo a neudélf
ádné právo ani nebude prosazovat ádny
zajem, kter by byl v rozporu s poskytnutim

I C”öN
- - --

ka Vi Approved by slte_O7Marl 4_FINAL
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ICON or Sponsor under this Agreement
and (b) Institution has the legal right,
authority, and power to enter Into the
Agreement and meet the obligations set
forth herein.

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 CUNICAL RESEARCH UMITED

Date:

LJ

ICON Signatory

— 7 -03- 2014

arr Rseant

pray spolenosti ICON nebo Zadavateli na
základè této Smiouvy a (b) Zdravotnické
zarfzenf ma oprávnënI a pravomoc uzavfft
tuto Smiouvu a spinit poadavky v ni
stanovené.

NA DUKAZ TOHO byla tab Smiouva
podepsána tádné zrnocnénmi zástupci
sm!uvnfch stran a nab9va Unnosti datem
dI’fve uvedenm vée.

ICON CLINICAL RESEARCH UMFED

Datum: — 7 -03- 2014

Zástupce spoienosti ICON

ZDRAVOTNICIE ZAIZENI:

Date: Datum: 21 -03- 2014

doc. MU an H 1k, PhD. doc. MUDr. R an Havffk, PhD.
Director AXU’.Thi1 NMOCCE OLOMOUC reditel ‘cOCNICE OLOMOU

INSTITUTION:
21 -03- 204

Institution Signatory l F c ‘.c 6
77 Q OlOMOUC

I, MUDr. VIt Prochãzka, the Investigator of
this Study, hereto certify, that I have duly
acquainted myself with the Protocol along
with any/all documentation submitted by
ICON or the Sponsor in relation to
performance of this Study. I do further
affirm, that I have thoroughly familiarized
myself with this Agreement and that I shall
observe any/all obligations stipulated
hereof to the Investigator and also to

Zástupce Zdravotnlckého zarizenI ci’1ova 6
, 5 O LOMOUC

Jã, MU Dr. Vit Procházka, Zkouéej Ic! této
Kilnické studie tlmto potvrzuji, e jsem se
radne seznámil s Protokolem spolenè s
vekerou dokumentaci, kterou dodala
spoIenost ICON nebo Zadavatel ye vztahu
k provédéni tohoto Kilnického hodnocenf.
Déle potvrzujl, e jsem se dCikladné
seznámil s touto Smlouvou a e budu
dodrovat jakékollv závazky v ni uvedené,
které se tkaj1 ZkouéeJlcIho, a e budu take

ICON-MHlennlum EU Master CTA Vi Czech Vi
C25006_01 14/01 19_i 2002_FN Olomouc Vi Approved by stte_O7MarI 4_FINAL
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ICO”N
- -

adhere to Act no. 378/2007 Cdl., on
Drugs, as amended, and other applicable
legal regulations. I do further proclaim and
guarantee, that In accordance with this
Agreement and In compliance with the
Investigator Agreement concluded
between me and ICON, I shall distribute
the resources received from ICON and/or
Sponsor and settle the agreed
remunerations to the co-investigators and
other personnel participating on execution
of this Study and I shall be fully
responsible with regard to this obligation.

Date: 21-03 2014

AId

dodrovat ustanoveni Zákona . 378/2007
Sb. o léIvech v platném znénl a dalf platná
zákonná ustanoveni. Dale prohlaujl a
zaruuji, le v souladu stouto Smlouvou a v
souladu as Sm1omu se ZkoueIfc1m, která
byla uzaWena mezi mnou a spolenostF
IcON, budu rozdélovat zdroJe, které ml
pridéll spoIenost ICON a/nebo Zadavatel a
budu plait dohodnuté odmeny
spoluzkouejfcfm a dal1m pracovn1km,
kteff as podlif na provédéni tohoto
Kllnlckého hodnocenf, a s ohledem na tento
závazek ponesu plnou odpovednost

Datum: 21-03-2911

Investigator Signature podpis Zkouejfcfho

ICON-MllIennum EU Master CTA Vi Czeh Vi
C25006_0l 14/01 19_12002_FN Olomouc Il Approved by slte_O7Marl4_F1NAL
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APPENDiX 1 PMLOHA ô.i
THE PROTOCOL PROTOKOL
Enclosed separatelly Pflloien separAtno
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APPENDIX 2 PILOHA (. 2
TIMEJJNES STANOVENf LHUT

Celková doba trvánl khnického PlIblin9 konec klinického hodnocenf
hodnocenI in1 pibli±në 6 a 7 let! The 2020 /Approximate end of the study
total study duration Is approximately 6 2020
to 7 years.
PfedpoklAdánO zahãjenf studIo Oct 2013
ceiosvétovè /Planned start of the study
globally
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APPENDD( 3 PdLOHA C;. 3
FEESIGOSTS ODMENA/NAKLADY
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APPENDIX 4
BENEFICIARY TEMPLATE
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