CLINICAL TRIAL AGREEMENT

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

Arena Pharmaceuticals, Inc., having a place of
business at 6154 Nancy Ridge Drive, San Diego, CA
92121, USA (the “Sponsor”),

and

Fakultna nemocnica s poliklinikou F.D. Roosevelta
Banska Bystrica, having a place of business at
Namestie L. Svobodu 1, 975 17 Banska Bystrica, Slovak
Republic, Organisation No: 00165549, Tax Identification
No. 2021095670 (the “Institution”) represented by Ing.
Miriam Lapunikova, MBA, the managing director

and

IQVIA RDS Slovakia, s.r.0. having a place of business
at Vajnorska 100/B, 831 04 Bratislava, Slovak Republic
(“IQVIA”), Organisation No: 45942269, Filed in the
Companies register of the District Court Bratislava I,
section: Sro, File no: 69023/B

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

RECITALS:

WHEREAS, Sponsor is evaluating an investigational
drug called Etrasimod (APD334) (the “Investigational
Product”) and is sponsoring a clinical research study
under the protocol identified below (the “Study”);

WHEREAS, Sponsor desires to engage Institution and
the Investigator identified below to perform the Study;

WHEREAS, Institution and Investigator (hereinafter
jointly the “Site”) are willing to conduct the Study; and

WHEREAS, through a separate agreement, Sponsor
has engaged IQVIA RDS Inc., a contract research
organization acting as an independent contractor,
having a place of business at 4820 Emperor Boulevard,
Durham, North Carolina 27703 (“CRO”), and CRO’s
affiliates, including DrugDev Inc. (“DrugDev”), to act on
behalf of Sponsor for the purposes of performing certain
obligations including but not limited to, administering site
payments by DrugDev, in connection with this
Agreement.

ZMLUVA O KLINICKOM SKUSANI

Tato zmluvu o klinickom skusani (dalej ,zmluva®)
uzatvaraju:

Arena Pharmaceuticals, Inc., so sidlom na adrese
6154 Nancy Ridge Drive, San Diego, CA 92121,
Spojené staty americké (dalej ,zadavatel™),

a

Fakultna nemocnica s poliklinikou F.D. Roosevelta
Banska Bystrica, so sidlom na adrese Namestie L.
Svobodu 1, 975 17, Banska Bystrica, Slovenska
republika, 1CO: 00165549, DIC: 2021095670, IC DPH:
SK 2021095670 (dalej ,zdravotnicke zariadenie”),
v zastupeni: Ing. Miriam Lapunikova, MBA, riaditelka

IQVIA RDS Slovakia, s.r.o. so sidlom na adrese
Vajnorska 100/B, 831 04 Bratislava, Slovenska
republika (dalej ,IQVIA”) ICO: 45942269, Zapisana v
Obchodnom registri Okresného sudu Bratislava 1.,
oddiel: Sro, vl.¢: 69023/B,

kazda z nich dalej ako ,zmluvna strana“ a spolo¢ne ako
~Zmluvné strany*.

UVODNE VYHLASENIA:

Zadavatel vyhodnocuje skuSany liek s nazvom
etrasimod (APD334) (dalej ,skusany liek®) a financuje
klinické skuSanie podfa protokolu uvedeného nizSie
(dalej ,skusanie®).

Zadavatel si zela zapojit zdravotnicke zariadenie a
skusajuceho, uvedenych nizSie, do vykonavania
skusania.

Zdravotnicke zariadenie a sku$ajuci (dalej spolo¢ne
spracovisko skusania“) su ochotni vykonavat skusanie.

Samostatnou zmluvou poveril zadavatel spolo€nost
IQVIA- RDS Inc., zmluvnd vyskumnu organizaciu
pdsobiacu ako nezavisly zmluvny dodavatel, so sidlom
na adrese 4820 Emperor Boulevard, Durham, North
Carolina 27703 (dalej ,CRO"), a dcérske spolo&nosti
CRO, vratane spolo¢nosti DrugDev Inc. (dalej
.Spoloénost’ DrugDev®), aby v konali zastipeni
zadavatela na ucely vykonavania urcitych povinnosti
suvisiacich s touto zmluvou, =zahffajucich najma
spracovanie platieb pracovisku skuSania spolonostou
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NOW THEREFORE, the following is agreed:

DrugDev.
ZMLUVNE STRANY SA DOHODLI na nasledujicom:

Protocol Number: | APD334-202

Cislo protokolu: | APD334-202

A Multicenter, Randomized,
Double-Blind, Parallel-Group
Study to Assess the Efficacy
and Safety of Oral Etrasimod
as Induction and Maintenance
Therapy for Moderately to
Severely  Active Crohn’s
Disease

Protocol Title:

Protocol Date: March 1, 2021

Country where
Site is Conducting | Slovak Republic
Study:

Jozef Balaz, MD

Investigator: Il. Interna klinika SZU

100 Calendar Days after Site
Initiation Visit (being the date
by which Site must enrol at
least one (1) subject as more
specifically set out in section
1.7 “Key Enrollment Date”
below

Key Enrollment
Date:

The following additional definitions shall apply to this
Agreement:

Calendar Day: any full twenty-four (24) hour period,
including holidays and weekends.

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

Good Clinical Practices or GCPs: International Council
for Harmonisation of Technical Requirements for
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.

Government Official: any officer or employee of a
government or of any ministry, department, agency, or

Multicentrické, randomizované,
dvojito zaslepené skuSanie s

paralelnymi skupinami na
. hodnotenie ucinnosti a
Nazov " . .
protokolu: bengcnostl . perovraln.eho
etrasimodu ako indukénej a
udrziavacej lieCby stredne
zavaznej az zavaznej aktivnej
Crohnovej choroby
Datum ) marec 1, 2021
protokolu:
Krajina
vykonavania Slovenska republika
skusania:
MUDr. Jozef Balaz
Skusajuci: . Interna klinika SZU

100 kalendarnych dni od
zaciato€nej navstevy pracoviska
skusania (ide o datum, do
ktorého musi pracovisko
skuSania zaradit najmenej jeden
(1) subjekt skuSania (definovany
nizSie), ako sa podrobnejSie
uvadza v ¢lanku 1.7 ,KFucovy
datum zaradovania“ niZSie)

V tejto zmluve platia nasledujuce dalSie definicie:

KFicovy datum
zarad'ovania:

Kalendarny den: kazdé celé dvadsatstyri (24) hodinové
obdobie, vratane sviatkov a vikendov.

Pacientsky zdznamovy harok (Case Report Form) alebo
CRF: pacientsky zaznamovy harok (papierovy alebo
elektronicky), ktory ma pracovisko skuSania pouzivat na
zaznamendavanie vSetkych protokolom poZadovanych
informacii, ktoré sa maju hlasit zadavatelovi alebo CRO
0 kazdom subjekte skuSania.

Spravna _klinicka prax alebo SKP: Harmonizovana
trojstranna smernica pre spravnu klinicki prax
Medzinarodnej rady pre harmonizaciu technickych
poziadaviek pre lieky na humanne pouzitie (ICH), ktora
sa modze priebezne menit a dopifiat a zasady
definované v Helsinskej deklaracii, ktoré sa mobzu
priebezne revidovat.

Statny  predstavitel:  kazdy  funkcionar  alebo
zamestnanec vlady a kazdého ministerstva, odboru,
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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
government official’'s favored charity); and/or benefits to
third persons related to government officials (e.g., close
family members).

Materials: the Investigational Product and any and all
other materials and equipment provided to Site by or on
behalf of Sponsor in connection with the Study and/or
paid for by or on behalf of Sponsor.

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

Protocol: the clinical protocol referenced above, as it
may be modified from time to time by Sponsor.

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
or CRO pursuant to the Protocol and all records
regarding inventories and dispositions of all
Investigational Product.

agentury alebo iného organu viady; kazda osoba
konajuca s oficialnymi pravomocami v mene vlady alebo
ministerstva, odboru, agentury alebo iného organu
vlady; kazdy funkcionar alebo zamestnanec spolocnosti
alebo podniku v c&iastoénom alebo Uplnom Statnom
vlastnictve; kazdy funkcionar alebo zamestnanec
medzinarodnej verejnej organizacie, napr. Svetovej
banky alebo Organizacie spojenych narodov; kazdy
funkcionar alebo zamestnanec politickej strany alebo
osoba konajuca s oficialnou pravomocou v mene
politickej strany a kandidat na politickd funkciu a kazdy
lekar, lekarnik alebo iny zdravotnicky pracovnik, ktory
pracuje pre nemocnicu, lekarefi alebo iné zdravotnicke
zariadenie, ktoré vlastni alebo prevadzkuje vladny urad,
ministerstvo alebo odbor viady.

Hodnotna vec: tento pojem sa ma interpretovat v ¢o
najsirSom zmysle a zahfha najma peniaze, platby alebo
ich ekvivalenty (napr. darCekové poukazky), dary alebo
bezplatny tovar, stravovanie, zabavu alebo pohostenie,
cestovanie alebo preplatenie vydavkov; poskytovanie
sluzieb; nakup nehnutelnosti alebo sluzieb za umelo
navysené ceny; predpokladana zaviazanost
(zadlzenost) alebo odpustenie zaviazanosti
(zadlzenosti); nehmotné vyhody, napriklad zlepSenie
spoloCenského alebo obchodného postavenia (napr.
poskytovanie darov dobrocinnej organizacii
podporovane;j Statnym predstavitelom), alebo
poskytovanie vyhod tretim osobam so vztahom ku
Statnym predstavitefom (napr. blizkym pribuznym).

Materialy: skuSany liek a akékolvek a v3etky dalSie
materidly a vybavenie poskytnuté pracovisku skusania
zadavatelom alebo v jeho zastupeni v suvislosti so
skudanim, alebo uhradené zadavatelom alebo v jeho
zastupeni.

Zdravotné zaznamy: primarne zdravotné zaznamy
subjektov skusania, uchovavané pracoviskom skusania,
najma zapisy o lieCbe, réntgenové snimky, spravy z
biopsii, snimky z ultrazvukovych vySetreni a dalSich
diagnostickych zobrazovacich vySetreni.

Protokol: protokol klinického skusania uvedeny vyssie,
ktory méze zadavatel priebeZzne menit a doplhat
dodatkami.

Udaje skuSania: vSetky zaznamy a spravy, okrem
zdravotnych zaznamov, zozbierané alebo vytvorené
podla poziadaviek skuSania alebo vypracované v
spojitosti so skuSanim, najma spravy (napr. CRF, suhrny
Udajov, predbezné spravy a zavereCna sprava z
klinického skusania), ktorych odovzdanie zadavatelovi
alebo CRO sa poZaduje podla protokolu, a vsetky
zdznamy tykajuce sa evidencie a vydaja skuSaného
lieku.
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Study Staff: the individuals involved in conducting the
Study under the direction of Investigator.

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

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Reqgulations, and Good
Clinical Practices

Institution agrees that Investigator, Institution and Study
Staff 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, GCPs, applicable data protection
laws, regulations and guidances (collectively, "Data
Protection Laws"), and regulations promulgated by the
U.S. Food and Drug Administration (“FDA”) or any other
relevant regulatory authority, including, but not limited
to, 21 C.F.R. Pts. 11, 50, 54, 56, 312 and 1301-1304.
Institution acknowledges that Sponsor and CRO, and
their respective affiliates, need to adhere to the
provisions of (i) the Foreign Corrupt Practices Act 1977
of the United States of America (FCPA) and (ii) any
other applicable anti-corruption legislation.

1.2. Ethics Committee Review; Informed Consent
Form
1.2.1. Sponsor shall coordinate with the Institutional

Review Board (“IRB”) or Independent Ethics Committee
(“IEC”) with a view towards obtaining the IRB’s/IEC’s
approval of the conduct of the Study at Institution, and
provide the Institution with copies of such approval, and
all relevant correspondence with the IRB/IEC.

1.2.2. Institution agrees to use an informed consent
form that has been approved by Sponsor and is in
accordance with applicable regulations and the
requirements of the IRB/IEC that is responsible for
reviewing the Study.

1.3. Medical Records and Study Data

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

Institution shall:

Personal sku$ania: osoby zapojené do vykonavania
skusania pod vedenim skusajuceho.

Subjekt skudania: osoba, ktora sa zu€astriuje na skusani
a ktorej sa bud podava skusany liek, alebo je v
kontrolnej skupine.

1. VYKONAVANIE SKUSANIA

1.1 Dodrziavanie pravnych predpisov, nariadeni a
spravnej klinickej praxe

Zdravotnicke zariadenie sa zavazuje, Ze skusajuci,
zdravotnicke zariadenie a personal skuSania vykona
skusanie v zdravotnickom zariadeni v prisnom sulade s
touto zmluvou, protokolom a vSetkymi platnymi
miestnymi, narodnymi a nadnarodnymi pravnymi
predpismi, nariadeniami a smernicami, najma v sulade
so zasadami SKP, platnymi pravnymi predpismi,
nariadeniami a smernicami o ochrane osobnych udajov
(dalej spolo¢ne ,pravne predpisy o ochrane
osobnych udajov‘) a nariadeniami vyhlasenymi
Uradom pre potraviny a lieky USA (dalej ,FDA*®), alebo
akymkolvek inym prisluSnym kontrolnym dradom, ¢o
zahffia najma hlavu 21, €asti 11, 50, 54, 56, 312 a 1301
— 1304 Zbierky federalnych nariadeni USA (CFR).
Zdravotnicke zariadenie berie na vedomie, ze zadavatel,
CRO a ich dcérske spolo¢nosti musia dodrziavat
ustanovenia (i) Zakona o zahrani¢nych korup&nych
praktikach USA z r. 1977 (FCPA) a (ii) vSetky dalSie
platné protikorup&né pravne predpisy.

1.2. Posudenie _etickou _komisiou, _informovany
suhlas
1.2.1.  Zadavatel bude koordinovat svoju &innost’ s

nezavislou etickou komisiou (,NEK"), s cielom ziskat od
NEK schvalenie vykonavania skiSania v zdravotnickom
zariadeni, a poskytne zdravotnickemu zariadeniu kopie
takéhoto schvalenia a vSetku prislusnu koreSpondenciu
s NEK.

1.2.2.  Zdravotnicke zariadenie sa zavazuje pouZit
dokument informovaného suhlasu, ktory schvalil
zadavatel a ktory spifia vSetky platné nariadenia a
poziadavky NEK zodpovednej za posudenie skuSania.

1.3. Zdravotné zaznamy a Udaje skuSania

1.3.1. Zber, uchovavanie a likvidacia: Zdravotnicke
zariadenie zabezpecCi urychleny, kompletny a presny
zber, zaznamenavanie a triedenie zdravotnych
zaznamov a udajov skusania.

Povinnostou zdravotnickeho zariadenia je:
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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

il protect the Medical Records and Study Data from
unauthorized use, access, duplication, and disclosure.
Institution 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 the Medical Records and
Study Data, 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 at least sixty (60) days’ prior written notification
to Sponsor, and Institution shall continue to store
Medical Records and Study Data, at Sponsor's
reasonable expense, for any period that Sponsor may
request in writing after retention is no longer required by
any applicable law or regulation.

If Investigator leaves Institution, then responsibility for
maintaining Medical Records and Study Data shall be
determined in accordance with applicable regulations
but Institution will not in any 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. Institution hereby assigns to Sponsor
all of Institution’s rights, title and interest, including
intellectual property rights, to all Confidential Information
(as defined below) and all other Study Data. Sponsor
shall have the unrestricted access and right to use and
disclose all Study Data for any and all lawful purposes.

1.3.3.  Access, Use, Monitoring and Inspection.
Institution agrees that Investigator shall provide originals
or copies (as the case may be) of all Study Data to
Sponsor and CRO for Sponsor’s and its designees’ use.
Institution shall afford Sponsor and CRO and their
representatives and designees reasonable access to
Institution’s facilities and to Medical Records and Study
Data so as to permit Sponsor and CRO and their
representatives and designees to monitor the Study.
Institution shall make Study Staff available to Sponsor,
CRO and their representatives to discuss Medical
Records and Study Data and to resolve any questions

i. viest a uchovavat zdravotné zaznamy a udaje
skuSania zabezpeCenym spbésobom, s fyzicky a
elektronicky obmedzenym pristupom (podfa 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;

il chranit zdravotné zaznamy a Udaje skusania pred
neopravnenym pristupom, pouzitim, kopirovanim a
odovzdavanim. Zdravotnicke zariadenie  zabrani
neopravnenému pristupu k udajom skuSania tak, ze
bude zachovavat fyzicki bezpeénost elektronického
systému a zabezpeci, aby personal skudania uchovaval
svoje pristupové hesla v tajnosti;

iii. podniknut opatrenia proti nadhodnému alebo
pred€asnému zniCeniu alebo poskodeniu zdravotnych
zdznamov a udajov skuSania na taku dlha dobu, aku
pozaduju platné pravne predpisy. Zdravotnicke
zariadenie nesmie zlikvidovat ani povolit likvidaciu
Ziadnych zdravotnych zaznamov ani Udajov skuSania
bez pisomného oznamenia zaslaného zadavatelovi
najmenej Sestdesiat (60) dni vopred, a zdravotnicke
zariadenie bude zdravotné zaznamy a udaje skuSania
dalej uchovavat na primerané naklady zadavatelfa na
taka dlha dobu, aku bude zadavatel pisomne pozadovat
potom, €o ich uchovavanie uz nebudu pozadovat platné
pravne predpisy.

Ak skuSajuci zo zdravotnickeho =zariadenia odide,
zodpovednost za uchovavanie zdravotnych zdznamov a
udajov skuSania sa urci v sulade s platnymi pravnymi
predpismi, v Ziadnom pripade to v8ak zdravotnicke
zariadenie nezbavuje jeho povinnosti uchovavat
zdravotné zaznamy a Udaje skuSania podfa 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 dbvernych
informaciach (definovanych nizsie) a vSetkych ostatnych
Udajoch skusania. Zadavatel ma neobmedzeny pristup
ku vSetkym Udajom skuSania a pravo pouzivat a
odovzdavat ich na akékolvek a vietky zakonné ucely.

1.3.3. Pristup, pouZitie, monitorovanie a inSpekcia.
Zdravotnicke zariadenie sa zavazuje, Ze skuSajuci
poskytne originaly alebo képie (od pripadu k pripadu)
vSetkych Udajov skuSania zadavatelovi a CRO na ich
pouzitie zadavatelom a jeho zastupcami. Zdravotnicke
zariadenie poskytne zadavatelovi, CRO a ich zastupcom
a predstavitelom primerany pristup do priestorov
zdravotnickeho zariadenia a k pseudonymizovanym
zdravotnym zaznamom a udajom skuSania, aby
umoznilo zadavatelovii, CRO a ich zastupcom a
predstavitefom vykonavat monitorovanie skuSania.
Zdravotnicke zariadenie da zadavatefovi, CRO a ich
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relating to such Medical Records and Study Data. At
the request of Sponsor or CRO, Institution shall correct
any errors or omissions in such Study Data.

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

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.

Institution shall immediately notify Sponsor and CRO of,
and provide Sponsor and CRO 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 Institution’s facilities. Institution shall permit
Sponsor and CRO and their representatives and
designees to attend any such inspections and shall
provide Sponsor the opportunity to comment in any
proposed or actual responses by Institution to any
correspondence from any governmental or regulatory
authority relating to the Study. Institution will make
reasonable efforts to separate, and not disclose, all
Confidential Information that is not required to be
disclosed during such inspections. Institution shall
immediately notify Sponsor and CRO of any violation or
deficiency noted by the governmental or regulatory
authority related to the Study. Institution shall provide
Sponsor with a written report of any governmental or
regulatory inspection or audit related to the Study,
noting with specificity each Protocol-related record or
document reviewed by or supplied to the governmental
or regulatory authority.

1.3.4. License. Sponsor hereby grants to Institution
a non-exclusive, nontransferable, paid-up license,
without right to sublicense, to use Study Data (i) subject
to the obligations set forth in Section 3 “Confidentiality”,
for internal, non-commercial research and educational
purposes, and (ii) 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.

zastupcom k dispozicii personal skusania, aby s nim
mohli prebrat zdravotné zadznamy a udaje skuSania a
vyrieSit' vSetky otazky tykajuce sa takychto zdravotnych
zdznamov a Udajov skuSania. Na poziadanie zadavatefla
alebo CRO zdravotnicke zariadenie opravi v takychto
udajoch skusania vSetky chyby alebo opomenutia.

Zdravotnicke zariadenie sa zavazuje spolupracovat so
zastupcami zadavatela a CRO a zabezpeci, aby ich
zamestnanci, zastupcovia a predstavitelia
zdravotnickeho zariadenia nerusili ani inak pre nich
nevytvarali nepriaznivé pracovné prostredie.

Zdravotnicke zariadenie poskytne kontrolnym uradom
primerany pristup do priestorov pracoviska skusania a k
zdravotnym zaznamom a udajom skuSania a umozni im
robit’ si z nich kopie.

Zdravotnicke zariadenie bude zadavatela a CRO
okamzite informovat o vSetkych poziadavkach,
koreSpondencii a komunikacii tykajucej sa skusania (a
poskytne z nich zadavatelovi a CRO kopie) so vSetkymi
Statnymi alebo kontrolnymi uradmi, najma poziadavkach
na inSpekciu priestorov zdravotnickeho zariadenia.
Zdravotnicke zariadenie dovoli zadavatelovi, CRO a ich
zastupcom a predstavitefom, aby sa na takychto
inSpekciach  zac€astnili a poskytne zadavatelovi
prilezitost pripomienkovat vSetky navrhované alebo
skuto€né odpovede zdravotnickeho zariadenia na kazdu
koreSpondenciu tykajucu sa skusania so Statnymi alebo
kontrolnym udradmi. Zdravotnicke zariadenie vynaloZi
primerané usilie na to, aby oddelilo a neodovzdalo
Ziadne dbverné informacie, ktorych odovzdanie sa
potas tychto indpekcii nepoZaduje. Zdravotnicke
zariadenie bude zadavatela a CRO okamZite informovat’
0 kazdom poruSeni alebo nedostatku suvisiacom so
skusanim, zistenom Statnym alebo kontrolnym dradom.
Zdravotnicke zariadenie poskytne zadavatelovi pisomnu
spravu z kazdej inSpekcie alebo auditu Statneho alebo
kontrolného uradu tykajuceho sa skuSania, kde
konkrétne uvedie kazdy s protokolom suvisiaci zaznam
alebo dokument, ktory §tatny alebo kontrolny urad
posudzoval alebo ktory mu odovzdalo.

1.3.4. Licencia. Zadavatel tymto udeluje
zdravotnickemu zariadeniu nevyhradnu, neprenosnu,
vyplatenu licenciu, bez prava udelovat sublicencie, na
pouzitie Udajov skuSania (i) na interny, nekomercny
vyskum a na vzdelavacie ucely pod podmienkou
splnenia povinnosti uvedenych v ¢lanku 3 ,Dévernost®,
a (ii) na pripravu publikacii v sulade s ¢lankom 5 ,Prava
na publikovanie®.

1.3.5. Pretrvanie. Platnost tohto ¢&lanku 1.3
LZdravotné zaznamy a udaje skuSania“ pretrva aj po
vypovedani alebo uplynuti platnosti tejto zmluvy.
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1.4. Duties of Investigator; Study Staff

The Study shall be conducted under the immediate
direction of Investigator. Institution shall ensure that all
Study Staff perform their assigned Study tasks, as
indicated in the Protocol and in accordance with this
Agreement. Institution shall be liable for any failure by
Study Staff to comply with the terms of this Agreement,
whether or not employees of Institution or Investigator.
Institution shall not subcontract or delegate its
obligations hereunder or otherwise engage or consult
with any other person or entity, other than Investigator
or Study Staff, to perform any part of the Study without
the advance written consent of Sponsor.

Institution agrees that the arrangements between
Sponsor 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

Institution acknowledges that Investigator shall report
adverse events and serious adverse events as directed
in the Protocol and by applicable laws and regulations.
Institution shall cooperate with Sponsor in its efforts to
follow up on any adverse events. Institution shall comply
with its IRB/IEC reporting obligations.

Sponsor will  promptly report to Institution and
Investigator 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 Institution’s IEC approval to continue the
Study.

1.6.
Materials
Sponsor shall supply, directly or indirectly, Investigator
at Institution’s facilities with sufficient amount of
Investigational Product as described in the Protocol.

Use and Return of Investigational Product and

Institution shall not permit the use of the Investigational
Product or any other Materials for any purpose other the
conduct of the Study.

Institution will enable Investigator to maintain the
Investigational Product and all other Materials as
specified by Sponsor and according to applicable laws
and regulations, including storage at all times in a
locked, secured area, access to which is limited, to
prevent theft or diversion. Institution shall store all

14 Povinnosti skusajuceho; personal skuSania
SkuSanie sa ma vykonavat pod priamym vedenim
skuSajuceho. Zdravotnicke zariadenie zabezpeci, aby
vSetok personal skuaSania vykonaval svoje pridelené
ulohy skusania, ako sa uvadza v protokole a v sulade s
touto zmluvou. Zdravotnicke zariadenie zodpoveda za
kazdé nedodrzanie podmienok tejto zmluvy personalom
sku8ania, bez ohladu na to, & ide o zamestnancov
zdravotnickeho zariadenia alebo skusajuceho, alebo nie.
Bez predchadzajuceho pisomného suhlasu zadavatela
zdravotnicke zariadenie nezada svoje povinnosti podla
tejto zmluvy subdodavatelovi, nepostupi ich ani inak
nevyuzije inu fyzicku alebo pravnicku osobu alebo jej
poradenstvo na vykonavanie akejkolvek Casti skusania,
okrem sku$ajuceho alebo personalu skusania.

Zdravotnicke zariadenie akceptuje, Zze dohoda medzi
zadavatelom a skuSajucim o vykonavani skuSania a
platbach splatnych skuSajucemu za vykonavanie
ski$ania je podrobne definovana v samostatnej
pisomnej zmluve.

1.5. Neziaduce udalosti

Zdravotnicke zariadenie potvrdzuje, ze skusajuci bude
neziaduce udalosti a zavazné neziaduce udalosti hlasit
podfa poziadaviek protokolu a platnych pravnych

predpisov.  Zdravotnicke  zariadenie @ bude so
zadavatelom spolupracovat pri jeho snahe dalej
sledovat priebeh vSetkych neziaducich udalosti.

Zdravotnicke zariadenie dodrzi svoju oznamovaciu
povinnost voéi nezavislej etickej komisii.

Zadavatel bude zdravotnicke zariadenie a sku$ajuceho
urychlene informovat o kazdom zisteni, ktoré by mohlo
mat vplyv na bezpeénost subjektov skusania alebo na
ich ochotu pokraCovat v UCasti na skusani, ovplyvnit
priebeh  skuSania alebo zmenit suhlas NEK
zdravotnickeho zariadenia s pokracovanim skusania.

1.6 PouzZivanie a vratenie sku3aného lieku a
materialov

Zadavatel priamo alebo nepriamo doda skuSajucemu do
priestorov  zdravotnickeho zariadenia  dostatocné
mnozstvo skusaného lieku, ako sa uvadza v protokole.

Zdravotnicke zariadenie nepovoli pouzivanie skusaného
lieku ani akychkolvek dalSich materialov na akékolvek
iné Ucely, nez je vykonavanie skusania.

Zdravotnicke zariadenie umozni skusajucemu
uchovavat skusany liek a vSetky dalSie materialy podfa
pokynov zadavatela a podla plathych pravnych

predpisov, vratane nepretrzittho skladovania v
uzamknutych a  zabezpelenych  priestoroch s
obmedzenym pristupom, aby sa zabranilo ich
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Investigational Product in either a central pharmacy
where a qualified pharmacist supervises dispensing, or
in a restricted area and dispensed under the direct
supervision of Investigator.

All Investigational Product and other Materials shall be
the property of Sponsor, unless otherwise agreed by
Sponsor in writing.
1.7. Key Enroliment Date
The Instituion understands and agrees that if
Investigator has not enrolled at least one (1) Study
Subject by the Key Enrollment Date then Sponsor
may terminate this Agreement in accordance with
Section 15 “Term & Termination” Sponsor has the
right to limit enroliment at any time.

2. PAYMENT

In consideration for the proper performance of the Study
by 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 subject to Institution’s
completion of all its obligations hereunder, including,
without limitation, if Sponsor so requests, the return or
transfer to Sponsor of all Confidential Information, and
Institution’s  resolution to Sponsor's reasonable
satisfaction of all data queries. DrugDev will receive
Institution invoices and process payments unless
otherwise agreed. Any queries regarding Institution
invoices or payments should be directed to DrugDev at
the contact details outlined in Attachment A.

remain
unless

All costs outlined in Attachment A shall
unchanged for the duration of the Study,
otherwise agreed to in writing by the Parties.

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, Study Staff 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; (ii) Study enrollment information, information
pertaining to the status of the Study, communications to
and from regulatory authorities relating to the Study,

odcudzeniu alebo zneuZitiu. Zdravotnicke zariadenie
bude skuSany liek uchovavat bud v centralnej lekarni,
kde bude na vydaj dozerat kvalifikovany lekarnik, alebo
v priestoroch s obmedzenym pristupom a s vydajom pod
priamym dozorom skusajuceho.

VSetok skusany liek a dalSie materialy su vlastnictvom
zadavatela, pokial zadavatel pisomne neodsuhlasi inak.

1.7. Klu€ovy datum zarad'ovania

Zdravotnicke zariadenie berie na vedomie a suhlasi, Ze
ak skuSajuci do klu€ového datumu zaradovania
nezaradi do skuSania aspofl jeden (1) subjekt,
Zadavatel mdze tuto zmluvu vypovedat podla ¢lanku 15
.Doba platnosti a vypovedanie”. Zadavatel ma pravo
kedykolvek obmedzit zaradovanie pacientov.

2. PLATBY

Ako protiplnenie za riadne vykonanie skuSania
zdravotnickym zariadenim v sulade s podmienkami tejto
zmluvy sa budu poukazovat platby podfa ustanoveni
uvedenych v Prilohe A, pricom posledna platba sa
poukaze potom, €o si zdravotnicke zariadenie spini
vSetky svoje povinnosti podla tejto zmluvy, ¢o v pripade,
Ze to bude zadavatel pozadovat, zahffia najma vratenie
alebo  prenos  vSetkych  dbévernych  informacii
zadavatelovi, a vyrieSenie vSetkych otazok o udajoch
zdravotnickym zariadenim k primeranej spokojnosti
zadavatela. Pokial sa nedohodne inak, bude za
preberanie  faktar zdravotnickeho zariadenia a
spracovanie platieb zodpovedat spolo&nost DrugDev.
VSetky otazky tykajuce sa faktur zdravotnickeho
zariadenia alebo platieb pre zdravotnicke zariadenie sa
maju  adresovat  spolo¢nosti DrugDev  pomocou
kontaktnych udajov uvedenych v Prilohe A.

VSetky naklady uvedené v Prilohe A zostanu pocas
trvania skuSania nezmenené, pokial sa zmluvné strany
pisomne nedohodnu inak.

3. DOVERNOST

3.1 Definicia

,Doverné informacie“ znamenaju déverné a vlastnickymi
pravami chranené informacie zadavatefa a zahffiaju (i)
vSetky informacie odovzdané zadavatefom alebo jeho
zastupcami zdravotnickemu zariadeniu, skuSajucemu,

personalu skuSania alebo dalSiemu personalu
zdravotnickeho zariadenia, najma skuSany liek,
technické informacie tykajuce sa skuSaného lieku,
v8etko dovtedy existujuce duSevné vlastnictvo

zadavatela (definované v ¢&lanku 4) a protokol, (ii)
informacie o zaradovani do sku8ania, informacie o stave
skusania, komunikaciu s kontrolnymi dradmi tykajldcu sa
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information relating to the regulatory status of the
Investigational Product, and Study Data and Inventions
(as defined in Section 4) and (iii) the detailed Budget
attached to Attachment A.

Confidential Information shall not include information
that:

i. can be shown by documentation to have been
public knowledge prior to or after disclosure by or on
behalf of Sponsor, other than through wrongful acts or
omissions attributable to Investigator, Institution, Study
Staff or other Institution personnel;

ii. can be shown by documentation to have been in
the possession of Institution, Study Staff or other
Institution personnel prior to disclosure by or on behalf
of Sponsor, from sources other than Investigator,
Sponsor, CRO or a representative of Sponsor or CRO,
which sources did not have an obligation of
confidentiality to Sponsor; or

iii. can be shown by documentation to have been
independently developed by Institution, Study Staff or
other Institution personnel without reference to
Confidential Information.

3.2 Obligations
Institution and Institution’s personnel, including Study

Staff shall not
i. use Confidential Information for any purpose other
than the performance of the Study or
ii. 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
Sponsor.

To protect Confidential Information, Institution
agrees to:
i. limit dissemination of Confidential Information to
only those Study Staff having a need to know for
purposes of performing the Study and are bound by
written obligations of non-use and confidentiality no less
restrictive than those set forth in this Section 3;

ii. 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.

3.3 Compelled Disclosure

In the event that Institution receives notice from a third
party seeking to compel disclosure of, or otherwise is
compelled by law to disclose, any Confidential
Information, Institution, shall provide Sponsor with
prompt notice so that Sponsor may seek a protective

skuSania, informacie o stave registracie skusSaného
lieku, udaje skuSania a vynalezy (definované v ¢lanku 4)
a (iii) podrobny rozpocet pripojeny k Prilohe A.

Doverné informacie nezahffiaju informacie, pre ktoré:

i. mozno preukazat dokumentaciou, Ze sa stali
verejne znamymi pred odovzdanim zadavatefom alebo v
jeho zastupeni & po takomto odovzdani inak, nez
protipravnym konanim alebo zanedbanim, ktoré mozno

pripisat  skuSajucemu, zdravotnickemu zariadeniu,
personalu skuSania alebo inému personalu
zdravotnickeho zariadenia;

ii. mozno preukazat dokumentaciou, Ze

zdravotnicke zariadenie, personal sku$ania alebo iny
personal zdravotnickeho zariadenia ich mal pred ich
odovzdanim zadavatelom alebo v jeho zastupeni z inych

zdrojov, nez je skuSajuci, zadavatel, CRO alebo
zastupca zadavatela ¢& CRO, ktoré nemali vo i
zadavatelovi povinnost zachovania ich utajenia;

iii. mozno preukazat dokumentaciou, Ze ich

nezavisle vytvorilo zdravotnicke zariadenie, personal
skuSania alebo iny personal zdravotnickeho zariadenia
bez odvolavania sa na doverné informacie.

3.2 Povinnosti

Zdravotnicke zariadenie a
personalu skusania, nesmu:
i. pouzivat doverné informacie na iné ucely, nez je
vykonanie skusania, alebo

ii. odovzdavat déverné informécie Ziadnej tretej strane,
okrem pripadov povolenych v tomto &lanku 3 alebo v
¢lanku 5 ,Prava na publikovanie alebo poZadovanych
pravnymi predpismi & kontrolnymi dradmi, alebo na
zaklade pisomného povolenia zadavatela.

jeho personal, vratane

Aby chranilo déverné informacie, zdravotnicke
zariadenie sa zavazuje:
i. obmedzit Sirenie dévernych informacii len na ten
personal skusania, ktory ich potrebuje poznat na ucely
vykonavania skuSania a ktory je pisomne viazany
povinnostami ich nepouzivania a zachovania doévernosti
prinajmensom natolko obmedzujucimi, ako su povinnosti
uvedené v tomto ¢lanku 3;
i. informovat v8etok personal skusania, ktory dostane
doverné informacie, o dovernej povahe tychto informacii;

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

3.3 Vynutené odovzdanie

V pripade, Ze zdravotnicke zariadenie dostane od
nejakej tretej strany vyrozumenie, ktorym sa tato bude
snazit vynutit si odovzdanie akejkolvek dévernej
informacie, alebo ho k jej odovzdaniu inak donutia
pravne predpisy, bude o tom zdravotnicke zariadenie
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order or other appropriate remedy, and shall cooperate
with Sponsor in its efforts to obtain such a protective
order or other remedy. In the event that such protective
order or other remedy is not obtained, Institution, shall
furnish only that portion of the Confidential Information
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 Injunctive Relief
Because of the confidential and proprietary nature

of the Confidential Information that is subject to this
Agreement, the Parties agree that this Section 3 may be
enforced by injunction, specific performance, or other
equitable relief, without prejudice to any other rights and
remedies that Sponsor may have hereunder.

3.6 Survival

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

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 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

okamzite pisomne informovat zadavatela, aby mohol
zadavatel poziadat o ochranny sudny prikaz alebo iny
vhodny opravny prostriedok a bude so zadavatelom
spolupracovat v jeho snahe ziskat takyto ochranny
sudny prikaz alebo iny opravny prostriedok. V pripade,
7e sa takyto ochranny sudny prikaz alebo iny opravny
prostriedok  ziskat nepodari, musi zdravotnicke
zariadenie poskytnut len tu ¢ast dévernych informacii,
ktorej odovzdanie vyzaduju pravne predpisy a
pozadovat, aby sa s tymito informaciami zaobchadzalo
ako s dévernymi.

3.4 Vratenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po skorsej
pisomnej  poziadavke  zadavatela, zdravotnicke
zariadenie podfa rozhodnutia zadavatela vréti
zadavatelovi alebo zlikviduje vSetky doverné informacie
okrem udajov skusania.

3.5 Sudny prikaz
Vzhladom na dbévernu a a vlastnickymi pravami

chranend povahu doévernych informacii, ktoré su
predmetom tejto zmluvy, sa zmluvné strany dohodli, ze
ustanovenia tohto ¢lanku 3 mozno vymahat sudnym
prikazom, osobitnym plnenim alebo inym primeranym
opravnym prostriedkom bez toho, aby to malo vplyv na
akékolvek dalSie prava a opravné prostriedky, ktoré
mdze zadavatel mat podfa tejto zmluvy.

3.6 Pretrvanie

Platnost' tohto &lanku 3 ,Dévernost® pretrva desat
(10) rokov po vypovedani alebo uplynuti platnosti tejto
zmluvy.

4. DUSEVNE VLASTNICTVO

4.1 Existujuce dudevné vlastnictvo

Vlastnictvo vynalezov, objavov, autorskych diel a
dalSieho vyvoja existujuceho k datumu Gcinnosti zmluvy
a vSetkych patentov, autorskych prav, prav na obchodné
tajomstva a dalSich prav dusevného vlastnictva v nich
obsiahnutych (dalej spoloCne ,existujuce duSevné
vlastnictvo®) nie je ovplyvnené touto zmluvou a Ziadna
zmluvna strana nebude mat Ziadny narok ani pravo na
existujuce duSevné vlastnictvo inej zmluvnej strany,
okrem pripadov vyslovne uvedenych v inych pisomnych
zmluvach medzi nimi.

4.2 Vynalezy
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For purposes hereof, the term “Inventions” means
all inventions, discoveries and developments conceived,
first reduced to practice or otherwise discovered or
developed by or on behalf of Sponsor, Institution or
Investigator, alone or with others, in performance of the
Study or that result from the use of the Investigational
Product or other Materials. Sponsor shall own any and
all Inventions.

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,
titte 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
with and assist Sponsor by executing and delivering all
documents and taking such actions, and causing its
personnel to execute and deliver all documents and to
take such actions, as reasonably necessary to
document the foregoing assignment or to enable
Sponsor or its designee to apply for, prosecute and
enforce patents, trademark registrations or copyrights in
any jurisdiction with respect to any Inventions or to
obtain any extension, validation, re-issue, continuance
(including divisionals) or renewal of any such intellectual
property right. Institution represents and warrants that all
Study Staff, including Investigator, are subject to written
agreements requiring them to assign their right, title and
interest in Inventions and Study Data to Institution, and
shall cause Study Staff to assign, transfer and convey
all their right, title and interest in and to any and all
Inventions and Study Data to Sponsor or its designee.

4.4 Patent Prosecution

Institution shall cooperate, at Sponsor’s request and
reasonable expense, with Sponsor’s preparation, filing,
prosecution, and maintenance of all patent applications

and patents for Inventions.

4.5 Survival
This Section 4 “Intellectual Property” shall survive

termination or expiration of this Agreement.

Na ucely tejto zmluvy znamena pojem ,vynalezy*
vSetky vynalezy, objavy a vyvoj sformulované, prvykrat
uvedené do praxe alebo inak objavené alebo vyvinuté
zadavatelom, zdravotnickym zariadenim, skuSajucim
alebo v ich zastupeni, samostatne alebo s inymi
osobami, pri vykonavani sku$ania, alebo ktoré vzniknu v
dosledku pouzivania skuSaného lieku alebo inych
materialov. Vlastnikom akychkolvek a vSetkych
vynalezov je zadavatel.

4.3 Postupenie vynalezov

Zdravotnicke zariadenie odovzda a zabezpedi, aby aj
jeho personal odovzdal vSetky vynalezy zadavatelovi
urychlene, v plnej miere a v pisomnej forme a
zdravotnicke zariadenie vo svojom mene a v mene
svojho personalu tymto postupuje zadavatefovi vSetky
svoje prava, naroky a podiely na vSetkych vynalezoch,
vratane vSetkych patentov, autorskych prav alebo inych
prav duSevného vlastnictva v nich obsiahnutych a vSetky
prava na sudne stihanie a zalovanie vSetkych $kéd a
vSetkého prospechu, ktory vznikne na zaklade minulého
alebo sucasného poruSenia tychto prav. Zdravotnicke
zariadenie bude so zadavatelom spolupracovat tym, ze
podpiSe a doruli vSetky dokumenty a podnikne také
opatrenia (a zabezpeci, aby aj jeho personal podpisal a
dorucil vSetky dokumenty a podnikol také opatrenia),
aké su primerane potrebné na zdokumentovanie vyssie
uvedeného postupenia, alebo umoznujiuce zadavatelovi
alebo jeho zastupcovi ziadat, sudne stihat a vymahat
patenty, registracie obchodnych znamok alebo autorské
prava v akejkolvek sudnej pravomoci, tykajuce sa
akychkolvek vynalezov, alebo ziskat prediZenie,
overenie, nové vydanie, pokraCovanie (zahrfia divizie)
alebo obnovenie kazdého takéhoto prava duSevného
vlastnictva. Zdravotnicke =zariadenie vyhlasuje a
zaruCuje, Ze vSetok personal skuSania, vratane
skuSajuceho, podlieha pisomnym zmluvam, vyzadujiucim
od nich postupenie ich prav, narokov a podielov na
vynalezoch a Udajoch skuSania na zdravotnicke
zariadenie, a zabezpeci, aby personal skusania postupil,
preniesol a odovzdal vSetky svoje prava, naroky a
podiely na vynalezoch a Udajoch skuSania na
zadavatela alebo jeho zastupcu.

4.4 Pravna ochrana patentov

Na poZiadanie zadavatefa a na jeho primerané
naklady bude zdravotnicke zariadenie so zadavatefom
spolupracovat’ pri priprave, podavani, sidnom stihani a
udrziavani vSetkych ziadosti o patent a patentov na

vynalezy.

4.5 Pretrvanie
Platnost tohto ¢lanku 4 ,DuSevné vlastnictvo®

pretrva aj po vypovedani alebo vyprsani tejto zmluvy.
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5. PUBLICATION RIGHTS

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

5.1 Use of Name, Registry and Reporting

Except as required by law or regulation (after
providing Sponsor with reasonable notice, if
practicable), Institution shall not use Sponsor’'s name in
connection with any advertising, publication or
promotion without Sponsor’s prior written permission.

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

6.1 Personal Data

Institution agrees that Investigator and study personal
provide their personal data to CRO and that and/or
Sponsor may process "personal data”, as defined in the
Regulation (EU) 2016/679 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.

Investigator's personal data may be transferred to
countries outside of Investigator's country, which may
not provide for the same level of protection as is
applicable in Investigator’s country. In such event, CRO
or Sponsor, as applicable, will make sure that
appropriate safeguards are secured in advance of any
transfer in accordance with CRO’s or Sponsor’s, as
applicable, legal obligations to ensure the protection of
Investigator’'s personal data according to the data
protection laws and regulations applicable in
Investigator’s country.

5. PRAVA NA PUBLIKOVANIE

Zdravotnicke zariadenie sa zavazuje, Ze nebude
skuSanie publikovat’ ani sa na skusanie odkazovat, &i uz
Ciasto¢ne, alebo Uplne, bez predchadzajuceho
vyslovného pisomného suhlasu zadavatela.

5.1 Pouzivanie mien a nazvov, registracia a
spravy zo skuSania

Okrem pripadov pozadovanych pravnymi predpismi
(po poskytnuti oznamenia zadavatelovi v primeranom
predstihu, ak je to realizovatelné), zdravotnicke
zariadenie nepouzije nazov zadavatela v suvislosti s
reklamou, publikovanim alebo propagaciou bez
predchadzajuceho pisomného povolenia zadavatefla.

Zadavatel zaregistruje skusanie vo verejnom
registri klinickych skuSani v sulade s platnymi pravnymi
predpismi a zverejni spravu z vysledkov skuSania v
takom termine a rozsahu, v akom to pozaduju platné
pravne predpisy.

5.2 Pretrvanie
Platnost tohto &lanku 5 ,Prava na publikovanie®
pretrva aj po vypovedani alebo uplynuti platnosti tejto

zmluvy.

6. OSOBNE UDAJE
6.1 Osobné udaje

Zdravotnicke zariadenie akceptuje, Ze skuSajuci a
personal skuSania poskytnu svoje osobné udaje CRO a
2e CRO alebo zadavatel mézu spracovavat ,osobné
Gdaje*, definované Nariadenim (EU) 2016/679 o
ochrane osobnych uUdajov a platnymi vnutrotatnymi
pravnymi predpismi uzakonenymi podla neho (dalej
spolo¢ne ,pravne predpisy o ochrane osobnych
Udajov®), skuSajuceho a personalu skuSania na ucely
skuSania a ze kazdé takéto spracovavanie sa bude
vykonavat v sulade s pravnymi predpismi o ochrane
osobnych udajov.

Osobné udaje skudajuceho sa mézu prenaSat mimo
krajiny skuSajuceho, do krajin, ktoré nemusia poskytovat’
rovnaku uroven ochrany, aké sa na ne vztahuje v krajine
skudajuceho. V takom pripade CRO alebo zadavatel
(podra toho, o ktory pripad péjde) zabezpecia, aby boli
pred kazdym prenosom zaistené prislusné
bezpeCnostné zaruky v sulade so zakonnymi
povinnostami CRO alebo zadavatela (podla toho, o
ktory pripad po6jde), aby zabezpecili ochranu osobnych
Udajov skusSajuceho v sulade s pravnymi predpismi o
ochrane osobnych ddajov, platnymi v  krajine
skusajuceho.
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6.2 Survival
This Section 6 “Personal Data” shall survive termination
or expiration of this Agreement.

7. INDEMNIFICATION; STUDY SUBJECT INJURY

7.1  Indemnification

7.1.1 Indemnification by Sponsor

Sponsor agrees to indemnify, defend and hold harmless
Institution and its trustees, officers, staff, employees and
agents (each, an “Institution Indemnitee”) from and
against any and all claims, suits, actions, demands,
liabilities, damages, expenses and/or loss, including
reasonable legal expense and attorneys’ fees
(collectively, “Losses”), to which any Institution
Indemnitee may become subject to the extent such
Losses result from any claim, demand, action or other
proceeding (each, an “Action”) against the Institution
Indemnitee by any person other than Sponsor or CRO
to the extent based upon any personal injury (including
death) to a Study Subject directly resulting from use of
the Investigational Product in the Study in accordance
with the Protocol. The foregoing indemnity, defense and
hold harmless obligations will not apply to the extent a
Loss arises out of (a) the negligence or willful
misconduct of any Institution Indemnitee or Investigator
or (b) the breach of or failure of any Institution
Indemnitee or Investigator to adhere to the terms of this
Agreement or Investigator's agreement with Sponsor, as
applicable, the Protocol, or other written instructions
from Sponsor, CRO or either of their designees, or to
comply with all applicable laws and regulations.

7.1.2 Indemnification by Institution

Institution agrees to indemnify, defend and hold
harmless Sponsor and its affiliates and its and their
respective directors, officers, staff, employees and
agents (each, a“Sponsor Indemnitee”) from and
against any and all Losses, to which any Sponsor
Indemnitee may become subject to the extent such
Losses result from any Action against the Sponsor
Indemnitee by any person other than Institution or
Investigator to the extent based upon: (i) the negligence
or willful misconduct of any Institution Indemnitee or
Investigator or (ii) the breach of or failure of any
Institution Indemnitee or Investigator to adhere to the

6.2 Pretrvanie
Platnost' tohto &lanku 6 ,Osobné udaje“ pretrva aj po
vypovedani alebo uplynuti platnosti tejto zmluvy.

7. ODSKODNENIE; UJMA NA ZDRAVi _SUBJEKTOV
SKUSANIA
7.1 Odskodnenie

7.1.1 Odskodnenie zadavatelom

Zadavatel sa zavazuje zdravotnicke zariadenie, jeho
spravcov, funkcionarov, personal, zamestnancov a
zastupcov (dalej kazdy z nich ako ,odSkodnena osoba
zdravotnickeho zariadenia“) odskodnit a zbavit
zodpovednosti za akékolvek a vSetky vznesené naroky,
sudne procesy, sudne spory, poziadavky, zavazky,
Skody, vydavky alebo straty, vratane nakladov konania a
nakladov na pravne zastupovanie (spolocne ako
.Straty®), ktorym mbze byt vystavena kazda z
odskodnenych o0sOb zdravotnickeho zariadenia v
rozsahu, v ktorom budu takéto straty dbésledkom
akéhokolvek vzneseného naroku, poziadavky, sudneho
sporu alebo iného pravneho konania (dalej kazdy z nich
ako ,sudny spor‘) proti odSkodnenej osobe
zdravotnickeho zariadenia zo strany inej osoby, nez je
zadavatel alebo CRO, v rozsahu zalozenom na ujme na
zdravi (vratane smrti) subjektu skuSania priamo
vyplyvajucej z pouzitia skuSaného lieku v skuSani podfa
protokolu. VysSie uvedené povinnosti odSkodnenia a
zbavenia zodpovednosti sa nevztahuju na rozsah, v
ktorom strata vyplyva z (a) nedbalosti alebo imyselného
pochybenia  odSkodnenej osoby  zdravotnickeho
zariadenia alebo skuSajuceho, alebo (b) porusenia alebo
nedodrZzania podmienok tejto zmluvy, alebo zmluvy
skudajuceho so zadavatefom (podla toho, o ktory pripad
pdjde), protokolu alebo inych pisomnych pokynov
zadavatela, CRO alebo ich zastupcov, alebo z
nedodrzania vSetkych platnych pravnych predpisov zo
strany odskodnenej osoby zdravotnickeho zariadenia
alebo skusajuceho.

7.1.2 Odskodnenie zdravotnickym zariadenim

Zdravotnicke zariadenie sa zavazuje zadavatela, jeho
dcérske spolo¢nosti a ich riaditelov, funkcionarov,
personal, zamestnancov a zastupcov (dalej kazdy z nich
ako ,odSkodnena osoba zadavatela“) odSkodnit a
zbavit zodpovednosti za akékolvek a vSetky straty,
ktorym mdzZe byt vystavena kazda z odSkodnenych oséb
zadavatela v rozsahu, v ktorom budu takéto straty
dosledkom akéhokolvek sudneho sporu vedeného proti
odSkodnenej osobe zadavatela inou osobou, nez je
zdravotnicke zariadenie alebo skusajuci, v rozsahu
zalozenom na: (i) nedbalosti alebo Umyselnom
pochybeni odskodnengj osoby  zdravotnickeho
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terms of this Agreement or Investigator's agreement
with Sponsor, as applicable, the Protocol, or other
written instructions from Sponsor, CRO or either of their
designees, or to comply with all applicable laws and
regulations.

7.1.3 Indemnification Procedure

Any person or entity seeking indemnity hereunder (the
“Indemnitee”) shall give prompt written notice to the
entity from which it seeks indemnification (the
“Indemnifying Party”) of any Action for which it seeks
indemnification, it being understood and agreed that the
Indemnifying Party is not responsible for any legal fees
incurred prior to such notice. Notwithstanding the
foregoing, the omission to so notify the Indemnifying
Party will not relieve the Indemnifying Party from any
liability which it may otherwise have hereunder except to
the extent that the Indemnifying Party is damaged or
prejudiced by such omission. The Indemnifying Party
shall have the right to assume the defense of any Action
for which the Indemnitee seeks indemnification
hereunder with counsel reasonably satisfactory to the
Indemnitee. After notice from the Indemnifying Party to
the Indemnitee of its election to so assume the defense
thereof, and so long as the Indemnifying Party performs
its obligations pursuant to such election, the
Indemnifying Party will not be liable to the Indemnitee
for any legal or other expenses subsequently incurred
by the Indemnitee in connection with the defense
thereof. The Indemnitee shall have the right to employ
separate counsel in any such Action and to participate in
the defense thereof at its own expense. If the
Indemnifying Party does not so assume the defense of
any particular Loss, the Indemnifying Party shall not be
liable for the fees and expenses (which must be
reasonable) of more than one separate firm of attorneys
for all of the Indemnitees for such Loss. An
Indemnifying Party’s agreement to indemnify, defend
and hold harmless under this Section 7 is conditioned
upon the Indemnitees (a) permitting the Indemnifying
Party to have full conduct and control to investigate,
prepare for, defend against and settle any Action, (b)
providing the Indemnifying Party, at the Indemnifying
Party’s reasonable expense, with full cooperation and
assistance in the investigation of, preparation for and
defense of any Action, and (c) not compromising or
settling any Action without the Indemnifying Party’s prior
written consent.

zariadenia alebo skus$ajuceho, alebo (ii) poruseni alebo
nedodrzani podmienok tejto zmluvy, alebo zmluvy
skusajuceho so zadavatefom (podla toho, o ktory pripad
pdjde), protokolu alebo inych pisomnych pokynov
zadavatela, CRO alebo ich zastupcov, alebo na
nedodrzani vSetkych platnych pravnych predpisov zo
strany od8kodnenej osoby zdravotnickeho zariadenia
alebo skusajuceho.

7.1.3 Postup odSkodnenia

Kazda fyzicka alebo pravnicka osoba Ziadajuca o
odskodnenie podfa tejto zmluvy (dalej ,odSkodnena
osoba“) ma bezodkladne zaslat pisomné oznamenie
pravnickej osobe, od ktorej Ziada odSkodnenie (dalej
,odSkodnujuca zmluvna strana“) o akomkolvek
sudnom spore, v ktorom zZiada o odSkodnenie, pricom sa
rozumie a povazuje za dohodnuté, ze odSkodrujica
zmluvna strana  nezodpoveda za ziadne naklady
konania, ktoré vznikli pred takymto oznamenim. Bez
ohladu na predchadzajuce, neposkytnutie takéhoto
oznamenia odskodnujucej zmluvnej strane
neoslobodzuje od$kodriujucu zmluvnu stranu od ziadnej
zodpovednosti, ktort by inak mala podla tejto zmluvy s
vynimkou rozsahu, v ktorom by takéto neoznamenie
odSkodnAujucu zmluvnu stranu poskodilo alebo ohrozilo.
OdSkodnujuca zmluvna strana ma pravo prevziat
obhajobu  kazdého sudneho sporu, v ktorom
odskodnena osoba ziada o odSkodnenie podia tejto
zmluvy, s pravnym  zastupovanim  primerane
akceptovatelnym pre odSkodnenu osobu. Potom, o
odSkodhujuca zmluvna strana oznami odSkodnenej
osobe svoje rozhodnutie takto prevziat jej obhajobu a
dovtedy, kym si odSkodriujuca zmluvna strana bude plnit
svoje povinnosti v sulade s takymto rozhodnutim,
nebude odSkodriujuica zmluvna strana zodpovedat
od8kodnenej osobe za Ziadne naklady konania ani iné
naklady, ktoré nasledne vzniknu odSkodnenej osobe v
suvislosti s jej obhajobou. OdSkodnena osoba ma pravo
vyuzit pri kazdom takomto sudnom spore samostatné
pravne zastupovanie a zucastnit sa na jeho obhajobe na
svoje vlastné naklady. Ak odSkodrujuca zmluvna strana
takto neprevezme obhajobu urcitej straty, odSkodnujuca
zmluvna strana nezodpoveda za poplatky a vydavky
(ktoré musia byt primerané) na viac nez jednu

samostatnu  advokatsku spoloCnost pre vsetky
odskodnené osoby za takuto stratu. Suhlas
od8kodhujucej zmluvnej strany s odSkodnenim a

zbavenim zodpovednosti podla tohto &lanku 7 je
podmieneny tym, ze odSkodnené osoby (a) umoznia
odskodnujucej zmluvnej strane v plnej miere viest a
kontrolovat preskumanie, pripravu obhajoby, obhajobu a
urovnanie kazdého sudneho sporu, (b) poskytnu
odskodniujucej zmluvnej strane na jej primerané naklady
plnu spolupracu a pomoc pri preskumani, priprave
obhajoby a obhajobe kazdého sudneho sporu a (c)
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7.2  Study Subiject Injury

Institution shall promptly notify Sponsor and CRO in
writing of any claim of illness or injury actually or
allegedly due to an adverse reaction to the
Investigational Product and cooperate with Sponsor in
the handling of the adverse event.

Sponsor shall reimburse Institution for the direct,
reasonable and necessary medical expenses incurred
by Institution for the treatment of any adverse event
experienced by, illness of or bodily injury to a Study
Subject that is caused directly by treatment of the Study
Subject in accordance with the Protocol, except to the
extent that such adverse event, illness or bodily injury is
caused by:

a) failure by Institution, Investigator [or any
Study Staff or other personnel of the foregoing to
comply with this Agreement or Investigator's agreement
with Sponsor, as applicable, the Protocol, any written
instructions of Sponsor concerning the Study, or any
applicable law, regulation or guidance, including GCPs,
issued by any regulatory authority, or

b) negligence or willful misconduct by
Institution, Investigator or any Study Staff or other
personnel of the foregoing,

c) failure of the Study Subject to follow the
instructions provided to the Study Subject and relating to
the Study, or

d) a pre-existing medical condition of the
Study Subject or his/her underlying disease.

Except as stated above, Sponsor has not set aside any
funds to compensate Institution, any Study Subject or
any third party for lost wages or any other damages,
expenses or losses.

7.3 Survival

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

8.1 Institution Insurance
Institution represents and warrants that it possesses

neohrozia obhajobu Ziadneho sudneho sporu ani ho
neurovnaju bez predchadzajuceho pisomného suhlasu
odskodriujucej zmluvnej strany.

7.2 Ujma na zdravi subjektov skuSania

Zdravotnicke zariadenie bude zadavatefa a CRO
urychlene pisomne informovat o  akomkolvek
vznesenom naroku na od3kodnenie ochorenia alebo
ujmy na zdravi, skutoCne alebo uUdajne spbsobenych
neziaducou reakciou na skusany liek, a spolupracovat
so zadavatelom pri rieSeni tejto neziaducej udalosti.

Zadavatel uhradi zdravotnickemu zariadeniu priame,
primerané a potrebné medicinske naklady, ktoré
zdravotnickemu zariadeniu vzniknu pri lie€be neziaducej
udalosti, ochorenia alebo ujmy na zdravi subjektu
skusania, ktoré priamo spdsobi lieCba subjektu v sulade
s protokolom, s vynimkou pripadov, kedy takuto
neziaducu udalost, ochorenie alebo ujmu na zdravi
spbsobi:

a) nedodrzanie tejto zmluvy alebo zmluvy
skuSajuceho so zadavatelom (podla toho, o ktory pripad
pbjde), protokolu, vSetkych pisomnych pokynov

zadavatela tykajucich sa skudSania, alebo platnych
pravnych predpisov, nariadeni alebo usmerneni (vratane
zdsad SKP) vydanych niektorym kontrolnym dradom, zo
strany  zdravotnickeho  zariadenia,  skuSajuceho,
personalu skuSania alebo iného personalu vysSie
uvedenych os6b,

b) nedbalost alebo Uumyselné pochybenie
zo strany zdravotnickeho zariadenia, skuSajuceho,
personalu skuSania alebo iného persondlu vysSie
uvedenych oséb,

c) nedodrZzanie  pokynov  poskytnutych
subjektu skuSania a tykajucich sa skuSania, zo strany
subjektu skuSania,

d) existujuci zdravotny problém subjektu
skusania alebo jeho zakladné ochorenie.

Okrem pripadov uvedenych vysSSie zadavatel nevyclenil
ziadne finanéné  prostriedky na  odSkodnenie
skusajuceho, ziadneho subjektu skuSania ani ziadnej
tretej strany za uSli mzdu, ani akékolvek iné Skody,
vydavky alebo straty.

7.3 Pretrvanie

Platnost' tohto &lanku 7 ,Od3kodnenie; ujma na zdravi
subjektov skuSania“ pretrva aj po vypovedani alebo
vyprsani tejto zmluvy.

8. POISTENIE

8.1 Poistenie zdravotnickeho zariadenia
Zdravotnicke zariadenie vyhlasuje a zaruduje ze ma
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general liability insurance for damage caused during the
provision of medical care.

8.2 Sponsor Insurance

Sponsor has procured, and will maintain for the duration
of the Study, comprehensive general liability insurance
with limits of not less than $1,000,000 per occurrence
and $3,000,000 annual aggregate and clinical trial
liability insurance with limits of not less than $1,000,000
per occurrence and $3,000,000 annual aggregate.

8.3 Survival
This Section 8 “Insurance” shall survive termination or
expiration of this Agreement.

9. CONSEQUENTIAL DAMAGES

Neither Sponsor nor CRO shall be responsible to
Institution for any lost profits, lost opportunities, or other
consequential damages, nor shall Institution be
responsible to Sponsor or CRO for any lost profits, lost
opportunities, or other consequential damages;
provided, however, that the foregoing shall not limit
Institution’s liability for a breach of Section 3
“Confidentiality”.

Nothing herein is intended to exclude or limit any liability

of any party for death or personal injury caused by the
negligence of such party.

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

10. REPRESENTATIONS AND WARRANTIES

10.1 Debarment

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 Institution shall notify Sponsor and CRO
immediately if any such investigation, disqualification,
debarment, or ban occurs.

uzatvorené vSeobecné poistenie zodpovednosti za
Skodu  spbdsobenu pri poskytovani  zdravotnej

8.2 Poistenie zadavatela

Zadavatel si zaobstaral a poas celého trvania skusania
bude udrziavat komplexné poistenie vSeobecnej
zodpovednosti za Skodu s minimalnym limitom 1 000
000 USD na jednu poistnu udalost a 3 000 000 USD
uhrnom za rok, a poistenie zodpovednosti za Skodu
spbsobenu pri vykonavani klinického skuSania s
minimalnym limitom 1 000 000 USD na jednu poistnu
udalost’ a 3 000 000 USD dhrnom za rok.

8.3 Pretrvanie
Platnost tohto ¢&lanku 8 ,Poistenie* pretrva aj po
vypovedani alebo uplynuti platnosti tejto zmluvy.

9. NASLEDNE SKODY

Zadavatel ani CRO nerucia zdravotnickemu zariadeniu
za ziadny usly zisk, stratu prilezitosti ani iné nasledné
Skody, ani zdravotnicke zariadenie neruc¢i zadavatelovi a
CRO za ziadny uSly zisk, stratu prilezitosti ani iné
nasledné Skody, vysSie uvedené vSak neobmedzuje
zodpovednost' zdravotnickeho zariadenia za poruSenie

i

¢lanku 3 ,Dbévernost®™.

Ni¢ v tomto dokumente neméa za ciel vylucit alebo
obmedzit' akukolvek zodpovednost ktorejkolvek strany
za smrt’ alebo zranenie spdsobené nedbanlivostou tejto
strany.

Platnost' tohto ¢lanku 9 ,Nasledné Skody“ pretrva aj po
vypovedani alebo vyprsani tejto zmluvy.

10. VYHLASENIA A ZARUKY

10.1 Vylucenie

Zdravotnicke zariadenie vyhlasuje a =zaru€uje, Ze
skudajuci, zdravotnicke zariadenie ani Ziadni ich
zamestnanci, zastupcovia alebo iné osoby vykonavajuce
skuSanie v zdravotnickom zariadeni neboli vylucené,
diskvalifikované a nebol im udeleny zdkaz cCinnosti pri
vykonavani klinickych skudSani ani nie su predmetom
vySetrovania akéhokolvek Statneho alebo kontrolného
uradu vo veci vyluCenia alebo podobného uradného
postihu v akejkolvek krajine, a zdravotnicke zariadenie
bude zadavatefa a CRO okamzite informovat, ak sa
takéto vySetrovanie, diskvalifikacia, vyluenie alebo
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10.2 Qualifications
Institution represents and warrants that Institution,

Investigator and the Study Staff have, and will maintain
throughout the conduct of the Study, all training,
information, business, professional and other licenses,
approvals, or certifications that are necessary for safely,
adequately and lawfully performing the Study.
Institution further warrants that Investigator and Study
Staff are Institution’s employees and are subject to
Institution’s direct control and supervision.

10.3 No Conflicts

Institution represents and warrants that Institution (a) is
not a party to any existing agreement that would prevent
Institution from entering into and performing this
Agreement; (b) will not enter into any other agreement
that is in conflict with its obligations under this
Agreement; (c) shall not seek or use funding from any
third party (including the U.S. Government) to support
the Study and (d) is not subject to any conflicting
obligation or legal impediment that might interfere with
the performance of the Study or impair the acceptance
of the resulting data by the FDA. Institution will notify
Sponsor promptly of any conflicting obligations or legal
impediments that may occur during the term of this
Agreement.

This Section 10 “Representations and Warranties” shall
survive termination or expiration of this Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF INTEREST

Investigator and Subinvestigators agree that they are
obliged to provide Financial Disclosure Forms and the
Institution agrees to provide cooperation for this
purpose.

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 under this
Agreement, that such compensation does not exceed
the fair market value of the services Institution is
providing, and that no payments are being provided to
Institution for the purpose of inducing Institution to
purchase or prescribe any drugs, devices or products.

If Sponsor or CRO provides any free products or items
for use in the Study, Institution agrees that it will not bill

zakaz Cinnosti vyskytne.

10.2 Kuvalifikacia

Zdravotnicke zariadenie vyhlasuje a zaruCuje, Zze
zdravotnicke zariadenie, skusajuci a personal skuSania
maju a pocas vykonavania skusania si budu obnovovat
a udrziavat vSetky Skolenia, informacie, obchodné,
odborné a dalSie osved€enia, schvalenia alebo
certifikaty, ktoré su potrebné na bezpecéné, primerané a
zakonné vykonavanie skuSania. Zdravotnicke zariadenie
dalej zaruCuje, Ze sku3ajuci a personal skuSania su
zamestnancami zdravotnickeho zariadenia a podliehaju
priamej kontrole a dozoru zdravotnickeho zariadenia.

10.3 Vylu€enie konfliktov

Zdravotnicke zariadenie vyhlasuje a zaruCuje, ze
zdravotnicke zariadenie (a) nie je zmluvnou stranou
existujucej zmluvy, ktora by mu zabranovala uzatvorit’ a
plnit tato zmluvu; (b) neuzatvori Ziadnu ind zmluvu, ktora
by bola v rozpore s jeho povinnostami podla tejto
zmluvy; (c) nebude sa na podporu skuSania snazit
ziskat alebo vyuzit financovanie od akejkolvek tretej
strany (vratane Statnych organov USA) a (d) nepodlieha
ziadnej konfliktnej povinnosti alebo pravnej prekazke,
ktora by mohla zasahovat do vykonavania skuSania,
alebo ohrozit akceptovanie vyslednych udajov zo strany
FDA. Zdravotnicke zariadenie bude zadavatela
okamzite informovat o  vSetkych  konfliktnych
povinnostiach alebo pravnych prekazkach, ktoré by sa
mohli vyskytnat poCas doby platnosti tejto zmluvy.

Platnost tohto &lanku 10 ,Vyhlasenia a zaruky* pretrva aj
po vypovedani alebo vyprdani tejto zmluvy.

11. FINANCNE PRIZNANIA A KONFLIKT ZAUJMOV

Hlavny skudajuci a spoluskudajuci su povinni poskytnut
finan€né priznanie a zdravotnicke zariadenie sa
zavazuje poskytnut na tento ucel sucinnost.

12. USTANOVENIA NAMIERENE PROTI PROVIZIAM A

PODVODOM

Zdravotnicke zariadenie potvrdzuje, Ze odmena, ktoru
dostane podla tejto zmluvy, neovplyvni jeho Usudok v
suvislosti s poradenstvom a starostlivostou
poskytovanou kazdému subjektu skuSania, Ze téato
odmena nepresahuje primeranu trhovu hodnotu sluzieb,
ktoré poskytuje a ze ziadne platby sa mu neposkytuju na
ucely nabadania zdravotnickeho zariadenia na nakup
alebo predpisovanie akychkolvek liekov, pombcok alebo
produktov.

Ak zadavatel alebo CRO bezplatne poskytne akykolvek
produkt alebo predmet na pouzitie v skdsani,

Clinical Trial Agreement — Arena Pharmaceuticals, Inc./IQVIA Global CTA Template — 18 April 2018, Protocol number:
APD334-202, CTA Institution Fakultna nemocnica s poliklinikou F.D. Roosevelta Banska Bystrica
CONFIDENTIAL DOVERNE
PI: Jozef Balaz, MD
Page 17 of 45 /Strana 17 z 45



any Study Subject, insurer or governmental agency, or
any other third party, for such free products or items.

Institution agrees that it will not bill any Study Subject,
insurer, or governmental agency for any visits, services
or expenses incurred during the Study for which it has
received or may receive compensation from CRO or
Sponsor, or which are not part of the ordinary care
Institution would normally provide for the Study Subject,
and that Institution will not pay any physician to refer
individuals to the Study.

This Section 12 “Anti-Kickback and Anti-Fraud” shall
survive termination or expiration of this Agreement.

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 warrants 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 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 CRO to secure an improper
advantage or obtain or retain business.

Institution further represents and warrants that neither it
nor any of its owners, directors, employees, agents, or
consultants, nor any payee under this Agreement, will,
in order to assist Sponsor or CRO to secure an improper
advantage or obtain or retain business, directly or
indirectly pay, offer or promise to pay, or give any ltems
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 or entity to use influence with the
government or instrumentality thereof to affect or
influence any act or decision of the government or
instrumentality.

In addition to other rights or remedies under this
Agreement or at law, Sponsor may terminate this

zdravotnicke zariadenie sa zavazuje neuctovat tieto
bezplatné produkty alebo predmety Ziadnemu subjektu
skusania, poistovni, Statnemu Uradu ani akejkolvek inej
tretej strane.

Zdravotnicke zariadenie sa zavazuje neuctovat
Ziadnemu subjektu skuSania, poistovni, Stathemu uradu
ani akejkolvek inej tretej strane zZiadne navstevy, sluzby
alebo vydavky, ktoré mu vznikna po€as skuSania a za
ktoré dostalo alebo mdze dostat uhradu od CRO alebo
zadavatela, alebo ktoré nie su sucastou beznej
starostlivosti, ktoru by subjektu sku$ania za normalnych
okolnosti poskytlo a Zze zdravotnicke zariadenie nebude
platit Ziadnemu lekarovi za poukazovanie osb6b do
skuSania.

Platnost’ tohto ¢lanku 12 ,Ustanovenia namierené proti
proviziam a podvodom® pretrva aj po vypovedani alebo
uplynuti platnosti tejto zmluvy.

13. USTANOVENIA NAMIERENE PROTI UPLATKARSTVU

Zdravotnicke zariadenie potvrdzuje, Ze poplatky, ktoré
sa maju vyplatit podla tejto zmluvy, predstavuju
primeranid odmenu za sluzby, ktoré ma poskytnut.
Zdravotnicke zariadenie vyhlasuje a zaru€uje, ze platby
alebo hodnotné veci, ktoré dostane podla tejto zmluvy
alebo v suvislosti so skuSanim, neovplyvnia Ziadne
rozhodnutie, ktoré zdravotnicke zariadenie alebo
niektory z jeho vlastnikov, riaditelov, zamestnancov,
zastupcov, poradcov alebo prijemcov platieb podla tejto
zmluvy mdze prijat ako Statny predstavitel alebo v inej
funkcii, aby pomohol zadavatelovi alebo CRO
zabezpedit' si nenaleZitu vyhodu alebo ziskat &i udrzat si
obchodné prileZitosti.

Zdravotnicke zariadenie vyhlasuje a zaruluje, ze ani
ono samo, ani ziadny z jeho vlastnikov, riaditelov,
zamestnancov, zastupcov, poradcov alebo prijemcov
platieb podla tejto zmluvy nebude za to, aby
zadavatelovi alebo CRO pomohol zabezpelit si
nenalezitd vyhodu alebo ziskat €i udrzat si obchodné
prilezitosti, priamo ani nepriamo platit, ponukat alebo
slubovat platbu ani nedaruje Ziadnu hodnotnu vec
Ziadnej fyzickej alebo pravnickej osobe s cielom (i)
ovplyvnenia akéhokolvek ukonu alebo rozhodnutia, (ii)
nabadania takejto fyzickej alebo pravnickej osoby na
vykonanie alebo nevykonanie akéhokolvek skutku v
rozpore s jej zakonnymi povinnostami, (iii) zabezpecenia
si nenalezitej vyhody alebo (iv) nabadania takejto
fyzickej alebo pravnickej osoby, aby ovplyvnila nejaky
ukon alebo rozhodnutie Statneho uradu alebo iného
organu vlady.

Okrem inych prav a opravnych prostriedkov podla tejto
zmluvy alebo podfa zékona mézZe zadavatel tuto zmluvu
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Agreement if Institution breaches any of the
representations or warranties contained in this Section
or if Sponsor or CRO 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.

This Section 14 “Anti-Bribery” shall survive termination
or expiration of this Agreement.

14. INDEPENDENT CONTRACTORS

Institutionis acting as an independent contractor of
Sponsor and Institution and its staff shall not be
considered the employees or agents of Sponsor or
CRO.

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

15. TERM & TERMINATION

15.1 Term

The Agreement shall become valid on the day of
signature by both Parties and become effective on the
following day of publication of the Agreement in the
Central Register of Contracts of the Slovak
Republic. The expected date of the trial end is 2031.

15.2 Termination
Sponsor may terminate this Agreement for any reason
effective immediately upon written notice to Institution.

Institution may terminate this Agreement upon written
notice to Sponsor and CRO if circumstances beyond
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, Institution shall make all reasonable efforts
to minimize further costs, and DrugDev 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
gueries 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, Sponsor may
suspend performance of all or part of this Agreement,

vypovedat, ak zdravotnicke zariadenie porusi niektoré z
vyhlaseni a zaruk obsiahnutych v tomto &lanku alebo ak
sa zadavatel alebo CRO dozvie, Ze zdravotnicke
zariadenie alebo sku$ajuci takéto nenalezité platby
vykonali alebo prijali bud’ osobne, alebo prostrednictvom
inej fyzickej alebo pravnickej osoby konajucej v ich
mene.

Platnost tohto ¢lanku 14 ,Ustanovenia namierené proti
uplatkarstvu® pretrva aj po vypovedani alebo vyprsani
tejto zmluvy.

14. NEZAVISLY ZMLUVNY DODAVATEL

Zdravotnicke zariadenie kona ako nezavisly zmluvny
dodavatel zadavatela a zdravotnicke zariadenie a jeho
personal sa nemaju povazovat za zamestnancov alebo
zastupcov zadavatela alebo CRO.

Zadavatel ani CRO nezodpovedaju zdravotnickemu
zariadeniu a jeho personalu za Ziadne zamestnanecké
vyhody, déchodky, Urazové poistenie, daf z prijmu ani
za ziadne iné zamestnanecké dane a odvody.

15. DOBA PLATNOSTI A VYPOVEDANIE

151 Doba platnosti
Zmluva nadobuda platnost dfom podpisu oboma

Zmluvnymi stranami a ucinnost diiom nasledujucim po
dni jej zverejnenia v Centralnom registri zmlav
SR.Predpokladany termin ukonlenia sku$ania je rok
2031.

15.2 Vypovedanie
Zadavatel méze tato zmluvu vypovedat z akéhokolvek

doévodu s okamZitou ucinnostou pisomnou vypovedou
zdravotnickemu zariadeniu.

Zdravotnicke zariadenie mdze tuto zmluvu vypovedat
pisomnou vypovedou adresovanou zadavatelovi a CRO,
ak mu okolnosti mimo jeho primeranej kontroly
zabrafiuju v dokonceni skusania, alebo ak dospeje k
odbévodnenému zaveru, ze pokraCovanie v skuSani nie
je bezpeCné. Po prevzati pisomnej vypovede
zdravotnicke zariadenie vynaloZi primerané usilie na
minimalizovanie dalSich nakladov. Spolo&nost’ DrugDev
poukaZe poslednu platbu za navstevy alebo vykony
riadne vykonané v sulade s touto zmluvou vo vySke
stanovenej v Prilohe A; desat percent (10 %) tejto
poslednej platby sa vSak zadrzi az do zadavatelovho
kone€ného prevzatia vSetkych stranok CRF, vyrieSenia
vSetkych otazok o Udajoch a splnenia vSetkych dalSich
uplatnitelnych podmienok stanovenych v tejto zmluve. V
pripade podozrenia na podstatné porudenie tejto
zmluvy, ktoré by vyZadovalo jej vypovedanie, mdzZe
zadavatel CiastoCne alebo Uplne pozastavit’ plnenie tejto
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including, but not limited to, subject enroliment.

16. NOTICE

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

a) in person,

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

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

d) by a commercial overnight courier that provides a
receipt, and such notices shall be addressed as follows:

zmluvy, vratane zaradovania subjektov do skusania, s
vynimkou rozsahu, v ktorom by bola ohrozena
bezpelnost subjektov skusania.

16. OzNAMENIA

VSetky oznamenia pozadované alebo povolené podla
tejto zmluvy sa maju vyhotovit pisomne a dorudit’:

a) osobne,

b) doporu€enou postou s uhradenym postovnym a
doruéenkou,

c) e-mailom ako .pdf subor alebo skenovany
dokument, alebo v inom needitovatefnom formate s
pozadovanym potvrdenim dorucenia,

d) komercnou kuriérskou sluzbou, ktord zaruuje
doruCenie na nasledujuci denn a poskytuje potvrdenie
dorucenia, a takéto oznamenia sa maju adresovat’ takto:

Arena Pharmaceuticals, Inc.
6154 Nancy Ridge Drive
San Diego, CA 92121, USA
Attn: Chief Medical Officer
To Sponsor: | Tel: (858) 453-7200

With a copy to:

Legal department

Email:

IQVIA RDS, Inc.

Attn: Katie Flynn-Fuchs

Project Lead

Plaza Building

4820 Emperor Blvd.

Durham, NC27703

USA

Tel:

Email:

With a copy to:

IQVIA Inc.

Global Legal Department

100 IMS Drive

Parsippany, NJ 07054

USA

Attention: General Counsel

Email:

Fakultna nemocnica s poliklinikou
F.D. Roosevelta Banska Bystrica,
having a place of business at
Namestie L. Svobodu 1, 975 17
Banska Bystrica, Slovak Republic

To CRO

To Institution

Attention to:

17. MISCELLANEOQUS

Arena Pharmaceuticals, Inc.
6154 Nancy Ridge Drive
San Diego, CA 92121, USA
Do pozornosti: Veduci lekar
Pre Tel.: (858) 453-7200
zadavatela:
Na vedomie:
Pravne oddelenie
E-mail:

IQVIA RDS, Inc.

Attn: Katie Flynn-Fuchs
Project Lead

Plaza Building

4820 Emperor Blvd.
Durham, NC27703
USA

Tel:

Pre CRO Email:

With a copy to:

IQVIA Inc.

Global Legal Department
100 IMS Drive

Parsippany, NJ 07054
USA

Attention: General Counsel
Email:

Fakultna nemocnica s poliklinikou
F.D. Roosevelta Banska Bystrica,
so sidlom na adrese Namestie L.
Svobodu 1, 975 17, Banska Bystrica,
Slovenska republika

Pre
zdravotnicke
zariadenie

Na vedomie:

17. OSTATNE DOJEDNANIA
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17.1 Entire Agreement

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

17.2 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, valid and enforceable.

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

Institution shall not assign or transfer any rights or
obligations under this Agreement without the written
consent of Sponsor.

CRO or Sponsor may assign this Agreement to a third
party, in which case CRO or Sponsor as applicable,
shall not be responsible for any obligation or liabilities
under this Agreement that arise after the date of the
assignment and the Site hereby consents to such an
assignment. Site will be given prompt notice of such
assignment by the assignee.

17.4 No Third Party Beneficiaries

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

17.5 Counterparts
This Agreement shall become binding when any one or

more counterparts hereof, individually or taken together,
shall bear the signatures of the Parties. This Agreement
may be executed in two or more counterparts, each of
which will be deemed an original document, and all of
which, together with this writing, will be deemed one
instrument.

17.6 Headings
Headings used in this Agreement are for reference

purposes only and shall not be used to modify the
meaning of the terms and conditions of this Agreement.

17.7 Survival
The terms of this Agreement that contain obligations or

17.1 Uplnost zmluvy
Tato zmluva vratane jej priloh predstavuje jedinu a Uplnu

dohodu medzi zmluvnymi stranami o skusani a
nahradza vsetky daldie pisomné alebo Ustne dohody v
rozsahu vztahujucom sa na skuSanie.

17.2 Nezrieknutie sa/vymahatelnost
Nevymahanie akejkolvek podmienky tejto zmluvy
nepredstavuje zrieknutie sa tejto podmienky.

Ak sa ktorakolvek cCast tejto zmluvy ukaze ako
nevymahatelna, zostava zvysSok tejto zmluvy ucinny,
platny a vymahatelny.

17.3 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 predchadzajuceho pisomného suhlasu zadavatela.

CRO alebo Zadavatel méze postupit’ tuto Zmluvu tretej
strane a v takom pripade CRO alebo Zadavatel, podla
toho, ¢o je uplatnitelné, nezodpoveda za ziadne
povinnosti alebo zavazky vyplivajuce z tejto Zmluvy,
ktoré vzniknu po datume postipenia a Zdravotnicke
zariadenie zarovenl tymto suhlasi s takouto formou
postipenia, Zdravotnicke zariadenie bude o takomto
postupeni okamZzite upovedomené.

17.4. Vylu€enie opravnenych tretich stran

Kazda zo zmluvnych stran tejto zmluvy potvrdzuje, Ze
neexistuju ziadne iné opravnené ftretie strany, ktoré by
mali pravo vymahat ktorékolvek z ustanoveni tejto
zmluvy.

17.5 Vyhotovenia
Tato zmluva sa stava zavaznou od momentu, v ktorom

ktorékolvek jedno alebo viacero jej vyhotoveni,
samostatne alebo spolo€ne, ponesie podpisy zmluvnych
stran. Tato zmluva v dvoch alebo Vviacerych
vyhotoveniach, z ktorych kazdé sa povaZuje za original
a vsetky z nich spolo&ne s tymto zapisom sa povazuju
za jeden a ten isty dokument.

17.6 Nadpisy
Nadpisy pouzité v tejto zmluve sldzia len na referenéné

uCely a nesmu sa pouzivat na Upravu vyznamu
podmienok tejto zmluvy.

17.7 Pretrvanie
Podmienky tejto zmluvy obsahujuce povinnosti alebo
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rights that extend beyond the completion of the Study prava, ktoré zostavaji v platnosti po dokonceni
shall survive termination or completion of this skdSania, pretrvaju aj po vypovedani alebo splneni tejto
Agreement, even if not expressly stated herein. zmluvy, aj ked' to v tejto zmluve nie je vyslovne uvedené.

THIS SECTION IS INTENTIONALLY LEFT BLANK TATO CAST JE UMYSELNE PONECHANA PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia s.r.o., on behalf of ARENA
PHARMACEUTICALS, INC./
ZA IQVIA RDS Slovakia s.r.o. v mene spolo¢nosti ARENA PHARMACEUTICALS, INC.
POTVRDIL A ODSUHLASIL:

Name/ Meno:

Title/ Funkcia:

Signature/ Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s.r.o..
Za IQVIA RDS Slovakia, s.r.o. svojim podpisom potvrdzuje:

By/Meno:
Title/Funkcia:

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Fakultha nemocnica s poliklinikou F.D. Roosevelta
Banska Bystrica

Za Fakultni nemocnicu s poliklinikou F.D: Roosevelta Banska Bystrica svojim podpisom
potvrdzuje:

By/Meno: Ing. Miriam Lapunikova, MBA
Title (must be authorized to sign on Institution's behalf): riaditel/ director

Funkcia (s opravnenim podpisovat za zdravotnicke zariadenie)

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Investigator
Za hlavny skusajuci svojim podpisom potvrdzuje oboznamenie Sa S0 zmluvou:

By/Meno: MUDr. Jozef Balaz
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Signature/Podpis:

Date/Datum:
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ATTACHMENT A
PAYMENT SCHEDULE & BUDGET

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 to the following
payee (“Payee”):

Contract Payee:

PRILOHA A
ROZzPIS PLATIEB A ROZPOCET

A. UDAJE O PRIJEMCOVI PLATIEB
Zmluvné strany potvrdzuju, Ze menovany prijemca
platieb je riadnym prijemcom platieb podfa tejto zmluvy
a ze platby podla tejto zmluvy sa budi poukazovat
nasledujucemu prijemcovi platieb (dalej ,prijemca
platieb®):

Prijemca platieb

podla zmluvy:

Fakultna nemocnica s
Payee Name poliklinikou F.D. Roosevelta
Banska Bystrica

Meno/nazov Fakultna nemocnica s
prijemcu platieb poliklinikou F.D. Roosevelta
Banska Bystrica

Namestie L. Svobodu 1, 975

Namestie L. Svobodu 1, 975

17 Banska Bystrica, Slovak Adresa prijemcu 17 Banska Bystrica, Slovak
Payee Address Republic platieb Republic
Tax ID na DIC na
Banking Information: Bankové spojenie:
Bank Name Nazov banky
Receiving Account
Currency EUR Mena prijimajuceho u¢tu | EURO
IBAN IBAN
Swift Code (8 or 11 Swift kod (8 alebo 11
Characters) znakov)

If the contracted payment currency does not match
your bank account, you may need to provide an
intermediary bank.

Please contact your financial institution for details. If
an intermediary bank is required, please provide

bank Name, account number if applicable and SWIFT
code of intermediary bank along with all other required
wire instructions.

Ak mena platieb dohodnuté v zmluve nezodpoveda
mene vasho bankového uctu, méze byt potrebné
uviest sprostredkujucu banku.

Pokial ide o podrobnosti, obratte sa na svoju
finanénu instituciu. Ak je potrebna sprostredkujuca
banka, uvedte

nazov banky, €islo uctu, ak sa vztahuje, a SWIFT
kéd sprostredkujucej banky spolu so vSetkymi
dalSimi potrebnymi pokynmi

na elektronicky prevod.

*Banking information may differ based on country,
please contact DD for further information

Contact Information

* Bankové spojenie sa moze liSit v zavislosti od
krajiny; ak chcete ziskat dalSie informacie, kontaktujte
DD

Kontaktné udaje

Fakultha nemocnica s Fakultna nemocnica s
poliklinikou F.D. Meno/nazov prijemcu poliklinikou F.D.
Name of recipient sending | Roosevelta Banska odosielajuceho faktury Roosevelta Banska
invoices to DrugDev Bystrica do spolo€nosti DrugDev | Bystrica
Phone number & Email Telefénne Eislo a e-malil
Language Preference slovak Uprednostriovany jazyk slovensky
Name of payment Fakultna nemocnica s Meno/nazov prijemcu Fakultna nemocnica s
recipient to receive poliklinikou F.D. platieb, ktory ma dostat | poliklinikou F.D.
payment Roosevelta Banska oznamenie o platbe a Roosevelta Banska
notification and details Bystrica udaje o nej Bystrica
Phone number & Email Telefénne Cislo a e-mail
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Language Preference slovak

| | Uprednostriovany jazyk

slovensky

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

In case of changes in the Payee or the Payee’s address,
bank account number, tax number or tax-exempt status,
Institution is obliged to inform DrugDev promptly in
writing. Neither CRO nor Sponsor shall be liable for any
delay in payment to the Payee that results from
Institution’s failure to promptly notify DrugDev of such
changes.

B. START-UP FEE

A start-up one-time fee (the “Start-up Fee”), as
indicated on the attached budget worksheet (“Budget”),
will be payable to the Payee, upon completion of the
initiation visit and upon receipt of invoice.

STORAGE FEE

A one time, non-refundable payments which includes
overhead, will be made as final payment after close out
visit.

C. PAYMENT TERM

DrugDev, on behalf of CRO, will administer payment to
the Payee on Quartly basis, on a completed visit per
Study Subject basis in accordance with the attached
Budget. Ninety percent (90%) of amounts earned will be
made based upon the prior 3 month’s completed CRFs
entered into the electronic data capture system.

The balance of the amounts earned, equaling the
remaining ten percent (10%), will be paid upon
verification of actual Study Subject visits, and upon final
acceptance by Sponsor of all query-free CRF pages, all
data clarifications issued, the receipt and approval of
any outstanding regulatory documents as required by
CRO and/or Sponsor, the return of all unused supplies
to Sponsor or its designee, and upon satisfaction of all
other obligations of Site set forth in the Agreement.

When self-settlement of VAT by the service recipient is
applicable (reverse charge mechanism), VAT is the sole
responsibility of IQVIA Ltd.. IQVIA Ltd. is a United
Kingdom legal entity registered for VAT purposes under

Zmluvné strany potvrdzuju, Ze menovany prijemca
platieb je opravneny prijimat’ v8etky platby za sluzby
vykonané podla tejto zmluvy.

V' pripade zmeny prijemcu platieb, alebo zmeny
adresy, Cisla uctu, DIC alebo stavu oslobodenia od
dane prijemcu platieb je zdravotnicke =zariadenie

povinné urychlene o tom pisomne informovat
spolo¢nost DrugDev. CRO ani zadavatel
nezodpovedaju za ziadne oneskorenia uhrad

prijemcovi platieb spdsobené tym, Ze zdravotnicke
zariadenie takéto zmeny urychlene neoznami
spolocnosti DrugDev.

B. PLATBA ZA ROZBEH SKUSANIA

Po dokonceni otvaracej navstevy a prevzati faktiry
bude prijemcovi platieb splatna jednorazova platba za
rozbeh skusania (dalej ,platba za rozbeh skusania®),
uvedena v nasledujucej rozpoctovej tabulke (dalej
~fozpocet®).

PLATBA ZA ARCHIVACIU

Jednorazova a nerefundovatelnd platba v ramci
SkuSania vratane rezijnych nakladov sa uskutoci ako
finalna platba po uzavreti centa skusania.

C. PLATOBNE TERMINY

Spolo¢nost DrugDev v zastupeni CRO bude platby pre
prijemcu platieb spracovavat Stvrtro€éne na zéklade
po¢tu absolvovanych navStev na jeden subjekt v
sulade s pripojenym rozpoc¢tom. Devatdesiat percent
(90 %) splatnych sum sa uhradi na z&klade
vyplnenych CRF, zadanych do elektronického systému
zachytavania udajov za predchadzajuce 3 mesiace.

Zostatok splatnych sum rovny zostavajucim desiatim
percentam (10 %) sa uhradi po overeni skutoCnej
navstevnosti subjektov skiSania a po zadavatelovom
kone¢nom prevzati vSetkych stranok CRF s
vyrieSenymi otazkami, vSetkych vydanych vysvetliviek

k ddajom, po prevzati a schvaleni vSetkych
chybajucich  dokumentov pre kontrolné urady
pozadovanych CRO alebo zadavatefom, vrateni

vSetkych nepouzitych materialov zadavatelovi alebo
jeho zastupcovi a po splneni v3etkych dalSich
povinnosti pracoviska skusania, uvedenych v zmluve.

V pripadoch, na ktoré sa vztahuje samozdanenie na
ucely DPH prijemcom sluzby (mechanizmom prenosu
dafiove] povinnosti), zodpoveda za DPH vylu¢ne
spolocnost IQVIA Ltd. IQVIA Ltd. je pravnicka osoba
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number: [GB 450 3154 85]. [IQVIA Ltd.] does not have a
business activity presence on the territory of Slovak
Republic. Accordingly, services rendered to IQVIA, Ltd.
by Contractor constitute services to a legal entity
domiciled in the UK. Invoices issued hereunder must not
include VAT, and must include a Statement that any
liability for VAT will be settled by the recipient of services

Local bank charges bank charges from intermediate
banks and any other local charges are also covered by
the Payee

Protocol violations are not payable under this
Agreement.

D. PAYMENT DISPUTE

Institution will have thirty (30) days from the receipt of
final payment to dispute any payment discrepancies
noted in connection with the Study. Institution will notify
DrugDev of such disputes in writing at|

E. DISCONTINUED OR EARLY TERMINATION
Reimbursement for discontinued or early termination of
Study Subjects will be prorated based on the humber of
confirmed completed visits as documented in the
completed CRFs entered into the electronic data capture
system.

F. INVOICES

Payments for pre-approved pass-through (invoiceable)
expenses listed within the Budget, will be issued by
DrugDev, based on payment frequency and payment
terms as described above. Payments will be made only
upon receipt of corresponding invoices, including back-
up documentation, in the specified currency, as
described below. Invoices will be payable within thirty

(30) days from the date of receipt by DrugDev of the
invoice, including any applicable back-up
documentation.

All invoices should be issued and forwarded as follows:

IQVIA RDS Slovakia s.r.o.

Vajnorska 100/B, 83104 Bratislava, Slovak Republic
Care of: DrugDev

Drug Dev Payments

IQVIA, 5" Floor

210 Pentonville Rd, King Cross

so sidlom v Spojenom kralovstve, registrovana na
Ucely DPH pod ¢islom [GB 450 3154 85]. [IQVIA Ltd.]
nema na Uzemi Slovenskej republiky Ziadne
zastupenie na obchodnu ¢innost. Preto sluzby
poskytované spolocnosti IQVIA Ltd. dodavatelom
predstavuju sluzby pre pravnicki osobu so sidlom v
Spojenom kralovstve. Faktury vystavené podla tejto
zmluvy nesmu zahffat DPH a musia obsahovat
vyhlasenie, Ze v3etky povinnosti tykajuce sa DPH
vysporiada prijemca sluzieb.

Miestne bankové poplatky, poplatky
sprostredkovatelskych bank a vSetky dalSie miestne
poplatky hradi prijemca platieb.

Porusenia protokolu nie su podFPa tejto zmluvy
splatné.

D. PLATOBNE NEZROVNALOSTI

Proti platobnym nezrovnalostiam zistenym v suvislosti
so skuSanim mézZe zdravotnicke zariadenie namietat
do ftridsiatich (30) dni od prijatia poslednej platby. O
takychto nezrovnalostiach bude zdravotnicke
zariadenie informovat spoloénost DrugDev pisomnym
oznamenim na adresu

E. PREDCASNE VYRADENIE ALEBO VYSTUPENIE
Uhrady za subjekty skusania, ktoré boli zo sku$ania
predCasne vyradené alebo z neho pred¢asne vystupili,
sa vyplatia pomernym spdsobom podla poctu
potvrdenych absolvovanych navstev,
zdokumentovanych vo vyplnenych CRF, zadanych do
elektronického systému zachytavania udajov.

F. FAKTURY

Uhrady vopred schvélenych, priebeZne uhradzanych
(fakturovatelnych) vydavkov uvedenych v rozpocte
bude spolo¢nost DrugDev odosielat’ podfa platobnych
intervalov a platobnych podmienok uvedenych vyssie.
Uhrady sa poukaZu aZz po prevzati zodpovedajlcich
faktar (vratane sprievodnej dokumentacie)
vystavenych spésobom uvedenym nizSie, v mene
uvedenej na faktdre. Faktury budu splatné do
tridsiatich (30) dni od datumu prevzatia faktary
(vratane  prisludnej sprievodnej  dokumentacie)
spolo¢nostou DrugDev.
VSetky faktury sa musia odoslat
nasledujucim spésobom:

vystavit a

IQVIA RDS Slovakia s.r.o.

Vajnorska 100/B, 83104 Bratislava, Slovak Republic
Do pozornosti: DrugDev

Drug Dev Payments

IQVIA, 5" Floor

210 Pentonville Rd, King Cross
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London N1 9JY
United Kingdom
Email:

The following information should be included on the
invoice:
o] INVESTIGATOR name

0 Invoice Date

0 Payee/Institution Name (must match Payee
indicated on Vendor Forms)

o] Sponsor Name

o] Payment Amount

0 Invoice Number

0 Complete description of services rendered/details

of expense(s)
o] Study Number:

All invoice and payment related inquiries shall be
addressed directly to DrugDev Payments at

G. UNSCHEDULED VISITS

Unscheduled visits will be reimbursed within thirty (30)
days of DrugDeVv’s receipt of an invoice and will be
based on actual assessments completed (as
documented within the completed CRFs), at the rates
set forth in the Budget. To be eligible for reimbursement
for unscheduled visits, completed CRF pages must be
submitted to CRO along with any additional information
which may be requested by CRO to appropriately
document the unscheduled visit.

H. EC/IRB/IEC FEES

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

NO OTHER ADDITIONAL FUNDING REQUESTS WILL
BE CONSIDERED

Londyn N1 9JY
Spojené kralovstvo
E-mail:

Na fakture musia byt uvedené nasledujuce udaje:

) Meno SKUSAJUCEHO
0 Datum faktury

0 Meno/nazov prijemcu platieb/zdravotnickeho
zariadenia (musi sa zhodovat' s prijemcom platieb
uvedenym vo formularoch dodavateflov)

0 Nazov zadavatela
0 Suma na uhradu
0 Cislo faktury

0 Uplny opis poskytnutych sluzieb/podrobnosti o
nakladoch

0 Cislo skusania:

VSetky otazky tykajuce sa faktur a Uhrad sa maju
adresovat priamo na platobné oddelenie spolo€nosti
DrugDev na adresu telefonicky na ¢islo

G. NEPLANOVANE NAVSTEVY

Neplanované navstevy sa budu uhradzat v sadzbach
uvedenych v rozpoéte do tridsiatich (30) dni od
prevzatia faktury spolo€nostou DrugDev a budu
vychadzat zo skutoCne vykonanych vySetreni
(zdokumentovanych vo vyplnenych CRF). Aby vznikol
narok na uUhradu za neplanovanu navstevu, je
potrebné zaslat CRO vyplnené stranky CRF a v3etky
dal8ie informacie, ktoré mbéze CRO poZadovat, aby
neplanovanu navstevu dostato€ne zdokumentovala.

H. POPLATKY NEZAVISLYM ETICKYM KOMISIAM

Poplatky nezavislym etickym komisiam sa budu
uhradzat priebezne po prevzati riadnej faktary od
nezavislej etickej komisie a nie suU zahrnuté v
pripojenom rozpocte. Platba sa poukaze priamo etickej
komisii. V8etky nasledujuce podania alebo prediZzenia
platnosti sa po schvaleni od CRO a zadavatela budu
uhradzat’ po prevzati prislusnej dokumentacie.

ZIADNE DALSIE POZIADAVKY NA FINANCOVANIE
NEBUDU BRANE DO UVAHY
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The amounts set forth in the Budget include all Sumy uvedené v rozpocte zahfhaju vsetky prislusné
applicable taxes. dane.

All payments for this Study in accordance with the attached Budget will be administered by DrugDev and paid by
CRO electronically.

VSetky platby za toto skuSanie podfa pripojeného rozpoctu spracuje spolo¢nost’ DrugDev a CRO ich uhradi
elektronickym bankovym prevodom.

All payments for this Study in accordance with the attached Budget will be administered by DrugDev and paid by
CRO electronically. / VSetky platby za toto skusanie podla pripojeného rozpoctu spracuje spolo¢nost DrugDev a

SSA-P2 Visit/ Navsteva Total budget/ Spolu v
mene €
(EUR)
Screening Period Screening Visit (SV) 239.70
Skriningové obdobie Skriningova navsteva SN
BL/Day 1 (BL/D1) 360.30
14- Week Treatment Period | Week 1/Day 7 (W1/D7) 189.90
14. tyzdriové obdobie liecby | Tyzden 1/ Den 7 (W1/D7)
Week 2/Day 14 (W2/D14) 197.40
Tyzden 2/ Den 14 (T2/D14)
Week 4/Day 28 (W4/D28) 145.20
Tyzden 4/ Den 28 (W4/D28)
Week 6/Day 42 (W6/D42) 159.60
Tyzden 6/Den 42 (W6/D42)
Week 10/Day 70/(W10/D70/) 145.20
Tyzden 10/ Den 70 (T10/D70/)
Week 14/Day 98 (W14/D98) 235.80
Tyzden 14/Den 98 (W14/D98)
Extension Period Week 15/Day 105 (W15/D105) 134.40
Tyzden 15/ Den 105 (T15/D105)
PredlZenie doby
Week 15/Day 111 (W15/D111) 148.50
Tyzden 15/ Den 111 (T15/D111)
Week 20/Day 140 (W20/D140) 137.40
Tyzden 20/ Den 140 (T20/D140)
Week 28/Day 196 (W28/D196) 230.10
Week 36/Day 252 (W36/D252) 137.40
Tyzden 36/ Defi 252 (T36/D252)
Week 44/Day 308 (W44/D308) 137.40
Tyzden 44/ Den 308(T44/D308)
Week 52/Day 364(W52/D364/) 189.00
Tyzden 52/ Den 364 (T52/D364, )
Week 66/Day 462/ (W66/D462) 179.70

Tyzden 66/ Den 462 (T66/D462)
CRO ich uhradi elektronickym bankovym prevodom.
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Total per patient budget
(Tento rozpocet pokryva aj
néklady a financné platby
pre Study Coordinatora.

This budget covers also the
expenses and payments for
the Study Site Coordinator.)

Celkovy rozpocet za 1 pacienta

2967.00

Additional payments/ Total budget/ Spolu v mene €
Dodatocné platby: SSA-P2

Week Follow Up Visit 1/ 91.5

Nasledna navsteva tyzdna 1

Week Follow Up Visit/ 105.3

Nasledna navsteva tyzdia 2

Early Termination/ 223.8

Pred¢asné ukoncenie

Screen failure/ 2397

Neuspesné vstupné vySetrenie

SS1-P2b Visit/ Navsteva Total budget/ Spolu v
mene €
Screening Period Screening Visit (SV) 239.70
Skriningové obdobie Skriningova navsteva SN
BL/Day 1 (BL/D1) 360.30
14- Week Treatment Period | Week 1/Day 7 (W1/D7) 174.00
14. tyzdové obdobie Tyzden 1/ Den 7 (W1/D7)
lieGby Week 2/Day 14 (W2/D14) 197.40
Tyzden 2/ Deni 14 (T2/D14)
Week 6/Day 42 (W6/D42) 159.60
Tyzden 6/Den 42 (W6/D42)
Week 10/Day 70/(W10/D70/) 129.30
Tyzden 10/ Den 70 (T10/D70/)
Week 14/Day 98 (W14/D98) 223.80
Tyzden 14/Defi 98 (W14/D98)
Extension Period Extended induction First dose (EIFD) 268.80
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Predlzenie doby Extended induction Week 1 (EI-W1) 121.80

Extended induction Week 6 (EI-W6) 147.60

Total per patient budget/ 2022.30
Total Cost Per Patient
(includes Extended Celkovy rozpocet za 1 pacienta
Induction Period; does not
include ET and Follow-up
Visits)

Total per patient budget/ 1484.10
Total Cost Per Patient
(does not include Extended | Celkovy rozpocet za 1 pacienta
Induction Period, ET and
Follow-up visits)

Additional payments/ Total budget/ Spolu v mene €
Dodatoéné platby: SS1-P2b

Week Follow Up Visit 1/ 1041
Nasledna navsteva tyzdfa 1

Week Follow Up Visit/ 105.3
Nasledna navsteva tyzdna 2

Early Termination/ 223.8
Pred&asné ukoncenie

Screen failure/ 2397
Neuspedné vstupné vySetrenie
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*SS2-|

Visit/ Navsteva

Total budget/ Spolu v

mene €
Screening Period Screening Visit (SV) 239.70
Skriningové obdobie Skriningova navsteva SN
BL/Day 1 (BL/D1) 360.30
14- Week Treatment Period | Week 1/Day 7 (W1/D7) 136.20
14. tyzdriové obdobie liecby | Tyzden 1/ Den 7 (W1/D7)
Week 2/Day 14 (W2/D14) 159.60
Tyzden 2/ Den 14 (T2/D14)
Week 6/Day 42 (W6/D42) 159.60
Tyzden 6/Den 42 (W6/D42)
Week 10/Day 70/(W10/D70/) 129.30
Tyzden 10/ Den 70 (T10/D70/)
Week 14/Day 98 (W14/D98) 223.80
Tyzden 14/Deri 98 (W14/D98)
Extension Period Extended induction First dose (EIFD) 268.80
PredlZzenie doby Extended induction Week 1 (EI-W1) 121.80
Extended induction Week 6 (EI-W6) 147.60
Total per patient budget/ 1946.70
Total Cost Per Patient
(includes Extended Celkovy rozpocet za 1 pacienta
Induction Period; does not
include ET and Follow-up
Visits)
Total per patient budget/ 1408.50

Total Cost Per Patient
(does not include Extended
Induction Period, ET and
Follow-up visits)

Celkovy rozpocet za 1 pacienta

*This study visit is only required if etrasimod 3 mg is the selected Phase 3 etrasimod dose.
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Additional payments: SS2-| Total budget/ Spolu v mene €

Week Follow Up Visit 1/ 1041
Nasledna navsteva tyzdfa 1

Week Follow Up Visit/ 105.3
Nasledna navsteva tyzdia 2

Early Termination/ 223.8
Pred¢asné ukoncéenie

Screen failure/ 2397
Neuspesné vstupné vysetrenie

SS3-M Visit Total budget/ Spolu v mene €
*Maintenance First Dose (MFD)/ Udrzba prvej davky 110.40
(MFD)

229.00
137.40
338.00
Maintenanc 202.80
e Treatment 229.00
Period 137.40
229.00
137.40
373.00
223.80
Total Cost | 1398.00
Per Patient
(does not
include ET,
Follow-up,
MFD and
Loss of
Response
Visits) 838.80

* No repeat assessments are required if the MFD Visit is performed on the same day as the last visit of the parent
study or substudy
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Additional payments: SS3-M

Total budget/ Spolu v mene €

Week Follow Up Visit 1 91.5
Week Follow Up Visit 2 105.3
Early Termination 223.8
**|_oss of Response (LOR) 122.1
Loss of Loss of Response First Dose 303.6
Response (LOR FD)
Visits
Loss of Response Dose 1104

Escalation (LOR DE)

** |OR visit may be repeated

SS4-E Visit/ Navsteva Total budget/ Spolu v mene €
110.40
* Extension 1 (E-1)

137.40

**Every 12 Weeks (Q12W)
409.80

***Every 52 Weeks (Q52W)
91.50

2-Week Follow Up Visit (FU1)

149.70

4-Week Follow Up Visit (FU2)

***Total Cost Per Patient
(does not include ET, Follow-
up, MFD and Loss of Response
Visits)

Total per patient budget/
Celkovy rozpocet za 1 pacienta

3529.20
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*Prior to dose selection the E-1 Visit will only be required for subjects from the Responder Cohort of SS3 M. After
dose selection, the E-1

**\/isits will occur every 12 weeks (+ 7D) following the EFD Visit and includes the following scheduled visits at
Weeks 12, 24, 36, 64, 76, 88, 116, 128, 140, 168, 180, and 192.

***Visits will occur every 52 weeks (x 7D) following the EFD Visit and includes the following scheduled visits at
Weeks 52, 104, 156, and 208.

**+x Total includes FU1 and FU2 visits, Q12W visit multiplied by 12 and Q52W visit multiplied b

Additional payments/ Total budget
Dodatocné platby: SS4-E (EUR)

Spolu v mene €
Early Termination/ 223.8
Predcasné ukoncenie

" This budget covers also the expenses and payments for the Study Site Coordinator./"Tento rozpocet pokryva aj
naklady a finan¢né platby pre Study Coordinatora.

"*The following wording is applicable for all Conditional/Invoiceable Procedures:

V tabulkach nizSie st uvedené ceny za jednotlivé postupy skusania, ktoré sa uhradia v pripade ak sa uvedené
hodnotenie vyzaduje na zaklade poziadavky protokolu a dané hodnotenie sa uskutoCni. Platby sa vyplatia proti
fakture, pracovisko sku$ania nebude musiet fakturovat jednotlivé postupy samostatne, ak sa vykonali vSetky
uvedené postupy, v takom pripade moze fakturovat celkové naklady.

Costs listed in the tables are per item costs, applicable only if specified evaluation is required and completed,
processing of payments shall be made for each completed procedure upon receipt of invoice. Site will not need
invoice for each procedure if all procedures were performed. In this event Site may invoice for the total cost.”

Total budget
Additional payments: (EUR)
Dodatocné platby Spolu v mene €
Archiving storage fee* ( based on invoice) 276.3
Archivény poplatok preplacany na zéklade faktury
Start-up fee* ( based on invoice) 240
Uvodny poplatok na rozbeh skisania preplacany na zaklade
faktury
® Total
budget
Conditional/lnvoiceable Procedures (EUR)/
Celkovy
Postupy vykonavané podrla rozpocet
potreby/fakturovatelné postupy: (EUR)
Colonoscopy, flexible; with biopsy, single 138.00
or multiple/
Kolonoskopia, flexibilna; s biopsiou,
jednorazova alebo opakovana
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Colonoscopy/

Kolonoskopia

(This budget is not included in
total per patient budget, will be
reimbursed separately if
applicable and procedures are
required as per protocol
requirements)/

(Tato platba nie je zahrnuta v
celkovom rozpocte na pacienta.
Uhradi sa samostatne v pripade
potreby, ak sa uvedené
hodnotenie vyZaduje na zaklade
poZiadavky protokolu.)

Lab handling and/or shipping of
specimen(s) - central lab/

Bezna manipulacia so vzorkami v
laboratoriu alebo odosielanie vzoriek —
centralne laboratorium

4.20

Introduction of needle or intracatheter,
vein (IV line insertion)/

Zavedenie ihly alebo intravenézneho
katétra, do zily (zavedenie i.v. infUznej
supravy)

57.60

Moderate sedation services provided by
the same physician or other qualified
health care professional performing the
diagnostic or therapeutic service that the
sedation  supports, requiring  the
presence of an independent trained
observer to assist in the monitoring of
the patients level of consciousness and
physiological status; initial 15 minutes of
intraservice time, patient age 5 years or
older/

Sluzby podavania miernych sedativ
poskytované tym istym lekdrom alebo
inym  kvalifikovanym  zdravotnickym
pracovnikom, ktory vykonava
diagnosticku alebo terapeuticki sluzbu,
ktor0 podavanie sedativ podporuje,
vyzadujuce si pritomnost nezavislého
kvalifikovaného pozorovatela na
asistenciu pri sledovani urovne vedomia
a fyziologického stavu pacienta; prvych
15 minut ¢asu potrebného na vykonanie
samotnej sluzby, u pacientov vo veku od
5 rokov

20.10

Anesthesiologist - Per Hour/

Anestéziolég — hodinova sadzba

27.90

Physician time includes reporting for
Protosigmoidoscopy and colonoscopy-
Per Hour (Max 1 hour)/

Cas lekara zahffia spravu z
proktosigmoidoskopie a kolonoskopie —
hodinova sadzba (maximalne 1 hodina)

40.50

Study Coordinator - Per Hour (Max 1
hour)/

Koordinator sku$ania — hodinova sadzba
(maximalne 1 hodina)

9.30

Total

297.60
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*This budget is not included in total
per patient budget, will be reimbursed
separately if applicable and
procedures are required as per
protocol requirements /

Tato platba nie je zahrnuta v
celkovom rozpocte na pacienta.
Uhradi sa samostatne v pripade
potreby, ak sa uvedené hodnotenie
vyzaduje na zaklade poziadavky

protokolu.

® Total
Conditional/lvoiceable Procedures: budget
(if applicable)/ (EUR)/
Postupy vykonavané podra Celkovy
potreby/fakturovatel'né postupy: rozpocet
(ak sa vztahuje (EUR)
Informed consent (Incl. Genomics 16.80

Consent, Patient Assent)/

Informovany suhlas (vratane suhlasu s
Uuc¢astou na farmakogenomickej asti
sku$ania a suhlasu neplnoletého

pacienta)
_ _ - 12.90
Inclusion/Exclusion criteria/
Vstupné/vylu€ovacie kritéria
Prior and con meds/ 570

Predchadzajuce a subezne uzivané lieky
Blood Draw- central Lab [Includes 6.90
genetic testing if applicable, CRP,
exploratory serum biomarkers, CBC with
differential and platelets, CD4 T-cell
count, serum chemistry, Lipid panel,
TSH, uric acid, coagulation panel, viral
serology, TB screening, Serum B hCG if
applicable,]/

Odber krvi — centralne laboratérium
[zahffa genetické analyzy (v
relevantnych pripadoch), CRP,
prieskumné biomarkery v sére,
kompletny KO s diferencialnym poctom a
trombocytmi, pocet T-buniek CD4,
sérovu biochémiu, lipidovy profil, TSH,
Rescreening/ kyselinu mocovu, subor vySetreni
koagulacie, virusovu séroldgiu,
Opakované vstupné vy$etrenia | vySetrenie na tuberkulozu a v
relevantnych pripadoch hladinu 3-hCG v
sére]
(This budget is not included in | Lab handling and/or shipping of 4.20
total per patient budget, will be | specimen(s) - central lab/
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reimbursed separately if
applicable and procedures are
required as per protocol
requirements)/

(Tato platba nie je zahrnuta v
celkovom rozpocCte na pacienta.
Uhradi sa samostatne v pripade
potreby, ak sa uvedené
hodnotenie vyZaduje na zaklade
poziadavky protokolu.)

Clinical Trial Agreement — Arena Pharmaceuticals, Inc./IQVIA Global CTA Template — 18 April 2018, Protocol number:

Bezna manipulacia so vzorkami v
laboratoriu alebo odosielanie vzoriek —
centralne laboratorium

Urine collection [Includes drug screen,
urine pregnancy test if applicable,
urinalysis - central lab]/

Odber mocu [zahffia vySetrenie mo&u na
nezakonné navykové latky, v
relevantnych pripadoch tehotensky test z
mocu, analyzu moc¢u — centralne
laboratorium]

5.70

Initial examination [Includes a
comprehensive Medical and social
history, CD history, a comprehensive
physical examination including
Extraintestinal manifestation, vital signs,
weight and height and blood pressure.]/

Uvodné vySetrenie [zahffia komplexnl
osobnu a socialnu anamnézu,
anamnézu CD, komplexnu lekarsku
prehliadku vratane mimoé&revnych
prejavov, Zivotnych funkcii, hmotnosti a
vy8Kky a krvného tlakul].

43.20

12 lead ECG: Includes tracing,
interpretation and report/

12-zvodové EKG: zahffa zaznam,
interpretaciu a spravu

24.00

Stool Collection-central lab [Includes
FCP, stool microbiome, stool studies]/

Odber stolice — centralne laboratérium
[zahffia FCP, mikrobiom stolice a
analyzy stolice]

7.80

Adverse event assessment/

Hodnotenie neziaducich udalosti

6.90

Physician time for rescreening/

Cas lekara na opakované vstupné
vySetrenia

40.50

Study coordinator time for rescreening/

Cas koordinatora skusania na
opakované vstupné vySetrenia

9.30
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Total 183.90

Conditional/Invoiceable Procedures:
(conditional payments applicable only
if additional samples/ evaluation are
required*)/

Total
Postupy vykonavané podla budget
potreby/fakturovatel'né postupy: (EUR)

(platby za postupy vykonavané podrla
potreby sa vzt'ahuju len v pripade, ak
budt potrebné d'alSie vzorky alebo
vysSetrenia*)

Complete physical exam Complete physical exam [Includes A 47.70
comprehensive physical examination
including Extraintestinal manifestations,
Vital signs, weight; blood pressure.]

Urine collection/Odber mocu Urine collection, Includes: drug screen, 5.70
urine pregnancy test if applicable,
urinalysis - central lab]/

Odber mocu [zahffia: vySetrenie mocu
na nezakonné navykove latky, v
relevantnych pripadoch tehotensky test z
mocu, analyzu moc¢u — centralne
laboratérium]

Urine pregnancy Urine pregnancy, gonadotropin chorionic 9.00
(hCG) (BetahCG); qualitative
Blood Draw/Odber krvi Blood Draw- central Lab [Includes 6.90

genetic testing if applicable, CRP,
exploratory serum biomarkers, CBC with
differential and platelets, CD4 T-cell
count, serum chemistry, Lipid panel,
TSH, uric acid, coagulation panel,
infectious disease serology, TB
screening, Serum R hCG if applicable,
FSH if applicable]/

Odber krvi — centralne laborat6rium
[zahffia genetické analyzy (v
relevantnych pripadoch), CRP,
prieskumné biomarkery v sére,
kompletny KO s diferencialnym poctom a
trombocytmi, po€et T-buniek CD4,
sérovu biochémiu, lipidovy profil, TSH,
kyselinu moc€ovu, subor vySetreni
koagulacie, séroldgiu infekénych
ochoreni, vySetrenie na tuberkulézu, v
relevantnych pripadoch hladinu 3-hCG v
sére a v relevantnych pripadoch FSH]

Lab handling/BeZna manipulacia Lab handling and/or shipping of 4.20
so vzorkami v laboratériu specimen(s) - central lab/

BeZna manipulacia so vzorkami v
laboratoriu alebo odosielanie vzoriek —
centralne laboratorium
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Stool Collection/Odber stolice Stool Collection-central lab 7.80
[calprotectin/microbiome]/
Odber stolice — centralne laboratérium
[kalprotektin/mikrobiom]
Overnight Facility Charge/ Overnight Facility Charge, Simple 407.00
Sadzba za 16Zko v nemocnici (e.g. regular ward room) - Per Night/
Sadzba za 16zko v nemocnici,
Standardné
(napr. bezna nemocniéna izba) — na
jednu noc
12 lead ECG/ 12 lead ECG: Includes tracing, 24.00
12-zvodové EKG interpretation and report/
12-zvodové EKG: zahffia zaznam,
interpretaciu a spravu
Nurse/Zdravotna sestra Nurse - Per Hour (observation)/ 15.00
Zdravotna sestra — hodinova sadzba
(pozorovanie)
Vital signs/Zivotné funkcie Vital signs, blood pressure, weight and 12.60
height./
Zivotné funkcie, krvny tlak, hmotnost a
vyska
Prescreening/Predvstupné Prescreening total - one time fee/ 93.00
vySetrenia
Predvstupné vysetrenia spolu —
jednorazova platba
Diagnostic Films/Diagnostické Copies of Diagnostic Films, Complex 15.90
filmy (e.g. high technology, video recordings,
compact discs, CDs) - Per Copy/
Képie diagnostickych filmov, komplexné
(napr. vyspela technika, videozaznamy,
kompaktné disky, CD) — na jednu kopiu
Dispense drug/ Pharmacy, Simple ; dispense drug/ 12.00
Vydanie lieku Lekaren vydanie lieku
Phone contact/ Phone contact/ 6.90
Telefonicky kontakt Telefonicky kontakt
Lab Handling PK blood/ Lab handling and/or shipping of PK 4.20

blood - central lab
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thorax, thoracic, chest (Cat Scan)
(CT Scan); with contrast
material(s)/

Pocitacova axialna tomografia,
hrudnik (Cat Scan) (CT
skenovanie); s kontrastnym
materidlom

Splatné na fakturovatelné postupy

PK Blood Sample PK Blood Sample- for central lab 10.20

Unscheduled Visit/ Neplanovana Paid per Ivoiceable Procedures/ Invoice/

navsteva faktara
Splatné na fakturovatelné postupy

Histology - local lab/ Histology - local lab 129.00

Histologia- lokalne laboratorium Histologia- lokalne laboratorium

Radiologic examination, chest, Paid per Ivoiceable Procedures/ 15.00

thorax, thoracic (CXR) (Chest

Xray) (Chest X Ray) (Chest X- Splatné na fakturovatelné postupy

Ray); single view, frontal/

Roéntgenové vySetrenie hrudnika,

toraxu, torakalne (RTG Th)

(réntgen hrudnika) (RTG

hrudnika); jeden pohlad, frontalny

Computerized axial tomography, Paid per Ivoiceable Procedures/ 350.00

® V tabulkdch su uvedené ceny za jednotlivé postupy skusania, ktoré sa uhradia v pripade ak sa uvedené
hodnotenie vyZaduje na zdklade poZiadavky protokolu a dané hodnotenie sa uskutocni. Platby sa vyplatia proti
fakture, pracovisko skusania nebude musiet fakturovat jednotlivé postupy samostatne, ak sa vykonali vsetky

uvedené postupy, v takom pripade mézZe fakturovat celkové ndaklady./

Costs listed in the tables are per item costs, applicable only if specified evaluation is required and completed,
processing of payments shall be made for each completed procedure upon receipt of invoice. Site will not
need invoice for each procedure if all procedures were performed. In this event Site may invoice for the total

cost

Ophthalmoscopy

ocT

with OCT*/ OCT (optical coherence tomography)/
Oftalmoidoskopia s OCT opticka koherentna tomografia
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Ophthalmoscopy, extended, with retinal drawing,
Fundoscopy, Optic Nerve Examination; initial;
unilateral : Includes interpretation and report/

Oftalmoskopia, rozsirend, s nakresom sietnice,
fundoskopia, vySetrenie zrakového nervu;
uvodné; jednostranné: zahfna interpretdciu a
spravu

12.60 €

Ophthalmological services: comprehensive, also
includes ophtalmologic history/ Oftalmologické
sluzby: komplexné, zahfna aj oftalmologicku
anamnézu

24 €

Physician: Ophthalmology - Per Hour/

Lekar oftalmoldg za 1 hodinu

20.10 €

Visual acuity/ Zrakova ostrost

4.20 €

Fluorescein angiography (includes multiframe
imaging): Includes interpretation and report;
unilateral, code twice for bilateral/

Fluoresceinova angiografia (vratane
viacramového zobrazovania): Zahfna
interpretaciu a spravu; jednostranny kod dvakrat
za dvojstranny

4410 €

Slit lamp examination, biomicroscopy, bilateral/

10.20 €
Vysetrenie Strbinovou lampou, biomikroskopia, bilaterdlne
SSA-P2, SS1-P2b, SS2-I SS3-M SS4-E SSA-P2, SS1-P2b, SS2-1,553-M, SS4-E
Screeni | Screen | Re | Week Wee | Week | Maint | Main | Every Early Termination (ET) Unscheduled
ng Visit | failure | sc | 14/Day | k 66/Da | enanc | tena | 52 Weeks ophthalmology
(sv) ** re | 98 28/D | y462 | el4 nce (Q52w) assessments
en | (W14/D | ay (wee/ | (M- 38/
in | 98) 196 | D462) | 14) Wee
g (W2 k 52
8/D1 (M-
96) 38/
W52
)
Invoice | Invoic | In | Paid Paid Paid Paid Paid Paid Invoice Invoice
e vo | automa | auto autom | autom | auto automaticly
ic | ticly mati | aticly aticly mati | after visit
e after cly after after cly
visit after | visit visit after
visit visit
Invoice | Invoic | In | Paid Paid Paid Paid Paid Paid Invoice Invoice
e vo | automa | auto autom | autom | auto automaticly
ic | ticly mati | aticly aticly mati | after visit
e after cly after after cly
visit after | visit visit after
visit visit
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Invoice | Invoic | In | Paid Paid Paid Paid Paid Paid Invoice Invoice
e vo | automa | auto | autom | autom | auto | automaticly
ic | ticly mati | aticly aticly mati | after visit
e after cly after after cly
visit after | visit visit after
visit visit
Invoice | Invoic In Paid Paid Paid Paid Paid Paid Invoice Invoice
e vo | automa | auto | autom | autom | auto | automaticly
ic | ticly mati | aticly aticly mati | after visit
e after cly after after cly
visit after | visit visit after
visit visit
Invoice | Invoic In Invoice Invoi | Invoic Invoic Invoi | Invoice Invoice Invoice
e VO ce e e ce
ic
e
Invoice | Invoic In Invoice Invoi | Invoic | Invoic | Invoi | Invoice Invoice Invoice
e VO ce e e ce
ic
e
Invoice | Invoic In Invoice
e VO
ic
e

* Pracovisko skuSania nebude musiet fakturovat kazdy postup, ak sa vykonali vSetky postupy. V tomto pripade
moze pracovisko skusania fakturovat’ celkové naklady.

** Neuspesné vstupné vysSetrenie bude vyplatené v pomere 1: 1, jeden (1) zlyhanie skriningu na jedného (1)
randomizovaného Studijného subjektu/

*Site will not need invoice for each procedure if all procedures were performed. In this event Site may invoice for
the total cost

*SF will be paid at a ratio 1:1 , one (1) Screening Failure per one (1) randomized Study Subject

Pulmonary Pulmonary function test (PFT), lung function test / 11.70€
function tests

(PFT)*/ Vysetrenie pl'ucnych funkcii (PFT), vySetrenie

VySetrenia funkcie pl'ic

plicnych Interpretation and Report of pulmonary function 450 €
funkcii test (PFT), lung function test/
(PFT)*

Interpretacia a sprava z vySetrenia pl'ucnych
funkcii (PFT), vySetrenia funkcie pl'ic
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PFT - Administration of PFT for 1 hour/ 11.10 €

PFT — vykonavanie PFT pocas 1 hodiny

Physician time - Per Hour (Max 1 hour)/ 19.50 €
Cas lekara — hodinova sadzba (maximalne 1
hodina)
Study Coordinator - Per Hour (Max 1 hour)/ 7.20€

Koordinator skasania — hodinova sadzba
(maximalne 1 hodina)

Diffusing capacity (eg, carbon monoxide, 19.20
membrane)
Difuzna kapacita (napr. Oxid uhol'naty, membrana)
Interpretation and report; Diffusing capacity 2.70

(eg, carbon monoxide, membrane)

Interpretacia a sprava; Difuzna kapacita (napr.
Oxid uhol'naty, membrana)

SSA-P2, SS1-P2b,
SSA-P2, SS1-P2b, SS2-I SS3-M SS4-E S$S2-1,5S3-M, SS4-E
Main
tena
nee Every
.Screen Scree Resc Wee Week | Week Mainte | 38/ 52 We Early
ing n .| k14 nance Wee Fu L
Visit failure reeni (W1 28 66 14 (M k52 eks b2 Termination
(V) *x ng a) (w28) | (Wee) 14) (M- {I(\'.II)SZ (ET)
38/
W52
)
Pai
d
Paid | poid | paid | Paid | P9 | paig | U
auto auto om
. . . . | autom | autom | automa . | autom .
Invoic | Invoic | Invoi | mati . . . mati . atic .
aticly | aticly ticly aticly Invoice
e e ce cly cly ly
after after after after
after .. . . after . aft
.. visit visit visit .. visit
visit visit er
visi
t
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* Pracovisko skuSania nebude musiet fakturovat kazdy postup, ak sa vykonali vSetky postupy. V tomto pripade
méze pracovisko skusania fakturovat’ celkové naklady.

** Neuspesné vstupné vysSetrenie bude vyplatené v pomere 1: 1, jeden (1) zlyhanie skriningu na jedného (1)
randomizovaného Studijného subjektu/

*Site will not need invoice for each procedure if all procedures were performed. In this event Site may invoice for
the total cost

*SF will be paid at a ratio 1:1 , one (1) Screening Failure per one (1) randomized Study Subject

The Institution agrees that neither Sponsor nor IQVIA will pay the Pulmonologist if the Payee-
Institution fails to reimburse the Pulmonologist. Zdravotnicke zariadenie berie na vedomie, Ze ani
zadavatel ani IQVIA neuhradia Pneumoldgovi Uhrady za vykonané vySetrenia, nakolko ich
uskuto€ni priamo Zdravotnicke zariadenie.
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