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ICON-Millennium Bipartite Institutional Contract —Czech

CLINICAL INSTITUTION AGREEMENT -
BIPARTITE

This Agresment ("Agreement”) Is entered
into thisg 4. and between ICON

Clinical Limited (hereinafter
called “ICON") with a VAT number IE
8201978R and a place of business at

South County Business Park,
Leopardstown, Dublin 18. ireland,
represented by

and

Fakultnl nemocnice Olomouc with a
registered address at |.P. Paviova 8, 775
20 Olomouc, Czech Repubiic represented
by doc. MUDr. Roman Havilkk, PhD.,
hospital director.,

(hereinafter called the *Institution®).

BACKGHROUND

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

ICON'S cilent, 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”).

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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SMLOUVA SE ZDRAVOTNICKYM
ZARIZENIM () ZABEZPECEN]
KLINICKEHO HODNOCEN] -
DVOUSTRANNA

TATO SMLOUVA (déle jen .SMLOUVA") se
uzavird dne .Z 1.:03n888 spoletnostf ICON
Clinical Research Limited (déle jen ICON"),
DIC IE 8201978R, se sidlem South County
Business Park, Leopardstown. Dublin 18,
irsko, zastoupenou

Fakuitnf nemocnicf Olomouc se sfdlem I.P.
Paviova 8, 775 20 Olomouc, Ceské
republika zastoupend doc. MUDr. Romanem
Havilkem, PhD., feditelem nemocnice.

(d4le jen ,ZDRAVOTNICKE ZARIZENI)

PREDMET A GCEL SMLOUVY

ICON je smiuvnf vyzkumné organizace, jejf2
hlavn{ &innosti je navrhovéni, zahdjen( a
fizeni kiinickych hodnocenf tykajfcich se
lidského subjektu a poskytovani datsich
souvisejficich  sluzeb pro  vyrobce
farmaceutickych produktd.

Kiient spoletnosti ICON, Milennium
Pharmaceuticals Inc.,, 40 Landsdowne
Street, Cambridge, MA USA, 021 30, (dle
jen .ZADAVATEL*) vyviji hodnocené Ié&ivo
s ndzvem ADCETRIS® (ddle Jen
~HODNOCENE LECIVO") za Ggelem jeho
apiikace u paclentd sindikacf Relabujfcl
nebo refrakterni systémovy anaplasticky
velkobun&&ny lymfom. (v dalf &asti textu
nazyvand ,Indikace Klinického hodnoceni®)

Zdravotnické zafizeni a jeho zaméstnanci,
vietnd, nikoliv vSak wvyluénd, hlavniho
ZkouSejicho (ddle jen ,Hodnotlef
pracovnici®) majf zkuSenosti 8 hodnocenim a
léébou pacientl s indikacl Relabujici nebo

refraktern! systémovy anaplasticky
velkobunéény lymfom.
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ICON wishes to engage the Institution to
conduct a ciinical study at the Institution or
Site Fakuitnl nemocnice Olomouc, Hemato
- Onkologickd kiinka to evaluate the
Investigational Product, and the Institution
wishes to conduct such a clinical study.

The Institution has agreed that a clinical
study shall be conducted on the
institution’s by the Investigator
Dr. MUDr. Vit Prochazka (“Investigator”).
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-investigators
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 investigators/Study team’s
remuneration will 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

IT IS HEREBY AGREED AS FOLLOWS:

DEFINITIONS

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

Case Report Form (CRF)
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Cincal Resoarch

Spoletnost ICON si pfeje smluvné zavazat
Zdravotnické zaffzen( k proveden( kiinického
hodnocen{ ve Zdravoinickém zafizenf nebo
na Pracovidti Fakultnf nemocnice Olomouc,
Hemato - Onkologickd kiinka za Gdelem
zhodnocenf hodnoceného I68iva a
Zdravoinické zafizen| sl pfeje toto kiinické
hodnocenf provést.

Zdravotnické zaffzen{ souhlas/ s tim, 2e
Kiinické hodnocenf bude v prostordch
Zdravotnického zaffzenf provddét Zkousejic!
i6kaf MUDr. Vit Prochézika (ddle jen
Lkousejfci®). Zdravotnické zafizen( bere na
védom( a souhlasf, 28 vzdjemn4 priva a
povinnosti spoletnosti ICON a Zkou#ejfctho
jsou stanoveny v samostatné smiouva, kterd
také upravuje samostatnou odménu pro
Hiavniho zkou#sjiciho a Spoluzkousejcicf za
GCelem provedenl studie a atkoliv
Zkousejfcf nenf stranou této Smiouvy, obdrz(
jejl kopii a podepfSe tuto Smiouvu, &im2
potvrdl, 2e ji pfetet] a 2e 8 nf souhlasl.

Odména Hiavnfmu zkousejfcfmu / studijnimu
tymu bude vypldcena spoletnosti ICON
plimo, na (itty Zkousejfciho/ studijnfho tymu
na 2zakiadd 2viaStnf smiouvy mez
spoleCnostl ICON a ZkouSejicim a bude
korespondovat 8 Eésticou uvedenou v pHloze
€.3, tj.50%rozpottu KH, s tim, Ze &lenové
studijnfho tymu odpovidajf za fddné zdan&n(

pHjmil

TiMTO BYLO DOHODNUTO

NAsLEDUJ(CI:

DEFINICE

Pojmy pouZité vtéto Smiouvd budou mit
nésledujlcf vyznam:

Zéznam subiektu hodnocen(

. V1 Approved by site_07Mar14_FINAL
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2.4

2.5

Report in a format prepared by the
Sponsor and/or ICON in accordance with
the Regulations (as hereinafter defined)
and complsted 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).

A brochure provided by the Sponsor that
contains a compilation of the clinical and
non-ciinical data on the Investigationa!
Product(s) which are important for clinical
tials perfoomed on the Qualified
Participants and that contains summary
information of all studles carried out during
the development of the Investigational
Product in human subjects.

EDA

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

Informed Consent Form

The form prepared by ICON/the Sponsor
in conformance with the Regulations (as
hereinafter defined), particularly by Decree
No. 226/2008 Coll. on the Good Clinical
Practice and Detailed Conditions for
Clinical Studies of Pharmaceuticals, as
amended, In consultation with the
Sponsor, ICON, and the IEC/ SUKL (as
hereinafter defined), approved by the IEC/
SUKL and signed and dated by all
participants or their legal representative(s)
before they begin to participate in the
Study.

Investigational Product

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

ICON-Miennium EU Master CTA V1 Czech V1
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Zédznam ve  formAtu  plipraveném
Zadavateleam a/nebo spoleinosti ICON
v souladu s platnymi Prdvnimi pledpisy (jak
definovéno ni2e), zpracovany Zkousejfcim,
ktery dokumentuje podévan{ Hodnoceného

8 Klinickym

souvisejfcl
hodnocenfm (jak popsédno niZe).

Soubor informaci poskytovany Zadavatelem,

obsahuje soubor Kkiinickfch a
neklinickjch ddaji o  hodnoceném
l68ivu(ech), které se vziahujf ke kiinickému
hodnocenf na [idskych subjektech a
obsahujici informace o viech Kkiinickych
hodnocenich uskuteénénych bdhem vyvole
Hodnoceného [é¢iva na lidskych subjektech.

EDA

Americky dfad pro potraviny a Iéky (FDA).

Formuldt informovaného souhlasy

Formulé&r plipraveny spole¢nost(
ICON/Zadavatelem v souladu s vyhléSkou &.
228/2008 Sb., kterou se stanovuje spravné
klinickd praxe a bliz8f podminky klinického
hodnocenf Ié&v, ve znéni pozdajsich
pledpisi, a daldimi platnymi Prdvnimi
predpisy (které jsou definovény niZe) na
zéklad® konzultace se Zadavatelem,
spoleénosti ICON a NEK/SUKL (které jsou
definovdny ni2e), ktery byl schvélen
NEK/SUKL a byl podepsén viemi subjekty

nebo jejich 2zékonnymi zAstupcci pled
zahdjenfm jejich dGCasti v Klinickém
hodnocenl.

Hodnocené |é&ivo

Hodnocené/d létivo/a, které/d je/jsou
pledmétem Protokolu

/1 Approved by site_07Mar14_FINAL
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2.9

1EC (Independent Ethics Committes)

The board, committee or other group
formally instituted to review and approve
the Initiation of, and conduct reviews of,
biomedical research involving human
subjects.

)

SUKL
State Institute for Control of Drugs

Protocol

The detalls of the Study contained in
Protocol number C25008, [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.

u Partic

Any potential participant who upon
entrance Into the treatment phases of the
Study, meets all of the inclusion criteria
and none of the exclusion criteria set forth
in the Protocol and has signed a valid
IEC/SUKL approved Informed Consent
Form.

Regulations

ICON-Miilennium EU Master CTA V1 Cze~~ V1
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NEK (Nez24vislé etické komise)

Vybor, komise nebo jind skupina formélné
wvytvolend za Gtelem kontroly, schvéleni
zahéjen( a provédén( kontroly
biomedicinckych vyzkumli zahmujicfch
lidské subjekty.

)

SUKL
Stétn( Gstav pro kontrolu l6&iv

Protoko|

Podrobnosti  Klinického  hodnocen!{ )
obsaZené v PROTOKOLU CISLO C25008,
[ktery tvofi pfilohu & 1 této Smiouvy] —
spoletnd se viem! dodatky (které byly mezi
stranami uzavieny), JenZ je zapracovén do
této Smiouvy jako jejl sout4st.

Zolsoblly subiekt hodnocen

Jakykoliv moZny subjekt, ktery pfi vstupu do
léCebnych féz( Klinického hodnocenl spliiuje
vBechna zafazujicf kritdria a nespliiuje
24dné z vyluCovacfch kritéril, kter4 jsou
stanovena v Protokolu a podepsal platny
Formulat Informovaného souhlasu
schvéleny NEK/SUKL.

Prévni pfedpisy

71 Approved by site_07Mar14_FINAL
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2.11.1

Any relevant legislation, particularly Aet
No. 378/2007 Coll, on Drugs,
amended, Decree No. 228@0800!1..011
good clinical practice and closer conditions
of clinical research of medicinal products,
as amended, codes or guidelines directly
or indirectly related to the conduct of the
Study including but not limited to (as
applicable) the Ciinical Trials Directive
2005/268/EC and its transforming legisiation
in the relevant countries of the European
Unlon, the ICH GCP Quidefine (January
1997) ("GCP"), and/or any other relevant
applicable legislation. For the avoidance of
doubt such legislation, codes or guidance
shall include those related to the protection
and privacy of the personal data of
individuals.

Requlatory Authority

Any govemmental agency, administrative
agency or professional body having
authority under applicable law to regulate,
and/or apply Regulations to the conduct of
ciinical trials and all ancillary matters
related thereto, and/or the national or
muitinational 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.

Serlous Adverse Event

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

A) results in death,

B) is life-threatening,

C) requires inpatient hospitalisation or
prolongation of existing hospitalisation,

D)results in persistent or significant
disability / incapacity,

ICON-Millennium EU Master CTA V1 Czech V1
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Jakékoliv relevantinf pravni pledpisy, zvissts
2dkon &. 378/2007 8b., o létivech, ve znénf
pozdéjiich pledpisil, vyhlééka €. 228/2008

Sb., kterou se stanovuje sprévna Ikiinickd
podminky kiinického
hodnocenf é8lv, ve zn&ni pozdajifch
pledpist, zdkonfky nebo pokyny pffmo &
neplimo souvisejicl s provédénim Kiinického
hodnocenf vieind, nikoliv viak wvijlutnéd
(pokud je to relevantnl) Smémice
2005/28/ES pro kiinick4 hodnocen/ i&giv a
jejl transformované legislativy v plisiusnfich
zemich Evropské Unie, ICH Smémice pro
sprévnou kiinickou praxi (leden 1997) (déle
jen ,GCP"), a/nebo jiné relevanini platné
pravnl pledpisy. Za dGZelem vylouden(
pochybnost! tyto pravni pledpisy, zékonfky a
pokyny zahmujl prévn pledpisy, zédkonfky a
pokyny souvisejicl s ochranou a soukromim
osobnfich (dajd jednotiived.

Kontroinf dfad

Jakykollv viadnf, sprdvnl nebo profesni
orgdn majicf dle plisludnych prévnich
pledpisd oprdvnén{ regulovat a/nebo
uplatiiovat Prévnl plepisy na providani
kiinickych hodnocenf a viechny dalsf
ZdleZitostl s tim souvisejicl a/nebo nérodnf &
nadnédrodnf orgdn odpovédny za ud8lenf
souhlasu v plisluiné zem! nebo nadndrodn{
skupin® zeml vZetns, nikollv vak vyluiné
Evropské agentury pro hodnocenl I6¢iv
(European Medicines Evaluation Agency)
(ddle jen ,EMEA"), FDA, Stétn{ dstav pro
kontrolu 1é8iv (SUKL) a &esky Utad pro
ochranu osobnich tdajt.

£évainé ne2ddoucf pihoda

Jakykoliv neoekévany Iékafsky ndlez, ktery
v jakékoliv ddvce (podie §3 odstavce 3 — 6
zékona &. 378/2007 Sb., o lé&ivech, ve znénl
pozdéjsfch pledpis():

vede ke smiti

je Zivot ohroZujic,

vyzaduje hospitalizaci pacienta a nebo
prodiouZenf stévajicl hospitalizace,

vede ktrvalé & vyznamné zdravotnf
nezplsobilosti / invalidits,

" V1 Approved by site_07Mar14_FINAL
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3.1

3.1.1

E) is a congenital anomaly / birth defect.

Important medical events that may not
result in death, be life-threatening, or
require hosplialisation 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

or convulsions that do not
result In inpatient hospitalisation.

Site

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

Study

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

CONDUCT OF STUDY
Compliance

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 |EC 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 V1 Czech V1
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vyvoldvd kongenitAinf anomélli / vrozenou
vadu.

Zavainé zdravotni plihody, které nemusi
vést ke smiti, byt Zivot ohroujlcf &
vyZadovat hospitalizaci, mohou bt
povaZovAny za zévaZnou neZédoucf pfthodu
vplipad®, kdy na 2ékdad® plisiuSného
lékalského posouzenf mohou ohrozit subjekt
a tak vyzadovat lékafsky & chirurgicky
zékrok za (GCelem odvrécen! nésledkl
uvedenych vtéto definic. Mezi plikiady
téchto lékafskych pfipadli patfi alergicky
astmaticky zéchvat, kiery vyZaduje
intenzivni ofetfenl na pohotovosti & doma,
déle krevnf dyskrazie nebo zéchvaty, které
nemajf za ndsledek hospitalizaci pacienta.

Pracovi§té

Jakékoliv misto & mista, kde Zdravotnické
zaffzenl provadl Kinické hodnoceni v
souladu s touto Smiouvou.

Klinické hodnocen(

Klinické hodnoceni zndmé jako Oteviens,
jednoramenné studie f4ze 4 s Brentuximab
Vedotinem u pacientli s relabujfcim nebo
refraktemim systémovym anaplastickym
velkobunésnym lymfomem, které se provéadf
die Protokolu.

PROVADENI KLINICKEHO HODNOCENI

Zdravotnické zalizeni zajistl, Ze Kilinické
hodnoceni bude provdd&no v souladu s

Protokolem, Préwnimi pfedpisy, touto
Smiouvou, pfsemnymi pokyny spolednosti
ICON nebo Zadavatele a podminkami
souhlasu 8 provedenim  Klinického
hodnoceni udéleného NEK a podminkami
souhlasu SUKL, nsbo, pokud souhlas nenf
vy2adovdn, podminkami  plfsluSného
vyjddfenl. Zdravotnické zaffzenl musf
zajistit, aby viichni Hodnotfcl pracovnici byli
informovéni a aby byli vézéni povinnostmi
Zdravotnického zafizenf, na jejichz zéklad®
musi dodrlovat z4vazky Zdravotnického

pproved by site_07Mar14_FINAL
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3.2.1
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3.3

3.3.1

The Protocol shall be considered final
following approval by the designated IEC
and when SUKL issues the respective
permission, or where applicable, does not
refuse the clinical trial. The Protocol may
only subsequently be amended with the
prior written Agreement of the parties.

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 confiict of
such provisions with the Regulations, then
the Regulations shall apply in relation
thereto.

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

Clinical Study Stte File

Creation of Clinical Study Site File

ICON-Millennium EU Master CTA V1 Czech V1
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zafizenf vyplyvajlcl z této Smiouvy.

Protokol bude povaZovén za findinl, jakmile
dojde k uddlenf souhlasu 2e strany

plisiuné/plisiuinjch NEK a souhlasu
SUKL, nebo pokud nenf Kiinické hodnocenf
zamftnuto. Protokol miZe byt n4slednd
upraven prostfednictvim pfedchoz( pisemné
Dohody smiuvnich stran.

Zdravotnické zafizeni zajisti, Ze ZkouSejfcl
bude jednat pin® v souladu s ustanovenimi
Protokolu o neZéddoucich pfihodach. V
plipadé opomenutf tdchto ustanoveni, jejich
nedplnosti nebo v pffpadd rozporu téchto
ustanoven! s Prédvnimi pledpisy se v této
souvislosti uplatnf Prévn{ pfedpisy.

Zdravotnické zaffzen! zajistl 2e, Zkousejfci
bude rovnéZ v souladu s Prévnimi pledpisy
vdy okamzitd informovat NEK a/nebo SUKL
o kazdé zdvainé neZidouc! pffhods, k nf2
doslo v priib&hu Kilinického hodnocent.

Vytvofenf dokumentace tykajic/ se
Kiinického hodnoceni provédéného na
Pracovisti

"” Approved by site_07Mar14_FINAL
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3.3.2.1

Before commencement of the Study, the
Institution shall ensure that
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
promptiy sent to ICON:

A) A list of the names, ftitles and
occupations of each member of the IEC;
and

B) Written IEC/ SUKL approval of the
Protoco! and the Informed Consent Form;

C) The IEC/ SUKL approved Informed
Consent Form; and

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

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

F) Permission of SUKL or notification on
announcement made to SUKL

@) Other documents and Information
according to Regulations, particularly in
compliance with Act No.378/2007 Coll., as
amended, and its enclosures

Maintenance of the Clinical Study Site File

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 therein, 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-Millennlum EU Master CTA V1 Czech V1
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Pled zahdjenim Klinického hodnocenf

the Zdravotnické zalizenl zajist/ Ze, ZkouBejicl

ve spoluprécl se spoleénosti ICON vytvoli
dokumentacl, kterd bude zahmovat niZe

uvedené dokumenty = (déle jen
“DOKUMENTACE TYKAJIC! SE
KLINICKEHO HODNOCENI

PROVADENEHO NA PRACOVISTY). Kopie
zéikladnf Dokumentace tykajicl se Klinického
hodnocenl provddéného na Pracovisti bude
neprodiend zasléna spolecnosti ICON:
Seznam jmen, fitull a povoldn! kaZdého
¢lena NEK a

Pisemné schvélenf Protokolu a Formuldfe
informovaného souhlasu ze strany NEK a
SUKL a

Schvéleny  Formuldf  informovaného
souhlasu ze strany NEK a SUKL a

Aktudinl Zivotopls ZkouSejictho a v8ech
dalsich 2zaméstnanch Pracovists, kielf
vykonévajl jakoukoll funkci souvisejic
8 Klinickym hodnocenim a

Dokumentace t{ykajfc/ se finantnl a
majetikové nezAvislostl, kterd je definovéna v
¢lanku 5.5 niZe.

Schvéleni SUKL nebo ohla&en! Kiinického
hodnocenf zaslané na SUKL.

DalS{ dokumenty a informace v souladu s
Prévnimi pfedpisy, zviasté zékonem &.
378/2007 Sb., o léGivech, ve znénf
pozdéjsich pfedpis( a jeho ptiloh.

Vedenf Dokumentace tykajicl se Kiinického
hodnocenf provad&ného na Pracoviéti

Zdravotnické zafizenl zajisti Ze, v priib&hu
Klinického hodnocenf bude Zkousejicl vést
Dokumentaci tykajlci se  Klinického
hodnocenf provddéného na Pracovisti v
souladu s podminkami této Smiouvy a
aktualizovat ji zafazovénim néasledujicich
dokumentli, které bez prodienf poskytne
spoletnosti ICON:

V8echny dodatky k Protokolu a zéznam
tykajlcf se jakychkoliv plénovanych odchylek
od tohoto Protokolu vietnd dodatkd
Protokolu a hldsent.

Vedkerou korespondenci s NEK/SUKL,
vietné pravidelnych hidsenl a souhlast a

Approved by site_07Mar14_FINAL
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3322

C) An up-to-date log of ali Site visits, and

D) General correspondance relating to the
Study, and

E) Investigational Product accountabliity
forms, and

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

G) Permission of SUKL or notification on
announcement made to SUKL

H) Other documents and information
according to Regulations, particulardy in
compliance with Act No. 378/2007 Coll., as
amended.

The Institution agrees and shall ensure
that the Investigator agrees to pemit
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.

Aktuéini knihu vSech névitév v souvislosti
s Kiinickym hodnocenim na Pracovisti a
Viéeobecnou korespondenci vztahujicf se ke
Kiinickému hodnocenf a

Doklady o dopotitateinosti/evidencl
Hodnoceného létiva a

Dal8f dokumenty, materidly &i informace,
které bude ICON a/nebo ICON jménem
Zadavatele prib&nd poZadovat &l
poskytovat.

Schvélenf SUKL nebo ohiésenl Kiinického
hodnocenf zaslané na SUKL.

Dalsf dokumenty a informace v souladu s
Prdvnimi podpisy, 2vid5t8 zdkonem &.
878/2007 Sb., o létivech, ve znéni

pozdéjsich pledpisi.

Zdravotnické zaffzen! souhlasf a zajistf, Ze
Zkousejici souhlasl, Ze umo2ni spoletnosti
ICON, Zadavateli, jefich povéfenym osobédm
a/nebo Jakémukoliv Kontroinfmu dGradu
phHistup na Pracoviitd ke viem informacim
souvisejicim s Klinickym  hodnocenim

béhem obvykié pracovnl doby nebo jak
vyZadujl Pravnf pledpisy.

ICON-Millennium EU Master CTA V1 Czech V1
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3.3.31

3.3.3.2

3.4

34.1

3.4.2

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 GCP. The
Institution agrees to preserve all
documentation about the conduct of the
clinical Study and 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 from the date the
ciinical Study 1is completed. The
identification codes of the trial subjects will
be preserved by the Institution for the
period of at least 15 years. lf 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.

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

Study Participants
The Institution shall ensure that:
The Investigator shall include only

Qualified Participants in the Study.

The Investigator shall only use the most
recent Informed Consent Form approved
by the 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 IEC/ and
SUKL.

ICON-Millennium EU Master CTA V1 Czech V1
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Zdravotnické zalfzenf zafistf, 2e ZkouSejfcf
bude uchovévat zdznamy a dokumenty
vztahujici se kprovidénl Kiinického
hodnocenl a distribuci Hodnoceného I58iva
vsouladu s poZadavky &édnku 4.9 Sprévné
kiinické praxe. Zdravotnické 2aMzen! se
zavazujl uschovat vedkerou dokumentaci o
provedenf  kiinického  hodnocenf |
dokumentaci vztahujicf se k subjektlim
hodnocenf aZ do doby, kdy sponzor nebo
ICON ozndm{ zdravotnickému zaffzeni, Ze
dal8f uschovavani dokumentace nenf
potfeba, nejménd viak po dobu 15 let od
data ukonZen| kiinického hodnocenl.
Identifikaéni kédy subjektli hodnocenf bude
Zdravotnické zafizeni uchovévat nejménd
po dobu 15 let. Pro pfipad, 2e prvotnf Gdaje
budou dostupné pouze v elaktronické
podob@, Zdravotnické zalfzenf zajistf, Ze
Zkousejicf pro utely jejich ovalen! pofidf
vytisky téch dat, kterd se tykajl subjekid
hodnocenl a jsou vyznamné pro kiinické
hodnocenl. Tyto vyjtisky budou opatfeny
datem a podpisem zkoufejfctho a 4dnd
uchovéany.

Jestlize Zkousejicl ukontf vikon &nnostl ve
Zdravotnickém zafizenf pled uplynutim doby
uvedené v &lanku 4.9 GCP, Zdravotnické
zafizenf urdf pfsemn& pro ICON jinou osobu,
kterd bude & za veden| zdznaml
Kiinického hodnocenf. Spoletnost ICON
bude svym viastnim jménem nebo jménem
Zadavatele oprdvnéna navrhovanou osobu
schvélit &i zamftnour.

ub
Zdravotnické zatizenf zajistl, Ze:

Zkousejfcl zafadl do Klinického hodnocen(
pouze Zplsobilé subjekty.

Zkoudejlcf pouZijle pouze nejnovajsl
Formular informovaného souhlasu
schvédleny Zadavatelem, spoletnosti ICON,
NEK a SUKL. Zdravotnické zafizenf
neprovede 24dné zmény ve Formuléfi
informovaného souhlasu bez pisemného
schvéleni spoletnosti ICON a NEK / a
SUKL.

1 Approved by site_07Mar14_FINAL
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3.4.3

3.6

3.5.1

3.6
3.6.1

4.1

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

Qualified Participants.

Biological Samples

The Institution shall retain, use and
transfer blood, fluld and tissue samples
("Blological 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 dascribed in the Protocol.

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 pubilic official, regulatory authority
or anyone else for the purpose of
influencing, inducing or rewarding any act,
omission or decislon in order to secure an
improper advantage, inciuding to or obtain
or retain business; and (if) 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.

RESOURCES,
EQUIPMENT

Resources

MATERIALS AND

ICON-Millennium EU Master CTA V1 Czach V1
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Formuléale informovansého souhlasu.

Biologické vzorky

Zdravoinické =zafizenf smi uchovévat,
pouzivat a pfepravovat vzorky kive, kapalin
a tkénf (dale jen ,Biologické vzorky®) od
kvalifikovangch Géastnfkd (vietnd
Jjakychkoliv hmotnjch materidi odvozenyich
od téchto blologickych vzorkli) pouze v
souladu s Protokolem a Formulalem
infoomovaného souhlasu a nesmf
shromasdovat ani uchovdvat dallf
Biologické vzorky urtend pro poufitl ve
vyzkumu, ktery nen{ popsdn v Protokolu.

DodrZovénf zdkont o bo}i proti korupci

Zdravotnické zaffzeni (a jeho zaméstnanci
veetnd, nikoli viak vylutné, Zkousejlictho) a
zéastupci nesmi plfi provddani Kiinického
hodnocenf (i) nabizet, provadét, slibovat,
povolovat ani pfijfmat 24dné platby ani nic
hodnotného vetnd Gplatkli ve vztahu k
jakymkoliv stitnfm dfadim, kontroinfm
ufadim nebo komukoliv jinému za G&elem
oviiviiovéni, podporovani nebo odmafiovan(
jakéhokoliv  jedndnf, opomenut! nebo
rozhodnuti ve snaze o ziskadnl jakékoliv
neoprévnéné vyhody, vtetné ziskanf nebo
zachovéni zakézek; a (il) budou dodrZovat
viechny platné zdkony a pfedpisy zamélené
na boj proti korupci a tiplatkéfstvl. Pokud se
Zdravotnické zaffzenl dozvi o jakémkoliv
poruien( povinnosti Zdravotnického zaffzenf
na 2zdklad® tohoto Odstavce 3.8, |e
Zdravotnické zafizen/l povinno o tom
okamZitd informovat spoletnost ICON a
Zadavatele.

ZDROJE, MATERIAL A ZARIZENI

4drole

1V1 Approved by site_07Mar14_FINAL



ICON-Millennium Bipartite Institutional Contract —Czech

4.11

42

421

4.3

4.3.1

5.1

The Institution shall ensure that the
Investigator agrees to provide and
supervise all qualified and trained
personnel, facllities and other resources,
as are required to duly complete the
Investigator's and the Institution’s
responsibifities under this Agreement and
the Protocol. The Institution shall ensure
that the Investigator shall armange for the
avalilability of a Study Coordinator qualified
by training and/or experience to manage
all administrative functions at the Site
(including, but not imited to, meeting with
ICON's or the Sponsor’s representatives at
regular intervals) ("Study Coordinator”).
Should a Study Coordinator not be
available at the Site, the Institution shall
ensure that the Investigator shall assume
these responsibllities.

Materials

{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.

Equipment

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.

CERTAIN COVENANTS OF THE
PARTIES

Patient Recruitment

{CON-Millennlum EU Master CTA V1 Czach 1
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o Foas:

Zdravotnicksé zaffzeni musi zajistit, aby
Zkousejfcl souhlasil s tim, Ze zajistf viechny
kvalifikované a vydkolend pracowniky,
plisluSenstvi a dallf zdroje, které jsou
nezbyiné kfddnému pindnfi povinnost!
ZkouSejictho a Zdravotnického zafizenf
v souladu s touto Smiouvou a Protokolem a
bude na né dohilZet. Zdravotnické zalizeni
zafistl, 2o ZkouSejicl/ zafidi dostupnost
koordinitora Kiinického hodnocent
kvalifikovaného na 2zfkiad® dosaZeného
vadéldnf a/nebo zkuSenosti s lizenim viech
administrativnich funkef na Pracovist
(vieind, nikoliv viak vyiutns, pravideinych
schiizek se spoletnosti ICON nebo z4stupci
Zadavatele) (ddle jen ,KOORDINATOR
KLINICKEHO HODNOCEN/). V plipad8, 2e
Koordindtor Kiinického hodnocenf nebude
na Pracovist dostupny, Zdravotnické
2afizen| =zajistl, 2e tuto odpovédnost

plevezme Zkousejicl.
Materidl

ICON poskytne nebo zajisti, Ze Zadavate!
poskyine Zdravotnickému zafizen(
mnozstvi Hodnoceného létiva
a jakykoliv dalff materidl pro Klinické
hodnoceni (napl. Zé&znamy subjektu
hodnocent), jak je uvedeno v Protokolu.

Zatizenf

Zalizeni dodané Zadavatelem nebo jeho
jménem zlistdvd ve viastnictvi Zadavatele
nebo jeho dodavatele. Zdravotnické zaffzenl
souhlasf 8 tim, 2e bude toto zafizenf
pouZivat pouze v souvisiosti s Klinickym
hodnocenim a pfi dokon&enf nebo ukongen!
Klinického hodnocenl dod4 zafizenf nebo se
Jej zbavl v souladu s pokyny Zadavatele.

URCITE ZARUKY SMLUVNICH STRAN

Nébor pacientf)

Approved by site_07Mar14_FINAL
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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 in his or her best professional
Judgment do not adequately meet the
criteria for Qualified Participants.

52 Case Report Forms

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 leglbly and accurately
complete Case Report Forms, provided by
the Sponsor or ICON and shall submit
them within forty eight (48) Hours 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 every 10
weeks during the malin treatment period.
Then semi annually for the following phase
(half on site, half by phone).

523 The Institution shall ensure that the
Investigator shall fully assist, in a timely
manner, ICON representatives in resolving
any discrepancies, errors or missing
information in Case Report Forms or to
promptly take steps to cormect any
deficlencies 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.

ICON-Millennium EU Master CTA V1 Czech V1

Zdravotnické zafizeni zajistl, 2e ZkouSejfcl
vyvine maximédin{ Gsilf k tomu, aby zigkal
pouze Zplsobilé subjekty hodnocenl a aby
védomd neplijal subjekty, které dle jeho
nejiepfho odbomého tisudku dostatefnd
nespliiujl kritéria stanovend pro Zplisobily
subjekt hodnocenf.

Zdravotnické zafizenl zajistl, aby Zkousejic|
vedl aktudinf 2zdravotnické zdznamy o
subjektech, kiteré se (Giastni Kiinického
hodnocenl. Zdravotnické zafizen/ mus/
2ajistit, aby Zkousejfcl nebo jim zmocnénd
osoba v Citelné podob® a pfesnd vypinili
Zéznamy subjektu hodnocenl, které mu/jf
Zadavatel nebo ICON poskytne, a tyto
2édznamy do tyficeti osmi 48 hodin od
okamZiku zjisténl dat vypin&né odesle.
Zdravotnické zafizen| zajisti, 2e Zkousejic/
na 2zéklad® Zddostl tyto zAznamy bez
prodlenf pfedd zédstupcim Zadavatele nebo

ICON a zpfistupn! jim jakékoliv
zdrojové dokumenty souvisejicl s Klinickym
hodnocenim pli pravideinych kontroinich
navitévdch nebo jinak. Tyto kontroinf
névitdvy spoletnosti ICON a odbdr tidajt
budou uskuteéfiovény pfiblizng kaXdy 10.
tyden b8hem hlavn( lé8ebné f&ze.. Poté
béhem ndsledujici fdze dvakrit ro&nd
(jednou névitéva na centru a Jednou po
telefonu) Zdravotnické zaffzen! zajistf, %e
Zkousejlcl bude bdhem kontroinfch névitav
osobné pfitomen.

Zdravotnické zafizen( zajist/, 2e Zkousejicf
poskytne zdstupcim spolednosti ICON
dplnou a vSasnou soudinnost pli feSenl
jakychkoliv nesouladti, chyb & chybéjicich
Informaci v Zdznamech subjektu hodnocent,
nebo musf rychle provést kroky zaméPend
na nédpravu  jakychkoliv  nedostatk
Zjisténych bdhem monitoringu nebo névatév
ze strany spoletnosti ICON, Zadavatele
nebo fjimi povéfenych osob, plipadné
Regulaénfho Gfadu. Zdravotnické zafizen(
zajisti, Ze Zkousejfcl poskytne spolenosti
ICON pomoc pfi uskutedfovédn! audith
piivodnich pHipadovych 24znama,
laboratomich zprév, a/nebo nezpracovanych
zdrojovych (dajl, je2 jsou podkladem pro
data uvedend v zédznamech subjektu
hodnocent. Tyto audity budou

C25008_0114/0119_12002_FN Olomour Approved by site_07Mar14_FINAL
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53

5.3.1

Bublication

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 recelved 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 Sponsors 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. f a publication

ICON-Millennlum EU Master CTA V1 Czerh V1
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AQpErid & Eaivirscs

uskuteSfiovény sfPddnym zohledn&nim
divémosti paclent.

Zvefeinén{/Publikace

Smiuvni strany berou na védomi, Ze
Zadavatel sl viastnictvl viech
plivodnich Zdznami subjektu hodnocen,
které  vyplyvall ztohoto  Kiinického
hodnoceni. Aviak poté, co bylo provedeno
nebo ukongeno Kilinické hodnocen( na viech
studijnfch pracovistich, a poté, co Zadavatel
shromé2dll a analyzoval véechna data, bude
mit ZkouBSejici plednostnfi prdva na
zvefejnénl &l prezentaci téchto zdznamil, a
to za pfedpokladu, %e Zadavateli bude
pledloZen k revizi a vyjadrfenf rukopis nebo
vytah zdznamu, a to 8edesét (680) dnf pfed
pleddnim ke zvelejnéni nebo #edesét (60)
dnf pled prezentac!. Jestiize by, dle dsudku
Zadavatele, zvelejnénl nebo prezentace ve
vySe uvedené Ih(td zabrénily Zadavateli ve
vyvoji Hodnoceného Ié&¢iva, Zdravotnické
zalizen| zajlstl, Ze ZkouSejicl zvaz( Gpravu
Ihiit zvelejndnl a prezentace dle potfeby.
Zdravotnické zaffzeni zajistf, 2e Zkousejicl
bude ddle souhlasit s vymazem informac,
které6 ICON nebo Zadavatel oznadl za
divdmé, pfed tim neZ rukopis a/nebo vytah
ze Zéznamu subjektu hodnoceni budou
pfedény ke zvefejndni nebo prezentaci, a
nebo na 2ZAdost spoletnosti ICON &l
Zadavatele odloZ{ zvelejnénf & prezentaci
takového rukopisu a/nebo vytahu za itelem
umoZnén{ poddvani 24dostf o registraci
patentu Zadavatelem. Zadavatel bude
rovnd2 oprdvndn ke zvefejnéni Kilinického
hodnocenf. Pokud je Kiinické hodnocenf
soutéstl multicentrického kiinického
hodnocenf (coZ pro uldely této Smiouvy
znamend, Ze alespofi jedno daldl
zdravotnické  zaffzenl provadl kiinické
hodnocenf), pak nedoje ke zvefejnénf &
prezentaci na zédkladé vysledkd zfskanych

Approved by site_07Mar14_FINAL
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5.3.2

5.4

concems the analyses of sub-sets of data
from a multicentred dlinical trial the
publication or presentation shall make
reference to the relevant multi-centre

publication(s).

The parties agree that the Sponsor may
include information about the Study on
publicly accessible internet sites (for
example, clinicaltrials.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 name 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 Protocol number
on the Institution’s website.

Jimelines

ICON-Millennium EU Master CTA V1 Czach V1
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na Pracoviiti dfive, neZ2 budou poprvs
zvelejnény vysiedky multicentrické studie.
Pokud se tyki analyz
podsouborli  Gdajll 2z multicentrického
kfinického hodnocenf, bude toto zvefejnén|
& prezentace odkazovat na pfisiuiné
zvefejnénl  vysledkd  muliicentrického
hodnocen.

Strany souhlasf 8 tim, 2e Zadavatel mi2e
informace o Klinickém hodnocenf uvelejnit
na vefejnd dostupnych Intemstovych
strénk4dch (napf. clinicalirials.gov, strénky
zamélené na ziskAdvanl pacientd atd.)
vietnd jmen a kontakinfch informac(
Pracovistd, Zdravotnického zafizenf a/nebo
Zkousejictho. S vyjimkou vySe uvedeného
nebo jinak v souvislosti se 2ziskévanim
paclentt nebo podle toho, jak to bude
vy?adovat zdkon, nesmi Z4dnad strana
pouZfvat jména strany nebo Zadavatele,
aniZ by k tomu méla pisemny souhlas této
druhé strany nebo Zadavatele. Zdravotnické
zalizeni sl vyhrazuje prévo uvést jméno
zadavatele a ¢&islo protokolu na webové
strénky Zdravotnického zafizenf.

DodrZen( Ihtity

*** Approved by site_07Mar14_FINAL
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54.1

55

6.5.1

5.8

5.6.1

5.7

5.7.1

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

Financial Disclosure

The Institution shall ensure that the
Investigator shall complete and retum to
ICON or the Sponsor In a timely manner,
financlal 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 retum 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 retum
all financial certification/disclosure forms
as described in this Section 5.5.

Conflict

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 thelr
obligations under this Agreement.

Payments

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 no
payments are being provided to them for

ICON-Mitlennium EU Master CTA V1 Cz¢e~» 114
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A8penin ol Rapmenes

Zdravotnické zafizen| zajisti, 2o ZkouSejlcf
vynalol maximdin{ Gsili k dokon&enf
Kiinického hodnoceni v souladu se Ihitou
stanovenou vPfiloze & 2 této Smilouvy
(kterd mi2e byt vpribdhu hodnocenf
spoletnosti ICON rozumnd upravena
pisemnou formou).

mmo

Zdravotnické zafizenf zajistf, e ZkouZejic!
vtas vypini a odevzdd spolednosti nebo
Zadavateli potvizenf nebo certifikit o
finangni nebo majetkové nezévislosti (podie
toho, ktery formuléf je poZadovédn) vietns,
nikoli viak vylutn®, formuldfe FDA 1572,
jenZ ZkouZejicimu poskytia spole&nost ICON
nebo Zadavatel. Zdravotnické zafizenf
2a)isti, Ze ZkouSejlcI roné2 vypini a
odevzdd spolenosti ICON nebo Zadavateli
na zdkladd pokynu spoletnosti ICON nebo
Zadavatele veSkera aktualizovand potvizen!
nebo certifikéty o finanénl nebo majetkové
nezdvisiosti, a to jak bshem provadénf
Klinického hodnocenl, tak po dobu jednoho
roku poté. Zdravotnické zalizen zajisti, %e
viichni spolupracownici Zkou3ejfctho, ktelf
vykondvall funkel souvisejic! s provadénim
Klinického hodnoceni, vypini a odevadajl
potvrzeni nebo certifikdty o finanni nebo
majetkové nezAvislosti uvedend v tomto
Clanku 5.5.

Konflikt

Zdravotnické zaffzenl zajisti; 3o Zkousejicl
nebude bshem trvénf této Smiouvy provadat
Jakékollv jiné kiinické hodnocenl, které by
mohlo  neplfznivé  oviivnit  schopnost
Zkousejictho pinit své povinnosti vyplyvajic
Z této Smiouvy.

Platby

Zdravotnické zaffzeni souhlasl s tim, %e na
Jeho usudek s ohledem na poskytovén( péte
a poradenstvl kazdému Géastnikovi nebude
mit viiv odména, kterou obdrf na zdkladé
této Smiouvy, e tato odména nepfekrodf
trznf cenu sluZeb, které poskytuje, a Ze mu
nebudou poskyinuty 24dné platby s Geelem
pfimét ho k ndkupu nebo predepséanf
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5.8

5.8.1

6.1

6.1.1

6.1.1.1

the purpose of inducing them to purchase
or prescriibe 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 govemmental
agency, or any other third party, for such
free products or items. Institution agrees
that it will not bill any patient, insurer, or
govemmental 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.

Communications

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 Tral. Institution will
immediately 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 mafter is reasonably llkely to
impact the Study) and, when practicable,
will permit Sponsor to review and comment
in advance upon any significant
communication to a regulatory authority
conceming the Study.

INVESTIGATOR

Bight to Enter Agreement

The Institution warrants and represents
that:

that it has the right to enter this
Agreement, and

ICON-Millennium EU Mastar CTA V1 Czech V1
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A Pyt e argnron

jakgchkoliv 16k0, zafizeni nebo vyrobkd.
Pokud Zadavatel nebo spoletnost ICON
dodajl zdarma jakékoliv vyrobky nebo
poloZky urtend pro pouZitl v Klinickém
hodnocenf, souhlasi Zdravotnické zafizenl s
tim, 2e nesbude 2Adnému pacientovi,
pojisftovnd anl stitnfmu Gfadu GStovat
Ghradu téchto vjrobklli nebo poloZek.
Zdravotnickd zaffzen/ souhlasf/ s tim, Ze
nebude Z&dnému paclentovi, pojisfovnsd anl
statnf instituci nic G¥tovat ani za 24dné
nAvitdvy, slutby a vydale, které jJim
vzniknou bshem Kiinického hodnocenf a
které jim hradila spoletnost ICON nebo
Zadavatel nebo které nejsou soutésti bé2né
péte, kterou by noméind poskytovali
Gtastnikovi.

Komunikace

Zdravotnické zafizenf bude spoletnost
ICON infoormovat o tom, jak Kiinické
hodnocenf pokratuje. Zdravotnické zafizeni
bude spoleénost ICON a Zadavatele
okam2itd informovat o kaZdém skuteCném
nebo domndlém pfipadu  nesprévné
provadéného vyzkumu nebo podvodu ze
strany Hodnoticich pracovnik( v souvislosti
8 Kiinickymi hodnoceniml. Zdravotnické
zafizeni musf spoletnost ICON a
Zadavatele okamzitd informovat o jakékollv
komunikacl 8 Kontrolnim (fadem s ohledem
na Kiinické hodnocenf (vZein® komunikacf
tykajicich se Zdravotnického zaffzenf,
Pracovi§td nebo Hodnotlciho pracovnika ~ v
plipadd, Ze pledmét bude mft s nejvyssi
pravdépodobnosti viivn na  Klinické
hodnocenl), a kdy? to bude moZné, tak
povoll Zadavateli 'v pHpadd vyznamné
komunikace s kontrolnim Ufadem s ohledem
na Kiinické hodnocenl provést pfezkum a
pfedem uvést své plipominky.

ZKouSEJicl

Prévo uzayiit Smiouvu

Zdravotnické zaffzenl
prohlésent, Ze:

zaruuje a &inf

Je oprdvnéno uzaviit tuto Smiouvu a

© " Approved by site_07Mar14_FINAL
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6.1.1.2

6.1.1.3

6.1.1.4

6.2

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

the Investigator Is permitted to perform
services pursuant to this Agreement, and

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

B) for the duration of the Siudy, 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.

The Institution shall ensure that the
Investigator shall perform activites and
meet therewith related obligations as
determined by Act No. 378/2007 Coll., on
Drugs, as amended, and Decree No.
226/2008 Coll., on good clinical practice
and closer condltions of clinical research of
medicinal products, as amended.

Unavailabllity of the investigator

ICON-Millennium EU Master CTA V1 Czech V1
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Ziskalo vechny souhlasy vy?adované za
Gtelem uzavien( této Smiouvy, jejich? kopie
Jsou pfipojeny, pokud je to relevantni, k t&to
Smiouvé a

Zkousejlc je oprdvnén k vykonu sluzeb dis
této Smiouvy a

Podminky této Smilouvy se shodulil se
soutasnymi  zAvazky  Zdravotnického
2afizen( a Zkousejictho a

Po dobu provéddén! Kiinického hodnocenf
nebo trvénf této Smiouvy, podie toho, kterg
znich trvd déle, Zdravotnicks zafizenf
zajisti, 2o se ZkouSejic/ nebude Glasinit
Z4dného jiného Kilinického hodnocenf nebo
¢innostl, je2 by mu brénily Géastnit se tohoto
Klinického hodnocenf, anl se nebude jinak
Gtastnit &innost!, které by byly v rozporu
8 provadénim Klinického hodnocenf.

C) v pfipad®, Ze jsou vzdjemns préva a
povinnosti spolegnosti ICON a ZkouSejictho
stanovena v samostatné smiouvé (,.Smiouva
se Zkousejfcim®), musf se platby pfevedené
Zkousejicimu a Spoluzkousejfcim provadét
se souhlasem Zdravotnického zalfzenf a
nesmi byt v rozporu s Zddnym zékonem,
pfedpisem nebo pravidiem Zdravotnického
zaffzenl.

Zdravotnické zaffzen! zajistf, 3o ZkouSejfcf
bude vykondvat &innosti souvisejici s
Klinickym hodnocenfm v souladu se
zdkonem &. 378/2007 Sb., o létivech, ve
znénl pozdéjSich predpisi a vyhldskou &.
226/2008 Sb., kterou se stanovuje sprévna
klinické praxe a bli2&f podminky kilnického

hodnocenl 1é&iv, ve znéni pozdéjsich
pledpis(.
Nedostuonost Zkoussifctho

Approved by site_07Mar14_FINAL
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6.2.1

71

711

7.2

721

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 thess responsibiiities to a
qualified sub-Investigator, who shall be
identified In writing. The Institution shall
ensure that when the Investigator's
absence is to exceed seven (7)
days, ICON shall be notified In writing of
the designated sub-Investigator who shall
assume the Study responsibifities. ICON
on its own behalf or that of the Sponsor
may approve or reject any proposed sub-
Investigator. Such approval shall not be
unreasonably withheid. Should a
permanent substitution for the Investigator
be required, the Institution shall notify
ICON In writing, in accordance with
Section 16.3. The Institution may not
permanently substitute other investigators,
or make subsiantial changes in the level of
effort asserted by the Investigator, without
the prior written approval of ICON in the
absence of which ICON shall be entitled to
invoke the provisions of Section 11.3.1.8
below.

INVESTIGATIONAL PRODUCT

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.

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,

(CON-Millennium EU Master CTA V1 Czarh \4
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Alprb A Eapenpcs

f‘ Cioscs Foosswre |

Pritomnost ZkouBejictho je zAsadni{ pro
provédén! Kiinického hodnocenf die této
Smiouvy. Vzhledem k tomu, 2e Zkousejicf
bude dohliZet na priibdh celého Kiinického
hodnoceni, pak vplipadé dolasnd
nepfitomnosti Zkousejicfho Zdravoinicks
zalizen| zajisti, 28 ZkouSejici deleguje tuto
odpovédnost na kvalifikovaného
spolupracovnika ZkouSejictho, ktery bude
urten plsemnd. Vpfipads, kdy se
pledpokiddd, Ze mpmommst Zkousslictho
plfeséhne sedm (7) Zdravotnické
2afizen| zafisti, Ze budn IOON informovén
plsemnd o navrzeném

Zkousejfctho, ktery plevezme odpovédnost
souvisejlc/ s Kiinickym hodnocenim. ICON
mii2e svym |ménem nebo jménem
Zadavatele schvdlit nebo odmfinout
jakéhokoliv navrzeného spolupracovnfka
Zkousejlctho. Schvélenl nsbude
bezdlivodnd. Pokud bude stéld
ndhrada Zkou#ejictho, bude Zdravotnické
zafizenf informovat spoletnost ICON
plesemnd vsouladu sé&éankem 15.3.
Zdravotnické zafizenl nesmf trvale nahradit
dalsf zkouSejicl nebo utinit zdsadnf 2mény
chledn& uslll vyvinutého ZkouBejicim bez
pfedchoziho pisemného souhlasu
spoletnosti ICON. V pfipadd, 2e tento
souhlas nebude udélen, bude spolednost
ICON oprévnéna uplatnit ustanoven! &idnku
11.8.1.6 niZe.

HODNOCENE LECIVO
ObdrZen( Hodnoceného léCiva

Zdravotnické zatizenl zajist, 2e Zkousejic/
potvrdl obdrzenf Hodnoceného Iétiva
podepsénim plisluinsho
dokumentu(plislugnych dokumentf)
HAormuléle(l) poskytnutych Zadavatelem,

spolegnosti ICON nebo dodavatelem, ktery
Zadavatel nebo spoletnost ICON urf.

Zdravotnické zaffzenl zajisti, 2e ZkouSejicl
bude dokumentovat poddvani a distribucl
Hodnoceného [é¢iva subjektim hodnocenf
v plisiudnych C&éstech Zéznamu subjektu
hodnoceni a jakémkoliv zdznamu o vydeji
vsouladu sPrévnimi pfedpisy, zvi45té
zékonem ¢&. 378/2007 Sb., o l&tivech, ve
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722

723

73

7.31

7.4

7.4.1

particularty with Act No. 378/2007 Coll., on
Drugs, as amended, and Decree No.
226/2008 Coll,, on good clinical practice
and closer conditlons of clinical research of
medicinal products, as amended.

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

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

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.

onal u

The Institution shall ensure that the
Investigator shall retum 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.

ICON MONITORING

ICON-Miilennium EU Master CTA V1 Czenh V14
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zndnl pozdéjiich pledpist a vyhldskou &.
226/2008 Sb., kterou se stanovuje sprdvné
kilnickd praxe a bii28f podminky klinického
hodnocenf I6tiv, ve zn&nil pozigjsich
pledpisi.

Zdravotnické zafizen| zajisti, 2e ZkouSejicl
bude Hodnocené IStivo podévat pouze
Zplsobilym subjektlim hodnocenf v souladu
s Pravnimi pledpisy, zviA%td zikonem &
3768/2007 Sb., o Istivech, ve mménl
pozdéjich pledplsh a wyhidskou &
226/2008 Sb., kterou se stanovuje sprédvné
kilnick& praxe a bii28f podminky kiinického
hodnocen!/ 168lv, ve znéni pozd&jsich
pledpist.

Hodnocené Ié¢ivo bude pouZivino pouze
pro Gtely stanovené v Protokolu. Zadavatel
a/nebo ICON mus{ udélit pfedchozl souhias
8 jakymkoilv jinym uZfvéinim Hodnoceného
lé2iva, neZ které je uvedeno v Protokolu.

Zdravotnické zalfzenf zajistf, 2e Zkousejlc/
bude vSechna Hodnocend lé2iva skladovat
bezpeins, jak je stanoveno v Protokolu,
v kaZdém pfipadé viak bud v hlavnf I6kdma,
kde kvalifikovany l6kdmfk dohlf#f na vydej
nebo vzéné s omezenym a tato
Hodnocend 16¢iva budou vyddvdna pod
primym dohledem Zdravotnického zafizent.

Vrécen( Hodnoceného lé&iva
Zdravotnické zaffzenf =zajist, %e po
dokontenl nebo ukonden/ Klinického

hodnocenf nebo kdykoliv, kdy to Zadavatel
nebo ICON nalfidl, Zkous8ejfcl vratl veskers
nepouZitd Hodnocen4 Ié&iva jakoZ i jakékoliv
balent, af uZ obsahuji nepouZité Hodnocend
lé¢ivo & nikoliv, vsouladu s pokyny
Zadavatele nebo spoleénosti ICON.

MONITOROVANI zE
SPOLECNOSTI ICON

STRANY

V1 Approved by site_07Mar14_FINAL



ICON-Millennium Bipartite institutional Contract —-Czech

8.1

8.1.1

8.12

8.1.3

Site Inspections

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 facliities that the
institution/investigator proposes to use for
the Study; both before the Study begins,
during the treatment phase of the Study
and after the Study ends.

if, In accordance with GCP, the Sponsor’s,
or ICON Standard Operating Procedure’s
or standards, the facilities are determined
not to be adequate for the proper conduct
of the Study, and the Institution does not

such Inadequacies within a
reasonable period of being notified of such
inadequacy, then ICON may at its sole
discretion, refuse to commence or decide
to discontinue the Study, and terminate
this Agreement without further obligation to
the Institution.

The Institution shali notify and shall ensure
the Investigator notifies ICON promptiy if a
Regulatory Authority requests permission
to inspect the Investigator's and/or
institution’s research records conceming
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 @ssist 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,
wamings, 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-Millennium EU Master CTA V1 Czach V1
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mﬂldadépﬂnﬂaﬂmweddmzlho

oprévnénym 0sol

spoletnosti ICON a ]akéhokoll
Kontrointho dGfadu zkontrolovat zafizenl,
které Zdravolnické zafizenl/Zkoussjic!
navrhuje k proveden! Kiinického hodnocen,
a to jak zahdjenim Kilnického
hodnoceni, tak | vpriibdhu jeho l6¢ebné
féze po jeho ukonéeni.

Pokud je v§8e uvedené zaffzen! die GCP,
standardnich pracovnich postupl a
standardd Zadavatele nebo spoletnosti
ICON oznateno za neadekvétni k f&dnému
proveden! Klinického hodnocenl a
Zdravotnické zalzenf nezf{df ndpravu téchto
nedostatkli vrozumné [hitd® od okamZiku,
kdy mu tyto nedostatky byly oznédmeny,
m02e ICON die viastniho uvdZen! odmftnout
zahdjeni Kiinického hodnoceni nebo
rozhodnout o jejim pleruSenf a ukonéit tuto
Smiouvu bez jakékoliv dalif povinnosti visi
Zdravotnickému zalfzenl.

Zdravotnické zaffzen{ bude neprodiend
informovat a zajistl, Z2e Zkousejic/ bude
informovat spoleénost ICON a Zadavatele v
pfipad8, 2e Kontrolnf Gfad bude poZadovat
kontrolu zéznam®i Zkousejictho a/nebo
Zdravotnického zafizenf tykajicich se
Kiinického hodnocenl. Po ozndmenl o
kontrole bude Zdravotnické zalizenf
informovat, nebo 2ajisti, 2e Zkousejicl bude
informovat spoletnost ICON o datu a &ase
takové kontroly, a umoZnf spolenosti ICON
podfiet se na pHpravich na inspekci
Kontrolnfho dfadu. Déle, pokud dojde ke
kontrole, Zdravotnické zafizenf se zavazuje,
Ze bude pfi této kontrole spolupracovat a
zajistl, 2e bude spolupracovat Zkousejlcl, a
plizve k 1tasti spoletnost ICON a
Zadavatele. Zdravoinické zaffzen( souhlasf,
20 poskytne a zajistl, 2e Zkousejlcl poskytne
Zadavatell a spoletnosti ICON kople vech
materidld Kontrolnfho tfadu, vEeind, ale
nikoli vyluénd, korespondence, vyjédfeni,
varovénl, donucovacich opatfen!, spis,
pfedvoléni, formuldft a 24znami, které
Zdravotnické 2zafizenf obdrZf v disledku
kontroly nebo pfi Jejim olekavanl.
Zdravotnické zafizenf bude informovat a
2ajistl, Ze Zkousejic/ bude informovat

1 Approved by site_07Mari4_FINAL
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8.2

8.2.1

82.1.1

8.2.1.2

82.1.3

9.1

Authority.

Records

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:

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

Review Investigational Product
accountability records for completeness
and accuracy, and

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

CONFIDENTIALITY

Con ()
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Afymbi ot Ersemace

spoletnost ICON o wvSech Zalobich
podanych Kontrolnfm dfadem na zéklads
kontroly.

Zéznamy

Zdravotnické 2atizenl zajistl, e ZkousSejlcl
umoZnl opravndnym osobdm spoletnosti
ICON, Zadavatele a jakéhokoliv Kontroinfho
Gladu monitorovat pribdh  Kiinického
hodnocenf a viechny pisemnost
pozadované Prévnimi pfedpisy v prib&hu
obvykié pracovni doby nebo jak vy?aduje
zékon a:

Zkontrolovat (lplnost Zéznaml subjektu
hodnoceni a podrobnou shodu s Protokolem
a

Zkontrolovat lpinost a pfesnost dokladl o

dopotitateinosti/evidenci Hodnoceného
iétiva a

Zkontrolovat zdrojové dokumenty, vietnd,
nikoliv viak vyludng,
nemocniBnich/klinickych zéznamfii

relevantnich pro plipravu Z&znamu subjektu
hodnocenl. Jakékoliv inspekce zdrojovych
dokumentt) ze strany spolenosti ICON bude
provedena 8 fadnym zohlednanim
zachovéni dlivémosti pacienta.

MLCENLIVOST
Davémsé informace

V1 Approved by site_07Mar14_FINAL
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9.1.1

9.2.1

All information (inciuding, but not limited to,
documents,

instructions), and materials (including, but
not limited to, the Investigational Product
and comparator products), provided to the
institution/Investigator by iICON, 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 “Confidential
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.

Agreement Not to Disclose

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 physiclans, nurses or
employees directly invoived in conducting
the Study; and shall safeguard the
Confidential information with the degree of
care nommally afforded Confidential
information.
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Véechny informace (vieind, nikoliv wviak
vyluéné, dokumentfl, popisi, dat, Formuldl
vwkazy o plipadech, fotografi,
vldeozéznamtu a pokynl) a materidly
(vCetnd, nikoliv vak vyiuénd, Hodnoceného
léCiva a I6Civ pro porovnanl), kterd
Zdravotnickému zafizenfl / ZkouSejfcimu
poskytia spoletnost ICON, Zadavatel nebo
Jejich 2éstupci (verbéini, pfsemné nebo
elektronické), a viechna data, zpnivy a
informace tykajic/ se Kiinického hodnocenf
nebo jeho postupu budou majetkem
Zadavatele a bude s nimi nakladéno jako
8 informacemi davémymi (d4le spole&né jen
-D0v8mé informace”) a budou
vyhradnd pro Géely Kiinického hodnocen,
pokud takové informace nepatli mezi
vyjimky dle &ldnku 9.2.3 niZe.

Dohoda o mi¢enlivosti

Zdravotnické zaffzeni nesdéll, a zajistf, 3e
ZkouSejici souhlasf, 2e nesdéli,
Dlvémsé informace jinym tfetm strandm ne2
zaméstnancim, kteff tyto DGvamé
informace potfebull znét, tj. &eniim
NEK/SUKL, Iiékatim, sestrdm nebo
zaméstnancliim, jenZ se pHmo dSastnf
provaddni Kiinického hodnocenf; a
2abezpedl Divdmé informace s takovou
péti, kterd je u Dlvémych informacl
obvykia.

!1 Approved by site_07Mar14_FINAL
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822

823

9.2.3.1

9.23.2

9.2.33

9.23.4

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

The obligations of nondisclosure do not
apply when:

The information s In the public domain or
becomes publicly avallable through no
fault of the Institution or any Institution

employee.

The Institution knows the information
before recelpt from ICON, as evidenced by
ita/hls or her written records.

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

Regulations require disclosure to a court of
competent jurisdiction, or government
authority; provided that buch disclosure is
subject to all applicable govemmental or
judiclal protection avallable 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
cooperate with ICON/Sponsor to limit the
extent of such disclosure.
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A Bt o)

Zdravotnické zaffzeni bude, a zajistl, 2e
ZkouSejicf souhlasf, 2o bude takové
informace uZivat pouze za Gtelem pindnf
svych pfisluinych povlnnosu vyplyvajicich 2
této Smiouvy. Pokud o to ICON po2éd4, phi
dokongeni Kilnického hodnocenf
Zdravotnické zafizeni wrat, a zajistf, Ze
Zkousejici neprodiend vratl tyto velkeré
Davémé Informace spoletnosti ICON
(krom® poloZek poZadovanych dle &éanku
333 wyle - Uchovavani/Pfeveden!
Evidence tykajici se Kinického hodnocenf
provédd&ného na Pracoviiti).

Povinnosti zachovAni mitenlivosti se
nevztahujl na:

informace, které byly zvefejn&ny nebo se
staly velejnd dostupngml bez pochybeni
Zdravotnického zafizenl nebo jakéhokoliv
zam@stnance Zdravoinického zaffzenf.

Ptipady, kdy informace jsou Zdravotnickému
zaffzenf zndmy pfed jefich obdrZzenim od
spolenosti ICON, jak dokazuli pfsemné
zéznamy Zdravotnického zafizenf.

informace, které byly prévoplatné ziskény od
tretf strany, které e oprévnéna je sdélit a je2
tyto informace neziskala poruSenim prav
Zadavatele nebo povinnosti migenlivosti vli&i
Zadavateli.

Informace, jejichz sdéleni soudiim plisiuiné
Jurisdikce nebo viddnim orgdnim je
vy2adovéno Préavnimi pfedpisy s tim, 2e na
toto poskytnuti informacf se vztahuje
vedkerd platnd statnl nebo prdvni ochrana,
kterd je k dispozici pro dany typ materidlu,
jehoZ se tykd poZadavek na poskytnutf, a
spoletnosti ICON a Zadavateli pledd
oznémenf{ o tomto zvefejnéni s pfiméfenym
plfedsthem tak, aby Zadavatel a/nebo
spolednost ICON méli moZnost vyhledat
ochranné soudni naffzeni, které by tomuto
zvelejnéni zabrénilo nebo by jej omezilo, a
Zdravotnické zatizenl se zavazuje, e bude
se spoleSnostf ICON / Zadavatelem
spolupracovat na omezen!{ rozsahu tohoto
zvefejnénl.
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9235 The Sponsor and/or ICON grants prior

written permission for disclosure.

9236 The resulis of the Study are disclosed to

9.9

9.3.1

8.3.2

thid partles In accordance with the
provisions of Section 5.3 above.

oy Syt o s i

P ST

||| Ciowca Resswcn

Informécie, k ozndmeniu kiorfich Zadévatel

a/alebo ICON dé predchédzajtci pfsomny
sthias.

Vysledky Kiinického hodnocenl, které jsou
tfotim  straném v souladu
8 ustanovenimi &dnku 6.3 vjia.

Without prejudice to the generality of
Saction 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
capabie of Identifying individuals including
without limitation the provisions of Council
Directive 85/46/EC of the European
Parilament and of the Councll of 24
October 1985 on the protection of
individuals with regard to the processing of

data and on the free movement
of such data and Act No. 101/2000 Coll.,
on Personal Data Protection, as amended.
The Institution shall and shall ensure that
the Investigator will In particular observe
any such disciplines or obligations
specifically brought to the attention of the
institution/Investigator by ICON or the
Sponsor, which are Inherent in compliance
with such Regulations.

institution acknowledges and consents to,
and shall cause all applicable Study Staff,
to acknowledge and consent to ICON's
and the Sponsors collection, use,
processing, transfer and disclosure of their
personal information, respectively,
including detalls 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
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AniZ by byla dotéena obecn4 platnost &dnku
9.1 vySe, Zdravotnické zalfzenl bere na
a zajist, 2e ZkousejlciI bere

specldin® na vidom{ avé Z tohoto
¢lanku vyplyvajicl a souhlasf, 2e bude jednat
vsouladu se viemi platngmi Prévnimi
pledpisy souvisejicimi 8 lékaf'skou
miZeniivosti a ochranou osobnich (Gdajd
Identifikujfcich jednotiivce, wietnd, nikoliv
vak v§lutnd, ustanoveni Smémice
Evropského parlamentu a Rady 95/46/ES ze
dne 24. fjna 1985 o ochran& osobnich Gdaji
v souvisiosti se zpracovénim osobnich Gdaji
a voinym pohybem téchto Gdaji a zdkon &.
101/2000 o ochran® osobnich Gdajl, ve
znéni pozdéjSich pledpisfi. Zdravotnické
zal{zenl bude, a zajist], 2e ZkouBejic/ bude
zejména dodrZovat vechna takova pravidia
nebo povinnosti, na které spolenost ICON
nebo Zadavatel specifind upozom/
Zdravotnické zaffzenl/ Zkouiejiciho, a které
jsou vsouladu sPréwnimi pledpisy

podstatné.

Zdravotnické zafizen( souhlasf 8 tim a dévé
svilj souhlas k tomu, a udéi4 via pro to, aby
viichni plislusni Hodnotfcf ' pracovnici
souhlasili 8 tfm, 2e spoletnost ICON a
Zadavatel budou shromaZdovat, pouZivat,
zpracovévat, plendSet a 2velejfiovat jejich
osobnf informace, vietnd ddajli o jejich
jménd, adrese, kvalifikacl a zkuSenostech s
kiinickymi testy, finangnich informaci tykajfcl
se mimo jiné odméfovéni, a dal8l osobnf
data pro sprdvni GCely v souvislosti s
Klinickym  hodnocenim.  Zdravotnické
zalf{zenl chdpe a vyslovnd souhlasi s tim a
pfiméje viechny phsiusné Hodnotic!
pracovniky k tomu, aby vysiovn#& souhlasili s
tim, Ze tyto informace mohou byt v plipadd
nutnosti pro tyto titely poskytnuty vyborim
pro etiku a viddnim dfadim, které se
nachézf jak v zemi, kde se bude Kiinické
hodnocenf provadét, tak | v ostatnich zemich
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10

10.1

10.1.1

10.2

10.2.1

103

out, In cother 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 appiicable
Study Staff, to acknowledge and consent
to thelr 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.

INTELLECTUAL PROPERTY

Disclosure

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 resuit of using
data from the Study (hereinafter called
“Inventions”).

Ownership

Sponsor shall have sole ownership and
rights in any Inventions.

ICON-Millennium EU Master CTA V1 Czech V1
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Evropského  hospodélského

(.EHS") a ve Spojenych stétech ametbkych
nebo finak, jak to budou zékony v
platném znénf, nebo jak to bude nutné pro
Gtely GCP nebo pro audity a kontroly
zaméfend na ochranu dat. Zdravoinické
zalizenf ddle vyslovuje svilj souhias s tim a
pliméje viechny plisluiné Hodnoticl
pracovniky k tomu, aby souhlasili s tim, 2e
jefich osobnf informace budou v pfipadé
nutnosti pfesunu mimo jurisdikci, kterd
nemusi mit stejnou zdkonnou ochranu dat,
respektive nemusi mft vibec 2Adnou
ochranu dat, jako misto jurisdikce, kde majl
Zkousejicl a/nebo Hodnotici pracovnici své

bydiisté/s(dlo.
DUSEVNI VLASTNICTVI

Sdflenf duSevniho viastnictvi

Zdravotnické zafizenl/ spoletnosti ICON
a/nebo Zadavateli neprodiené poskytne a
zajisti, aby zkousejicl poskytnul, v plsemné
formd  jakékoliv patentovateiné i
nepatentovatelnd vyndlezy, postupy, know-
how, obchodnl tajemstvi, tdaje, zlepSovac(
navihy, patenty a/nebo jiné duSevn|
viastnictvl, které vynalezlo & objevilo
Zdravotnické zaffzen/ b8hem provédéni
Kilinického hodnocenf/ nebo které bylo
vynalezeno & objeveno v disledku
vyuZivanf dat z Klinického hodnocenf (déle

jen VYNALEZY"), .

Viastnictvi

Zadavatel bude mft vedkeré vyndlezy ve
svém vyhradnim viastnictvi a bude k nim mit
velkera prédva. .
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10.3.1

104

10.4.1

"

111

1114

1.2

The Institution shall take and shall ensure
that the Investigator shall take ali such
actions throughout the teerm 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
meSponsor,atmeSpumorsexpensaby
promptly executing any
canylngoutanyamﬂu:maybemqmmd
to vest the rights in or to inventions in the
Sponsor and otherwise to enable the
Sponsor fully to protect its inteflectual
property.

Background Rights

For the avoidance of doubt all intellectual
property rights and rights of a similar
nature owned by or licensed to the

institution/Investigator, Sponsor or ICON
prior to the date of this Agreement shall

remain that party’s property.

TERM AND TERMINATION

Tem

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
1.

Jermination by Institution
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ATyenint v Bpzadence
R sl

Zdravotnické zafizenl vykond, a zajistf, 2e
Zkousejfcl vykond v priib8hu trvanl Smiouvy
i po té vedkeré takové kroky, které budou
nezbytné za Gtelem 2zajiStdnf, 2e Vyndlezy
budou moci byt Zadavateli svileny bez
zatiZzen|/ vsouladu s &dnkem 102 vyie.
Zdravotnické zalfzenl bude, a zafistf, |
ZkousejflcI bude dile se Zadavatelem
spolupracovat na (et Zadavatele a to tak,
2e neprodlend  podepiSe

dokumenty nebo uskuten{ jakékollv Gkony,
které mohou byt vyZadovédny za dGéelem
ud8len/ prdv k Vyndlezlim Zadavatell &
jinym zpfisobem, aby umoZnil Zadavatell
pind chrénit prava dusevnfho viastnictvi.

Dal’( préva

Za itelem vylouteni pochybnosti viechna
préva dusavniho viastnictvl a prédva podobné
povahy, které jsou pled datem uzavienf této
Smiouvy viastnéna Zdravotnickym
zafizenim/Zkousejlcim, Zadavatelem &
spole¢nostf ICON a na n&2 mé4 Zdravotnické
zalfzenl, Zkousejlcl, Zadavatel &} spoletnost
ICON pfed datem uzavfeni této Smiouvy
licenci, z@istanou ve viastnictvi piisiuiné

strany.

DOBA TRVANI SMLOUVY A UKONCENI
SMLOUVY

Doba trvénf Smiouyy

Tato' Smiouva bude (tinnd do okamiku
dokonten( Kiinického hodnocent,
ukongenfch aktivit spojenych s timto
kiinickym hodnocenim na Pracovistt a
spinénf povinnosti stran vyplyvajicich z této
Smiouvy nebo do okamziku jejtho dFivéjsfho
ukongenl v souladu s timto &ldnkem 11.
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11.21

11.22

113

11.3.1

11.8.141

11.3.1.2

11313

The Instituion may terminate the Study by
notice in wriling at any time with Immediate
effect, if In the Investigator's reasonable
discretion termination is required to protect
patient safely, e.g., because of the
occurrence of an unexpected or Serlous
Adverse Event,

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

Termination by ICON

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

Notification by the Sponsor to ICON to
terminate the Study.

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

Without prejudice to the generality of the
rights of ICON under Section 11.3.1.1 of
this Agreement, the Institution shall and
shall ensure that the Investigator
acknowledges that the Study forms part of
a mult-centre clinical trial for which
recruitment is competitive and that the
Study may accordingly be terminated by
ICON prior to recrultment of the number of
Qualifying Participants stated in the
Protocol or Appendix 3 to this Agreement.
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Zdravotnické zafizenl m2e Kiinickou studii
kdykoliv  ukontit plsemnou vypovéd(
s okamzZitou Gginnostl, pokud je na zéklad®
rozumného uvdZen| Zkou3ejictho takovd
ukontenl vyZzadovéno za Glelem ochrany
bezpetnost] pacientil, napf. z diivodu vaniku
neofekdvané nebo Zivainé neZddouc!

plihody.

Zdravotnické zafizenf miize Kiinickou studil
kdykollv  ukontit pisemnou vypovéd(
s okamZitou GCinnostf, jestiize se ICON
dopusti podstatného poruSenf této Smiouvy
a neprovede ndpravu toto porusenf (pokud
Je napraviteiné) ve ihiitd tficeti (30) dnf od
obdrZzenl pfsemné vyzvy Zdravotnického
zafizenl po2Zadujici tuto ndpravu a
specifikujicf vytykané porusenf.

Ukontenf spoleénostf ICON

ICON miZe svym viastnim jménem nebo
jménem Zadavatele ukontit Kiinickou studil
pled jejim dokontenim dorutenim pisemné
vypovédi Zdravotnickému zafizeni
s okamZitou Ginnostf pro kterykoliv 2
nésledujfcich divodii:

Vyzva Zadavatele k ukonteni Klinického
hodnocen( adresovand spoletnosti ICON.

k ukon&enf
adresovanéd

Vyzva Kontrointho dfadu
Klinického hodnocenf{
Zadavatell/spole€nosti ICON.

Aniz by byla dotéena obecnd platnost prdv
spolenosti ICON dle &édnku 11.3.1.1 této
Smiouvy, Zdravotnické zaffzenl bere na
védomi a =zajistl, 2e ZkouSejfc/ bere na
védoml, Ze Klinické hodnoceni tvoli soutéast
multicentrické Klinického hodnocenf, pro
kterou je nébor uskutedfiovdn kom

a 2o Klinické hodnoceni miZe byt tudl2
spoletnostf ICON ukonteno pfed nédborem
takového poftu Zplsobllyech subjektt
hodnocen, ktery je uveden v Protokolu nebo
pifloze €. 3 této Smiouvy.
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1138.14

13.15

11.8.1.6

118.1.7.

114

11.4.1

11.5

11.5.1

116

11.6.1

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

in the event that the Institution commits a
breach of this Agreement and has not
remedied that breach (if remediable) within
ﬂdny(SO)daysofmoelptofwrmennoﬂoe
from [ICON requiing remedy and
specifying the breach complained of.

in the event of a non remediable breach.

Under the circumstances set out in Section
6.2.1 above.

Reasons for Termination

in the event that ICON wishes to exercise
its right on its behalf or that of the Sponsor
to terminate this Study based on Sections
11.3.1.1 or 11.3.1.2 above, written notice
of itsftheir decislon to exercise such right
shall be given to the institution by
registered mail, ovemnight courier, or fax
with immediate effect.

Temination of this Agreement

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

»" DRGONS

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.
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A gt B Earwiecsy

A P - et 1y

Rozhodnuti Zadavatele a/nebo spoletnost
ICON, 2e Zdravotnické zafizeni, plestoZs

uspokojivd
provést Kiinickou studii tak, jak poZaduje
Protokol a tato Smiouva.

V pfipad8, 2e Zdravotnické zalfzen! porusf
tuto Smiouvu a dosud toto poruSeni
nenapravilo/nenapravil je
napraviteiné) ve Ihité tficeti (30) dnf od
obdrZen( pfsemné vyzvy spolenosti ICON
poZadujici tuto népravu a specifikujic
vytykané porusenl.

V plipadd nenapraviteiného porusenf
podminek Smiouvy.

Die okoinosti stanovenych v &énku 6.2.1
vyde.

Diivody k Ukon&en(

V pfipadd, 20 ICON hodid uplatnit svym
jménem nebo jménem Zadavatele své préva
na ukonZeni Kiinického hodnocenf na
2ékiad® Sidnkd 11.3.1.1 nebo 11.3.1.2 vyie,
dorudl Zdravotnickému zafizeni plsemné
oznameni o svém rozhodnuti uplatnit tato
préva, a to doporutenou po3tou, expresni
kuryrnf siuZzbou nebo faxem, s okam2itou
Gginnostf.

UkonGen( této Smiouvy

V plipad®, 2e dojde k ukon@eni Klinického
hodnocenl, pak tato Smiouva bude
automaticky ukongena 8 okamzZitou

Po obdrZzenf vypovédi Zdravotnické zafizen(
2ajist, 2e Zkousejic/ neprodiend ukondf
zafazovanf potencidinich pacientl do
Klinického hodnoceni a ukond&i provédénf
procedur u pacientli, kteff se jiZ Klinického
hodnoceni (dastnf, vrozsahu, jenZ je
z [ékal'ského a etického hlediska pHpustny.

Approved by site_07Mar14_FINAL
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12.1.1

12.1.1.1

12.1.1.2

12113

In the event of early termination of this
Agreement by the Sponsor or ICON
pursuant to Sections 11.8.1.1 and 11.3.1.2
above, and subject to an obllgation on the
institution to mitigate any loss, ICON shall
use reasonable endeavours to procure that
the Sponsor shali pay all third party costs
incured and falling due for payment up to
the date of termination, and aiso all non-
cancellable third party expenditure falling
due for payment after the date of
termination which arises  from
commitments reasonably and necessarily
Incured 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 payabie to institution.

DEBARMENT CERTIFICATION

Bepresentation

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

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

threatened to be debarred or indicted for a
crime or otherwise engaged in conduct for
which a person can be debarred under
Regulations.

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

ICON-Millennium EU Master CTA V1 Czech v+
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ASpErigaod Easphas

Vpifpadd pledtasného ukonfenf této
Smiouvy Zadavatelem nebo spoleCnosti
ICON dle &inki 11.3.1.1 a 11.3.12 vi8e a
vzévisiosti na povinnosti Zdravotnického
2afizenf zmimit jakoukollv ztrétu, spoleCnost
ICON zajisti, 20 Zadavatel uhradi v8echny
nékiady tfeti strany, které vznikly a staly se
k datu ukongenl Smiouvy splatnymi a rovné2
viechny nezruliteiné vydaje telf strany,
které se stanou splatnymi po datu ukonten/
této Smiouvy a které vyplyvall ze zdvazk(,
jen2 byly Zdravotnickym zaffzenim pfi
provédéni Kiinického hodnocenf diivodné a
nezbytnd pinény pfed datem ukontenl a
kterd byly dohodnuty se Zadavatelem. Na
Zidnou dalsf kompenzaci nem4
Zdravotnicks zafizen! nérok.

POTVRZENI TYKAJICI SE VYLOUCENI 2
PUSOBENI VE FARMACEUTICKEM
PROMYSLU

Prohlaseni

Zdravotnické zaffzenf prohladuje, 2e nikdy
nebylo a Zdravotnické zaffzeni prohlasuje,
Ze Jeho zaméstnanci (véetnd Zkoussjfctho),
kteff budou poskytovat sluéby Zadavatell
nebo spolecnosti ICON, nikdy nebyii:

vylouden/vylouteni z plisoben( ve
farmaceutickém primysiu nebo odsouzenl
za frestny &in, v dlisledku ndhoZz maZe byt
osoba vyloutena 2 plisoben( ve
farmaceutickém priimysiu dle Pravnich
pledpist ani

mu/jim nshrozilo vyloutenl z plisobeni ve
farmaceutickém priimysiu  nebo obvinénf
2trestného &inu, ani nebyli jinak ucéastni
Jednén{, pro které jednotiivec mbZe byt dle
Prévnich pledpist vylouten.

potrestan/i  Kontrolnfm Gfadem nebo
vylouteni Kontrolnim (ifadem 2z provadéni
kiinickych hodnoceni.

1 Approved by site_07Mart4_FINAL
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12.4.1

13

13.1

13.11

Notification of Debarment

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

Notto Employ

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

Ceriification

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

INDEMNIFICATION AND INSURANCE

Sponsor Indemnity

The Institution shall notify ICON and
Sponsor of any claim by a third party
relating to fliness or injury from the
investigational Product. [Any]
Iindemnification arrangements between the
institution by the Sponsor (hereinafter
called “indemnification Provision®), if
applicable and/or if requested, shall be by
means of an agresment between the
institution and the Sponsor directly.
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Zdravotnické zalfzenf bude informovat, a
zajistf, 2e ZkouSejlcf souhlasf, 2 bude
informovat Zadavatele nebo spoletnost

ICON vpfipadé takového vyloudenl,
obvinénf, odsouzenf{ & jejich hrozby.

B&hem trvénf této Smiouvy se Zdravoinické
zalizenf zavazuje, 2e nezaméstnd & jinak
smiuvn® nezavédZe jednotiivce, ktery bude
poskytovat sluzby spolenosti ICON, ktery
byl vylouten 2 plisoben{ ve farmaceutickém
primysiu nebo odsouzen pro trestny é&in,
nésledkemn nd&hoZ miZe dojit k vylougen(
jednotiivce.

Potvrzen(

Na 24dost Zadavatele nebo spoletnosti
ICON Zdravotnické zatfzenf &as od &asu
poskylne spoletnosti ICON pisemné
potvrzeni, Ze jedn& v souladu s pfedchozimi
ustanovenimi.

NAHRADA SKODY A POJISTENI

Néhrada Skody Zadavatelem

Zdravotnické zafizenl musf spolenost ICON
a Zadavatele informovat o jakémkoliv ndroku
tfetf strany, ktery se tyk& nemoci nebo
zranéni zpGsobenych Hodnocenym iésivem.
[Jakékoliv] ujednénf o ndhradé &kody mezl
Zdravotnickym zafizenm a Zadavatelem
ddle jen POSKYTNUTI NAHRADY

KODY"), pokud se aplikuji a/nebo budou
vy2édana, budou ujedndna  piimo
prostfednictvim dohody mezi Zdravotnickym
zalfzenim a Zadavatelem

pproved by site_07Mar14_FINAL
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13.1.2

13.13

132

13.2.1

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.

— = e meearsc ey g whes pwre

WETRs T .

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

Insurance

The 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
evidlence of appropriate insurance
coverage for its/his/her responsibilities and
liabiliies 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 V1 Cze~h \V{
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OoeD

A Sy of Eaomipes

Cirwal Reasarch

24dosti o Poskytnutf nahrady 8kody by mély
byt zaslény pfsemné nebo faxem vedoucimu
projektu spoletnosti ICON pro Kiinickou
studii na nfZze uvedenou adresu, ktery bude
jednat jako sprdvce Poskytnuti néhrady
Skody jménem Zadavatele. Tylo Zfdosti
mus{ obsahovat jména v8ech stran, které
majl byt od&kodnény.

S, E—

Za litslem vylouteni pochybnostf ICON
neposkytne Zdravotnickému
zalfzeni/Zkousejicimu ani 24dnému z jejich
zaméstnancll nebo 2dstupci Zddnou
néhradu Skody na sviij Géet.

Poigtén(

Zdravotnické zaffzenf bude udrZovat vysi
pojisténf, kterd je dostatujfci z obchodnfho
hlediska a je v souladu 8 Prdvnimi pfedpisy.
Na 2ékladé Z24dosti spoleinosti ICON
Zdravotnické zafizenf pledio2f a zajisti, aby
ZkouSejfci pfedioZii pfsemny dokiad o
pHsludném pojistném kryti  svych
odpovédnostl a zdvazkl vyplyvajicich z této
Smiouvy, pfitemZ toto pojistné krytl bude
rovné2 vsouladu se viemi Prévnimi
pledpisy a nebo, pokud plfsiuiné pojisténi
bude poskytovéno viddnim organem,
Zdravotnické zalfzenf bude spliiovat
viechny pozadavky nezbytné k tomu, aby
na pojistdn{ poskytované viddnim orgdnem
mélo nérok.

V1 Approved by site_07Mart4_FINAL
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133

13.3.1

13.4

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, particularly Act No. 378/2007
Coll., as amended, the Sponsor shall
arrange for insurance of the trial subjects
in the event of injwy to their health
resulting from the clinical 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 pursuant 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 entiy
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.

Disclaimer

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 conceming the

Investigational Product, materials,
treatment procedures, results to be
obtained in administering the
Investigational Product, or the

Investigational Product's fitness for any
particular purpose.

Institution Indemnity

ICON-Millennium EU Master CTA V1 Czerh V4

C25008_0114/0119_12002_FN Oiomouc

Al of Bacviodod

Smiuvnf strany berou na védoml, 2e
Zadavatel odpovidd za &kody na azdravi
subjektl hodnoceni zplisobené zvi&Stnf
povahou létiva, jak je uvedsno v platnjch
pfedpisech. V souladu s poZadavky
Prévnich pfedpisi, 2vi&%té zikonem &
378/2007 Sb., ve znénf pozdéjiich pledpisd,
Zadavatel zajistl pfed zahéjenim kiinického
hodnocenf na celou dobu provadsn{
kiinického hodnocenil smiuvnl pojiiténf
subjekth hodnocenf pro piipad 8kody vanikié
na zdravi v disledku provédén{ kiinického
hodnocenf, a to u osoby k tomu oprévniné

podle plisiuSnych Pravnich pledpish.

Vsouladu splatnymi mistnimi Préwnim
plfedpisy Zadavatel déle zajfistf pfed
zahdjenim klinického hodnocen! na celou
dobu provadsni Kiinického hodnocenf
smiuvni pojisténi odpovédnosti za Skodu pro
Zkouejictho a Zadavatels, a to u osoby
ktomu oprdvnéné podie pifsiuinych
Prévnich pfedpis. Toto pojisténi nebude
platit v pfipadech, kdy bude subjekt
Klinického hodnocen| pojistén bez obdr2eni
informovaného souhlasu nebo v pfipada,
kdy do8lo ke zranén{ subjektu Kiinického
hodnocen{ v disledku zanedbénf ze strany
Zkousejictho, nékterého  Hodnotictho
pracovnika nebo jiného zaméstnance &
zéstupce Zdravotnického zalfzenl nebo
porueni Protokolu & pokynli zadanych
spolegnosti ICON nebo Zadavatelem.

Qdmftnutf odpovédnosti

Zdravotnické zaffzenf bere na vadomf, Ze
Zadavatel smiuvnd zavézal spoleinost
ICON ktifzenf Kilinického hodnocenf.
Spoletnost ICON neuskutetnila Z4dny
nezavisly vyzkum nebo analyzu tykajicf se
Hodnoceného Ié&iva, materidlt nebo
léCebnych postupli, které maji byt
uskuteSnény die Klinického hodnocenl, a
proto ICON neposkytuje 24dné vysloné &
skryté 2zéruky tykajfcf se Hodnoceného
IéCiva, materidlG, 16Eebnych postuph a
vysledkl, které mohou byt ziskény

vsouvisiosti s poddavdnim Hodnoceného
légiva nebo vhodnosti Hodnoceného Is&iva
pro jakykoliv konkrétn( Giéel.
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14.1.1

The Institution shall and shall ensure that
the Investigator acknowledges that nelither
ICON nor the Sponsor will be responsible
for, and the Institution agrees, to the extent
allowed by law, to indemnify and hold them
harmiess from, any loss, claim, or demand
arising from any injuries or damages
resufting from the Institution's or
Investigator's negligence, fallure to adhere
to the Protocol, failure to obtain informed
consent, unauthorized warranties, breach
of this Agreement or willful misconduct.

INSTITUTION COMPENSATION

Payments

ICON shall pay on a per patient basls 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)issuing. 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).
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& Tyerdad o Bapasionsc s

Zdravolnické zafizenf bere na védom! a
zajistl, 2e | ZkouBejicl bere na védoml, Ze
ani ICON ani Zadavatel nebudou odpovédn(
2a jakoukoliv ztrétu, ndrok nebo poZadavek,
které jsou dfisledkem jakychkoliv vznikiych
Gjlem a skod vyplyvajicich ze zanedbénf,
nedodrzenf Protokolu, nespin&nf povinnosti
ziskat informovany souhias, neoprdvnénych
Zéruk, i této Smiouvy nebo
dmysiného nespravného jedndnf ze strany
Zdravotnického zafizenf nebo Zkoudejictho
a Zdravotnické zafizenf se zavazuje, Ze je
vpravnd plipustném rozsahu odSkodnf
vsouvisiosti s jakoukoflv ztrdtou, nérokem
nebo poZadavkem, které jsou dfisledkem

jakgchkoliv vanikijch ijem a &kod
vyplyvalicich ze zanedbéni, nedodrZen(

Protokolu, nespindni povinnosti =ziskat
informovany souhlas, neopravnénych zéruk,
porulen{ této Smiouvy nebo dGmysiného
nesprdvného jednénf ze strany
Zdravotnického zafizen( nebo Zkousejictho.

ODMENA ZDRAVOTNICKEHO ZARIZENI

Platby

ICON bude uskutedfiovat platby jednotiivé
za kaZdého pacienta, a to za kazdy Usp&3né
dokoneny pHpad (ktery je definovadn
v &ldnku 14.1.2 nfZe) v souladu s Pfflohou &.
3 této Smiouvy. podidad k fakturacl zasle
spole&nost ICON, spravnost potvrdi Hlavn(
Zkousejicf a ZZ vystavi fakturu splatnou
ttyficetpét (45) dnl od vystaven(. Datum
uskutetnéni zdanitelného pinénf bude den
vystaveni faktury.Spoletnost ICON ani
Zadavatel nenesou odpovédnost za 2adné
ndklady nad rédmec rozpoftu Kiinického
hodnocent, ktery je sougasti Pfilohy 3.
Rozpotset Klinického hodnoceni bude navic
zahmovat v8echny &éstky placené plfmo
Zkou8ejlcimu a/nebo Hodnoticim
pracovnfklm na 2dklad® na zdklad®
Smiouvy spoletnosti ICON se Zkousejfcim
a/nebo smiouvy s jinym Hodnoticim
pracovnikem.

Zdravotnické zalizen/ se zavazuje, 2e
faktury budou odeslény spole¢nosti ICON do
60 dnli po vazniku vydajl (pokud budou
spole&nostf ICON véas pfedloZeny podkiady
k fakturaci).

Approved by site_07Mar14_FINAL
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14.1.2
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14.14

A “Satisfactorily Completed Case” shall be
one in which a patient is a Qualified
Participant, has completed the specified
Study period, and has been evaluated in
accordance with the Protocol. If a patient
is discontinued for reasons stipulated in
the Protocol, the Institution shall be paid a
prorated rate for work compisted in
accordance with Appendix 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 accordance with
Section 5.2 above. Final payment will not
be made until all queries are resolved.

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:
Fakultnl nemocnice Olomouc

Beneficlary address:
1.P. Paviova 6,

775 20 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 ithe/she must
complete the Beneficiary Form attached at
Appendix § hereto.

Besides these payments the Institution
shall recelve retrospectively
reimbursement for patients lLe. the
Institution will reimburse the patients after
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e

LUSPESNE  DOKONCENY  PRIPAD
* Je plipad, v némz pacientem je ZpGsobily
subjelt hodnocenf, ktery dokon® dobu
urbenou pro Kiinické hodnocenf a byl
vsouladu s Protokolem zhodnocen. Pokud
pacient v Kiinickém hodnocenf nepokratuje
zdlvodh uvedenych v Protokolu, bude
Zdravotnickému 2zafizen{ uhrazen pomé&my
podfi 2a dokonfenou praci v souladu
8 Piflohou &. 3.

Platby dle &éanku 14.1.1 vySe budou
uskutetnény &tvitletnd [(plesné piatebnf
terminy budou sdéleny spoletnost! ICON)]
ode dne, kdy ICON obdr2{ Zédznam subjektu
hodnocenl vypinény vsouladu s &ldnkem
5.2 vySe. Konetnd platba bude uskutetndna
pouze tehdy, jakmile budou vyleSeny
viechny dotazy a nejasnosti s chiedem na
Gdaje v z&znamech subjektl hodnocen.

Odména urend pro ZZ (tj. naklady, 50 %
studijnfho rozpodtu plus pauséini platby za
certifikéty, start up apod.) bude vyplécena
na Gitet FNOL.

Jméno oprévnéné osoby:
Fakultnl nemocnice Olomouc
Adresa oprdvnéné osoby:
I.P. Paviova 6,

775 20 Olomouc,

Ceska4 republika

(ddle jen .PRUEMCE PLATBY").
Zdravotnické zalfzenf bere na vaédom| a
souhlasf, Ze Pfflemce platby je rédnym
pfflemcem platby dle této Smiouvy. Pokud si
Zdravotnické zalizenf pfeje, aby mu platby
byly poukazovény bankovnim pfevodem,
musf vypinit formuldf Bankovnl detally
pHjemce, ktery tvolf Piflohu & 5 této
Smiouvy.

Nad rdmec téchto plateb budou pfes Gtet
FN Olomouc provadény néhrady subjektim
KH a to 2zpétnd, t. po obdrdenf
finantnich.prostfedkl od zadavatele FN

1 Approved by site_07Mar14_FINAL
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14.1.5

14.1.6

14.2

14.2.1

14.2.2

receiving payments from the Sponsor.

Data for the invoicing will be defivered 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

|E 8201978R

ICON (ICON Clinical Research Limited
[ireland]) represents that it has no
domiclle, place of business, branch office
or subsidiary in the Czech Repubiic.
Therefore the services rendered under this
Agreement are not subject to Value Added
Tax or an equivalent sales tax (*VAT")..

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.

Non-Payment

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).

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,
elther for visits at which Protocol variations
occurred or for any subsequent visits.
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Olomouc vyplat! subjektlim ndhrady,

Podklad k fakturaci zasle spoletnost ICON,
sprévnost potvrdl Zkousejfcl a Zdravotnické

zaf{zenf vystavl fakturu splatnou &yficetpst
(45) dn0 od vystaven.

Faktury zaglete na:

ICON Clinical Research Limited
Investigator Payments group-PSBU
South Country Business park
Dublin 18, Irsko

JE 8201978R

ICON (ICON Clinical Research Limited
Ireland) prohladuje, Ze nem4 sidlo, pobotiu,
organizatnf sloZku ani provozovnu na Gzemf
Ceské republliky, a proto platby, dle této
Smiouvy, nejsou pfedmétem kdani
zpfidané hodnoty nebo obdobné dand
z prodeje (,DPH").

Za udelem vylouteni pochybnostf budou
vBechny poplatky uloZzené bankami
Zdravotnického zafizenf k tiA
Zdravotnického zafizenf a ICON nebude mft
¥4dnou povinnost tyto poplatky nebo jiné
podobné administrativn( poplatky hradit.

Neuskuteénén( platby

Pokud nen( pisemn& dohodnuto jinak, ICON
neuskuteéni 2&dnou platbu za pacienty,
které Zdravotnické zafizenf nebo Zkousejicl
zafadil do Kiinického hodnocenf poruSenfm
Protokolu (ti., pacienty, ktelf nejsou
Zpiisobilym subjektem hodnocent).

Pokud nenf pfsemné& dohodnuto jinak, ICON
neuskutedn/ 2adnou platbu tykajicif se
pacientll, vsouvisiosti snimiz2 dos3lo
k poruSeni Protokolu, bud pfi vizitdch,
b&hem nichZ v Protokolu vaznikly odchylky
nebo pfi jakychkoliv néslednych vizitdch.

1 Approved by site_07Mar14_FINAL
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14.3.1

144

14.4.1

14.5

14.5.1

14.6

14.6.1

15

156.1

A fypnter dEeetins

if the Study s 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 Protoco! in
accordance with Appendix 3 to this
Agreement. Any funds not due under this
calculation, but already paid, shall be
retumed to ICON, within thirty (30) days of
the date of termination of the Study.

Pass-through Costs

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

All costs

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.

Budget Non-Disclosure

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.

GENERAL PROVISIONS

Asslanment

ICON-Millennium EU Master CTA V1 Czech V1
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Proptpad, 2e je Kiinické hodnocenf
2 jakéhokoliv dlivodu pferudeno, se smiuvn{
strany dohodly, Z2e &astky hrazens$ nebo k
uhrazenf die Clénku 14 budou stanoveny
pomédm& na 24kiadd® skutetnd Mdnd
vykonané prdce dle Protokolu v souladu
8 Plilohou & 3 této Smiouvy. JaleSkollv
finanZn/ prostfedky, které dle této kakulace
nejsou splatné, ale byly jiz zaplaceny, budou
spole&nosti ICON vréceny ve hiita tficet (30)
dnf od data ukon&enf Kiinického hodnocenf.

Prabé2neé nakiady

ICON souhlasf, 2e bude hradit vznildé
odpovidajfcl nékiady stanovensé v piiloze &.
3 na zdkiadé® pledioZeni adekvitniho
pisemného potvrzenf z8 strany
Zdravotnického zafizenf, Ze takové naklady
vznikly.

Vedkeré ndkiady

Platby uvedené vySe, které jsou plesnéji
popsény v Pliloze &. 3 a v rdmci samostatné
smiouvy se Zkoudejicim pledstavuji vedkeré
néklady souvisejicl s Kiinickym hodnocenfm
a Z&dné daldl finangnf prostfedky nebudou
hrazeny po jeho ukongenf ani jinak.

Nezvefeinénl rozpottu

V rozsahu pHipustném die Prévnich pledpist
a daldich platnych 2zékonli bude
Zdravotnické zafizen! povaZovat veskerd
informace o rozpoftu za divémé a tyto
informace projednéd vyhradn® se spoletnostf
ICON @a/mebo Zadavatelem. Jakékoliv
projednéni této Smiouvy nebo podminek
rozpoltu Zdravotnickym zaffzenfm a
jakoukoliv tfetf stranou miiZe byt spoletnosti
ICON povaZovéno pro lidely &ldnku 11.3.1.5
vySe za nenapravitelné porusenf.

OBECNA USTANOVENI{
Postoupen(

V1 Approved by site_07Mart4_FINAL
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16.1.1

15.2

15.2.1

15.3

16.3.1

156.3.1.1

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 meet all the applicable
requirements of this Agreament and are
obligated to perform such activities
according to the terms of this Agreement,
and provided that Site remains [iable for
the performance of any such third parties

and that nelther the Investigator nor any vysledky

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.

Walver

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

Notices

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

If to ICON

ICON Clinical Research s.r.0.
V Parku 2335/20

148 00 Praha 4

ICON-Millennium EU Master CTAV1 Czech V1
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Zdravotnické zalizenl nesmf postoupit sva
priva a/nsbo plevést své povinnosti
vyplyvajicl ztéto Smiouvy bez pledchoziho
pisemného souhlasu spoletnosti ICON,
plfitem2 jeho udslenf nebude bezdlivodnd
zamfinuto, mi2e wviak na 2zdklad®
vyslowného pfsemného souhlasu Zadavatele
a spoletnosti ICON provadénfi Cinnost
subdodavatelsky zadat kvalifikovanym a
ZkuSenym ftletim strandm, které spinf
viechny plainé poZadavky této Smiouvy a
iteré Jsou povinny tyto &innostl provadét na
26kdad® podminek této Smiouvy, pod
podminkou, 2s Pracovité ponese za
téchto tfetich stran odpovédnost a
2e ZkouBejicl anl novy zkousejfel, na ndhoZ
byly tyto pravomoci pfevedeny, nemd v
téchto tfetich strandch Z4dny finantnf podil.
Spoletnost ICON je oprdvnéna plevést tuto
Smiouvu na Zadavatele bez souhlasu
Zdravotnického zafizenl.

Yzdénf se

Vzdénf se nékteré podminky této Smiouvy
kteroukoliv stranou v jakémkoliv plipadé
nebude 2a vzdanf se této
podminky v jakémkoliv podobném pfipad®
vbudoucnu & za nésledné poruSenf této
Smiouvy. Vesker& prédva, opravné
prostfedky, ujednénf, povinnosti a dohody
obsaZené v této Smiouvs jsou kumulativni a
neomezujl 24dny dal8f opravny prostfedek,
prévo, povinnost nebo dohodu.

QOznémen(

Oznédmenf dle této Smiouvy budou uginéna
pisesmnd a budou povaZovdna za [é4dné,
pokud budou doruCena osobnd, odesldna
doporuenou postou s dorugenkou, expresnf
kuryml sluzbou nebo faxem na nfZe
uvedené adresy:

Pokud budou adresovéna spoletnosti ICON
ICON Clinical Research s.r.0.

V Parku 2335/20

148 00 Praha 4

* = '*1 Approved by site_07Mar14_FINAL
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163.12

154

15.4.1

156.5

15.5.1

15.6

15.6.1

16.7

Czech Republic

If to the Institution

Fakulinf nemocnice Olomouc,
I.P. Paviova 8, Olomouc
Ceské republika

Severmbiity

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

Relationship of Parties

Nothing herein shall be construed as
creating any assoclation, 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
other’s representatives, in any way.

Goveming Law

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

1CON-Miflennium EU Master CTA V1 Czerh V1
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Ceska republika

Polud budou adresovdna Zdravotnickému
zafizenf

Fakuitnf nemocnice Olomouc,
1.P. Paviova 6, Olomouc
Ceska

republika
K rukém:

Neplatnost & nevymahatelnost jakéhokoliv
ustanoven/ této Smiouvy nebude mit
v2idném pfipadd® viv na jejl dalsl
ustanoven.

Vztah smiuvnich stran

Nic vtéto Smiouv® nebude vyklddéno jako
vytvoleni jakéhokollv sdruZenl, konsorcia,
spoletného podniku, zaméstnaneckého
pomému nebo vztahu 2zmocnitele a
zmocnénce mezl stranami, &m2 se rozuml,
2e Zdravotnické zafizeni je nezavisly
smiuvni partner a ani jedna ze stran nenf
v 24dném plipad® oprdvnéna zavazovat
druhou stranu ani jejf z&stupce.

Rozhodné prévo

Tato Smiouva a v8echny spory a néroky z nf
glly;vallcl budou vykiddény a fizeny zakony

é republiky, bez ohledu na principy
kolize prdvnich norem.

1 Approved by site_07Mar14_FINAL
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15.7.1

15.8

15.8.1

16.8.2

15.9

15.9.1

15.10

This Agreement seis 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

amended or modified except in wrlﬁng
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 wiil govemn.

Counterparis

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

This Agreement will be executed in 3
number of counterparts, each of 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.

Suryival

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, inteflectual
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.

Arbitration

ICON-Millennium EU Master CTA V1 Czech V1
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Tato Smiouva pledstavuje tipinou dohodu a
ujedndnf mezl smiuvnimi stranami pokud jde
o jejf pfedmé&t a mé plednost pfed viemi
dokumenty, Gstnfmi souhlasy & ujednénfmi
mezi spoletnosti ICON a Zdravotnickym
zaffzenim. Podminky této Smiouvy mohou
byt doplfiovdny a ménény pouze pfsemnou
formou s podpisy smiuvnich stran. V piipadé
Jakéhokoliv rozporu mezi podminkami této

Smlouvy a podminkami jakéhokoliv
Protokolu bude piatit tato Smiouva.
Pogst vyhotoveni

Tato Smiouva se stane prdvné zdvaznou,
jakmile bude jedno nebo vice vyhotoven|
této Smiouvy, jednotivé & hromadns,
podepséno viemi smiuvnimi stranami.

Tato Smiouva bude vyhotovena v pottu 3
vyhotovenf, znichz kazdé bude vO&i
kterékoliv smiuvnf strand, kterd jej
podepsala, pledstavovat origindl, pfitem2
kaZdé 2 téchto vyhotoven( bude
pledstavovat jeden a tentyz dokument.

Trvéni

Ustanoveni této Smiouvy souvisejicl
8 povinnostmi, které z nf vyplynou nebo se
budou aplikovat po ukon&en( této Smiouvy,
vietnd, nikoliv viak vyluénd, povinnostf
souvisejicich s miéenlivostf a davdmymi
informacemi, inspekcemi Kontroinfho tfadu,
zvelejnénim informacf, duSevnim
viastnictvim, néhradou &kody a uZfvanim
jména obchodnf firmy a Jakymikoli dalsfmi
ustanovenimi, kiterd Jsou nezbytnd pro
vyklad a uplatiiovdnl prdv a povinnost
smiuvnich stran dle této Smiouvy v rozsahu
poZadovaném 2a (GCelem komplexnfho
dodrzovan! a pinén{ této Smiouvy, budou
trvat i po ukongeni Smiouvy.

Smirgi f{zeni

/1 Approved by site_07Mari4_FINAL
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The Parties have agreed that the legal
relationships arising under this agreement
shall be govemned by the valld laws 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 procedures and
methods through their usual negotiations.
The Parties take note of and agree that
any disputes which are not ssitied through
cooperation shall come under the sole
jurisdiction of courts of the Czech
Repubfic, unless they agree to arbitrate.

15.11

156.11.1 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.

1512 Third Party Beneficiary

15.12.1 The partles agree that the Sponsor shall
have the right to enforce any of the
provisions of thils Agreement as a third-
party beneficiary. Each parly 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 Agency
16.13.1

It Institution and Site(s) are not the same
legal entity, Institution represents it is an
authorized agent of Site(s) and 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 Copfiicts

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 EU Master CTA V1 Czaech V1

AT grriatsinit Rorcsciineey

Smiuvni strany se dohodly, Ze pravni vztahy
a poméry vznikié z této smiouvy se Hdi
platnymi zékony a pledpisy Ceské republiky.
Smiuvn! strany se zavazujf pli provédan(
kiinického hodnocenl si vzdjemnd poméhat
a plipadné spory a rozdiinost nazorh na
postup a 2zplisob praci fedit smimym
jednédnim obvykijm u smiuwvnich stran.
Smiuvn( strany berou na védomf a souhiasf,
2e projednéni a rozhodovén! pHpadnych
sporll, které nebudou vyleSeny smirem,
bude FeSeno s pomocf pHsiungch soudnich
orgénfi Ceské republiky, nedohodnow-i se
na rozhod&/m f{zenl.

Bozpory v plekiadu Smiouvy

Origindinfl anglickd verze Smiouvy byla
pleloZzena do Ceského jazyka. V piipadé

jakychkoli rozporll mezl Eeskou a anglickou
verz{ smiouvy m4 pfednost Eesk4 verze.

Oprévnéns tfetl strana

Smiuvnl strany souhlasf s tim, 2e Zadavate!
m& prdvo prosazovat ustanoveni této
Smiouvy jakoZto oprdvnéna tfetl strana.
Ka2d& strana této Smiouvy uzndvd, Ze
s vjimkou Zadavatele neexistufl 24&dné
opravnéné tfeti strany, které by mohly
vyméhat jakékoliv prdva na prosazovéan(
ustanoven( této Smiouvy.

Zastoupen{ Pracovisté

Pokud Zdravotnické zaffzen/ a Pracovistd
nejsou stejny pravn( subjekt, predstavuje
Zdravotnické zafizen( opréavnéného
Zéstupce Pracoviitd a mi2e jménem
Pracovistd podeplsovat dokumenty, pfitemz
takto vyhotovené dokumenty budou
PracoviSt® zavazovat k dodrifovanf
podminek této Smiouvy, jako by signatéfem
této Smiouvy bylo Pracovists.

2Zédné rozpory

Zdravotnické zatizenf zaruéuje a prohiasuje,
Ze Zdravotnické zalizenl neudslilo a neudéif
Z4dné prévo ani nebude prosazovat Z4dny

24jem, ktery by byl v rozporu s poskytnutim

€25006_0114/0119_12002_FN Olomotx ka V1 Approved by site_07Mar14_FINAL
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ICON or Sponsor under this Agreement prédv spoleCnosti ICON nebo Zadavateli na
and (b) Institution has the legal right, zéklad® této Smiouvy a (b) Zdravotnické
authority, and power to enter into the zafizenf mé opréwnénf a pravomoc uzavfit
Agreement and meet the obligations set tuto Smiouvu a spinit poZadavky v nf
forth herein. stanovensé.

IN WITNESS WHEREOF, the parties have NA DUKAZ TOHO byla tato Smiouva
caused this Agreement to be executed by podepsdna I4dnd zmocnénymi zAstupci
their duly authorized representatives to be smiuvnich stran a nabyvd GEinnosti datem
effective as of the date first written above.  dfive uvedenym vyse.

ICON CLINICAL RESEARCH LIMITED ICON CLINICAL RESEARCH LIMITED

Date: -7 -03- 2014 Datum : -7 03 2014
;l A ; e :v_ .
\ -
ICON Signatory Zéstupce spole&nosti ICON
INSTITUTION: ZDRAVOTNICKE ZARIZENI:
21 -03- 201
Datum: 21-03- 200

:  PhD. doc. MUDr.  Havilk, PhD.
Director FAKULTNI NEMOCNICE OLOMOUC reditel FARLLINI MEMOCNICE OLOMOU
Institution Signatory 7. Faxlzva 6 Zéstupce Zdravotnického zaffzenf - Faviova 6

I, MUDr. Vit Prochdzka, the Investigator of J4, MUDr. Vit Prochdzka, ZkouSejfc! této
this Study, hereto certify, that | have duly Klinické studie timto potvrzuji, Ze jsem se
acqualnted myself with the Protocol along r4dné sezndmil s Protokolem spoletné s
with any/all documentation submitted by veZkerou dokumentac/, kterou dodala
ICON or the Sponsor in relation to spoletnost ICON nebo Zadavatel ve vztahu
performance of this Study. | do further k provddéni tohoto Kiinického hodnocenl.
affirm, that | have thoroughly familiarized Déle potvrzuji, %e jsem se dikladn®
myself with this Agreement and that | shall sezndmil s touto Smiouvou a Ze budu
observe any/all obligations stipulated dodrZovat jakékollv zévazky v ni uvedené,
hereof to the Investigator and also to které se tykajf ZkouSejictho, a Ze budu také

ICON-Miflennium EU Master CTA V1 Czech V1
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adhere to Act no. 378/2007 Coll, on
Drugs, as amended, and other applicable
legal regulations. | do further proclaim and
guarantes, that In accordance with this
Agreement and In compliance with the
investigator Agreement concluded
bsiween me and ICON, | 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 1| shall be fully
responsible with regard to this obligation.

Date: 9 1-03- 204

M -

t

Investigator Signature

—

A Bpnbti o Becesoncs

dodrZovat ustanoveni Z&kona &. 378/2007
Sb. o léivech v platném znénf a dal8! platnd
2dkonnd ustanovenl. Dédle prohlasujl a
zarutuji, Ze v souladu s touto Smiouvou a v
souladu se Smiouvou se Zkousejlcim, kterd
byla uzavfena mezi mnou a spolenostf
ICON, budu rozdSiovat zdroje, které mi
pfidéif spole€nost ICON a/nebo Zadavatel a
budu platit dohodnuté odmény
spoluzkousiejicim a dalSfm pracovnikiim,
ktefi se podlf na provadéni tohoto
Klinického hodnocen, a s ohledem na tento

zévazek ponasu pinou odpovadnost.

Datum: 218 2

podpis ZkouSejictho

ICON-Millennium EU Master CTA V1 Cze~h V1
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APPENDIX 1 PRILOHAC. 1
THE PROTOCOL PROTOKOL
Enclosed separatelly PfiloZen separitng

ICON-Millennium EU Master CTA V1 Czech V1
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APPENDIX 2 PRILOHA €. 2
TIMELINES STANOVEN( LHOT

Celkovda doba trvanl kiinického | PfibliZny konec kiinického hodnocenf
hodnoceni Einf pfiblizné 6 aZ 7 let/ The | 2020 /Approximate end of the study
total study duration is approximately 6 | 2020

to 7 years.
Pledpoklddéané zahéjenl studie | Oct 2013
celosvétové /Planned start of the study
globally

ICON-Millennlum EU Master CTA V1 Czech V1
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APPENDIX 3 PRILOHA L. 3
FEES/COSTS ODMENA/NAKLADY

ICON-Millennium EU Master CTA V1 Czech V1
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APPENDIX 4 PRILOHAC.4

BENEFICIARY TEMPLATE BANKOVNI DETAILY PRLIEMCE
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