CLINICAL TRIAL AGREEMENT
MT-1303-E14

The Clinical Trial Agreement (“Agreement”) is
made by and between:

Fakultha nemocnica s poliklinikou F. D.
Roosevelta Banska Bystrica

located at: Namestie L. Svobodu 1, 975 17 Banska
Bystrica, Slovak Republic

Organisation Identification No.: 165549

Tax Identification No.: 2021095670

VAT ID: SK2021095670

(the “Institution ")

and

Quintiles Slovakia, s. r. 0. having a place of
business at Zamocka 34, 811 01 Bratislava, Slovak
Republic, Organisation No: 45942269, Filed in the
Companies register of the District Court Bratislava
I, section: Sro, File no: 69023/B represented by:
Aurelia Mojzesova, MD Power of attorney issued
on 30.4.2013 (“Quintiles "),

representing Mitsubishi Tanabe Pharma
Corporation of 17-10, Nihonbashi-Koamicho, Chuo-
ku, Tokyo 103-8405, Japan (the “Sponsor”). The
Sponsor has appointed its UK Affiliate Mitsubishi
Tanabe Pharma Europe Limited of Dashwood
House, 69 Old Broad Street, London EC2M 1QS,
United Kingdom to act as its legal representative
for its Studies conducted in the European
Community pursuant to Article 19 of Directive
2001/20/EC on the approximation of the laws,
regulations and administrative provisions of
Member States relating to the implementation of
good clinical practice in the conduct of clinical trials
on medicinal products for human use.

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

ZMLUVA O KLINICKOM SKUSANI
MT-1303-E14

Tato zmluvu o klinickom skuSani (dalej ,zmluva”)
uzatvaraju:

FakulthA nemocnica s poliklinikou F. D.
Roosevelta Banska Bystrica

so sidlom: Namestie L. Svobodu 1, 975 17 Banska
Bystrica, Slovenska Republika

ICO: 165549

DIC: 2021095670

IC DPH: SK2021095670

(dalej “ zdravotnicke zariadenie )

a

Quintiles Slovakia, s.r.o. so sidlom na adrese
Zamockd 34, 811 01 Bratislava, Slovenska
republika, ICO: 45942269, Zapisana v Obchodnom
registri Okresného sudu Bratislava 1., oddiel: Sro,
vl.&:  69023/B, v zastipeni: MUDr. Aurélia
MojzeSova, na Zaklade plnej moci zo dna
30.4.2013 (dalej ,,Quintiles ),

zastupujuca spolo¢nost Mitsubishi Tanabe Pharma
Corporation so sidlom na adrese 17-10,
Nihonbashi-Koamicho, Chuo-ku, Tokio 103-8405,
Japonsko (dalej ,zadavatel*). Zadavatel poveril
svoju dcérsku spolo¢nost vo Velkej Britanii,
Mitsubishi Tanabe Pharma Europe Limited so
sidlom na adrese Dashwood House, 69 Old Broad
Street, Londyn EC2M 1QS, Velka Britania, aby
konala ako jeho splnomocneny zéastupca pre
skiSania vedené zadavatelom v Eurépskych
spolo¢enstvach podla ¢lanku 19 smernice
2001/20/ES o aproximacii prava, pravnych
predpisov a spravnych opatreni ¢lenskych Statov,
tykajlcich sa uplatfiovania spravnej klinickej praxe
pri vedeni klinickych skasani humannych liekov.

kazdy z nich dalej ako ,zmluvna strana” a spolo¢ne
ako ,zmluvné strany”.

long-term safety and efficacy of

Protocol MT-1303-E14 Cislo protokolu: | MT-1303-E14
Number:
Odslepené multicentrické
A  phase I, open-label, skiSanie fazy Il na
multicentre study to evaluate the vyhodnotenie dlhodobej

bezpecnosti a G¢innosti MT-

.. | MT-1303 in subjects with | Nazov 1303 u jedincov so stredne
Protocol Title: . . A - .
moderate to severe active | protokolu: zavaznou az zavaznou
Crohn’s disease who have aktivnou formou Crohnovej
completed the MT-1303-E13 choroby, ktori dokongili
study skuSanie MT-1303-E13
Protocol Date: | 12.08.2014 baum 12.08.2014
protokolu:
Sponsor: Mitsubishi  Tanabe Pharma | Zadavatel Mitsubishi Tanabe Pharma
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Corporation Corporation
Country where
Site is Slovak Republic Krajina vedenia | g enska republika
Conducting P skuSania P
Study
Investigator: Jozef Balaz, MD SkusSajuci: MUDr. Jozef Balaz
Location . -
where the Il. Interna  klinikka ~ SZU, | Miesto vedenia ll. Interna _kI|r1|ka Sz,
. . . RN Gastroenerologické
study will be Gastroenterologicka ambulancia | skuSania:
] ambulanca
conducted:
100 Calendar Days after Site . .
L I . 100 kalendarnych dni od
Initiation Visit (being the date by zahajovacej né\}jétevy centra
which Site must enrol at least skasania (ide o datum, do
Key one ..(1) SUbJeCt. as more x s ktorého centrum skudSania
Enroliment specifically set out in section 1.8 | KlU¢ovy datum musi zaradit naimenei ieden
. “Key Enrollment Date” below) zaradovania: . J ] Jede
Date: (1) subjekt, podrobnejsie
definovany v ¢lanku 1.8
,Kli¢ovy datum zaradovania”
nizsie)
IEC Central Ethics Committee FNSP | Nezavisla Eﬁgt;’algae_lnskéI_EtIBCkse':ricakzoom(;Sf;:
issued on 20.1.2015 eticka komisia 20.1.2015 y

The following additional definitions shall apply to

this Agreement:

Protocol:

the clinical

protocol referenced

V tejto zmluve platia nasledujice definicie:

Protokol:

protokol klinického skuSania, na

above as it may be modified from time to time
by the Sponsor (defined below).

Case Report Form or CRF: case report form
(paper or electronic) to be used by Site to
record all of the Protocol-required information
to be reported to Sponsor on each Study
Subject (defined below).

Study: the clinical trial that is to be performed
in accordance with this Agreement and the
Protocol for purposes of gathering information
about the compound/medical device identified
in the Protocol.

Study Subject: an individual who participates
in the Study, either as a recipient of the
Investigational Product (defined below) or as a
control.

Study Staff: the individuals involved in
conducting the Study under the direction of the
Investigator.

Investigational Product: the
compound/medical device identified in the

ktory sa odvolava tato zmluva a ktory méze
zadavatel (definovany nizsie) priebezne menit
a doplfat dodatkami.

Pacientsky zaznamovy harok (Case Report
Form, ,CRF"):. pacientsky zaznamovy harok

(papierovy alebo elektronicky), ktory ma
centrum skiSania pouzivat na
zaznamenavanie vSetkych protokolom

pozadovanych informéacii, ktoré sa maju hlasit
zadavatefovi o kazdom subjekte skuSania
(definovanom nizsie).

SkuSanie: Kklinické skuSanie, ktoré sa ma
vykonat' podla tejto zmluvy a protokolu, s
cielom ziskat informacie o chemickej zli¢enine
alebo zdravotnickej pomécke, uvedenej v
protokole.

Subjekt skuSania: osoba, ktora sa zUc&astriuje
skiSania a ktorej sa bud podava skusany
produkt (definovany nizSie), alebo je v
kontrolnej skupine.

Personal skuSania:
vykonavania
skusajuceho.

osoby zapojené do
skuSania pod vedenim

SkuSany produkt: chemicka zlG¢enina alebo
zdravotnicka pomocka, uvedena v protokole,

Protocol that is being tested in the Study. ktora sa skusSa v klinickom skidsani.
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Good Clinical Practices or GCPs: International
Conference on Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use (ICH)
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to time
and the principles set out in the Declaration of
Helsinki as revised from time to time.

Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects’ primary
medical records kept by the Institution on
behalf of the Investigator, including, without
limitation, treatment entries, x-rays, biopsy
reports, ultrasound photographs and other
diagnostic images.

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

Government Official: any officer or employee
of a government or of any ministry,
department, agency, or instrumentality of a
government; any person acting in an official
capacity on behalf of a government or of any
ministry, department, agency, or
instrumentality of a government; any officer or
employee of a company or of a business
owned in whole or part by a government; any
officer or employee of a public international
organization such as the World Bank or the
United Nations; any officer or employee of a
political party or any person acting in an official
capacity on behalf of a political party; and/or
any candidate for political office; any doctor,
pharmacist, or other healthcare professional
who works for or in any hospital, pharmacy or
other healthcare facility owned or operated by
a government agency, ministry or department.

Item(s) of Value: should be interpreted broadly
and may include, but is not limited to, money or
payments or equivalents, such as gift
certificates; gifts or free goods; meals,
entertainment, or hospitality; travel or payment
of expenses; provision of services; purchase of
property or services at inflated prices;
assumption or forgiveness of indebtedness;
intangible benefits, such as enhanced social or
business standing (e.g., making donations to

Spravna _ klinickd  prax:  Harmonizovana
trojstranna smernica pre spravnu klinicka prax
Medzinarodnej konferencie pre harmonizaciu
technickych poziadaviek pre registraciu liekov
na humanne pouzitie (ICH), ktora sa moze
priebezne menit a dopifat a zasady
definované v Helsinskej deklaracii, ktoré mézu
byt priebezne revidované.

Zadavatel: zadavatel skuSania.

Zdravotné z&znamy: primarne zdravotné
zaznamy subjektu skudSania, uchovavané
zdravotnickym zariadenim pre skiSajuceho,
najma zapisy o liecbe, réntgenové snimky,
spravy z biopsii, snimky z ultrazvukovych
vySetreni a dalSich zobrazovacich vySetreni.

Udaje skuSania: v3etky zaznamy a spravy,
okrem zdravotnych zaznamov, zozbierané
alebo vytvorené podla poziadaviek skuSania
alebo vypracované v spojitosti so skusanim,
najma spravy (napr. CRF, suUhrny Uudajov,
predbezné spravy a zavere¢na sprava z
klinického skuSania), ktorych odovzdanie
zadavatelovi je pozadované podla protokolu a
vSetky zaznamy tykajlice sa evidencie a vydaja
skuSaného produktu.

Statny predstavitel: kazdy funkcionar alebo
zamestnanec vlady a kazdého ministerstva,
odboru, agentlry alebo iného organu vlady;
kazda osoba konajuca s  oficialnymi
pravomocami v mene vlady alebo ministerstva,
odboru, agentlry alebo iného organu vlady;
kazdy  funkcionar alebo  zamestnanec
spolocnosti alebo podniku v Ciastoéhom alebo
Uplnom Statnom vlastnictve; kazdy funkcionar
alebo zamestnanec medzinarodnej verejnej
organizacie, napr. Svetovej banky alebo
Spojenych néarodov; kazdy funkcionar alebo
zamestnanec politickej strany alebo osoba
konajuca s oficidlnou pravomocou v mene
politickej strany a kandidat na politickd funkciu
a kazdy lekar, lekarnik alebo iny zdravotnik,
ktory pracuje pre nemocnicu, lekarer alebo iné
zdravotnicke zariadenie, ktoré vlastni alebo
prevadzkuje vladny drad, ministerstvo alebo
odbor viady.

Hodnotna vec: tento pojem sa ma interpretovat
v ¢o najSirsom zmysle a zahfia najméa
peniaze, platby alebo ich ekvivalenty (napr.
daréekové poukézky), dary alebo bezplatny
tovar, stravovanie, zdbavu alebo pohostenie,
cestovanie alebo preplatenie vydavkov;
poskytovanie sluzieb; zakupovanie
nehnutefnosti alebo sluzieb za umelo
navysSené ceny; predpokladand zaviazanost
(zadlZenost) alebo odpustenie zaviazanosti
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government official's favored charity); and/or
benefits to third persons related to government
officials (e.g., close family members).

Dual Capacity: the capacity of holding a
Government Official position and being a party
to this Agreement.

RECITALS:

WHEREAS, Quintiles is providing clinical research
organisation services to Sponsor under a separate
contract between Quintiles and Sponsor. Quintiles’
services include monitoring of the Study and
contracting with clinical research sites;

WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to conduct
the Study and Quintiles requests the Site to
undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Requlations, and

(zadlZenosti); nehmotné vyhody, napriklad
zlepSenie spolo¢enského alebo obchodného
postavenia  (napr. poskytovanie  darov
dobrocinnej organizacii podporovanej Statnym
predstavitelom), alebo poskytovanie vyhod
tretim osobam so vztahom ku Statnym
predstavitelom (napr. blizkym pribuznym).

Zdvojena funkcia: suc¢asné vykonavanie
funkcie Statneho predstavitela a zmluvnej
strany tejto zmluvy.

UVODNE VYHLASENIA:

NAKOLKO, Spolo¢nost Quintiles poskytuje
zadavatelovi sluzby klinickej vyskumnej
organizacie podla samostatnej zmluvy medzi
Quintiles a  zadavatelom. Medzi  sluzby

poskytované Quintiles patri monitorovanie skiSania
a uzatvaranie zmlav s centrami skdSania.

NAKOLKO, Zdravotnicke zariadenie a skuSajuci
(dalej spolo¢ne ako ,centrum skiSania“) st ochotni
vykonat toto skiSanie a Quintiles Ziada centrum
skiSania o vykonanie tohto skiSania.

Zmluvné strany sa dohodli na nasledujlicom:

1. VEDENIE SKUSANIA

1.1. Dodrziavanie pravnych

predpisov,

Good Clinical Practices

Institution agrees that Investigator and Study
Staff, and Institution if applicable, shall perform
the Study at Institution in strict accordance with
this Agreement, the Protocol, any and all
applicable local, national and international laws
regulations and guidelines, including in
particular, but without limitation, ICH
Harmonised Tripartite Guideline for Good
Clinical Practices (CPMP/ICH/135/95) (ICH
GCP), the World Medical Association
Declaration of Helsinki entitled 'Ethical
Principles for Medical Research Involving
Human Subjects' in its most recent applicable
version and local implementing legislation as
the same may be amended from time to time
(“GCP") and all applicable laws and regulations
(“Applicable Law”).

In the event of a conflict between the Protocol
and this Agreement, the terms of the Protocol
will govern for all clinical matters and the terms
of the Agreement will govern all other matters.

1.2. Informed Consent Form
Institution acknowledges that Investigator shall
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nariadeni a spravnej klinickej praxe

Zdravotnicke zariadenie sa zavazuje, ze
skiSajuci, personal skdSania a zdravotnicke
zariadenie (ak sa vztahuje) vykonaju skiSanie
v zdravotnickom zariadeni v prisnom sulade s
touto zmluvou, protokolom a vSetkymi platnymi

miestnymi, narodnymi a  nadnarodnymi
pravnymi predpismi, nariadeniami a
smernicami, najma % sulade S

Harmonizovanou trojstrannou smernicou pre
spravnu klinick prax Medzinarodnej
konferencie pre harmonizéaciu
(CPMP/ICH/135/95) (ICH GCP), Helsinskou
deklaraciou Svetovej zdravotnickej asociacie s
nazvom “Etické zasady lekarskeho vyskumu s
Ucastou ludskych subjektov” v jej poslednom
platnom zneni a narodnych vykonavacich
pravnych predpisov, ktoré sa mézu priebezne
novelizovat a vsetkymi platnymi pravnymi
predpismi (dalej ,platné pravne predpisy”).

V pripade rozporu medzi protokolom skiSania
atouto zmluvou si vo vSetkych Klinickych
zalezitostiach nadradené podmienky protokolu
avo vSetkych ostatnych zalezitostiach su
nadradené podmienky tejto zmluvy.

1.2. Informovany suhlas
Zdravotnicke  zariadenie

potvrdzuje, Zze
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use an informed consent form that has been
approved by Sponsor and is in accordance
with  applicable  regulations and the
requirements of the Independent Ethics
Committee (“IEC") that is responsible for
reviewing the Study.

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

Institution shall enable Investigator, to:

i. maintain and store Medical Records
and Study Data in a secure manner
with physical and electronic access
restrictions, as applicable and
environmental controls appropriate to
the applicable data type and in
accordance with applicable laws,
regulations and industry standards;
and

ii. protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. Institution
and Investigator  shall  prevent
unauthorized access to the Study Data
by maintaining physical security of the
electronic system and ensuring that
Study Staff maintain the confidentiality
of their passwords ; and

iii. take measures to prevent accidental or
premature destruction or damage of
these documents, for as long as
required by applicable laws and
regulations. Institution shall not
destroy or permit the destruction of any
Medical Records or Study Data without
prior written notification to the Sponsor,
and Institution shall continue to store
Medical Records and Study Data, at
the Sponsor’'s expense, for any period
that the Sponsor may request in writing
after retention is no longer required by
any applicable law or regulation.

If the Investigator leaves the Institution,
then responsibility for maintaining Medical
Records and Study Data shall be
determined in accordance with applicable
regulations but Institution will not in any

skuSajuci pouzije dokument informovaného
suhlasu, ktory bol schvaleny zadavatefom a
spifa v3etky platné nariadenia a poZziadavky
nezavislej etickej komisie, ktora je zodpovedna
za posudenie skiSania.

1.3. Zdravotné zédznamy a Udaje skdSania
1.3.1. Zber, uchovavanie a likvidacia:
Zdravotnicke zariadenie potvrdzuje, Ze
skuSajuci zabezpec€i urychleny, kompletny
a presny zber, zaznamenavanie a triedenie
zdravotnych zaznamov a Udajov skdSania.

Zdravotnicke zariadenie zabezpeci, aby

skusajuci:

i. viedol a uchovaval zdravotné zaznamy
a Udaje skuaSania zabezpetenym
spbsobom, s fyzicky a elektronicky
obmedzenym pristupom (podra
potreby), s pouzitim mechanizmov na
ochranu Zivotného prostredia,
vhodnych pre dany druh Udajov a v
sulade s platnymi pravnymi predpismi,
nariadeniami a normami platnymi v
tomto priemyselnom odvetvi;

i. chranil zdravotné zaznamy a Udaje
skiSania pred neopravnenym
pristupom, pouzitim, kopirovanim a
odovzdavanim. Zdravotnicke
zariadenie a skdSajuci  zabrania
neopravnenému pristupu k Gdajom
skuSania tak, Ze budu zachovavat
fyzicki  bezpec€nost  elektronického
systému a zabezpecia, aby persondl
skuSania uchovaval svoje pristupové
hesla v tajnosti;

iii. podnikol opatrenia proti nahodnému
alebo predcasnému znieniu alebo
poskodeniu tychto dokumentov na takd
dihd dobu, akd pozaduju platné pravne
predpisy. Zdravotnicke zariadenie
nesmie zlikvidovat ani povolit’ likvidaciu
Ziadnych zdravotnych zaznamov ani
Udajov skiSania bez toho, aby o tom
vopred pisomne informoval zadavatela
a bude zdravotné zaznamy a Udaje
skuSania dalej uchovavat na naklady
zadavatela na takd dlhu dobu, aki
bude zadavatel pisomne pozadovat
potom, ¢o ich uchovavanie uz nebude
pozadované platnymi pravnymi
predpismi.

Ak skuSajuci zo zdravotnickeho zariadenia

odide, zodpovednost za uchovavanie

zdravotnych zaznamov a Udajov skiSania
sa uréi v sulade s platnymi pravnymi
predpismi, v Ziadnom pripade to vSak
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case be relieved of its obligations under this
Agreement for maintaining the Medical
Records and Study Data.

1.3.2. Ownership. Institution shall retain
ownership of Medical Records. The
Institution hereby assign to Sponsor all of
their rights, title and interest, including
intellectual  property rights, to all
Confidential Information (as defined below)
and any other Study Data.

1.3.3. Access, Use, Monitoring and
Inspection. Institution agrees that
Investigator provides original or copies (as
the case may be) of all Study Data to
Quintiles and Sponsor for Sponsor’'s use.
Institution shall afford Sponsor and
Quintiles and their representatives and
designees reasonable access to Site’s
facilities and to Medical Records and Study
Data so as to permit Sponsor and Quintiles
and their representatives and designees to
monitor the Study.

Institution shall afford regulatory authorities
reasonable access to Site’s facilities and to
Medical Records and Study Data, and the
right to copy Medical Records and Study
Data.

The Institution agrees to cooperate with the
representatives of Quintiles and Sponsor,
and the Institution agrees to ensure that the
employees, agents and representatives of
the Institution do not harass, or otherwise
create a hostile working environment for
such representatives.

The Institution shall immediately notify
Quintiles of, and provide Quintiles copies
of, any inquiries, correspondence or
communications to or from any
governmental or regulatory authority
relating to the Study, including, but not
limited to, requests for inspection of the
Site’s facilities, and the Institution shall
permit Quintiles and Sponsor to attend any
such inspections. The Institution will make
reasonable efforts to separate, and not
disclose, all Confidential Information that is
not required to be disclosed during such
inspections

1.3.4. License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in section

zdravotnicke zariadenie nezbavuje jeho
povinnosti uchovavat zdravotné zaznamy a
Udaje skuSania podla tejto zmluvy.

1.3.2. Vlastnictvo. Vlastnikom zdravotnych
zaznamov zostava zdravotnicke zariadenie.
Zdravotnicke zariadenie tymto postupuje
zadavatelovi vSetky svoje prava, naroky a
podiely, vratane vSetkych prav dusevného
vlastnictva, vo  vSetkych  dévernych
informaciach  (definovanych nizSie) a
vSetkych ostatnych Udajoch skiSania.

1.3.3. Pristup, pouZitie, monitorovanie a
in8pekcia. Zdravotnicke zariadenie
potvrdzuje, ze skiSajuci poskytne originaly
alebo kopie (od pripadu k pripadu) vSetkych
Udajov skiSania spolo¢nosti  Quintiles
a zadavatelovi pre ich pouzitie
zadavateflom. Zdravotnicke zariadenie
poskytne zadavatelovi, Quintiles a ich
zastupcom a predstavitelom primerany
pristup k zdravotnym zaznamom a Udajom
skdSania, aby umoznilo zadavatelovi,
Quintiles a ich zastupcom a predstavitefom
vykonavat monitorovanie skiSania.

Zdravotnicke zariadenie poskytne
kontrolnym Udradom primerany pristup do
priestorov centra skiSania a k zdravotnym
zaznamom a Udajom skiSania a umozni im
robit’ si z nich képie.

Zdravotnicke zariadenie sa zavazuje
spolupracovat so zastupcami Quintiles
a zadavatela a zabezpeéi, aby ich
zamestnanci, zastupcovia a predstavitelia
zdravotnickeho zariadenia nerusili ani inak
pre nich nevytvarali nepriatelské pracovné

prostredie.

Zdravotnicke zariadenie bude Quintiles
okamZite informovat’ 0 vSetkych
pozZiadavkéach, koreSpondencii a

komunikacii tykajucej sa skdSania (a
poskytne z nich Quintiles képie) so
vSetkymi  Statnymi  alebo  kontrolnymi
Uradmi, najma poZiadavkach na inSpekciu
priestorov centra sk(Sania, a umozni
zastupcom Quintiles a zadavatela, aby sa
takychto inSpekcii zucastnili. Zdravotnicke
zariadenie vynaloZi primerané Usilie na to,
aby oddelilo a neodovzdalo zZiadne také
déverné informacie, ktorych odovzdanie
pocas tychto inSpekcii nie je pozadované.

1.3.4. Licencia. Zadavatel tymto udeluje
zdravotnickemu zariadeniu trvald,
nevyhradnd, neprenosnd, vyplatenu
licenciu, bez prava udelovat sublicencie, na
pouzitie  Udajov  skdSania (i) pod
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3 “Confidentiality”, for internal, non-
commercial research and for educational
purposes, and (i) for preparation of
publications in accordance with Section 5
“Publication Rights”.

1.3.5. Survival. This section 1.3 “Medical
Records and Study Data” shall survive
termination or expiration of this Agreement.

1.4 Duties of Investigator

Institution agrees that the arrangements
between Quintiles and Investigator concerning
the conduct of the Study including payments
due to the Investigator for performance of the
Study are detailed in a separate written
agreement.

1.5. Adverse Events

The Institution acknowledges that Investigator
shall report adverse events and serious
adverse events as directed in the Protocol and
by applicable laws and regulations.

Sponsor will promptly report to the Investigator,
the Institution’s IRB/IEC, and Quintiles, any
finding that could affect the safety of Study
Subjects or their willingness to continue
participation in the Study, influence the
conduct of the Study, or alter the Institution’s
IRB/IEC approval to continue the Study.

1.6. Use and Return of Investigational Product
Sponsor or a duly authorized agent of
Sponsor, shall supply Investigator at
Institution’s facilities with sufficient amount of
Investigational Product free of charge as
described in the Protocol.

Institution will enable Investigator to maintain
the Investigational Product as specified by
Sponsor and according to the Protocol,
applicable laws and regulations, including
storage in a locked, secured area at all times.

1.7. Key Enroliment Date

The Site understands and agrees that if
Investigator has not enrolled at least one (1)
Study Subject by the Key Enrollment Date then
Quintiles may terminate this Agreement in
accordance with Section 15 “Term &
Termination” Sponsor/Quintiles has the right to
limit enrollment at any time. Quintiles has a
right to limit or increase unilaterally and at any

Slovakia Clinical Trial Agreement template-INSTITUTION based
on Quintiles Global template — 15 April 2013 adapted for
Mitsubishi MT-1303-E14 3September 2014 PI: Jozef Balaz MD

CONFIDENTIAL
Page 7 of 26

podmienkou spinenia povinnosti uvedenych
v ¢lanku 3 ,Dévernost”, na interny,
nekomerény vyskum a na vzdelavacie ucely
a (i) na pripravu publikacii v sulade s
¢lankom 5 ,Prava na publikovanie”.

1.3.5. Pretrvanie. Platnost tohto ¢lanku 1.3
.Zdravotné zaznamy a Udaje skUSania
pretrva vypovedanie alebo vypr3anie tejto
zmluvy.

1.4 Povinnosti skuSajuceho

Zdravotnicke zariadenie akceptuje, Ze dohoda
medzi Quintiles a skdSajucim o vedeni
skuSania a platbach splatnych skiSajucemu za
vykonanie skdSania je podrobne definovana v
samostatnej pisomnej zmluve.

1.5. NeZiaduce udalosti

Zdravotnicke  zariadenie  potvrdzuje, Ze
skiSajuci bude neziaduce udalosti a zavazné
neziaduce udalosti hlasit podia poziadaviek
protokolu a platnych pravnych predpisov.

Zadavatel bude skiSajuceho, eticki komisiu
zdravotnickeho  zariadenia a  Quintiles
urychlene informovat o kazdom zisteni, ktoré
by mohlo mat dopad na bezpe&nost subjektov
skiSania alebo na ich ochotu pokracovat v
UCasti na skasani, ovplyvnit priebeh skdSania
alebo zmenit sdhlas etickej komisie
zdravotnickeho zariadenia s pokracovanim
skdSania.

1.6. Pouzitie a vratenie skiSaného produktu
Zadavatel alebo jeho riadne splnomocneny
zastupca bezplatne doda skudSajucemu do
priestorov zdravotnickeho zariadenia
dostatoéné mnozstvo skdSaného produktu, v
sulade s protokolom.

Zdravotnicke  zariadenie zabezpeci, aby
skiSajuci za kazdych okolnosti skladoval
skiSany produkt podfa pokynov zadavatela,
protokolu a platnych pravnych predpisov,
vratane skladovania v uzamknutych a
zabezpecenych priestoroch.

1.7. Kld€ovy datum zaradovania

Centrum skiSania berie na vedomie a suhlasi,
Zze ak skdSajuci do klaéového datumu
zaradovania nezaradi do skuSania aspof
jeden (1) subjekt, Quintiles mdze tito zmluvu
vypovedat podla ¢lanku 15 ,Doba platnosti a
vypovedanie”. Zadavatel a Quintiles majd
pravo kedykolvek obmedzit zaradovanie
pacientov. Spolo¢nost Quintiles ma pravo
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time the number of subjects participating in the
Study.

2. PAYMENT

In consideration for the proper performance of the
Study by Investigator and Institution in compliance
with the terms and conditions of this Agreement,
payments shall be made in accordance with the
provisions set forth in Attachment A, with the last
payment being made after the Institution completes
all its obligations hereunder, and Quintiles has
received all properly completed CRFs and, if

Quintiles  requests, all other Confidential

Information (as defined below).

3. CONFIDENTIALITY
3.1 Definition
"Confidential Information™ means  the
confidential and proprietary information of
Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the

Investigational Product, technical information
relating to the Investigational Product, all Pre-
Existing Intellectual Property (as defined in
Section 4) of Sponsor, and the Protocol; and
(i) Study enrollment information, information

pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the

regulatory status of the Investigational Product,
and Study Data and Inventions (as defined in
Section 4).

Confidential Information shall not include

information that:

(i) can be shown by documentation
to have been public knowledge
prior to or after disclosure by
Sponsor, other than through
wrongful acts or omissions
attributable to Institution or any of
its personnel;

(i) can be shown by documentation
to have been in the possession of
Institution or any of its personnel
prior to disclosure by Sponsor,
from sources other than Sponsor
that did not have an obligation of
confidentiality to Sponsor;

can be shown by documentation
to have been independently
developed by Institution or any of

(i)
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kedykolvek jednostranne obmedzit alebo
zvySit pocet subjektov zUc€astrujicich sa
skdSania.

2. PLATBY

Ako protiplnenie za riadne vykonanie skiSania
skiSajucim a zdravotnickym zariadenim v silade s
podmienkami tejto zmluvy sa budl poukazovat
platby podla ustanoveni uvedenych v Prilohe A,
pricom posledna platba sa poukaze potom, ¢o
zdravotnicke zariadenie spIni  vSetky svoje
povinnosti podfa tejto zmluvy a Quintiles dostane
vSetky riadne vyplnené CRF, a ak to bude
pozadovat, aj vSetky ostatné doverné informacie
(definované nizSie).

3. DOVERNE INFORMACIE

3.1 Definicia
,Dbverné informacie” znamenaju dbverné a
vlastnickymi pravami chranené informacie

zadavatela a zahffiaju (i) vSetky informacie

odovzdané zadavatelom alebo jeho
zastupcami zdravotnickemu zariadeniu,
skuSajucemu alebo inému persondlu

zdravotnickeho zariadenia, najma skuSany
produkt, technické informacie tykajuce sa
skuSaného produktu, vSetko dovtedy existujlce
duSevné vlastnictvo zadavatela (definované v
¢lanku 4) a protokol; a (i) informéacie o
zaradovani do skiSania, informacie o stave
skiSania, komunikaciu s kontrolnymi Gradmi,
informécie o stave registracie skudsaného
produktu, Udaje skdSania a vynalezy
(definované v ¢lanku 4).

Doverné informacie nezahffiaju informacie,

ktoré:
() ako mozno preukazat
dokumentéaciou, sa stali verejne
znamymi pred odovzdanim

zadavatelom alebo po fiom, inak,
nez protipravnym konanim alebo
zanedbanim pripisatelnym
zdravotnickemu zariadeniu alebo
jeho personalu;

(i) ako mozno preukazat
dokumentéaciou, zdravotnicke
zariadenie alebo jeho personal mal
pred ich odovzdanim zadavatelom
z inych zdrojov, ktoré nemali voci
zadavatelovi povinnost zachovania
ich utajenia;

(iii) ako mozno preukazat
dokumentéaciou, nezavisle vytvorilo
zdravotnicke zariadenie alebo jeho
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its personnel; or
(iv) is permitted to be disclosed by
written authorization from
Sponsor.
3.2. Obligations
Institution and Institution’s personnel, including
Study Staff shall not

@ use Confidential
Information for any
purpose other than the
performance of the Study
or

(i) disclose Confidential
Information to any third
party, except as permitted
by this Section 3 or by
Section 5  “Publication
Rights”, or as required by
law or by a regulatory
authority or as authorized
in writing by the disclosing
party.

To protect Confidential Information, Institution
agrees to:

0] limit  dissemination  of
Confidential Information to
only those Study Staff
having a need to know for
purposes of performing the

Study;

(i) advise all Study Staff who
receive Confidential
Information of the

confidential nature of such
information; and

(iii) use reasonable measures
to protect Confidential
Information from
disclosure.

Nothing herein shall limit the right of Institution
to disclose Study Data as permitted by Section
5 “Publication Rights.”

3.3. Compelled Disclosure

In the event that Institution receives notice
from a third party seeking to compel disclosure
of any Confidential Information, the notice
recipient shall provide Sponsor with prompt
notice so that Sponsor may seek a protective
order or other appropriate remedy. In the event
that such protective order or other remedy is
not obtained, the notice recipient shall furnish
only that portion of the Confidential Information

persondl; alebo
(iv) je povolené odovzdavat na zaklade
pisomného povolenia zadavatela.

3.2. Povinnosti
Zdravotnicke zariadenie ajeho personal,
vratane personalu skiSania, nesmu:

(i) pouzivat dbverné informéacie
na iné Ucely, nez je vykonanie
sklUSania alebo

(i) odovzdavat doéverné
informacie akejkolvek tretej
strane, okrem pripadov

povolenych vtomto ¢lanku 3
alebo v ¢lanku 5 ,Prava na
publikovanie”, ak je to
poZadované pravnymi
predpismi alebo kontrolnymi
Uradmi alebo na z&klade

pisomného povolenia
odovzdavajlcej zmluvnej
strany.

Aby chranilo déverné informacie, zavazuje sa
zdravotnicke zariadenie:

(i) obmedzit Sirenie dbvernych
informacii len na ten personal
skiSania, ktory ich potrebuje
poznat pre Uucely vykonania
skdSania;

(i) informovat vSetok personal
skuSania, ktory dostane
doéverné informacie, o doévernej
povahe tychto informacii a

(iii) pouzit primerané opatrenia na
ochranu dévernych informacii
pred odhalenim.

Ni¢ z toho, ¢o je uvedené v tomto odseku
neobmedzuje pravo zdravotnickeho zariadenia
odovzdavat (daje skdSania spbsobom,
povolenym podla ¢lanku 5. Prava na
publikovanie.

3.3. Vynutené odovzdanie

V pripade, ze zdravotnicke zariadenie dostane
od tretej strany vyrozumenie, ktorym sa tato
bude snazit vynutit si odovzdanie akejkolvek
dovernej informacie, prijemca vyrozumenia
bude o tom zadavatela okamzite pisomne
informovat, aby mohol zadavatel poziadat o
ochranny sudny prikaz alebo iny vhodny
ochranny prostriedok. V pripade, Ze sa takyto
ochranny sudny prikaz alebo iny vhodny
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which is legally required to be disclosed, and
shall request confidential treatment for the
Confidential Information.

3.4. Return or Destruction

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

3.5. Survival

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

4. INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property
Ownership of inventions, discoveries, works of
authorship and other developments existing as
of the Effective Date and all patents,
copyrights, trade secret rights and other
intellectual property rights therein (collectively,
“Pre-existing Intellectual Property "), is not
affected by this Agreement, and no Party or
Sponsor shall have any claims to or rights in
any Pre-existing Intellectual Property of
another, except as may be otherwise expressly
provided in any other written agreement
between them.

4.2 Inventions

For purposes hereof, the term “Inventions ”
means all inventions, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or developed
by a Party or Sponsor or any of such entity’s
personnel in performance of the Study.
Sponsor shall own all Inventions that are
conceived, first reduced to practice or
otherwise discovered or developed by the
Institution, the Investigator or any of their
personnel in performance of the Study.

4.3. Assignment of Inventions

Institution shall, and shall cause its personnel
to, disclose all Inventions promptly and fully to
Sponsor in writing, and Institution, on behalf of
itself and its personnel, hereby assigns to
Sponsor all of its rights, title and interest in and
to Inventions, including all patents, copyrights
and other intellectual property rights therein
and all rights of action and claims for damages
and benefits arising due to past and present
infringement of said rights. Institution shall
cooperate and assist Sponsor by executing,
and causing its personnel to execute, all

ochranny prostriedok ziskat nepodari, musi
prijemca vyrozumenia poskytnit len ti cast
dévernych informacii, ktorej odovzdanie je
pozadované podla pravnych predpisov a musi
pozadovat, aby sa s tymito informaciami
zaobhchadzalo ako s dévernymi.

3.4. Vréatenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skorSej
pisomnej poziadavke zadavatela, zdravotnicke
zariadenie podla rozhodnutia zadavatela vrati
zadavatelovi alebo zlikviduje vSetky ddverné
informacie, okrem Udajov skuSania.

3.5. Pretrvanie

Platnost’ tohto ¢lanku 3 ,Déverné informacie”
pretrva desat (10) rokov po vypovedani alebo
vyprSani tejto zmluvy.

4. DUSEVNE VLASTNICTVO

4.1 Existujuce duSevné vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel
a dalSieho vyvoja existujaceho k datumu
Gcinnosti  zmluvy a vSetkych patentov,
autorskych prav, prav na obchodné tajomstva
a dalSich prav duSevného vlastnictva v nich
obsiahnutych (spolo¢ne ako ,existujlce
duSevné vlastnictvo ") nie je ovplyvnené touto
zmluvou a zmluvna strana ani zadavatel
nebudd mat Ziadny narok ani pravo na
existujuce duSevné vlastnictvo inej zmluvnej
strany, okrem pripadov vyslovne uvedenych
v inych pisomnych zmluvach medzi nimi.

4.2 Vynélezy

Pre Gcely tejto zmluvy pojem ,vyndlezy “
znamena vSetky vynalezy, objavy a vyvoj
sformulované, prvykrat uvedené do praxe
alebo inak objavené alebo vyvinuté zmluvnou
stranou, zadavatelom alebo personalom
niektorého z nich pri vykonavani skudSania.
Zadavatel je vlastnikom vSetkych vynalezov,
ktoré sformuluje, prvykrat uvedie do praxe
alebo inak objavi alebo vyvinie zdravotnicke
zariadenie, skusajuci alebo personal
niektorého vykonavaného skiSania.

4.3. Postupenie vynélezov

Zdravotnicke zariadenie odovzda a zabezpeci,
aby aj jeho persondl odovzdal vSetky vynalezy
zadavatelovi urychlene, vplnej miere a
v pisomnej forme a zdravotnicke zariadenie vo
svojom mene a v mene svojho personalu tymto
postupuje zadavatefovi vSetky svoje prava,
naroky azaujmy vo vsSetkych vynalezoch,
vratane vSetkych patentov, autorskych prav
alebo inych prav duSevného vlastnictva v nich
obsiahnutych a vSetky prava na sudne stihanie
a zalovanie  vSetkych  Sk6d  a vSetkého
prospechu, ktory vznikne na zaklade minulého
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documents reasonably necessary for Sponsor
to secure and maintain Sponsor’'s ownership
rights in Inventions.

4.4. License

Sponsor hereby grants to Institution a
perpetual, non-exclusive, non-transferable,
paid-up license, without right to sublicense, to
use Inventions, subject to the obligations set
forth in Section 3 “Confidentiality”, for internal,
non-commercial research and for educational
purposes.

4.5. Patent Protection
Institution shall cooperate, at Sponsor's
request and expense, with Sponsor’s
preparation, filing, prosecution, and
maintenance of all patent applications and
patents for Inventions.

4.6. Survival
This Section 4 “Intellectual Property” shall
survive termination or expiration of this
Agreement.

5. PUBLICATION RIGHTS

Institution agrees not to publish or refer to the
Study, in whole or in part, without the prior
expressed written consent of Sponsor.

5.1 Use of Name, Registry and Reporting

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

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

6. PERSONAL DATA
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alebo sucasného poruSenia tychto prav.
Zdravotnicke zariadenie bude so zadavatelom
spolupracovat tym, Ze podpiSe a zabezpedi,
aby aj jeho personal podpisal vSetky
dokumenty primerane potrebné pre zadavatela
na zabezpecCenie a udrzanie si vlastnickych
prav na vSetky vynalezy.

4.4. Licencia

Zadavatel tymto zdravotnickemu zariadeniu
udeluje trval, nevyhradnl(, neprenosnd,
vyplatent licenciu, bez prava udelovat
sublicencie, na pouzitie vynalezov, pod
podmienkou splnenia povinnosti uvedenych v
¢lanku 3 ,Dévernost”, na interny nekomerény
vyskum a na vzdelavacie Ucely.

4.5. Ochrana patentov
Zdravotnicke zariadenie bude so zadéavatefom
na jeho poziadavku a naklady spolupracovat
pri priprave, podavani, sudnom stihani a
udrziavani vSetkych Ziadosti o patent a
patentov na vynalezy.

4.6. Pretrvanie

Platnost’ tohto ¢lanku 4 ,DuSevné vlastnictvo*
pretrva vypovedanie alebo vyprSanie tejto
zmluvy.

5. PRAVA NA PUBLIKOVANIE

Zdravotnicke zariadenie sa zavéazuje, Ze nebude
skiSanie publikovat ani sa na skiSanie odvolavat,
¢i uz CiastoCne alebo Uplne, bez predchadzajliceho
vyslovného pisomného suhlasu zadavatela.

5.1 PouZitie mien a nazvov, reqistracia
a spravy zo skuSania

Ziadna zo zmluvnych stran nepouZije nézov
druhej zmluvnej strany ani nazov zadavatela
v suvislosti s reklamou, publikovanim alebo
propagaciou bez predchadzajuceho
pisomného povolenia; zadavatel a Quintiles
vS8ak mobézu pouzivat meno zdravotnickeho
zariadenia v publikaciach  zo  skdSania
a v medialnej komunikéacii, vratane webovych
stranok venovanych klinickym skdSaniam
atlatovych oznameni o skdSani. Zadavatel
zariadenie zaregistruje skuSanie vo verejnom
registri klinickych skdSani v sulade s platnymi
pravnymi  predpismi  azverejni  spravu
z vysledkov  skuSania v takom termine
arozsahu, vakom to pozaduju platné pravne

predpisy.
5.2. Pretrvanie
Platnost tohto ¢lanku 5 ,Prava na

publikovanie” pretrvd vypovedanie alebo
vyprSanie tejto zmluvy.

6. OSOBNE UDAJE
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6.1. Study Staff Member Personal Data
Institution agrees that Investigator and study
personal provide their personal data to
Quintiles and _that Quintiles and/or Sponsor
may process "personal data", as defined in the
Data Protection Directive 95/46/EC and
applicable national legislation enacted under
the same (collectively "Data Protection
Legislation"), of the Investigator and Study
Staff for study-related purposes and all such
processing will be carried out in accordance
with the Data Protection Legislation.

7. STUDY SUBJECT INJURY

The Institution shall and shall ensure Investigator
shall promptly notify Quintiles and Sponsor in
writing of any claim of illness or injury actually or
allegedly due to an adverse reaction to the
Investigational Product and and and allow Sponsor
to handle such claim (including settlement
negotiations), and shall cooperate fully with
Sponsor in its handling of the claim. Neither
Quintiles nor Sponsor will be responsible for, and
the Institution agrees, to the extent allowed by law,
to indemnify and hold the Sponsor and Quintiles
harmless from, any loss, claim, cost (including
reasonable attorney fees) or demand arising from
any injuries or damages resulting from the
Institution’s and Institution’'s  Study  Staff's
negligence, failure to adhere to the Protocol, failure
to obtain informed consent, unauthorized
warranties, breach of this Agreement or willful
misconduct.  The Institution shall maintain a
commercially reasonable level of insurance, and,
upon request, shall provide a certificate of
insurance to Quintiles; 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 during the Study.

In the event that Quintiles or Sponsor reasonably
believe there has been any research misconduct in
relation to the Study, the Institution and the
Investigator shall provide all reasonable assistance
to any investigation into any alleged research
misconduct undertaken by or on behalf of the
Sponsor, the results of which shall, subject to any
obligations of confidentiality, be communicated to
the Institution by the Party on whose behalf the
investigation was undertaken. In the event that the
Institution reasonably believes there has been any
research misconduct in relation to the Clinical Trial,
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6.1. Osobné udaje Elenov personalu skuSania
Zdravotnicke  zariadenie  akceptuje, Ze
skuSajuci a persondl skiSania poskytnu svoje
osobné Udaje Quintiles a Ze Quintiles alebo
zadavatel mbézu spracovavat ,0sobné Udaje”,
definované smernicou Eurépskeho parlamentu
arady 95/46/EC o ochrane osobnych udajov
a platnou narodnou legislativou, uzékonenou
podla nej (spolo¢ne ,legislativa o ochrane
osobnych udajov"), skuSajuceho a persondlu
skdSania pre Ucely skuSania a kazdé takéto
spracovavanie sa bude vykonavat v sulade s
legislativou o ochrane osobnych tdajov.

7. POSKODENIE ZDRAVIA SUBJEKTOV SKUSANIA

zariadenie  bude
zadavatela  urychlene  pisomne informovat
(a zabezpe€i, aby tak urobil aj skuSajuci) o
akejkolvek poziadavke na odSkodnenie choroby
alebo poSkodenia zdravia skutoéne alebo Udajne
spbsobeného neziaducou reakciou na skiSany
produkt, umozni zadavatelovi, aby takuto
poziadavku rieSil (vratane rokovani o mimostdnom
vyrovnani) a bude so zadavatefom pri jeho rieSeni
tejto poZiadavky plne spolupracovat. Quintiles ani
zadavatel nebudld mat Ziadnu zodpovednost
a zdravotnicke zariadenie sa v rozsahu povolenom
pravhymi  predpismi  zavazuje Quintiles a
zadavatela odSkodnit a zbavit zodpovednosti za
vSetky straty, naroky na odSkodnenie, naklady
(vratane primeranych nékladov na pravne
zastupovanie) alebo poziadavky suvisiace s
poskodeniami zdravia alebo Skodami na majetku,
vyplyvajucimi z nedbalosti, nedodrzania protokolu,
neziskania informovaného suhlasu, neopravnenych
zaruk, poruSenia tejto zmluvy alebo Umyselného
pochybenia zo strany zdravotnickeho zariadenia
a jeho personalu skdSania. Zdravotnicke zariadenie
bude udrziavat poistenie v primeranej vySke a na
poziadanie poskytne Quintiles poistny certifikat; v
pripade, Ze prisluSné poistenie poskytuje nejaka
Statna  inStitlcia, zavazuje sa zdravotnicke
zariadenie spifiat v3etky podmienky, aby si po&as
skiSania udrzalo narok na takéto Statne poistenie.

Zdravotnicke Quintiles a

V pripade, Ze Quintiles alebo zadavatel budi mat
dévod sa domnievat, Ze v suvislosti so skiSanim
doSlo k vedeckému  podvodu, poskytnu
zdravotnicke  zariadenie  a skdSajuci  vSetku
potrebnl sudc€innost pri akomkolvek vySetrovani
udajného vedeckého podvodu, vedenom
zadavatelom alebo v jeho mene, ktorého vysledky
odovzda zdravotnickemu zariadeniu ta zmluvna
strana, v ktorej mene sa vySetrovanie viedlo, pod
podmienkou  dodrZzania  povinnosti  utajenia
dévernych informacii. V pripade, Ze zdravotnicke
zariadenie bude mat dévod sa domnievat, Ze v
suvislosti so skuSanim doSlo k vedeckému
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Quintiles and the Sponsor shall provide all
reasonable assistance to any investigation into any
alleged research misconduct undertaken by or on
behalf of the Institution, the results of which shall,
subject to any obligations of confidentiality, be
communicated to the Sponsor.

This Section 7 “Study Subject Injury” shall survive
termination or expiration of this Agreement.

8. QUINTILES DISCLAIMER

Quintiles expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any claim arising out of a
condition caused by or allegedly caused by any
Study procedures associated with such product
except to the extent that such liability is caused by
the negligence, willful misconduct or breach of this
Agreement by Quintiles.

This Section 8 “Quintiles Disclaimer” shall survive
termination or expiration of this Agreement.

9. CONSEQUENTIAL DAMAGES

Neither Quintiles nor Sponsor shall be responsible
to the Institution for any lost profits, lost
opportunities, or other consequential damages, nor
shall Institution be responsible to Quintiles or
Sponsor for any lost profits, lost opportunities, or
other consequential damages.

This Section 9 “Consequential Damages” shall
survive termination or expiration of this Agreement.

10. DEBARMENT

The Institution represents and warrants that neither
Institution nor Investigator, nor any of Institution’s
or Investigator's employees, agents or other
persons performing the Study at Institution, have
been debarred, disqualified or banned from
conducting clinical trials or are under investigation
by any regulatory authority for debarment or any
similar regulatory action in any country, and the
Institution shall notify Quintiles immediately if any
such investigation, disqualification, debarment, or
ban occurs.

podvodu, poskytni Quintiles a zadavatel vSetku
potrebnl sudcinnost pri akomkolvek vySetrovani
udajného vedeckého podvodu, vedenom
zdravotnickym zariadenim alebo v jeho mene,
ktorého vysledky sa odovzdaju zadavatelovi, pod
podmienkou  dodrZzania  povinnosti  utajenia
doévernych informacii.

Platnost tohto ¢&lanku 7 ,PoSkodenie zdravia
subjektu skdSania” pretrva vypovedanie alebo
vyprsanie tejto zmluvy.

8. VYHRADA QUINTILES

Quintiles tymto vyslovne odmieta akukolvek
zodpovednost v suvislosti so skuSanym produktom,
vratane zodpovednosti za poziadavky na nahradu
Skody, ktora vznikne na zaklade zdravotného
problému spdsobeného alebo Udajne spésobeného
akymkolvek  postupom  skGSania  spojenym
s takymto produktom, okrem rozsahu, v ktorom by
takato zodpovednost bola odévodnena
zanedbanim, Umyselne nespravnym konanim
alebo porusenim tejto zmluvy zo strany Quintiles.

Platnost tohto ¢lanku 8 ,Vyhrada Quintiles” pretrva
vypovedanie alebo vyprSanie tejto zmluvy.

9. NASLEDNE SKODY

Quintiles ani zadavatel nerucia zdravotnickemu
zariadeniu za Ziadny usly zisk, stratu prilezitosti ani
iné nasledné Skody, ani zdravotnicke zariadenie
neruci Quintiles a zadavatelovi za ziadny usly zisk,
stratu prilezitosti ani iné nasledné Skody.

Platnost tohto ¢lanku 9 ,Nasledné Skody” pretrva
vypovedanie alebo vyprSanie tejto zmluvy.

10. VYLUCENIE

Zdravotnicke zariadenie vyhlasuje a zaruCuje, Ze
skuSajuci, zdravotnicke zariadenie, ani ziadni ich
zamestnanci, zastupcovia alebo iné osoby
vykonavajuce skuSanie v zdravotnickom zariadent,
neboli vyli¢ené, diskvalifikované a nebol im
udeleny zékaz c¢innosti pri vykonavani klinickych
skiSani, ani nie sO predmetom vySetrovania
akéhokolvek Statneho alebo kontrolného tradu vo
veci vylucenia alebo podobného Uradného postihu
v akejkolvek krajine a zdravotnicke zariadenie
bude Quintiles okamzite informovat, ak sa takéto
vySetrovanie, diskvalifikacia, vylicenie alebo zakaz
¢innosti vyskytne.

This Section 10 “Debarment” shall survive Platnost tohto ¢&lanku 10 ,Vyla€enie” pretrva
termination or expiration of this Agreement. vypovedanie alebo vyprSanie tejto zmluvy.

11. FINANCIAL _DISCLOSURE AND CONFLICT OF 11. FINANCNE PRIZNANIA A KONFLIKT ZAUIMOV
INTEREST

Investigator and sub-investigators provide Financial SkuaSajici  a spoluskiSajaci  poskytli  finanéné
Disclosure Forms. priznania.
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12. ANTI-KICKBACK AND ANTI FRAUD

Institution agrees that its judgment with respect to

the advice and care of each Study Subject will not
be affected by the compensation it receives from
this Agreement, that such compensation does not
exceed the fair market value of the services they
are providing, and that no payments are being
provided to them for the purpose of inducing them
to purchase or prescribe any drugs, devices or
products.

If the Sponsor or Quintiles provides any free
products or items for use in the Study, Institution
agrees that they will not bill any Study Subject,
insurer or governmental agency, or any other third
party, for such free products or items.

Institution agrees that they will not bill any Study
Subject, insurer, or governmental agency for any
visits, services or expenses incurred during the
Study for which they have received compensation
from Quintiles or Sponsor, or which are not part of
the ordinary care they would normally provide for
the Study Subject, and that Institution will not pay
another physician to refer subjects to the Study.

13. ANTI-BRIBERY.

Institution agrees that the fees to be paid pursuant
to this Agreement represent fair compensation for
the services to be provided by
Institution. Institution represents and warrant that
payments or Items of Value received pursuant to
this Agreement or in relation to the Study will not
influence any decision that Institution, or any of its
respective owners, directors, employees, agents,
consultants, or any payee under this Agreement
may make, as a Government Official or otherwise,
in order to assist Sponsor or Quintiles to secure an
improper advantage or obtain or retain business.

Institution further represents and warrants that
neither it nor any of its respective owners, directors,
employees, agents, or consultants, nor any payee
under this Agreement, will, in order to assist
Sponsor or Quintiles to secure an improper
advantage or obtain or retain business, directly or
indirectly pay, offer or promise to pay, or give any
Items of Value to any person or entity for purposes
of (i) influencing any act or decision; (ii) inducing
such person or entity to do or omit to do any act in
violation of their lawful duty; (iii) securing any
improper advantage; or (iv) inducing such person
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12. USTANOVENIA NAMIERENE PROTI PROVIZIAM A
PODVODOM

Zdravotnicke zariadenie potvrdzuje, Ze odmena,
ktor( dostane podla tejto zmluvy, neovplyvni jeho
Usudok v sQvislosti S poradenstvom a
starostlivostou poskytovanou kazdému subjektu
skiSania, Ze tato odmena nepresahuje spravodliva
trhovl hodnotu sluzieb, ktoré poskytuje a Zze Ziadne
platby sa mu neposkytuju za G¢elom nabadania na
nakup alebo predpisovanie akychkolvek liekov,
pomécok alebo produktov.

Ak zadavatel alebo Quintiles bezplatne poskytne
akykolvek produkt alebo polozku na pouZitie
v skiiSani, zdravotnicke zariadenie sa zavazuje
neuctovat tieto bezplatné produkty alebo polozky
Ziadnemu subjektu skiSania, poistovni, Stathemu
Uradu ani akejkolvek inej tretej strane.

Zdravotnicke zariadenie sa zavazuje neudctovat
Ziadnemu subjektu skiSania, poistovni, Stathemu
Uradu ani akejkolvek inej tretej strane Ziadne
navstevy, sluzby alebo vydavky, ktoré mu vzniknu
pocas skuSania a za ktoré dostalo Uhradu od
Quintiles alebo zadavatela, alebo ktoré nie su
sucastou beznej starostlivosti, ktora by subjektu
skuSania za normalnych okolnosti poskytlo a ze
zdravotnicke zariadenie nebude platit ziadnemu
inému lekarovi za poukazovanie subjektov do
skdSania.

13. USTANOVENIA NAMIERENE PROTI UPLATKARSTVU

Zdravotnicke zariadenie potvrdzuje, Ze poplatky,
ktoré maju byt vyplatené podla tejto zmluvy,
predstavuju spravodlivi odmenu za sluzby, ktoré
ma poskytnat. Zdravotnicke zariadenie vyhlasuje
a zaruCuje, ze platby a hodnotné veci, ktoré
dostane podla tejto zmluvy v slvislosti so
skuSanim, neovplyvnia ziadne rozhodnutie, ktoré
zdravotnicke zariadenie alebo niektory zjeho
vlastnikov, riaditelov, zamestnancov, zastupcov,
poradcov alebo prijemcov platieb podla tejto
zmluvy mdze prijat ako Statny predstavitel alebo v
inej funkcii, aby pomohol zadavatelovi alebo
Quintiles zabezpedit si nenaleziti vyhodu alebo
ziskat ¢i udrzat si obchodné prilezitosti.

Zdravotnicke zariadenie vyhlasuje a zaruCuje, Ze
ani ono samo, ani Zziadny zjeho vlastnikov,
riaditelov, zamestnancov, zdastupcov, poradcov
alebo prijemcov platieb podla tejto zmluvy nebude
za to, aby zadavatelovi alebo Quintiles pomohol
zabezpedit si nenaleziti vyhodu alebo ziskat C&i
udrzat si obchodné prileZitosti, priamo ani
nepriamo platit, ponudkat alebo sfubovat platbu, ani
nedaruje ziadnu hodnotnd vec ziadnej fyzickej
alebo pravnickej osobe za ucelom (i) ovplyvnenia
akéhokolvek Ukonu alebo rozhodnutia, (i)
nabadania takejto fyzickej alebo pravnickej osoby

Slovakia Clinical Trial Agreement template-INSTITUTION based
on Quintiles Global template — 28March2012

DOVERNE
14z 26

Strana



or entity to use influence with the government or
instrumentality thereof to affect or influence any act
or decision of the government or instrumentality.
Institution acknowledges that Quintiles and
Sponsor, and their respective affiliates, need to
adhere to the provisions of (i) the Bribery Act 2010
of the United Kingdom (Bribery Act); (ii) the Foreign
Corrupt Practices Act 1977 of the United States of
America (FCPA) and (iii) any other applicable anti-
corruption legislation.

It is the responsibility of the Parties to ensure that
they are familiar with the provisions of the
Applicable Anti-Corruption Legislation and key
underlying principles of (i) the United Kingdom
Bribery Act of 2010 (Bribery Act); and (ii) the
Foreign Corrupt Practices Act 1977 of the United
States of America (FCPA) and the Parties must
comply with the following requirements:

(A) Parties must at all times act with
integrity and honesty and comply with the
highest ethical standards.

(B) Parties must not make, give, or
offer any payment, gift or other benefit or
advantage to any person or the purposes

of:

0] securing any improper
advantage; or

(ii) inducing the recipient or another

person to do or omit to do any act in
violation of their duties or responsibilities
(or for the purposes of rewarding such
conduct).

This restriction applies at all times and in all
contexts. For the avoidance of any doubt,
it applies both to dealings with "public
officials" and to dealings with employees
and agents of commercial enterprises.

© Nevertheless, particular care
must be exercised with dealings with public
officials. Parties must not make, give or
offer any payment, gift or other benefit or
advantage for the purposes of influencing
any act or decision of a public official (or
inducing such official to use their influence
with another person, entity or government
instrumentality or to affect or influence any
act or decision of such other person, entity
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na vykonanie alebo nevykonanie akéhokolvek
skutku v rozpore s jej zakonnymi povinnostami; (iii)
zabezpec€enia si nenalezitej vyhody alebo (iv)
nabadania takejto fyzickej alebo pravnickej osoby,
aby ovplyvnila nejaky Ukon alebo rozhodnutie
Statneho Uradu alebo iného organu viady.
Zdravotnicke zariadenie berie na vedomie, Ze
Quintiles, zadavatel a vSetky ich dcérske
spolo¢nosti musia dodrziavat ustanovenia (i)
Protikorupéného zékona Velkej Britanie z r. 2010
(Protikorupény zékon); (i) Zdkona o zahraniénych
korupénych praktikach Spojenych Statov
americkych z r. 1977 (FCPA) a (iii) vSetky dalSie
platné protikorupéné pravne predpisy.

Zmluvné strany sU povinné oboznamit sa s
ustanoveniami platnych protikorupénych pravnych
predpisov a zakladnymi principmi 0]
Protikorupéného zédkona Velkej Britanie z r. 2010
(Protikorupény zakon) a (ii) Zakona o zahraniénych
korupénych praktikach Spojenych Statov
americkych z r. 1977 (FCPA) a musia dodrziavat
nasledujuce poZiadavky:

(A) Zmluvné strany musia za kazdych
okolnosti konat' ¢estne a poctivo a dodrziavat
najvyssie etické normy.

(B) Zmluvné strany nesmu poukéazat, odovzdat

ani ponukat Zziadnu platbu, dar alebo iny
prospech ¢&i vyhodu akejkolvek osobe za
Ucelom:

(i) ziskania nenalezitej vyhody alebo

(i) nabadania prijemcu alebo inej osoby na
konanie alebo nekonanie v rozpore s ich
povinnostami alebo zodpovednostou (alebo za
Gcelom odmenenia takéhoto konania).

Tento zékaz plati za kazdych okolnosti a vo
vSetkych  situaciach. Aby sa prediSlo
akymkolvek pochybnostiam, plati tak v styku s

.verejnymi  predstavitelmi” ako aj so
zamestnancami  a zastupcami  komercnych
firiem.

© Zvlastnu pozornost je vSak potrebné

venovat stykom s verejnymi predstavitelmi.
Zmluvné strany nesmu poukéazat, odovzdat ani
ponikat Ziadnu platbu, dar alebo iny prospech
¢i vyhodu za U€elom ovplyvnenia akéhokolvek
konania alebo rozhodnutia  verejného
predstavitela (alebo nabadania takéhoto
predstavitela, aby vyuzil svoj vplyv na ina
fyzicki alebo pravnicki osobu, ¢&i Statnu
inStitdciu  alebo ovplyvnil & zasiahol do
akéhokolvek konania alebo rozhodnutia takejto
inej fyzickej alebo pravnickej osoby, Ci Statnej
institacie).

e

(D) Pojem ,verejny predstavitel* zahfha kazdu
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or government instrumentality).

(D) The term "Public Official" includes
any person acting on behalf of any

government  department, agency

instrumentality or any state-owned or
controlled enterprise. By way of example,
this includes health care professionals
employed by a state- or local municipality-
run hospital or clinic, and representatives of

public international organizations.

(BE) Parties must not make, give or
offer any payment, gift or other benefit or
advantage to any person whilst knowing or
suspecting that all or a portion of such
money, gift, benefit or advantage will be

used, whether directly or indirectly,
breach of (B) or (C) above.

(3] Parties shall make and keep
books, records, and accounts, which, in
reasonable detail, accurately and fairly
reflect the transactions and dispositions of

the assets of the Trial Parties;

(G) Parties shall devise and maintain
a system of internal accounting controls
sufficient to provide reasonable assurances

that —

0] transactions are executed

accordance with management’s general or

specific authorization;

(i) transactions are recorded as
necessary
(iii) to permit preparation of financial

statements in conformity with generally
accepted accounting principles or any other
criteria applicable to such statements, and

(iv) to maintain accountability for
assets;
(v) access to assets is permitted only

in accordance with management’'s general

or specific authorization; and

(vi) the recorded accountability for

assets is compared with the existing assets

at reasonable intervals and appropriate
action is taken with respect to any
differences.

In addition to other rights or remedies under this
Agreement or at law, Quintiles may terminate this
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osobu, konajicu v mene akéhokolvek
ministerstva, Uradu alebo institdcie vlady, alebo
Statom  vlastneného ¢ kontrolovaného
podniku. To zahfia napriklad aj zdravotnickych
pracovnikov zamestnanych v nemocniciach
alebo poliklinikach, prevadzkovanych Statom
alebo obcami a zastupcov verejnych
medzinarodnych organizacii.

(E) Zmluvné strany nesmu poukazat, odovzdat
ani ponukat ziadnu platbu, dar alebo iny
prospech ¢i vyhodu akejkolvek osobe, ak maju
vedomost alebo podozrenie, Ze tieto finanéné
prostriedky, dar alebo iny prospech ¢&i vyhoda
sa Ciastocne alebo Uplne, priamo alebo
nepriamo pouziju v rozpore s vySSie uvedenymi
¢lankami (B) a (C).

(F) Zmluvné strany vytvoria a budd viest
uctovné knihy, zapisy a zaznamy, ktoré budu
do primeranych podrobnosti, presne a poctivo
zachytavat vSetky transakcie s aktivami
a prerozdelovanie aktiv zmluvnych stran
klinického skisania;

(G) Zmluvné strany vytvoria a budud udrziavat
systém internej Uc¢tovnej kontroly, postacujuci
na to, aby poskytol primerané zaruky dodrzania
nasledujacich podmienok:

(i) transakcie sa vykonavaju v sulade so
vSeobecnymi alebo 3Specidlnymi povereniami
vedenia;

(i) transakcie sa podla potreby
zaznamenavaju;

(iii) systém umozfiuje pripravovat finanéné
vykazy v sulade so vSeobecne uznavanymi
Gctovnymi zasadami a dalSimi kritériami,
platnymi pre takéto vykazy;

(iv) systém umoznuje viest evidenciu aktiv;

(v) pristup k aktivam je povoleny len v stlade
o) vSeobecnymi alebo Specialnymi
povereniami vedenia;

(vi) zaznamenana evidencia aktiv sa
v primeranych  intervaloch  porovnava s
existujucimi (realnymi) aktivami a v pripade
akychkolvek nezrovnalosti sa  podniknu
primerané opatrenia.

Okrem inych prav a opravnych prostriedkov podla
tejto zmluvy alebo podla zakona, mbéze Quintiles
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Agreement if Institution breaches any of the
representations or warranties contained in this
Section or if Quintiles or Sponsor learns that
improper payments are being or have been made
to or by Institution or Investigator or any individual
or entity acting on its or their behalf.

14. INDEPENDENT CONTRACTORS

The Institution is acting as independent contractor
of Quintiles and Sponsor and shall not be
considered the employees or agents of Quintiles or
Sponsor.

Neither Quintiles nor Sponsor shall be responsible
for any employee benefits, pensions, workers’
compensation, withholding, or employment-related
taxes as to the Institution or its staff.

15. TERM & TERMINATION

15.1 Term

This Agreement become valid upon signature
by all Parties and shall be in effect on the day
following the day of its publication in the
Central Register. (the “Effective Date ")
Agreement shall continue until completion or
until terminated in accordance with this Section
15 “Term & Termination”.

15.2. Termination

Quintiles may terminate this Agreement for any
reason effective immediately upon written
notice.

The Institution may terminate upon written
notice if circumstances beyond the Institution’s
reasonable control prevent completion of the
Study, or if it reasonably determines that it is
unsafe to continue the Study. Upon receipt of
notice of termination make all reasonable
efforts to minimize further costs, and Quintiles
shall make a final payment for visits or
milestones properly performed pursuant to this
Agreement in the amounts specified in
Attachment A; provided, however, that ten
percent (10%) of this final payment will be
withheld until final acceptance by Sponsor of
all CRF pages and all data clarifications issued
and satisfaction of all other applicable
conditions set forth herein. If a material breach
of this Agreement appears to have occurred
and termination may be required, then, except
to the extent that Study Subject safety may be
jeopardized, Quintiles may suspend
performance of all or part of this Agreement,
including, but not limited to, subject enroliment.
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tito zmluvu vypovedat, ak zdravotnicke zariadenie
porusi niektoré z vyhlaseni a zaruk obsiahnutych
vtomto ¢lanku, alebo ak sa Quintiles alebo
zadavatel dozvie, Ze zdravotnicke zariadenie alebo
skiSajuci takéto nendlezité platby vykonali bud
osobne alebo prostrednictvom inej osoby alebo
spolo¢nosti konajucej v ich mene, alebo takéto
platby prostrednictvom akejkolvek osoby alebo
spolo¢nosti prijali.

14. NEZAVISLY ZMLUVNY DODAVATE L*

Zdravotnicke zariadenie kona ako nezavisly
zmluvny dodavatel Quintiles a zadavatela a nema
sa povazovat za zamestnanca alebo zastupcu
Quintiles alebo zadavatela.

Quintiles ani zadavatel zdravotnickemu zariadeniu

ajeho persondlu nezodpovedaji za Ziadne
zamestnanecké vyhody, dbéchodky, Urazové
poistenie, daf zprijmu ani za Ziadne iné

zamestnanecké dane a odvody.
15. DOBA PLATNOSTI A VYPOVEDANIE

15.1 Doba platnosti

Tato zmluva sa stava platnou od datumu
posledného podpisu zmluvnych stran (,datum
platnosti ") a u¢innou odo dfia nasledujuceho
po jej zverejneni v Centralnom registri zmlav
SR. Zostava platnd a uc¢inna az do splnenia
alebo vypovedania podla tohto c¢lanku 15
,Doba platnosti a vypovedanie”.

15.2. Vypovedanie

Quintiles mbéze tato zmluvu vypovedat
z akéhokolvek dévodu s okamZzitou ucinnostou
pisomnou vypovedou.

Zdravotnicke zariadenie mdze tato zmluvu
vypovedat pisomnou vypovedou, ak mu
okolnosti mimo jeho primeranej kontroly
zabranuji v dokonéeni skuSania, alebo ak
dospeje  k odévodnenému  zaveru, ze
pokraCovanie v skiSani nie je bezpecné. Po
prevzati pisomnej vypovede zdravotnicke
zariadenie vynalozi  primerané Usilie na
minimalizovanie dalSich nakladov. Quintiles
poukaze poslednu platbu za navstevy alebo
vykony riadne vykonané v sllade s touto
zmluvou vo vysSke stanovenej v Prilohe A;
desat percent (10%) tejto poslednej platby
vSak bude zadrzanych az do zadavatelovho
kone¢ného  prevzatia vSetkych  strdnok
pacientskych zaznamov (CRF) a vSetkych
vydanych vysvetliviek k Gdajom a do splnenia
vSetkych dalSich uplatnitelnych podmienok tu
stanovenych.  V pripade podozrenia na
podstatné poruSenie tejto zmluvy, ktoré by
vyzadovalo jej vypovedanie, mbze spolo¢nost
Quintiles ¢iastocne alebo Uplne pozastavit
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16. NOTICE

Any notices required or permitted to be given
hereunder shall be given in writing and shall be
delivered

a) inperson,

b) by certified mail, postage
prepaid, return receipt
requested,

c) by e-mail of .pdf/scan or other
non-editable format notice with

plnenie tejto zmluvy, vratane zaradovania
subjektov skdSania do skdSania, s vynimkou
rozsahu, v ktorom by bola ohrozena
bezpecénost subjektov.

16. OZNAMENIA

VSetky oznamenia poZadované alebo povolené
podla tejto zmluvy budl vyhotovené pisomne
a dorucené
a) osobne;
b) doporu¢enou poStou s uhradenym
postovnym a doruéenkou;
c) e-mailom ako .pdf sdbor alebo
skenovany dokument, alebo v
inom needitovatelnom formate s

confirmed transmission report, pozadovanym potvrdenim
or dorucenia;

d) by a commercial overnight d) komerénou kuriérskou sluzbou,
courier that guarantees next ktord& zaruCuje dorucenie na
day delivery and provides a nasledujuci den a poskytuje
receipt, and such notices shall potvrdenie doruCenia, a takéto
be addressed as follows: oznamenia budd  adresované

nasledovne:
Name/Nazov:
Address/Adresa:

To Sponsor:
Pre zadavatela:

Mitsubishi Tanabe Pharma Corporation
17-10 Nihonbashi-Koamicho, Chuo-Ku
Tokyo 103-8405, Japan

Mitsubishi Tanabe Pharma Corporation
17-10 Nihonbashi-Koamicho, Chuo-Ku,
Tokio 103-8405, Japonsko

Tel: +81 3 6748 7681

with a copy to:

Dr Martin Davies, Managing Director

Mitsubishi Pharma Europe Limited

Dashwood House, 69 Old Broad Street, London,
EC2M 1QS

Na vedomie:

Dr Martin Davies, vykonny riaditel

Mitsubishi Pharma Europe Limited

Dashwood House, 69 OIld Broad Street, Londyn,
EC2M 1QS, Velka Britania

To Quintiles
Pre Quintiles

Name/Nazov: Quintiles Slovakia, s. r. 0.
Address: Zamocka 34,

811 01 Bratislava, Slovak Republic
Adresa: Zamocka 34

811 01 Bratislava, Slovenska republika

Tel:

To Institution
Pre zdravotnicke zariadenie

Fakultha nemocnica s poliklinikou F. D.
Roosevelta Banska Bystrica

located at: Namestie L. Svobodu 1, 975 17
Banska Bystrica, Slovak Republic

To Investigator

Name/Meno: Jozef Balaz, MD
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Pre skuSajuceho

Fakultha nemocnica s
D. Roosevelta Banska

Address/Adresa:
poliklinikou F.
Bystrica

located at: Namestie L. Svobodu 1, 975 17
Banska Bystrica, Slovak Republic

Tel:

17. FORCE MAJEURE

The performance by either Party of any obligation
on its part to be performed hereunder shall be
excused by floods, fires or any other Act of God,
accidents, wars, riots, embargoes, delay of carriers,
inability to obtain materials, failure of power or
natural sources of supply, acts, injunctions, or
restraints of government or other force majeure
preventing such performance, whether similar or
dissimilar to the foregoing, beyond the reasonable
control of the Party bound by such obligation,
provided, however, that the Party affected shall
exert its reasonable efforts to eliminate or cure or
overcome any of such causes and to resume
performance of its obligations with all possible
speed.

18. MISCELLANEOUS

18.1. Entire Agreement

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

18.2. No Waiver/Enforceability

Failure to enforce any term of this Agreement
shall not constitute a waiver of such term. If
any part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.

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

The Institution shall not assign or transfer any
rights or obligations under this Agreement
without the written consent of Quintiles and
Sponsaor.

Upon Sponsor’s request, Quintiles may assign
this Agreement to Sponsor or to a third party,
and Quintiles shall not be responsible for any
obligations or liabilities under this Agreement
that arise after the date of the assignment, and
the Institution hereby consents to such an
assignment. Institution will be given prompt
notice of such assignment by the assignee.

18.4. Third Party Beneficiary
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17. VYSSIA MOC

Zmluvné strany s0 ospravedinené od plnenia
povinnosti, ktoré si maju pinit podla tejto zmluvy,
v pripade povodne, poziaru alebo inej Zzivelnej
pohromy, havarie, vojny, vzbury, vytrZznosti,
embarga, meSkania prepravcov, nemoznosti ziskat
materidly, vypadku elektriny alebo prirodnych
zdrojov dodavok, Statneho uUkonu, vynosu alebo
obmedzenia alebo inej vySSej moci, ktora
zabranuje takémuto plneniu, ¢ uz je podobného,
alebo iného charakteru, ako vysSie uvedené a je
mimo primeranej kontroly zmluvnej strany viazanej
touto povinnostou, postihnuta zmluvna strana vSak
vynalozi primerané Usilie na to, aby odstranila,
napravila alebo prekonala takéto okolnosti a ¢o
najrychlejSie si znovu zacala plnit svoje povinnosti.

18. OSTATNE DOJEDNANIA

18.1. UpInost zmluvy

Tato zmluva vratane priloh predstavuje jediné
a uplné ujednanie medzi zmluvnymi stranami
v tejto veci a nahradza vSetky dalSie pisomné
alebo Ustne dohody o tomto skusani.

18.2. Nezrieknutie sa/VymoZzitelnost
Nevymahanie akejkolvek podmienky tejto
zmluvy nema byt interpretované ako zrieknutie
sa tejto podmienky. Ak sa ktorakolvek cast
tejto zmluvy ukaze ako nevymahatelna,
zostava zvysok tejto zmluvy platny a Gcinny.

18.3. Postupenie zmluvy
Tato zmluva je zavazna pre zmluvné strany a
ich naslednikov a nastupcov.

Zdravotnicke zariadenie nesmie postupit ani
presunut Ziadne zo svojich prav a povinnosti
podla tejto zmluvy bez predchadzajiuceho
pisomného suhlasu Quintiles a zadavatela.

Na poZiadanie zadavatela mdZe Quintiles
postupit tato zmluvu zadavatelovi alebo tretej
strane a Quintiles nebude zodpovedat za
Ziadne povinnosti alebo zavazky podla tejto
zmluvy, ktoré vzniknd po datume takéhoto
postipenia a zdravotnicke zariadenie s

takymto  postipenim sthlasi. Nastupca
spoloénosti  Quintiles bude  zdravotnicke
zariadenie o takomto postlpeni urychlene
informovat.

18.4 Opravnena tretia strana
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The Parties agree that Sponsor shall have the
right to enforce any of the provisions of this
Agreement as a third party beneficiary.

Each Party to this Agreement acknowledges
that except for the Sponsor, there are no third
party beneficiaries with any rights to enforce
any of the provisions of this Agreement.

18.5. Applicable Law

This Agreement shall be interpreted under the
laws of the state or province and country in
which Site conducts the Study.

18.6. Survival

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive
termination or completion of this Agreement
even if not expressly stated herein.

THIS SECTION IS INTENTIONALLY
LEFT BLANK

Zmluvné strany sa dohodli, ze zadavatel ma
pravo na vymahanie podmienok tejto zmluvy
ako opravnena tretia strana.

Kazda zo zmluvnych stran tejto zmluvy
potvrdzuje, Zze okrem zadavatela nie su ziadne
iné opravnené tretie strany, ktoré by mali pravo
vymahat ktorékolvek z ustanoveni tejto
zmluvy.

18.5. Nadriadené pravo

Tato zmluva sa interpretuje podla pravnych
predpisov krajiny, v ktorej centrum skuSania
vykonava skusanie.

18.6. Pretrvanie

Podmienky tejto zmluvy obsahujice povinnosti
alebo prava, ktoré pokracuju po skonceni
skiSania, budu pretrvavat aj po vypovedani
alebo splneni tejto zmluvy, ak nie je vyslovne
uvedené inak.

TATO €AST JE UMYSELNE
PONECHANA PRAZDNA
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ACKNOWLEDGED AND AGREED BY Quintiles Slovakia, s. r. o.
Za Quintiles Slovakia, s. r. 0. svojim podpisom potvrdzuje:

By/Meno:

Title/Funkcia:

Signature/Podpis:

Date/Déatum:

ACKNOWLEDGED AND AGREED BY Fakultna nemocnica s poliklinikou F.D. Roosevelta Banska Bystrica:
Za Fakultnd nemocnicu s poliklinikou F.D. Roosevelta Banska Bystrica: svojim podpisom potvrdzuje:

By/Meno:

Title (must be authorized to sign on Institution's behalf):
Funkcia (s opravnenim podpisovat za zdravotnicke zariadenie)

Signature/Podpis:

Date/Datum:

READ AND UNDERSTOOD BY THE INVESTIGATOR:
Skusajaci svojim podpisom potvrdzuje, Ze si zmluvu precital a porozumel jej:

Name/Meno:

Signature/Podpis:

Date/Datum:
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

The Parties agree that the payee designated
below is the proper payee for this Agreement,
and that payments under this Agreement will
be made only to the following payee (“Payee):

PRILOHA A
ROzPOCET A ROZPIS PLATIEB

A. UDAJE O PRIJEMCOVI PLATIEB
Zmluvné strany potvrdzujli, Ze menovany
prilemca platieb je riadnym prijemcom platieb
podla tejto zmluvy a ze platby podla tejto
zmluvy sa budi poukazovat len nasledujicemu
prijemcovi platieb (dalej ,prijemca platieb):

Payee name: Fakultna nemocnica s poliklinikou F. D. Roosevelta Banska Bystrica
Bank Account No.:
Variable symbol:
FT:
IBAN:

In case of changes in the Payee’s bank details,
Institution is obliged to inform Quintiles in
writing. Parties agree that in case of changes in
bank details which do not involve a change of
payee or change of country location of bank
account, no further amendments are required.

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

Institution acknowledges that if Institution is not
the Payee, Quintiles will not pay Institution
even if the Payee fails to reimburse Institution.

PAYMENT TERM

Quintiles will pay the Payee biannually , on a
completed visit per subject basis in accordance
with the attached budget. Ninety percent (90%)
of each payment due, including any Screening
Failure that may be payable under the terms of
this Agreement, will be made based upon prior
6 months enrollment data confirmed by subject
CRFs received from the Site supporting subject
visitation. The balance of monies earned, up to
ten percent (10%), will be pro-rated upon
verification of actual subject visits, and will be
paid by Quintiles to the Payee upon final
acceptance by Sponsor of all CRFs pages, all
data clarifications issued, the receipt and
approval of any outstanding regulatory
documents as required by Quintiles and/or
Sponsor, the return of all unused supplies to
Quintiles, and upon satisfaction of all other

V pripade zmeny v Udajoch o bankovom
spojeni prijemcu platieb je zdravotnicke
zariadenie povinné informovat o tom Quintiles
pisomne. Zmluvné strany sa dohodli, Ze v
pripade zmeny v Udajoch o bankovom spojeni,
ktoré sa netykaju zmeny prijemcu platieb alebo
zmeny krajiny, v ktorej je vedeny bankovy Gcet,
nie su pozadované ziadne dalSie pisomné
dodatky tejto zmluvy.

Zmluvné strany potvrdzujl, Ze menovany
prilemca platieb je opravneny prijimat vSetky
platby za sluzby vykonané podla tejto zmluvy.

Zdravotnicke zariadenie berie na vedomie, ze
ak nie je prijemcom platieb, spolo¢nost
Quintiles mu nebude poukazovat Ziadne platby
ani v pripade, Ze prijemca platieb si nesplini
svoje platobné povinnosti voéi zdravotnickemu
zariadeniu.

B. PLATOBNE TERMINY
Quintiles bude poukazovat platby prijemcovi
polro éne na z&klade pocétu absolvovanych
navstev na jeden subjekt v stlade s pripojenym
rozpoctom. Devatdesiat percent (90%) kazdej
splatnej Giastky, vratane platieb za nelspeSné
vstupné vySetrenia, ktoré mézu byt splatné
podla podmienok tejto zmluvy, sa poukaze na
zéaklade udajov 0 zaradovani za
predchadzajucich 6 mesiacov, potvrdenych
pacientskymi zadznamami (CRF) prijatymi od
centra skiSania, ktoré dokladaju navstevnost
subjektov. Zostatok splatnych finan¢nych
prostriedkov az do vySky desat percent (10%)
bude vyplateny pomernym spdsobom po
overeni skutoCnej navsStevnosti subjektov a
spoloénost Quintiles ho vyplati prijemcovi po
zadavatelovom kone€¢nom prevzati vSetkych
stranok CRF, vSetkych vydanych vysvetliviek
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applicable conditions set forth in the
Agreement.

All government taxes are the sole responsibility
of the Payee.

Major, disqualifying Protocol violations are
not payable under this Agreement

PAYMENT DISPUTE

Institution will have thirty (30) days from the
receipt of final payment to dispute any
payment discrepancies during the course of
the Study.

MINIMUM ENROLMENT GOAL
Not applicable.

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

INVOICES

Original Invoices pertaining to this Study for the
following items must be submitted to Quintiles
for reimbursement at the following address:

k Gdajom, po prevzati a schvaleni vSetkych
chybajicich dokumentov pre kontrolné udrady
pozadovanych spolo¢nostou Quintiles alebo
zadavatefom, vrateni vSetkych nepouzitych
materidlov spolo¢nosti Quintiles a po splneni
dalSich podmienok uvedenych v zmluve.

Za vSetky dane zodpoveda vyhradne prijemca
platieb.

Zavazné, diskvalifikujuce porusenia
protokolu nie st pod Ta tejto zmluvy splatné.
PLATOBNE NEZROVNALOSTI

Zdravotnicke zariadenie mbéze namietat proti
akymkolvek platobnym nezrovnalostiam, ktoré
sa vyskytnl v priebehu skdSania, do tridsiatich
(30) dni od prijatia poslednej platby.

MINIMALNY NABOROVY CIE L
Nevztahuje sa.

PREDCASNE VYRADENIE ALEBO VYSTUPENIE
Uhrady za subjekty, ktoré boli zo skusania
vyradené alebo z neho predéasne vystapili,
budd vyplatené pomernym spdsobom podla
poctu potvrdenych absolvovanych navstev.

FAKTURY
Originaly faktdr suvisiacich so skdSanim za
nasledujuce polozky musia byt zaslané
spoloénosti Quintiles na thradu na nasledujucu
adresu:

Quintiles Slovakia, s. r. 0.
Zamocka 34
811 01 Bratislava, Slovak Republic

Please note that invoices will not be
processed unless they reference the
Sponsor name, Protocol number and
Investigator name and site number. After
receipt and verification, reimbursement for
invoices will be included with the next
regularly scheduled payment for subject
activity .

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

Upozor fnujeme, Ze faktary nebudd
spracované, ak nebudu obsahova t nazov
zadavate l'a, ¢islo protokolu, meno
skuSajuceho a €islo centra. Po prevzati a
overeni bude Uhrada faktar zahrnutd do
najblizSej planovanej pravidelnej platby za
aktivitu subjektov skuSania.

Za akékolvek vydavky alebo naklady, ktoré
vznikna zdravotnickemu zariadeniu pri plneni
tejto zmluvy a ktoré nie su vyslovne schvalené
na preplatenie spolocnostou Quintiles alebo
zadavatefom podla tejto zmluvy (vratane
Rozpoc¢tu a Rozpisu platieb), zodpoveda
vyhradne zdravotnicke zariadenie.
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G. SCREENING FAILURE

Reimbursement for screen failures will be at
the amount indicated on the screening visit of
the attached budget, not to exceed 1 screen
failure(s) paid per 2 subject(s) randomized.

G. NEUSPESNE VSTUPNE VYSETRENIA

Uhrady za subjekty, ktorych vstupné vySetrenia
boli nelspeSné, sa budd poukazovat v
Ciastkach uvedenych za vstupnd navstevu v
prilozenom rozpocte, pricom nepresiahnu 1

preplatenych nelspesSnych vstupnych vySetreni

To be eligible for reimbursement of a screening na 2 randomizovanych subjektov

visit, completed screening CRF pages must be
submitted to Quintiles along with any additional
information, which may be requested by
Quintiles to appropriately document the subject
screening procedures.

Aby vznikol narok na Udhradu za vstupnu
navstevu, je potrebné zaslat spolo¢nosti
Quintiles vyplnené stranky CRF pre vstupné
vySetrenia vSetky dalSie informacie, ktoré mdze
spolo¢nost’ Quintiles pozadovat, aby dostato¢ne
zdokumentovala vstupné vySetrenia subjektu.

H. UNSCHEDULED VISITS Payment for unscheduled H. NEPLANOVANE NAVSTEVY
visits will be reimbursed in the amount of 50.10 Platby za neplanované navstevy sa budi
Euro [which includes overhead]. To be eligible uhradzat vo vySke 50.10 Euro [vratane
for reimbursement for unscheduled Vvisits, prevadzkovych nakladov]. Aby vznikol narok na
completed CRF pages must be submitted to Uhradu za neplanovanu navstevu, je potrebné
Quintiles along with any additional information zaslat spolo¢nosti Quintiles vyplnené stranky
which may be requested by Quintiles to CRF a vSetky dalSie informacie, ktoré moze

appropriately document the unscheduled visit spolo¢nost Quintiles pozadovat, aby
dostatoéne  zdokumentovala  neplanovani
navstevu .

POPLATKY NEZAVISLYM ETICKYM KOMISIAM
Poplatky nezavislym etickym komisiam sa budu
uhradzat priebezne po prevzati riadnej faktary
od nezavislej etickej komisie a nie st zahrnuté
v pripojenom rozpocte. Platba sa poukéaze
priamo etickej komisii. VSetky nasledujuce
podania alebo prediZenia platnosti sa po
schvaleni od Quintiles a zadavatefa budu
uhradzat po prevzati prisluSnej dokumentacie.

I. IECFEES l.
IEC costs will be reimbursed on a pass-through
basis upon receipt of a formal invoice issued by
the IEC and are not included in the attached
Budget. Payment will be made directly to the
IEC. Any subsequent re-submissions or
renewals, upon approval by Quintiles and
Sponsor, will be reimbursed upon receipt of
appropriate documentation.

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU BRANE DO UVAHY

Tieto Ciastky zahfnaju vSetky platné dane.

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED

These amounts include all applicable taxes.
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All payments for this Study in accordance with the VSetky platby za skiSanie podla pripojeného
attached budget will be paid by Quintiles by wire rozpo¢tu uhradi Quintiles bankovym prevodom.

transfer. . ]
R0OzPOCTOVA TABU LKA

BUDGET TABLE

D'escrip Short Investigat | popis Skratk Zdrav

tion Name | hstitution | or a zariadenie | skusajuci
Visit 1 - Navst 1

o V1-0h €34.20 €79.80 | Jon o | Ni-0h €34.20| €79.80
Visit 1 - Navsteva 1

W vi-1h €10.20 €23.80 | . 11 N1-1h €10.20 | €23.80
Visit 1 - Navsteva 1

M vi-2h €10.20 €23.80 | Lo 0 | N12h €10.20 | €23.80
. viteva 1

vt vi-3h €10.20 €23.80 | g 0% | Ni3n €10.20 | €23.80
Visit 1 - Navsteva 1

a Vi-4h €10.20 €23.80 | .qn o | Ni<h €10.20 | €23.80
Visit 1 - Navst 1

o vi-5h €10.20 €23.80 | .5 | NSh €10.20 | €23.80
Visit 1 - Navsteva 1

o v1-6h €10.20 €23.80 | .on o | Nish €10.20 | €23.80
Vistz | v2 €115.20 | €268.80 | Navdteva 2 | N2 €115.20 | €268.80
Visit 3 V3 €121.20 €282.80 | Naviteva 3 | N3 €121.20 €282.80
Visita | va €121.20 | €282.80 | Navitevad | N4 €121.20 | €282.80
Visit 5 V5 €157.20 €366.80 | Naviteva 5 | N5 €157.20 | €366.80
Visit 6 V6 €121.20 €282.80 | Naviteva 6 | N6 €121.20 €282.80
Visit 7 V7 €121.20 €282.80 | Navdteva7 | N7 €121.20 €282.80
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Visit 8 V8 €121.20 €282.80 | Naviteva 8 | N8 €121.20 €282.80
Visit 9 V9 €121.20 €282.80 | Naviteva 9 | N9 €121.20 €282.80
Visit 10 V10 €121.20 €282.80 | Naviteva 10 | N10 €121.20 | €282.80
Visit 11 - Naviteva | it
End of V11-E0T Ukonéenie EOT
Treatment €100.50 €234.50 | jiechy €100.50 | €234.50
Visit 12 V12 €95.10 €221.90 | Navdteva 12 | N12 €95.10 | €221.90
— Navat
Visit13 | Vi3 €95.10 | €221.90 | 15 | N3 €95.10 | €221.90
Visit 14 - Navsteva
End of V14-EOS e o | NI4-EOS
Study €118.80 €277.20 | skdgania €118.80 | €277.20
Celkov
Total Cost pazi::
.Per tav€
Patient neobs
(€) 'dzzi €1,625.70 | €3,793.30 ahuje |  €1,625.70 €3'793'3
include :VF:::
Unschedu vand
led Visit .
navite
vu
Neplanovan
Unsc.hfedul uv ana uv
ed Visit €50.10 €116.90 | naviteva €50.10 | €116.90
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