CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

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

ABIVAX, having a place of business at 7-11
Boulevard Haussmann, 750 09 Paris, France
(hereinafter referred to as the “Sponsor”),

and

IQVIA RDS Slovakia, s.r.o. having a place
of business at Vajnorska 100/B, 83104
Bratislava — New Town, Slovak Republic,

ID Number: 459 422 69,

TAX ID Number: 202 315 4133,

VAT Tax Number: SK202 315 4133,
Company Filed in the Business register of the
Municipal court Bratislava Ill, Section Sro, File
No 69023/B, represented by Jarmila
Wagnerova, MVDr., PhD., pursuant to the
Power of Attorney dated February 9, 2022,

(hereinafter referred to as “IQVIA”),
and

University Hospital Martin, having a place of
business at Kollarova 2, 036 59 Martin, Slovak
Republic,

ID Number: 003 653 27,

Tax ID Number: 202 059 8019,

VAT Tax Number: SK202 059 8019,

The company established by the Charter of the
Ministry of Health of the Slovak Republic No.
3724/1991-A/V-7 of December 20,1991 as
amended.

Represented by: Peter Durny, MD,PhD.,MPH,
director,

(the “Institution”),

and

Peter Lietava, MD, employee of the University
Hospital Martin, |. Internal clinic, having a place
of business at Kollarova 2, 036 59 Martin,
Slovak Republic,

(the “Investigator”),

Each a “Party” and together the “Parties”.
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Tato zmluvu o klinickom skugani (dalej ,zmluva”)
uzatvaraju

o ABIVAX, so sidlom na adrese 7-11 Boulevard

Haussmann, 750 09 PariZz, Francuzsko
(dalej len ,zadavatel™),
a

o IQVIA RDS Slovakia, s.r.o. so sidlom

na adrese Vajnorska 100/B, 831 04 Bratislava
mestska ¢&ast Nové Mesto, Slovenska
republika,

ICO: 459 422 69,

DIC: 202 315 4133,

IC DPH: SK202 315 4133,

Spoloénost zapisana v Obchodnom registri
vedenom Mestskym stidom Bratislava I,
oddiel Sro, vl.&. 69023/B v zastupeni
MVDr. Jarmila Wagnerova,PhD., na zaklade
PInej moci zo dia 09.02.2022,

(dalej len ,IQVIA™),

a

Univerzitnd nemocnica Martin, so sidlom
na adrese Kollarova 2, 036 59 Martin,
Slovenska republika,

ICO: 003 653 27,

DIC: 202 059 8019,

IC DPH: SK202 059 8019,

Spologénost’ zriadena Zriadovacou listinou
Ministerstva zdravotnictva SR, ¢.3724/1991-
AN-7T zo dnia 20.12.1991 v zneni neskorsich
zZmien.

Zastipena: MUDr. Peter Durny, PhD. MPH,
riaditel,

(dalej ,zdravotnicke zariadenie"),

a

MUDr. Peter Lietava, zamestnanec
Univerzitnej nemocnice Martin,l. Intern& Kklinika,
so sidlom pracoviska na adrese Kollarova 2,
036 59 Martin, Slovenska republika,

(dalej ,skusajuci”),

kazdy z nich dalej ako ,zmluvna strana”
a spologne ako ,zmluvné strany”.
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Protocol Number: /
Cislo protokolu:

ABX464-106

Protocol Title: /
Nazov protokolu:

“A randomized, double-blind, placebo-controlled, multicenter phase
Il study to evaluate the efficacy and safety of ABX464 once daily for
induction treatment in subjects with moderately to severely active
ulcerative colitis”, (short titte: ABTECT-2 — ABX464 Treatment
Evaluation for ulcerative Colitis Therapy -2) /

.Randomizované, dvojito zaslepené, placebom kontrolované, multicentrické
klinické sku3anie fazy Il na vyhodnotenie Géinnosti a bezpecnosti ABX464
podavaného raz denne pri indukénej liecbe subjektov so stredne tazkou az
tazkou aktivnou ulceréznou kolitidou".

(skrateny nazov: ABTECT-2 — Vyhodnotenie liecby s pouzitim ABX464 pni
liecbe ulceréznej kolitidy -2)

Protocol Date: /
Datum protokolu:

June 14th, 2022 / 14. juna 2022

Sponsor: /
Zadavatel:

ABIVAX, with registered office,7-11
75009 Paris, France /
ABIVAX, so sidlom,7-11 Boulevard Haussmann, 75009 Pariz, Franctzsko

Boulevard Haussmann,

Country where Site is
Conducting Study: /
Krajina vedenia skusania:

Slovak Republic /
Slovenské republika

Iinvestigator: /
Skusajuci:

Peter Lietava, MD/
MUDr. Peter Lietava

Location where the study will be
conducted: /
Miesto vedenia skisania:

University Hospital Martin,l. Internal clinic, Kollarova 2, 036 59
Martin, Slovak Republic /

Univerzitna nemocnica Martin, I.Interna klinika, Kollarova 2, 036 59 Martin,
Slovenska republika

Key Enrollment Date: /
Kracovy datum zaradovania:

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) /

100 kalendamych dni od zahajovacej navstevy pracoviska sku$ania (ide
o datum, do ktorého pracovisko skusania musi zaradit najmenej jeden (1)
subjekt, podrobnejsie definovany v ¢léanku 1.7 ,Kficéovy détum zaradovania”
nizsie)

IEC: /
Nezavisla eticka komisia;

Ethics Committee for clinical trials of human medicinal products, for clinical
trials of medical devices and for the study of the performance of diagnostic
medical devices in vitro

Limbova 2

837 52 Bratislava

Slovak Republic /

Eticka komisia pre klinické skusanie humanneho lieku, pre klinické
skusanie zdravotnickej pomocky a pre Stdiu vykonu diagnostickej
zdravotnickej pomacky in vitro

Limbova 2

837 52 Bratislava

Slovenské republika
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The following additional definitions shall apply to
this Agreement:

Protocol: the clinical protocol referenced
above as it may be modified from time to time
by the Sponsor (defined below).

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

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

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

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

Investigational Product:
the compound/medical device identified in the
Protocol that is being tested in the Study.

Good Clinical Practices or GCPs: then-current
international and local standards, practices
and procedures, applicable to clinical trials in
the country(ies) where the study is carried out
as they may be updated from time to time,
including but not limited to ICH GCP (R2)
guidelines, Regulation (EU) No 536/2014 of
the European Parliament and of the Council of
16 April 2014 on clinical trials on medicinal
products for human use, and repealing
Directive 2001/20/EC, the provisions of the
Helsinki Declaration, and any other relevant
local legislation in force.

Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects’ primary
medical records kept by the Institution on
behalf of the Investigator, including, without
limitation, treatment entries, x-rays, biopsy

V tejto zmluve platia nasledujice dal$ie definicie:

Protokol: protokol klinickeho skuSania,
na ktory sa odvolava tato zmluva a ktory méze
zadavatel (definovany niz3ie) priebezne menit
a doplnat dodatkami.

Pacientsky z&znamovy harok (Case Report
Form, ,CRF"): pacientsky zaznamovy harok
(papierovy alebo elektronicky), ktory ma
pracovisko skusania pouzivat na
zaznamenavanie vSetkych protokolom
pozadovanych informacii, ktoré sa maju hlasit
zadavatelovi o kazdom subjekte skusania
(definovanom niz$ie).

Skasanie: klinické skusanie, ktoré sa ma
vykonat podla tejto zmluvy a protokolu,
s ciefom ziskat informacie o chemickej
zli¢enine alebo zdravotnickej pomécke,
uvedenej v protokole.

Subjekt skusania: osoba, ktora sa zu&asthuje
na skusani a ktorej sa bud podava skusany
produkt (definovany nizSie), alebo je v
kontrolnej skupine.

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

Skusany produkt: chemicka zlt&enina alebo
zdravotnicka pomécka, uvedena v protokole,
ktora sa skusa v klinickom skutsani.

Spravna klinicka prax alebo GCP: vtedy
aktualne medzinarodné a miestne normy,
praktiky a postupy, ktoré sa vztahuju na
klinické skusania v krajine (krajinach), kde sa
klinické skusanie vykonava, v zneni ich
pripadnych aktualizacii, okrem iného vratane
usmerneni ICH GCP (R2), nariadenia
Eurépskeho parlamentu a Rady (EU)
&. 536/2014 zo 16. aprila 2014 o klinickom
skusani liekov na humanne pouzitie a o
zruseni smernice 2001/20/ES, ustanoveni
Helsinskej deklaracie a akychkolvek inych
prislusnych platnych miestnych pravnych
predpisov.

Zadavatel: zadavatel skusania.

Zdravotné zaznamy: primarne zdravotné
zaznamy subjektu skiSania, uchovavane
zdravotnickym zariadenim pre sku$ajuceho,
najma zapisy o lieCbe, rontgenové snimky,
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reports, ultrasound photographs and other
diagnostic images.

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

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

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

PREAMBLE:

WHEREAS, IQVIA is providing clinical research
organisation services to Sponsor under a separate
contract between IQVIA and Sponsor. IQVIA's
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spravy z biopsil, snimky z ultrazvukovych
vySetreni a dalSich zobrazovacich vy$etreni.

Udaje sku$ania: vSetky zaznamy a spravy,
okrem zdravotnych zaznamov, zozbierané
alebo vytvorené podla poziadaviek skusania
alebo vypracované v spojitosti so skusanim,
najma spravy (napr. CRF, suhrny udajov,
predbeZzné spravy a =zaveretna sprava
z klinického sku$ania), ktorych odovzdanie
zadavatelovi je poZzadované podla protokolu a
vietky zaznamy tykajuce sa evidencie
a vydaja skusaného produktu.

Statny predstavitel: kazdy funkcionar alebo
zamestnanec viady a kazdeho ministerstva,
odboru, 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 spolo&nosti alebo podniku v
¢iasto€nom alebo uplnom Statnom vlastnictve;
kazdy funkcionar alebo zamestnanec
medzinarodnej verejnej organizacie, napr.
Svetovej banky alebo Spojenych narodov;
kazdy funkcionar alebo zamestnanec politickej
strany alebo osoba konajica s oficialnou
pravomocou v mene politickej strany
a kandidat na politicktl funkciu a kazdy lekar,
lekarnik alebo iny zdravotnicky pracovnik,
ktory pracuje pre nemocnicu, lekareri alebo iné
zdravotnicke zariadenie, ktoré vlastni alebo
prevadzkuje vladny urad, ministerstvo alebo
odbor vlady.

Hodnotna vec: tento pojem sa ma
interpretovat’ v €o najSirSom zmysle a zahfia
najma peniaze, platby alebo ich ekvivalenty
(napr. daréekové poukaZky), dary alebo
bezplatny tovar, stravovanie, zabavu alebo
pohostenie, cestovanie alebo preplatenie
vydavkov; poskytovanie sluzieb; zakupovanie
nehnutefnosti alebo sluzieb za umelo
navy$ené ceny; predpokladana zaviazanost
(zadlzenost) alebo odpustenie zaviazanosti
(zadlZzenosti); nehmotné vyhody, napriklad
zlepSenie spolotenského alebo obchodného
postavenia (napr. poskytovanie darov
dobrocinnej organizacii podporovanej $tatnym
predstavitelom), alebo poskytovanie vyhed
tretim osobam so vztahom ku S$tatnym
predstavitelom (napr. blizkym pribuznym).

PREAMBULA:

KEDZE ,spolognost IQVIA poskytuje zadavatelovi
sluzby klinickej vyskumnej organizacie podia
samostatnej zmluvy medzi spolo¢nostou IQVIA
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services include monitoring of the Study and
contracting with clinical research sites;

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

Clinical research of human subjects is defined as
“Biomedical Research on Human” based on
subject's health indication in accordance with
National legislation § 26 -34 Act No. 576/2004 Coll.
on Health Care and Health care-related services
as later amended as applicable to this Agreement.
This Study is low intention.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Regulations, and
Good Practices

Site agrees that Site and Study Staff shall
perform the Study at Institution in strict
accordance with this Agreement, the Protocol,
specific procedures provided by IQVIA and/or
Sponsor applicable for conducting the Study,
as well as any and all applicable local, national
and international laws regulations and
guidelines, including in particular, but without
limitation, GCPs. Site and Study Staff
acknowledge that IQVIA and Sponsor, and
their respective affiliates, need to adhere to
the provisions of

(i) the Bribery Act 2010 of the United Kingdom
(Bribery Act),

(i) the Foreign Corrupt Practices Act 1977 of
the United States of America (FCPA) and

(i) any other
legislation.

applicable anti-corruption

It is reminded between the Parties that the

a zadavatelom. Medzi sluzby poskytované
spolognostou IQVIA patri monitorovanie skugania
a uzatvaranie zmlav s pracoviskami ski$ania;

KEDZE, zdravotnicke zariadenie a skusajuci
(dalej spolo¢ne ako ,pracovisko skusania“)
su ochotni vykonat' toto skis$anie a spolognost
IQVIA Ziada pracovisko skl$ania o vykonanie
tohto skusania.

Klinicke sku$anie humanneho lie¢iva je
biomedicinsky vyskum na &loveku na z&klade
zdravotnej indikacie podla § 26 -34 zakona
¢. 576/2004 Z.z. ozdravotne] starostlivosti,
sluzbach suvisiacich s poskytovanim zdravotnej
starostlivosti. SkuSanie je nizkointervenéné.,

PRETO TERAZ, zmluvné strany sa dohodli na
nasledujucom:

1. VEDENIE SKUSANIA

1.1. DodrZiavanie pravnych
nariadeni a spravnej praxe

Pracovisko sku$ania sa zavazuje, Zze spolu
s personalom skuSania vykona skusanie
v zdravotnickom zariadeni v prisnom sulade
s touto zmluvou, protokolom, $pecifickymi
postupmi poskytnutymi spoloénostou IQVIA
alalebo zadavatelom, ktoré sa vztahuju na
vykonavanie skuSania, ako aj a vSetkymi
platnymi miestnymi, narodnymi
a nadnarodnymi  pravnymi predpismi,
nariadeniami a smernicami, najma v sulade
s GCP. Pracoviske skusania a personal
skudania bert na vedomie, Ze spolo¢nost
IQVIA, zadavatel a vsetky ich dcérske
spelo€nosti musia dodrziavat' ustanovenia

(i) Protikoruptného zakona Velkej Britanie
z r. 2010 (Protikorup&ny zakon);

(i) Zakona o zahrani¢nych korup&nych
praktikach Spojenych $&tatov americkych
zr. 1977 (FCPA) a

(iii) v8etky dalsie platné protikorup&né pravne
predpisy.

predpisov,

Zmluvné strany pripominaji, Ze prisne

strict adherence (by order of preference) to

dodrziavanie (podla poradia) tychto zakonov,

such laws, requlations, Good Practices,

predpisov, spravnej praxe. protokolu a

Protocol and Sponsor's and/or IQVIA’'s

pokynov zadavatela a/alebo spolo&nosti

instructions by Site in view of the Study is a
material provision of this Agreement.

The Site hereby represents and warrants that
it has the necessary registration and the
necessary resources with regard to time,
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IQVIA zo strany pracoviska vzhladom na
skuSanie je podstatnym ustanovenim tejto

zmluvy.
Pracovisko tymto vyhlasuje a zaruéuje, Ze ma

potrebnu registraciu a potrebné zdroje, pokial
ide o ¢as, primerany personal a vybavenie na
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adequate personnel and facilities for the
performance of the Study. If and to the extent
computerized systems are used in the course
of or in connection with Study-related
activities, the Site represents and warrants
that all such systems have been sufficiently
validated providing IQVIA with according to
documentation upon request.

1.2. Informed Consent Form

Investigator 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
Institutional Review Board (‘IRB") or
Independent Ethics Committee (“IEC") that is
responsible for reviewing the Study. Before
any Study Subject’s participation in the Study,
the Site shall

(i) fully inform any Study Subject and/or, as the
case may be, her/his legal representative(s),
in language understandable to them, of all
pertinent aspects of the Study as legally
required in accordance with the standards
specified in Section 1.1, including the
confidential disclosure, processing and
transfer of necessary documentation of the
Study Subject's health and personal data to
Sponsor, IQVIA, their affiliates, the competent
health authorities and other institutions (even
if located outside of the European Economic
Area) and

(ii) obtain the prior written informed consent of
each Study Subject.

1.3. Medical Records and Study Data

1.3.1. Collection, Storage and Destruction:
Site and Investigator should ensure the
prompt, complete, and accurate collection,
recording and classification of the Medical
Records and Study Data. Site shall take
any and all measures and precautions,
including but not limited to, regular back-
ups of computer files, to ensure that any
and all Study data, especially the
raw/source data (i.e.: clinical evaluation,
analysis, etc.), calculated or derived data,
as well as the programs written to
restructure the data and their source codes
are protected against risk of loss and/or
damage, such as those to be caused by
computer failure, software malfunctions,
viruses, fire, theft and flood until Site shall
return such data to Sponsor. According to
the GCP, Site shall warrant the integrity,
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vykonanie skusania. Ak a v rozsahu, v akom
sa v priebehu alebo v suvislosti s &innostami
sUvisiacimi so skuSanim pouzivaju poéitacové
systémy, pracovisko vyhlasuje a zaruéuje, Ze
vietky takéto systémy boli dostatocne
validované a na poziadanie poskytlo
spolo¢nosti IQVIA prislusnt dokumentaciu.

1.2. Informovany suhlas

Skusajuci sa zavazuje pouZit dokument
informovaného suthlasu, ktory bol schvaleny
zadavatelom a spifia v3etky platné nariadenia
a poziadavky nezavislej etickej komisie, ktora
je zodpovedna za postdenie skuSania. Pred
ucastou ktoréhokolvek subjektu skutSania
pracovisko skisania

(i) v plnom rozsahu informuje kazdy subjekt
skusania a/alebo pripadne jeho zakonného
zastupcu (zakonnych zastupcov) v jazyku,
ktory je pre nich zrozumitelny, o vSetkych
relevantnych aspektoch klinického skusania,
ako to vyZaduju pravne predpisy v sulade so
Standardmi uvedenymi v bode 1.1, vratane
déverného zverejnenia, spracovania a
prenosu potrebne;j dokumentacie o
zdravotnom stave a osobnych Gdajoch
subjektu skisania zadavatelovi, spolognosti
IQVIA, ich pobo&kam, prislusnym
zdravotnickym organom a inym institaciam
(a) ked sa nachadzaji mimo Eurépskeho
hospodarskeho priestoru) a

(i) ziska od kazdeho subjektu skuSania
pisomny informovany sthlas.

1.3. Zdravotné zaznamy a udaje skisania

1.3.1. Zber, uchovavanie a likvidacia:
Pracovisko  skugania a  skusajuci
zabezpeci urychleny, kompletny a presny
zber, zaznamenavanie a triedenie
zdravotnych zaznamov a udajov skasania.
Pracovisko sku$ania prijme vSetky
opatrenia a preventivne opatrenia, okrem
iného vratane pravidelného zalohovania
pocéitacovych stiborov, aby zabezpetilo, Ze
vietky udaje zo skusania, najma
nespracované/zdrojove udaje (t. j. klinické
hodnotenie, analyza atd.), vypocitané
alebo odvodené udaje, ako aj programy
napisané na restrukturalizaciu tdajov a ich
zdrojové kody su chranené pred rizikom
straty a/alebo poskodenia, napriklad v
désledku zlyhania poditata, nespravneho
fungovania softvéru, virusov, poziaru,
krédeze a povodne, az kym pracovisko
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Site and Investigator should:

the accuracy, reproducibility and the
continued completeness of the said data.

maintain and store Medical Records and
Study Data during the Study and for the
period of twenty-five (25) years thereafter,
or such longer period as required by
applicable regulatory requirements, 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

protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. If directed by
Sponsor or IQVIA, Site will submit Study
Data using the electronic system provided
by Sponsor or IQVIA or their designated
representative and in accordance with
Sponsor's instructions for electronic data
entry. Site 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.
Investigator agrees to collect all Study
Data in Medical Records prior to entering
it into the CRF. Site shall ensure the
prompt submission of CRFs; and

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

nevrati tieto Udaje zadavatelovi. V sulade s
GCP sa pracovisko zaru€uje za integritu,
presnost, reprodukovatelnost a trvalu
tplnost uvedenych tdajov.

pracoviska  sku$ania a

skusajuceho je:

.

viest a uchovavat' zdravotné zaznamy a
Udaje skusania, pocas skusania a pocas
obdobia dvadsiatich piatich (25) rokov po
jeho skonéeni alebo pocéas dlhsieho
obdobia, ktoré vyzaduju prislusné
regulatné poziadavky, zabezpetenym
spésobom, s fyzicky a elektronicky
obmedzenym pristupom (podla potreby),
s pouzitim mechanizmov na ochranu
zivotného prostredia, vhodnych pre dany
druh U(dajov a v sulade s pravnymi
predpismi,  nariadeniami  a normami
platnymi v tomto priemyselnom odvetvi;a

chranit zdravotné zaznamy a udaje
skusania pred neopravnenym pristupom,
pouZitim, kopirovanim a odovzdavanim.
Ak to zadavatel alebo spolo¢nost’ IQVIA
budid pozadovat, pracovisko skusania
zasle udaje skuSania s pouzitim
elektronického systému poskytnutého
zadavatelom, spolo¢nostou IQVIA alebo
ich poverenym zastupcom a dodrzi pri tom
pokyny zadavatela pre vkladanie (zapis)

Udajov do elektronického systému.
Pracovisko skusania zabrani
neopravnenému pristupu  k Udajom

skusania tak, Ze bude zachovavat fyzicku
bezpecnost elektronického systému a

zabezpec¢i, aby personal skusania
uchovaval svoje pristupové hesla v
tajnosti. Skuisajuci sa zavazuje

zhromazdit vdetky u(daje skuSania a
zdravotné zaznamy pred ich zapisanim do
CRF. Pracovisko skuSania zabezpeci
urychlené odosielanie CRF;a

podniknat’ opatrenia proti nahodnému
alebo pred€asnému zniCeniu alebo
poskodeniu tychto dokumentov na taku
diht dobu, aki pozaduju platné pravne
predpisy. Zdravotnicke zariadenie nesmie
zlikvidovat' ani povolit’ likvidaciu Ziadnych
zdravotnych zaznamov ani  Udajov
skusania bez toho, aby o tom vopred
pisomne informovalo zadavatela, a bude
zdravotné zaznamy a Udaje sku$ania
dalej uchovavat' na naklady zadavatela na
takil diht dobu, aku bude zadavatel
pisomne pozadovat potom, ¢&o ich
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If the Investigator leaves the Institution, then
responsibility for maintaining Medical Records
and Study Data shall be determined in
accordance with applicable regulations but
Institution will not in any case be relieved of its
obligations under this Agreement for
maintaining the Medical Records and Study
Data.

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

1.3.3. Access, Use, Monitoring and
Inspection. Site shall provide original or
copies (as the case may be) of all Study
Data to IQVIA and Sponsor for Sponsor's
use. Site shall afford Sponsor and IQVIA
and their representatives and designees
reasonable access to Site's facilities and to
Medical Records and Study Data so as to
permit Sponsor and I|QVIA and their
representatives and designees to monitor
the Study and audit the Site's facilities,
Medical Records and Study Data.

In the event that IQVIA or the Sponsor
reasonably believes there has been any
research misconduct in relation to the
Study, the Site shall provide all reasonable
assistance to any subsequent
investigation, the results of which, subject
to any obligations of confidentiality, be
communicated to the Site. In the event that
the Site reasonably believes there has
been any research misconduct in relation
to the Study, IQVIA shall provide all
reasonable assistance to any investigation
into any alleged research misconduct
undertaken by or on behalf of the Site, the
results of which shall, subject to any
obligations of  confidentiality, be
communicated to the Sponsor.
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uchovavanie uz nebude pozZadovane
platnymi pravnymi predpismi.

Ak skusajuci zo zdravotnickeho zariadenia
odide, zodpovednost za uchovavanie
zdravotnych zaznamov a Gdajov ski$ania sa
uréi v stlade s platnymi pravnymi predpismi, v
Ziadnom pripade to v$ak zdravotnicke
zariadenie  nezbavuje jeho  povinnosti
uchovavat zdravotné =zaznamy a Uudaje
skudania podla tejto zmluvy.

1.3.2. Vlastnictvo. Vlastnikom zdravotnych
zaznamov zostava zdravotnicke
zariadenie. Zdravotnicke zariadenie a
skuajuci tymto postupuju zadavatelovi
véetky svoje prava, naroky a podiely,

vratane v8etkych prav  duSevného
vlastnictva, vo vSetkych dévernych
informaciach (definovanych nizsie) a

véetkych ostatnych udajoch skusania.

1.3.3.Pristup, pouZitie, monitorovanie a
indpekcia. Pracovisko skuSania poskytne
originaly alebo képie (od pripadu k pripadu)
v8etkych udajov skusania spoloénosti
IQVIA azadavatefovi na ich pouZitie
zadavatelom. Pracovisko skusania
poskytne zadavatelovi, spoloénosti IQVIA
a ich zastupcom a predstavitelom
primerany pristup do priestorov pracoviska
ski$ania a k zdravotnym zaznamom
audajom skuSania, aby umoznilo
zadavatelovi, spolo¢nosti IQVIA a ich
zastupcom a predstavitelom vykonavat'
monitorovanie skuSania a auditovat
zariadenia pracoviska skusania, lekarske
zaznamy a udaje o skuSania.

V pripade, Ze sa spolo¢nost IQVIA alebo
zadavatel odévodnene domnievaju, ze v
suvislosti  so skusanim doslo k
akémukolvek pochybeniu pri vyskume,
pracovisko skuSania poskytne v&etku
primerant pomoc  pri  akomkolvek
naslednom vysSetrovani, o  ktorého
vysledkoch bude pracovisko skusania
informované s vyhradou povinnosti
zachovavat' mi¢anlivost. V pripade, Ze sa
pracovisko skasania odbvodnene
domnieva, ze v suvislosti so skUsanim
doslo k akémukolvek pochybeniu pri
vyskume, spolo¢nost IQVIA poskytne
v8etku primerant pomoc pri akomkolvek
vySetrovani Udajného pochybenia pri
vyskume, ktoré vykona pracovisko
skusania alebo sa vykona v jeho mene,
pricom vysledky tohto vySetrovania sa
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Site shall afford regulatory authorities
reasonable access to Site's facilities and to
Medical Records and Study Data, and the
right to copy Medical Records and Study
Data.

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

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

The Site shall take appropriate measures
required by IQVIA and/or Sponsor to take
corrective actions without delay in order to
solve all problems found during the audits
or inspections.

1.3.4. License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data

(i) subject to the obligations set forth in
section 3 “Confidentiality”, for internal, non-
commercial research and for educational
purposes, and

(i) for preparation of publications in
accordance with Section § “Publication
Rights”.

1.3.5. Survival. This section 1.3 “Medical
Records and Study Data" shall survive
termination or expiration of this
Agreement.
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s vyhradou akychkolvek zavazkov
mi&anlivosti oznamia zadavatelovi.

Pracovisko skisania poskytne kontrolnym
uradom primerany pristup do priestorov
pracoviska skiSania a k zdravotnym
zaznamom a udajom skusania a umozni im
robit’ si z nich kopie.

Pracovisko  skiSania sa zavazuje
spolupracovat’ so zastupcami spolo&nosti
IQVIA a zadavatela a zabezpedi, aby ich

zamestnanci,  zastupcovia, personal
skiSania  a predstavitelia  pracoviska
skusania neruSili ani inak pre nich
nevytvarali nepriaznive pracovné
prostredie.

Pracovisko skt$ania bude spoloénost
IQVIA okamzite informovat o vsetkych
poziadavkach, korespondencii a
komunikacii tykajucej sa skusania (a
poskytne z nich spoloénosti IQVIA képie)
so vSetkymi $tatnymi alebo kontrolnymi
Uradmi, najma poziadavkach na in§pekciu
priestorov pracoviska skusania, a umozni
zastupcom spolocnosti IQVIA
azadavatela, aby sa na takychto
inSpekciach zucastnili. Pracovisko
skudania vynaloZi primerané usilie na to,
aby oddelilo a neodovzdalo Ziadne také
doverné informacie, ktorych odovzdanie
pocas tychto inSpekcii nie je pozadované.

Pracovisko sku$ania prijme prislusné
opatrenia  pozadované  spolo&nostou
IQVIA  alalebo  zadavatelom, aby
bezodkladne prijalo napravné opatrenia s
ciefom vyrieSit v&etky problémy zistené
po¢as auditov alebo inSpekci.

1.3.4. Licencia. Zadavatel tymto udeluje
zdravotnickemu zariadeniu trvalq,
nevyhradnd, neprenosnu,  vyplatenu
licenciu, bez prava udelovat’ sublicencie,
na pouzitie udajov skusania

(i) pod podmienkou spinenia povinnosti
uvedenych v ¢&lanku 3 ,Dévernost”, na
interny, nekomerény vyskum a na
vzdelavacie ucely a

(i) na pripravu publikacii v sulade s
¢lankom 5 ,Prava na publikovanie”.

1.3.5. Pretrvanie. Platnost tohto ¢lanku 1.3
,Zdravotné zaznamy a ldaje skusania“
pretrva vypovedanie alebo vyprianie tejto
zmluvy.
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1.4. Duties of Investigator

Investigator is responsible for the conduct of
the Study at Institution and for supervising any
individual or party to whom the Investigator
delegates Study-related duties and functions
(including Study Staff). In particular, but
without limitation, it is the Investigator’s duty to
review and understand the information in the
Investigator's Brochure or device labeling
instructions, to ensure that all informed
consent requirements are met, to ensure that
all required reviews and approvals by
applicable regulatory authorities and IRBs or
IECs are obtained, and to review all CRFs to
ensure their accuracy and completeness. The
Investigator will ensure that the Study Staff is
fully informed about the Investigational
Product and the Study and warrants that the
Study Staff has read and understood the
Protocol.

If the Investigator and Institution retain the
services of any individual or party to perform
Study-related duties and functions, the
Institution and Investigator shall ensure this
individual or party is qualified to perform those
Study-related duties and functions and shall
implement procedures to ensure the integrity
of the Study-related duties and functions
performed and any data generated. The
Investigator shall be responsible for leading
such individual or party, who in all respects
shall be bound by the same obligations as the
Investigator.

Investigator agrees to provide a written
declaration revealing Investigator's possible
economic or other interests, if any, in
connection with the conduct of the Study or the
Investigational Product.

Investigator agrees to provide a written
declaration revealing Investigator’s disclosure
obligations, if any, with the Institution in
connection with the conduct of the Study and
the Investigational Product.

Site agrees to provide prompt advance notice
to Sponsor and IQVIA if Investigator will be
leaving the Institution or is otherwise no longer
able to perform the Study. The appointment of
a new Investigator must have the prior
approval of Sponsor and IQVIA.
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1.4. Povinnosti skusajuceho

Skusajici zodpoveda za vedenie skusania
v zdravotnickom zariadeni a za dozor nad
kazdou osobou alebo stranou, ktort skusajuci
poveri povinnostami a funkciami savisiacimi
so skuSanim (vratane personalu skusania).
To zahfia najmd@ povinnost skusajuceho
prec¢itatt si a porozumiet informaciam
uvedenym v prirucke pre sku$ajuceho alebo
v navode na pouZitie zdravotnickej pomécky,
zabezpedit, aby informovany suhlas spinal
vSetky poziadavky, zabezpelit ziskanie
v8etkych poZzadovanych posudkov a schvaleni
od prisludnych kontrolnych Uradov a
nezavislych etickych komisii a skontrolovat
vSetky CRF, aby =zaistil ich spravnost a
Uplnost. SkuSajuci zabezpec¢i, aby bol
personal skusania plne informovany o
skudanom produkte a skudani, a zaruci,
Ze persondl skusania si precital protokol a
porozumel mu.

Ak si skuSajici a zdravotnicke zariadenie
zaobstaraju na plnenie povinnosti a funkcii
suvisiacich so ski$anim sluzby nejakej ingj
osoby alebo strany, musia skusajuci a
zdravotnicke zariadenie zabezpecit, aby tato
osoba alebo strana mala kvalifikaciu na
plnenie takychto povinnosti a funkcii
suvisiacich so ski$anim, a zaviest' postupy,
ktorymi  zaistia integritu  vykonavanych
povinnosti a funkcii stvisiacich so skisanim a
vetkych vytvorenych udajov. Skusajuci je
zodpovedny za vedenie takejto osoby alebo
strany, ktora je vo v8etkych ohlfadoch viazana
rovnakymi povinnostami ako sku3ajuci.

Skusajuci sa zavazuje poskytnut pisomné
vyhlasenie, v ktorom odhali svoje pripadné
ekonomické alebo iné zaujmy v suvislosti so
skusanim alebo skusanym produktom.

Skusajuci sa zavazuje poskytnit pisomné
vyhlasenie, v ktorom odhali svoje pripadné
oznamovacie povinnosti vodi zdravotnickemu

zariadeniu v sUvislosti SO ski$anim
alebo skusanym produktom.
Pracovisko skuSania sa zavazuje v

dostatoénom predstihu pisomne informovat
zadavatela a spolo¢nost IQVIA, ak bude
skuSajuci zo zdravotnickeho zariadenia
odchadzat, alebo ak z inych ddévodov uz
nebude schopny vykonavat skusanie.
Vymenovanie nového ski3ajuceho musi
vopred schvalit zadavatel a spolo¢nost IQVIA.
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1.5. Adverse Events

The Site shall document and immediately
report Sponsor PV provider and/or IQVIA
adverse events and serious adverse events as
directed in the Protocol and by applicable laws
and regulations. The Site shall cooperate with
Sponsor PV provider and/or IQVIA in its efforts
to follow-up on any adverse events. The Site
shall comply with its IRB/IEC reporting
obligations.

Sponsor and/or Sponsor PV provider and/or
IQVIA will promptly report to the Site, the Site’s
IRB/IEC, and IQVIA (as the case may be), any
finding that could affect the safety of
participants or their willingness to continue
participation in the Study, influence the
conduct of the Study, or alter the Site's
IRB/IEC approval to continue the Study.

1.6. Use and Return of Investigational Product

1.5. NezZiaduce udalosti

Pracovisko skuSania bude dokumentovat
a hlasit  zadavatelovi/poskytovatelovi PV
alebo spolognosti IQVIA neZiaduce udalosti a
zavazné neziaduce udalosti hlasit podla
poZiadaviek protokolu a platnych pravnych
predpisov. Pracovisko ski$ania bude so
zadavatelom/poskytovatelom PV alebo
spolonostou IQVIA spolupracovat v jeho asili
dalej sledovat’ priebeh vSetkych neziaducich
udalosti. Pracovisko ski$ania dodrzi svoju
oznamovaciu povinnost voci nezavislej etickej
komisii.

Zadavatel a/alebo poskytovatel PV a/alebo
spolo¢nost’ IQVIA bude pracovisko skusania,
eticku komisiu pracoviska skusania
aspolotnost IQVIA (podla  okolnosti)
urychlene informovat o kazdom zisteni, ktoré
by mohloc mat dopad na bezpecnost
ucastnikov alebo na ich ochotu pokracovat' v
ucasti na skusani, ovplyvnit' priebeh skusania

alebo zmenit sohlas etickej komisie
pracoviska skuSania s  pokracovanim
skusania.

1.6. Pouzitie a vratenie sku$aného produktu

and Equipment

Sponsor or a duly authorized agent of
Sponsaor, shall supply Institution or Investigator
with sufficient amount of Investigational
Product as described in the Protocol.

The Site shall use the Investigational Product
and any comparator products provided in
connection with the Study, solely for the
purpose of properly completing the Study and
shall prepare, inspect, maintain and dispense
the Investigational Product as specified by
Sponsor and according to the Protocol, the
applicable laws and regulations, including
storage in a locked, secured area at all times.

Upon completion or termination of the Study,
the Site shall return or destroy, at Sponsor’s
option, the Investigational Product,
comparator products, and materials and all
Confidential Information (as defined below) at
Sponsor's sole expense according to the
Protocol or its instructions.

Institution and Investigator shall comply with
all laws and regulations governing the
disposition or destruction of Investigational
Product and any instructions from IQVIA
and/or Sponsor that are not inconsistent with
such laws and regulations.
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a vybavenia

Zadavatel alebo jeho riadne splnomocneny
zéstupca doda zdravotnickemu zariadeniu
alebo sku$ajucemu dostatoéné mnozstvo
skusaného produktu, v sulade s protokolom.

Pracovisko skusania pouzije skisany produkt
a vietky referenéné produkty (komparatory),
poskytnuté v stvislosti so ski$anim, vyhradne
na Ucely riadneho dokoncenia skusania a za
kazdych okolnosti pripravi, skontroluje,
uskladni a vyda skuSany produkt podla
pokynov zadavatela, podla protokolu a
platnych  pravnych predpisov, vratane
skladovania v uzamknutych a zabezpeenych
priestoroch.

Po dokongeni alebo zastaveni skusania
pracovisko skusania podla rozhodnutia
zadavatela avyhradne na zadavatelove
naklady vrati alebo zlikviduje skusany produkt,
referenéné produkty, materialy a vSetky
déverné informacie (definované nizsie) podla
protokolu alebo pokynov v fiom uvedenych.

Zdravotnicke zariadenie a skus$ajuci dodrzia
vietky pravne predpisy, ktorymi sa riadi
likvidacia skiSaného produktu a vsetky
pokyny spolocnosti IQVIA alalebo
zadavatelovi, ktoré nie su v nesutlade
s takymito pravnymi predpismi.
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In case the Site is provided with necessary
equipment required to carry out Study-related
procedures, this equipment will be provided for
the sole purpose of the Study by the Sponsor,
IQVIA or a third party. The Site shall be liable
for any loss or damage of the equipment, other
than general wear and tear. The Site shall
ensure that the technical equipment used in
the Study is certified, calibrated and
maintained according to the manufacturer's
instructions. The respective documentation is
available and will be provided to IQVIA and/or
Sponsor on request. Upon completion or
termination of the Study, the Site shall return
any equipment or materials provided by
Sponsor, IQVIA or the third party for use in the
Study unless Sponsor, IQVIA or the third party
and Site have a written agreement for Site to
acquire the equipment. If there are Site facility
improvements provided by IQVIA or Sponsor
in relation to the Study, then Site shall enter a
separate written agreement with IQVIA or
Sponsor with respect to such facility
improvements.

The Site further undertakes to keep a written
inventory of any Investigational Product and
equipment provided by Sponsor, IQVIA or
third party according to the Protocol or its/their
instructions.

The Site acknowledges that Sponsor has the
right to discontinue the supply of
Investigational Product or equipment if
necessary, including in the following cases:

- termination of the Study in general
worldwide, or in Slovakia or in a specific site
(either by decision of respective authority or
upon sole discretion of Sponsor);

- discontinuation / interruption of delivery of
the Investigational Product or equipment in
case of detection of a defect of the respective
Investigational Product or equipment; or,

- delay in case of problems in production

V pripade, Zze sa na pracovisku skisania
poskytuje potrebné vybavenie potrebné na
vykonavanie  postupov  suvisiacich so
skusanim, toto vybavenie poskytne vyluéne na
GUcely skusania zadavatel, spoloénost IQVIA
alebo tretia strana. Pracovisko skulSania
zodpoveda za akukolvek stratu alebo
poskodenie zariadenia, okrem vSeobecného
opotrebovania. Pracovisko skudania
zabezpeli, aby technické vybavenie
pouZivané v  skusani bolo certifikovang,
kalibrované a udrziavané podla pokynov
vyrobcu. Prislusna dokumentacia je k
dispozicii a bude poskytnuta spolo€nosti
IQVIA alalebo zadavatelovi na pozZiadanie.
Po dokonceni alebo ukonéeni  ski$ania
pracovisko skusania vrati véetko vybavenie a
vietky materialy poskytnuté zadavatelom,
spoloénostou IQVIA alebo tretou stranou na
pouzitie v skusani, pokial  zadavatel,
spoloCnost IQVIA alebo tretia strana
a pracovisko skusania neuzatvoria pisomnu
zmluvu o nadobudnuti vybavenia pracoviskom
skusania. Ak zadavatel alebo spoloénost
IQVIA poskytnu v suvislosti so skasanim
nejaké upravy priestorov sku$ania, uzatvori
pracovisko skusania so spolo¢nostou IQVIA
alebo zadavatelom samostatni zmluvu,
tykajucu sa takychto vylep$eni priestorov
pracoviska skusania.

Pracovisko ski$ania sa dalej zavazuje viest
pisomny supis v&etkych skusanych produktov
a zariadeni poskytnutych zadavatelom,
spoloénostou 1QVIA alebo tretou stranou
v sulade s protokolom alebo pokynmi v fiom
uvedenych.

Pracovisko sklU$ania berie na vedomie, Ze
zadavatel ma pravo v pripade potreby prerusit
dodavku skusaného produktu alebo
zariadenia, a to aj v nasledujucich pripadoch:
- ukonéenie skusania vo vseobecnosti na
celom svete, na Slovensku alebo v konkrétnej
pracovisku skusania (bud na zaklade
rozhodnutia prislusného organu, alebo na
zaklade vyhradného uvaZenia zadavatela);

- ukonéenie/prerusenie dodavok skusaného
produktu alebo zariadenia v pripade zistenia
vady prislusného skidsaného produktu alebo
zariadenia; alebo,

- oneskorenie v pripade problémov pri vyrobe

or transportation of the Investigational Product
or equipment.

1.7. Key Enrollment Date

The Site understands and agrees that if
Investigator has not enrolled at least one (1)
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alebo preprave skusaného produktu alebo
zariadenia.

1.7. Klu¢ovy datum zaradovania

Pracovisko skusania berie na vedomie
a suhlasi, Zze ak skusajuci do klucového
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Study Subject by the Key Enrollment Date
then IQVIA may terminate this Agreement in
accordance with Section 16 “Term &
Termination”. Sponsor/IQVIA has the right to
limit enroliment at any time. In such cases,
Sponsor/IQVIA shall inform the Site to stop the
recruitment of any Study Subject who has not
yet signed an informed consent form. The Site
shall upon receipt of the notice stop
immediately further recruitment of Study
Subjects. Payments shall only be made
according to the number of Subjects recruited
up to the date of receipt of the notice. IQVIA
will not take any responsibility and make any
payment for the Study Subjects recruited after
this date.

2. PAYMENT

In consideration for the proper performance of the
Study by Site in compliance with the terms and
conditions of this Agreement, payments shall be
made in accordance with the provisions set forth in
Attachment A, with the last payment being made
after the Site completes all its obligations
hereunder, and IQVIA has received all properly
completed CRFs and, if IQVIA requests, all other
Confidential Information (as defined below). Site
will not seek payment from any third-party payoer,
whether public or private, for any costs covered by
payments made by IQVIA/Sponsor under this
Agreement.

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; and

(i) Study enroliment information, information
pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the
regulatory status of the Investigational
Product, and Study Data and Inventions (as
defined in Section 4).
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datumu zaradovania nezaradi do skls$ania
aspon jeden (1) subjekt, spolo¢nost IQVIA
mézZe tuto zmluvu vypovedat podla &lanku 16
,D0ba platnosti a vypovedanie”. Zadavatel
a spolo€nost’ IQVIA maju pravo kedykolvek
obmedzit' zaradovanie pacientov. V takychto
pripadoch zadavatel/IQVIA informuje
pracovisko sku$ania, aby zastavilo nabor
kazdého subjektu skisania, ktory este
nepodpisal formular informovaného suhlasu.
Pracovisko sku$ania po prijati oznamenia
okamZite zastavi dals$i nabor subjektov
skuSania. Platby sa uskutoénia len podla
poc€tu subjektov prijatych do datumu prijatia
oznamenia. Spoloénost' IQVIA nenesie Ziadnu
zodpovednost a nevykona Ziadnu platbu
za subjekty skisania skusani prijaté po tomto
datume.

2. PLATBY

Ako protiplnenie za riadne vykonanie skdsania
pracoviskom sku$ania v sulade s podmienkami
tejto zmluvy sa budl poukazovat platby podia
ustanoveni uvedenych v Prilohe A, pricom
posledna platba sa poukaze potom, &o pracovisko
skusania spini v3etky svoje povinnosti podla tejto
zmluvy a spolognost IQVIA dostane vsetky riadne
vyplnené CRF, a ak to bude pozadovat, aj vietky
ostatné ddverné informacie (definované nizsie).
Pracovisko ski$ania nebude pozadovat od
Ziadneho platcu tretej strany, €i uz verejného alebo
sikromného, (hradu akychkolvek nakladov
pokrytych platbami vykonanymi spolo¢nostou
IQVIA/zadavatelom podla tejto zmiuvy.

3. DOVERNE INFORMACIE

3.1. Definicia

,Doéverne informacie” znamenaju dbverné
a vlastnickymi pravami chranené informacie
zadavatela a zahfiaju

(i) v&etky informacie odovzdané zadavatelom,
personalu skusania alebo jeho zastupcami
zdravotnickemu  zariadeniu, skusajucemu
alebo inému personalu zdravotnickeho
zariadenia, najma skusany produkt, technické
informacie tykajuce sa skusaného produktu,
véetko dovtedy existujuce dusevné vlastnictvo
zadavatela (definované v ¢lanku 4) a protokol;
a

(i) informacie o zaradovani do skusania,
informacie o stave sku3ania, komunikaciu s
kontrolnymi uradmi, informacie o stave
registracie  ski$aného produktu, udaje
sku$ania a vynalezy (definované v ¢lanku 4).
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Confidential Information shall not include

information that:

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

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

iii. can be shown by documentation to
have been independently developed
by Institution, Study Staff or any of its
personnel; or

iv. is permitted to be disclosed by written
authorization from Sponsor.

Institution is aware that Sponsor is a publicly
traded company. Institution hereby
acknowledges that

(i) the trading in securities of a publicly traded
company is subject to applicable securities
legislation,

(i) as a result of the disclosure of the
Confidential Information of Sponsor
hereunder, Institution and Study Staff may
possess material, non-public information of
Sponsor,

(iii) any trading by Institution and Study Staff in
the securities of Sponsor while in possession
of such material, non-public information may
be a violation by Institution of applicable
securities and other legislation and is
prohibited, and

(iv) Institution and Study Staff are prohibited to
share this material, non-public information with
others to enable them to trade. Upon
Sponsor's request during this Agreement and
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Déverné informacie nezahffaju informacie,
ktoré:

i. ako mozZno
dokumentaciou, sa stali verejne
znamymi pred odovzdanim
zadavatelom alebo spolo¢nostou
IQVIA, alebo po fom, inak, nez
protipravnym konanim alebo
zanedbanim pripisatelnym
zdravotnickemu  zariadeniu, jeho
persondlu skusania alebo personalu
ktoréhokolvek z jeho personalu;

preukazat

i. ako mozZno
dokumentaciou, zdravotnicke
zariadenie, personal skusania
alebo jeho personal mal pred ich
odovzdanim zadavatelom alebo
spolo¢nostou IQVIA z inych zdrojov,
ktore nemali voc&i zadavatelovi alebo

preukazat’

spolo¢nosti IQVIA povinnost'
zachovania ich utajenia;

iii. ako mozZno preukazat’
dokumentaciou, nezavisle vytvorilo

zdravotnicke zariadenie, jeho
personal alebo personal skusania;
alebo

iv. je povolené odovzdavat na zaklade
pisomneho povolenia zadavatela.

Zdravotnicke zariadenie si je vedomeé toho,
Ze zadavatel je verejne obchodna spolo¢nost.
Zdravotnicke zariadenie tymto berie na
vedomie, zZe

(i) obchodovanie s cennymi papiermi verejne
obchodnej spolo¢nosti podlieha platnym
pravnym predpisom o cennych papieroch,

(i) v dosledku zverejnenia Dovernych
informacii zadavatela podla tohto dokumentu
mézu pracovnici zdravotnickeho zariadenie a
Stludie  vlastnit  materialne, neverejné
informacie zadavatela,

(ii) akékolvek obchodovanie s cennymi
papiermi zadavatela zo strany zdravotnickeho
zariadenia a Studijného persondlu v tase ked
ma takyto material, neverejné informacie
moze byt porusenim prislusnych pravnych
predpisov o cennych papieroch a inych
pravnych predpisov zo strany zdravotnickeho
zariadenia a su zakazané, a
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five (5) years thereafter, the Site and the Study
Staff shall provide an insider list if requested
by Stock Market Authorities.

3.2. Obligations
Site and Site’s personnel, including Study Staff
shall not:

(i) use Confidential Information for any
purpose other than the performance of
the Study or

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

party.

To protect Confidential Information, Site

agrees to:

(i) limit dissemination of Confidential
Information to only those Study Staff
having a need to know for purposes of
performing the Study;

(i) advise all Study Staff who receive
Confidential Information of the
confidential nature of such
information; and

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

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

3.3. Compelled Disclosure

In the event that Institution or Investigator
receives notice from a third party seeking to
compel disclosure of any Confidential
Information, the notice recipient shall provide
Sponsor with prompt notice so that Sponsor
may seek a protective order or other
appropriate remedy. In the event that such
protective order or other remedy is not
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(iv) Zdravotnicke zariadenia a zstudijny
personal maju zakazané zdielat tento
materidl, neverejné informacie s inymi, aby im
umoznili obchodovat. Na Ziadost' zadavatela
pocas tejto dohody a pat (5) rokov po nej
poskytne zdravotnicke zariadenie a Studijny
personal zoznam dévernych informacii, ak o to
organy burzy poziadaju.

3.2. Povinnosti

Pracovisko ski$ania a jeho personal, vratane
personalu skusania nesmu:

(i) pouzivat déverné informacie na iné
ucely, nez je vykonanie sklsania
alebo

(i) odovzdavat déverné informacie
akejkolvek tretej strane, okrem
pripadov povolenych v tomto ¢lanku 3
alebo v ¢&lanku 5 ,Prava na
publikovanie”, ak je to pozadované
pravnymi predpismi alebo kontrolnymi
uradmi alebo na zaklade pisomného
povolenia odovzdavajlicej zmluvnej
strany.

Aby chranilo déverné informacie, zavazuje sa
pracovisko skusania:

(i) obmedzit Sirenie dévernych informéacii
len na ten personal skusania, ktory ich
potrebuje poznat na ucely vykonania
skuSania;

(ii) informovat v8etok personal skusania,
ktory dostane doéverné informéacie,
o dovernej povahe tychto informaci; a

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

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

3.3. Vynutené odovzdanie

V pripade, ze zdravotnicke zariadenie alebo
skusajuci dostane od tretej strany
vyrozumenie, ktorym sa tato bude snazit
vynutit si odovzdanie akejkolvek doévernej
informacie, prijemca vyrozumenia bude o tom
zadavatela okamzite pisomne informovat, aby
mohol zadavatel poziadat o ochranny sudny
prikaz alebo iny vhodny opravny prostriedok.
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4. INTELLECTUAL PROPERTY

obtained, the notice recipient 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, Site shall return to Sponsor, or destroy,
at Sponsor's option, all Confidential
Information, subject to mandatory provisions
of GCP. At least, a certified copy of such
Confidential Information retained by the Site
shall be retrieved to Sponsor.

3.5. Survival

This Section 3 “Confidentiality” shall survive
termination or expiration of this Agreement for
fifteen (15) years.

4.1. Pre-existing Intellectual Property
Ownership of inventions, discoveries, works of
authorship and other developments existing as
of the Effective Date and all patents,
copyrights, trade secret rights and other
intellectual property rights therein (collectively,
“Pre-existing Intellectual Property”), is not
affected by this Agreement, and no Party or
Sponsor shall have any claims to or rights in
any Pre-existing Intellectual Property of
another, except as may be otherwise
expressly provided in any other written
agreement between them. For the avoidance
of doubt, all information, documents, Study
supplies, equipment and Investigational
Product provided by Sponsor and/or IQVIA are
and shall remain the sole and exclusive
property of Sponsor or its designee.

4.2. Inventions

For purposes hereof, the term “Inventions”
means all results, data, deliverables,
documents, information generated by and/or
on behalf of any Party under this Agreement,
the related inventions, discoveries and
developments conceived, first reduced to
practice or otherwise discovered or developed
by a Party or Sponsor or any of such entity’s

V pripade, Ze sa takyto ochranny sudny prikaz
alebo iny vhodny opravny prostriedok ziskat'
nepodari, musi prijemca vyrozumenia
poskytnut' len ta Cast' dévernych informacii,
ktorej odovzdanie je pozZadované podla
pravnych predpisov a musi 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 pracovisko
skusania podla rozhodnutia zadavatela vrati
zadavatelovi alebo zlikviduje vietky dbverne
informécie, okrem U(dajov sku$ania, ktoré
podliehaju zavaznym ustanoveniam GCP.
Zadavatelovi bude vratena aspon overena
kopia takychto dévernych informacil, ktoré si
pracovisko sku$ania ponechalo.

3.5. Pretrvanie

Platnost' tohto ¢lanku 3 ,Ddéverné informacie”
pretrva patnast (15) rokov po vypovedani
alebo vypriani tejto zmluvy.

4. DUSEVNE VLASTNICTVO

4.1. Existujuce dudevné viastnictvo
Vlastnictvo vynalezov, objavov, autorskych
diel a dalsieho vyvoja existujuceho k datumu
uginnosti zmluvy a vSetkych patentov,
autorskych prav, prav na obchodné tajomstva
a dalsich prav dusevného vlastnictva v nich
obsiahnutych (spoloéne ako ,existujuce
dusevné vlastnictvo”) nie je ovplyvnene
touto zmluvou a zmluvna strana ani zadavatefl
nebudi mat Ziadny narok ani pravo na
existujice dusevne vlastnictvo inej zmluvnej
strany, okrem pripadov vyslovne uvedenych
v inych pisomnych zmluvach medzi nimi. Aby
sa predislo pochybnostiam, véetky informacie,
dokumenty, material skisania, vybavenie a
skusany produkt poskytnuté zadavatelom
alalebo spolo¢nostou IQVIA su a zostavaju
vyhradnym viastnictvom zadavatela alebo nim
poverenej osoby.

4.2. Vynalezy

Na uacely tejto zmluvy pojem ,vynalezy"
znamena  vysledky, udaje,  vystupy,
dokumenty, informacie vytvorené
ktoroukolvek zmluvnou stranou a/alebo v jej
mene na zaklade tejto zmluvy, vietky
vynalezy, objavy avyvo] sformulované,
prvykrat uvedené do praxe alebo inak
objavené alebo vyvinuté zmluvnou stranou,
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personnel in performance of the Study.
Sponsor shall own all Inventions that are
conceived, first reduced to practice, or
otherwise discovered or developed by the
Institution, the Investigator or any of their
personnel in performance of the Study
(including Study Staff).

Site warrants Sponsor that:

(i) it owns or holds sufficient rights in the
elements required for the performance of the

zadavatelom alebo persondlom niektorého
z nich pri vykonavani skuasania. Zadavatel je
viastnikom  vSetkych  vynalezov, ktoré
sformuluje, prvykrat uvedie do praxe alebo
inak objavi alebo wvyvinie zdravotnicke
zariadenie, skl$ajlci alebo niekto zich
personalu pri vykonavani sku$ania (vratane
personalu skusania).

Pracovisko skuSania zarucuje zadavatelovi,
Ze:

(i) je vlastnikom alebo drzitelom dostato€nych

services pursuant to this Agreement, if any:

(ii) it has not assigned and will not assign on
an _exclusive basis all or part of the property

prav_k prvkom potrebnym na vykonavanie
sluzieb podla tejto zmluvy, ak existuju;

(i) _nepostipil a nepostipi na vyhradnom

rights pertaining to the Inventions generated
by Site and the Study Staff;

(iii)_the services and the Inventions are not
infringing upon _a pre-existing work, of any
nature whatsoever;

(iv) it has complied, if applicable, with the
intellectual property rights of third parties,

zaklade vsetky alebo &ast vlastnickych prav

tykajucich _sa _ vynalezov _ vytvorenych
pracoviskom  skiSania a personalom
skusania;

(iii) sluzby a vynalezy neporusuju uz
existujlice dielo akejkolvek povahy;

(iv) dodrziava pripadné prava dusevného

especially on the software, patents. copyright

vlastnictva tretich stran., najimd na softvér,

and trademarks.

The Site hereby warrants on its name and on

patenty, autorské prava a ochranné znamky.

Pracovisko sku$ania tymto vo svojom mene a

behalf of Study Staff not to have entered into

v_mene personalu skdsania ruci za to, ze

nor to enter into any agreement. covenant,

neuzavrelo ani neuzavrie Ziadnu zmluvu,

understanding, policies, procedures,

dohodu, dojednanie, zasady, postupy,

directives, quidelines with or from any entity,

smernice, usmernenia so Ziadnym subjektom,

institution, professional association,

indtituciou, profesijnym zdruZzenim, dozornym

supervisory authority, government institution

organom, viadnou instituciou alebo

or agency of which they are a member,

agenturou, ktorej je é&lenom. ¢lenom alebo

affiliated or subject to, or other restriction

subjektom, ani Ziadne iné obmedzenie, kioré

which could result in any other person or entity

by mohlo viest k tomu, Ze akakolvek ind osoba

having any interest or rights in the Inventions;

alebo subjekt bude mat akykolvek zaujem

If required by law or any of the foregoing, the

alebo prava na vynalezy: Ak to vyZaduje

Site has discussed this Agreement with such
entity(ies) and received all consents
necessary to permit this clause to apply. The

zakon alebo niektoré z vys$Sie uvedenych
ustanoveni, pracovisko skusania prerokovalo
tuto zmluvu s takymto subjektom (subjektmi) a

Site shall segregate work done under this

ziskalo vSetky suhlasy potrebné na to, aby sa

Agreement from work performed on behalf of
any of such entity(ies). or done with

toto ustanovenie mohlo uplatiovat. Stranka
oddeli pracu vykonanu na zaklade tejto

government funding. so as to minimize any
conflicts with non-disclosure obligations or

dohody od prace vykonanej v __mene
ktoréhokolvek z takychto subjektov alebo

ownership of rights.

4.3. Assignment of Inventions

Site shall, and shall cause its personnel to,
disclose all Inventions promptly and fully to
Sponsor in writing, and Institution, on behalf of
itself and its personnel, hereby assigns to
Sponsor all of its rights, title and interest in and
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prace vykonanej s finanénou podporou viady
tak, aby sa minimalizovali akékolvek konflikty
s _povinnostami nezverejfiovat _informacie

alebo vlastnit prava.

4.3. Postupenie vynalezov

Pracovisko ski$ania odovzda azabezpedi,
aby aj jeho personal odovzdal vietky vynalezy
zadavatelovi urychlene, vplnej miere
a v pisomnej forme a zdravotnicke zariadenie
VO svojom mene a v mene svojho personalu
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5. PUBLICATION RIGHTS

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. Site shall
cooperate and assist Sponsor by executing,
and causing its personnel to execute, all
documents reasonably necessary for Sponsor
to secure and maintain Sponsor's ownership
rights in Inventions.

4.4. License

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

4.5. Patent Prosecution

Site shall cooperate, at Sponsor's request and
expense, with Sponsor's preparation, filing,
prosecution, and maintenance of all patent
applications and patents for Inventions.

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

5.1. Publication and Disclosure

Institution and Investigator shall have the right
to publish or present the results of Institution’s
and Investigator's activities conducted under
this Agreement, including Study Data, only in
accordance with the requirements of this
Section 5. Institution and Investigator agree to
submit any proposed publication or
presentation to Sponsor for review at least
sixty (60) days prior to submitting any such
proposed publication to a publisher or
proceeding with such proposed presentation.
Within sixty (60) days of its receipt, Sponsor
shall advise Institution and/or Investigator, as
the case may be, in writing of any information
contained therein which is Confidential
Information or which may impair the availability
of patent protection for Inventions. Sponsor
shall have the right to require Institution and/or
Investigator, as applicable, to remove
specifically identified Confidential Information

tymto postupuje zadavatelovi vsetky svoje
prava, naroky apodiely na vsetkych
vynalezoch, vratane v&etkych patentov,
autorskych prav alebo inych prav dusevného
vlastnictva v nich obsiahnutych a véetky prava
na sudne stihanie a Zalovanie vietkych $kéd
a vsetkého prospechu, ktory vznikne na
zaklade minuleho alebo su&asného porusenia
tychto prav. Pracovisko skusania bude so
zadavatelom spolupracovat’ tym, Ze podpise a
zabezpedi, aby aj jeho personal podpisal
véetky dokumenty primerane potrebné pre
zadavatela na zabezpeenie audrZanie si
vlastnickych prav na véetky vynalezy.

4.4. Licencia

Zadavatel tymto zdravotnickemu zariadeniu
udeluje trvalt, nevyhradnd, neprenosnu,
vyplatent licenciu, bez prava udelovat
sublicencie, na pouzitie vynalezov, pod
podmienkou spinenia povinnosti uvedenych
vélanku 3 ,Dévernost”, na interny
nekomerény vyskum a na vzdelavacie ucely.

4.5. Pravna ochrana patentov

Pracovisko sku$ania bude so zadavatelom na
jeho poziadavku a naklady spolupracovat pri
priprave, podavani, sGdnom stihani a
udrziavani vsetkych Ziadosti o patent a
patentov na vynalezy.

4.6. Pretrvanie

Platnost' tohto &lanku 4 ,Dusevné vlastnictvo"
pretrva vypovedanie alebo vyprianie tejto
zmluvy.

5. PRAVA NA PUBLIKOVANIE

5.1. Publikovanie a odovzdavanie

Zdravotnicke zariadenie a skiSajuci maju
pravo publikovat alebo prezentovat' vysledky
svojich &innosti vykonanych podla tejto
zmluvy, vratane Gdajov skusania, len v stlade
s poziadavkami tohto &lanku 5. Zdravotnicke
zariadenie a sku$ajuci sa zavazuju zaslat
kazda  navrhovanu  publikdciu  alebo
prezentaciu zadavatelovi na posldenie
najmene] Sestdesiat (60) dni pred podanim
takejto publikacie do tla¢e alebo uskutoénenim
takejto prezentacie. Zadavatel bude do
Sestdesiatich (60) dni od prevzatia pisomne
infformovat zdravotnicke zariadenie alebo
skusajuceho (podla toho, o ktory pripad pojde)
otom, ktoré obsiahnuté informacie su
dévernymi informaciami , alebo ktoré by mohli
stazit ziskanie patentovej ochrany pre
vynalezy. Zadavatel ma pravo pozadovat od
zdravotnickeho zariadenia alebo sku$ajiceho
(podla toho, o ktory pripad péjde), aby
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and/or to delay the proposed publication or
presentation for an additional six (6) months to
enable Sponsor to seek patent protection for
Inventions.

Sponsor has the right to publish the results of
the Study at any time. and to name co-authors.

odstranili  konkrétne  uréené  déverné
informacie , alebo odloZili navrhovanu
publikaciu alebo prezentaciu o dalsich Sest (6)
mesiacov, aby zadavatelovi umoznili ziskat
pre vynalezy patentovu ochranu.

Zadavatel méa pravo kedykolvek zverejnit
vysledky skt$ania a uviest spoluautorov.

Sponsor_has the right to give data resulting

Zadavatel ma pravo poskytnut udaje

from the Study to third parties for publication.

5.2. Multi-Center Publications

If the Study is a multi-center study, Institution
and Investigator agree that they shall not,
without the Sponsor’s prior written consent,
independently publish, present or otherwise
disclose any results of or information
pertaining to Institution’s and Investigator's
activities conducted under this Agreement until
a multi-center publication is published;
provided, however, that if a multi-center
publication is not published within eighteen
(18) months after completion of the Study and
lock of the database at all research sites or any
earlier termination or abandonment of the
Study, Institution and Investigator shall have
the right to publish and present the results of
Institution's and Investigator's  activities
conducted under this Agreement, including
Study Data, solely in accordance with the
provisions of Section 5.3 “Confidentiality of
Unpublished Data”.

5.3. Confidentiality of Unpublished Data
Institution and Investigator acknowledges and
agrees that Study Data that is not published,
presented or otherwise disclosed in
accordance with Section 5.1 or Section 5.2
(“Unpublished Data”) remains within the
definition of Confidential Information, and
Institution and Investigator shall not, and shall
require their personnel not to, disclose
Unpublished Data to any third party or disclose
any Study Data to any third party in greater
detail than the same may be disclosed in any
publications, presentations or disclosures
made in accordance with Section 5.1. or
Section 5.2

5.4. Media Contacts

Institution and Investigator shall not and shall
ensure that its personnel do not engage in
interviews or other contacts with the media,
including but not limited to newspapers, radio,
television and the Internet, related to the
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vyplyvajuce zo skusania tretim stranam na

5.2. Multicentrické publikacie

Ak je skusanie multicentrickym skasanim,
zdravotnicke =zariadenie a sku$ajuci sa
zavazuju, Ze bez  predchadzajuceho
pisomného suhlasu zadavatela nebudu
nezavisle publikovat, prezentovat ani inak
zverejhovat Ziadne vysledky ani informacie
o svojich &innostiach, vykonanych podfa tejto
zmluvy, kym nebude publikovana
multicentricka publikacia; ak viak
multicentricka publikacia nebude publikovana
do osemnastich (18) mesiacov od dokonc&enia
skuSania a uzatvorenia databazy na vsetkych
pracoviskach sku$ania alebo od predéasného
zastavenia alebo zruSenia sku$ania, maju
zdravotnicke zariadenie a sku$ajici pravo
publikovat a prezentovat vysledky svojich
¢innosti vykonanych podla tejto zmluvy,
vratane Udajov sku$ania, vyhradne v stlade s
ustanoveniami  ¢€lanku 5.3 ,Dévernost
nepublikovanych udajov”.

5.3. Dovernost nepublikovanych tdajov
Zdravotnicke zariadenie a skus$ajuci beru na
vedomie a suhlasia, Ze udaje skusania, ktoré
neboli publikované, prezentované alebo inak
zverejnené v sllade s ¢lankom 5.1. alebo
¢lankom 5.2. ,Nepublikované (daje* stale
spadaju pod definiciu dévernych informacii
a zdravotnicke zariadenie a sku$ajlci nebudu
nepublikované udaje odovzdavat
azabezpefia, aby ich ani ich personal
neodovzdaval Zziadnym tretim stranam a aby
sa ani Ziadne Udaje zo skiSania
neodovzdavali  Ziadnej tretej strane
podrobnejSie, nez moéiu byt zverejnené
v publikaciach, prezentaciach alebo
zverejneniach vykonanych v sulade s ¢lankom
5.1. alebo &lankom 5.2.

5.4. Kontakt s médiami

Zdravotnicke =zariadenie a skus$ajuci sa
nebudu zapajat’ a zabezpecia, aby sa ani ich
personal nezapajal do rozhovorov alebo inych

kontaktov s médiami, najma s tlatou,
rozhlasom, televiziou alebo internetom,
DOVERNE
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Study, the Investigational Product, Inventions,
or Study Data without the prior written consent
of Sponsor. This provision does not prohibit
publication or presentation of Study Data in
accordance with this Section.

5.5. Use of Name, Registry and Reporting

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

5.6. Survival

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

6. PERSONAL DATA

The Site and IQVIA agree to comply with any
applicable data privacy or data protection
legislation in the processing of personal data,
as it is defined under such applicable data
privacy or data protection legislation especially
the General Data Protection Regulation
(Regulation (EU) 2016/679 Regulation of the
European Parliament and the Council on the
Protection of individuals with regard to the
processing of personal data and on the free
movement of such data) ("GDPR").

7. STUDY SUBJECT INJURY

The Sponsor is responsible for securing insurance
for the purpose of the clinical trial and in
accordance with the relevant legal regulations. For
this purpose, the sponsor declares that it has
secured the mandatory clinical insurance policy.

In the event of the death of the subject of the trial
or in the case of damage to the health of the
subject of the trial as a result of the conduct of the
clinical trial.
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v suvislosti SO skdsanim, skusanym
produktom, vynalezmi alebo Udajmi skusania
bez predchadzajuceho pisomného sthlasu
zadavatela. Toto ustanovenie nezakazuje
publikovanie alebo prezentovanie Gdajov
skusania v sulade s tymto &lankom.

5.5. PouzZitie mien a nazvov, registracia
a spravy zo skusania

Ziadna zo zmluvnych stran nepouzije nazov
druhej zmluvnej strany ani nazov zadavatela
v suvislosti s reklamou, publikovanim alebo
propagaciou bez predchadzajuceho
pisomného povolenia; zadavatel a spolo¢nost
IQVIA véak moézu pouzivat nazov pracoviska
ski$ania v publikdciach zo  sku3ania
a v medialnej komunikacii, vratane webovych
stranok venovanych Klinickym skuaniam
a tlatovych oznameni o ski3ani. Zadavatel

zaregistruje skusanie vo verejnom registri
klinickych  skusani v sulade s platnymi
pravnymi  predpismi azverejni  spravu
zvysledkov  sku3ania vtakom termine

arozsahu, v akom to pozaduju platné pravne
predpisy.

5.6. Pretrvanie

Platnost tohto ¢&lanku 5 ,Prava na
publikovanie” pretrva vypovedanie alebo
vyprianie tejto zmluvy.

6. OSOBNE UDAJE

Pri spracovavani osobnych udajov vtom
zmysle, vakom su definované v platnych
pravnych predpisoch o ochrane sukromia

alebo csobnych udajov, sa pracovisko
skiSania aspolognost [IQVIA zavazuju
dodrziavat vsetky taketo platné pravne

predpisy o ochrane sukromia alebo osobnych
Udajov, najm& vSeobecné nariadenie o
ochrane udajov (nariadenie Eurdpskeho
parlamentu a Rady (EU) 2016/679 o ochrane
fyzickych os6b pri spracuvani osobnych
udajov a o volnom pohybe takychto udajov)
(,GDPR").

7. UJMA NA ZDRAVI SUBJEKTOV SKUSANIA
Zadavatel zodpoveda za zabezpelenie poistenia
na ucel klinického skiSania a v sulade
s prislusnymi pravnymi predpismi. Na tento ucel
zadavatel prehlasuje, Ze zabezpelil povinné
klinické poistenie.

V pripade smrti subjektu skusania alebo v pripade
ujmy vzniknutej na zdravi subjektu skusania
v désledku vykonavania klinického skisania.
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The Institution shall promptly notify IQVIA and
Sponsor 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 bedily
injury to a Study Subject that is directly caused by
treatment of the Study Subject in accordance with
the Protocol, except to the extent that such
adverse event, illness or personal injury is caused
by:

a) failure by Institution, Investigator or any of
their respective personnel to comply with
this Agreement, 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 of their

respective personnel, or

c) failure of the Study Subject to follow the
reasonable instructions of the Investigator

relating to the requirements of the Study.

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

8. LIABILITY

Neither IQVIA nor Sponsor will be responsible for,
and Site shall indemnify and hold 1QVIA, Sponsor
and its collaborators harmless against any and all
expenses, claims, liabilities, losses, damages,
actions, suits costs and expenses, etc., including
reasonable attorneys' fees and other costs for
defense that may be brought or instituted against
IQVIA or Sponser arising out of or in connection
with:

any breach of the representations or
warranties set forth in this Agreement by
Site or Study Staff;

- any reckless, willfull misconduct, act or
omission on the part of Site or Study Staff
in carrying out or failing to properly carry

CONFIDENTIAL
Protocol number: ABX464 — 106

Project number:ZZA92068
Pl:Peter Lietava MD

Page 21 of 32

Zdravotnicke zariadenie bude IQVIA a zadavatela
urychlene pisomne informovat o akejkolvek
poziadavke na odskodnenie choroby alebo
posSkodenia zdravia skutotne alebo udajne
spdsobeného neziaducou reakciou na skusany
produkt a spolupracovat so zadavatelom pri
rieSeni tejto neziaducej udalosti.

Zadavatel uhradi zdravotnickemu zariadeniu
priame, primerané a potrebné medicinske
naklady, ktoré zdravotnickemu zariadeniu vzniknu
pri lieCbe neZiaducej udalosti, choroby alebo
poSkodenia zdravia subjektu skusania, ktoré
priamo spésobi lieCba subjektu v sulade s
protokolom, s vynimkou pripadov, kedy takuto
neziaducu udalost, chorobu alebo poskodenie
zdravia spbsobi:

a) nedodrZanie tejto zmliuvy, protokolu,
vietkych pisomnych pokynov zadavatela
ku skusaniu a véetkych platnych pravnych
predpisov, nariadeni a  smernic
kontrolnych Gradov (vratane GCP) zo
strany zdravotnickeho zariadenia,
sku$ajuceho a personalu kazdého z

nich,alebo

b) nedbanlivost alebo umyselne nespravne
konanie  zdravotnickeho  zariadenia,
skusajuceho a personalu kazdého
Z nich,alebo

c) nedodrZanie primeranych pokynov

skusajuceho, tykajucich sa poziadaviek
skusania, zo strany subjektu skusania.
Platnost tohto ¢&lanku 7 ,Poskodenie zdravia

subjektu skuSania” pretrva vypovedanie alebo
vyprsanie tejto zmluvy.

8. ZODPOVEDNOST

Spolo¢nost IQVIA ani zadavatel nenesu
zodpovednost a pracovisko sku$ania odskodni
azbavi zodpovednosti spoloénost IQVIA,

zadavatela a jeho spolupracovnikov za akékolvek
a v&etky vydavky, naroky, zavazky, straty, Skody,
zaloby, naklady a vydavky, atd., vratane
primeranych poplatkov advokatom a inych
nakladov na obhajobu, ktoré mézu byt vznesené
alebo zacaté proti spoloénosti IQVIA alebo
zadavatelovi v dosledku alebo v suvislosti s:

akékolvek porusenie vyhlaseni alebo zaruk
uvedenych v tejto zmluve zo strany
pracoviska skusania alebo personaiu

skusania;

- akekolvek nedbanlivé, umyselné
pochybenie, konanie alebo opomenutie zo
strany pracoviska alebo personalu
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out the services under the Agreement or
otherwise properly fulfilling its obligations
under this Agreement that Site or Study
Staff can be held responsible for;

- any unauthorised representations or
warranties made on the part of Site or
Study Staff concerning the Study or
Investigational Product; or

the failure of Site and Study Staff to
comply with the laws, rules or regulations
of any governmental or other authority
applicable to the services (including,

without limitation, obtaining informed
consents).
9. IQVIA DISCLAIMER
IQVIA expressly disclaims any liability in
connection with the Investigational Product,

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

This Section 9 “IQVIA Disclaimer” shall survive
termination or expiration of this Agreement.

10. CONSEQUENTIAL DAMAGES

Netither IQVIA nor Sponsor shall be responsible
to the Site for any indirect damages, lost profits,
lost opportunities, or other consequential
damages, and/or exemplary or punitive damages.

Neither the site is responsible for IQVIA and the
sponsor for any lost profit, loss of opportunities or
consequential damages.

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 10 “Consequential Damages” shall
survive termination or expiration of this
Agreement.

11. DEBARMENT

The Site represents and warrants that neither
Institution nor Investigator, nor any of Institution’s
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skusania pri vykonavani alebo riadnom
nevykonavani sluzieb podla tejto zmluvy
alebo pri inom riadnom plneni svojich
povinnosti podla tejto zmluvy, za ktoré
moézu byt pracovisko skl$ania alebo
personal ski$ania zodpovedni;

- akékolvek neopravnené vyhlasenia alebo
zaruky zo strany pracoviska sku$ania
alebo personalu skusania tykajuce sa
skiSania alebo skusaného produktu;
alebo

nedodrZzanie zakonov, pravidiel alebo
predpisov akéhokolvek vladneho alebo
iného organu, ktoré sa vztahuju na sluzby

(vratane, bez obmedzenia, ziskania
informovanych suhlasov) zo strany
pracoviska skiSania a  personalu
skusania.

9. VYHRADA SPOLOCNOSTI IQVIA

Spolognost IQVIA tymto vyslovne odmieta
akukolvek zodpovednost' v suvislosti so skuganym
produktom, vratane zodpovednosti za vznesené
naroky na nahradu Skody, ktora vznikne na
zaklade zdravotného problému spdsobeného
alebo udajne spbésobeného akymkolvek postupom
skuSania spojenym s takymto produktom, okrem
rozsahu, v ktorom by takato zodpovednost bola
odbévodnena zanedbanim, umyselne nespravnym
konanim alebo porusenim tejto zmluvy zo strany
spolo¢nosti IQVIA.

Platnost' tohto &lanku 9 ,Vyhrada spolognosti
IQVIA" pretrva vypovedanie alebo vyprianie tejto
zmluvy.

10. NASLEDNE $KODY

spolognost IQVIA ani zadavatel nerucia
pracovisku skusania za akékolvek priame Skody,
usly zisk, stratu prilezitosti ani iné nasledné skody
alalebo exemplarne alebo sankéné skody.

Ani zdravotnicke zariadenie neruci spolo&nosti
IQVIA a zadavatelovi za Ziadny u8ly zisk, stratu
prilezitosti ani nasledné skody.

Ni¢ z toho, &o je uvedené v tejto zmluve, nema
vylugit ani obmedzit zodpovednost ktorejkolvek
zmluvnej strany za smrt’ alebo ujmu na zdravi,
sposobenu nedbalostou tejto zmluvnej strany.

Platnost tohto €lanku 10 ,Nasledné Skody” pretrva
vypovedanie alebo vyprsanie tejto zmluvy.

11. VYLUCENIE
Pracovisko skuSania vyhlasuje a zaruluje,
Ze zdravotnicke zariadenie, sku$ajuci, ani Ziadni
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or Investigator's employees, agents or other
persons performing the Study at Institution, have
been debarred, disqualified or banned from
conducting clinical trials or are under investigation
by any regulatory authority for debarment or any
similar regulatory action in any country, and the
Site shall notify IQVIA immediately if any such
investigation, disqualification, debarment, or ban
oceurs.

This Section 11 “Debarment” shall survive

termination or expiration of this Agreement.

12. FINANCIAL DISCLOSURE, CONFLICT OF INTEREST

ich zamestnanci, zastupcovia alebo iné osoby
vykonavajlce skusanie v zdravotnickom
zariadeni, neboli vylu¢eneé, diskvalifikovane
a nebol im udeleny zakaz &innosti pri vykonavani
klinickych skusani, ani nie su predmetom
vySetrovania akéhokolvek $tatneho alebo
kontrolného Uradu vo veci vylienia alebo
podobného Uradneho postihu v akejkolvek krajine
a pracovisko ski$ania bude spolo¢nost IQVIA
okamzite informovat, ak sa takéto vySetrovanie,
diskvalifikacia, vylu€enie alebo zakaz c&innosti

vyskytne.

Platnost tohto ¢&lanku 11 Vylucenie” pretrva
vypovedanie alebo vyprianie tejto zmluvy.

KONFLIKT _ZAUJMOV

AND COMPLIANCE

Upon Sponser's or IQVIA's request, Investigator
agrees that, for each listed or identified
investigator or sub-investigator who is directly
involved in the treatment or evaluation of Study
Subjects, it shall promptly return to IQVIA a
financial and conflict of interest disclosure form
that has been completed and signed by such sub-
investigator, which shall disclose any applicable
interests held by those investigators or sub-
investigators or their spouses or dependent
children.

Investigator shall ensure that all such forms are
promptly updated as needed to maintain their
accuracy and completeness during the Study and
for one (1) year after Study completion.

Investigator agrees that the completed forms may
be subject to review by governmental or regulatory
agencies, Sponsor, IQVIA, and their agents, and
the Site consents to such review.

The Investigator further consents to the transfer of
its financial disclosure data to the Sponsor's
country of erigin and to the U.S., even though data
protection may not exist or be as developed in
those countries as in the Site's own country.

Institution's and Investigator's performance of their
activities shall not interfere with Institutions' and
investigators' ability to contribute to the interests of
Sponsaor, or conflict with Sponsor's business.

The Site shall take care of and control the
performance of regulatory duties associated to
specific local regulation requirements with regard
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12. FINANENE PRIZNANIA,
A DODRZIAVANIE PREDPISOV
Na poziadanie zadavatela alebo spolo¢nosti
IQVIA sa sku$ajuci zavazuje urychlene odovzdat
spoloénosti IQVIA finanéné priznanie
a prehlasenie o konflikte zaujmov aj za kazdého

uvedeného alebo identifikovaného
spoluskisajuceho, priamo zapojeného do liecby
alebo vyhodnocovania subjektov sku3ania,

vyplnené a podpisané tymito skusSajicimi alebo
spoluskisajucimi, kde budd uvedené vsetky
relevantné finanéné zaujmy tychto skuasajucich
alebo spoluskusajucich ako aj ich
manzelov/manzeliek a vyZivovanych deti.

Skusajlci zabezpeti, aby boli takéto finanéné
priznania podla potreby v&as aktualizované tak,
aby bola zachovana ich spravnost a uplnost potas
celého skusania a jeden (1) rok po jeho dokonc&eni.

Skusajuci berie na vedomie, ze vyplnené finanéné
priznania modzu podliehat kontrolam zo strany
statnych a kontrolnych dradov, =zadavatela,
spolo¢nosti IQVIA a ich zastupcov a s takouto
kontrolou sthlasi.

Skusajuci  dalej suhlasi s prenosom udajov
finan&nych priznani do krajiny pévodu zadavatela
a do Spojenych statov americkych, aj ked v tychto
krajinach nie je zabezpe&ena ochrana osobnych
Udajov alebo je na nizSej urovni, nez v domacej
krajine pracoviska skusania.

Vykon ¢&innosti  zdravotnickeho  zariadenia
a skusajuceho nesmie zasahovat do schopnosti
zdravotnickeho  zariadenia a  skdsajlceho
prispievat k zaujmom zadavatela, ani nesmie byt
v rozpore s podnikatelskou &innostou zadavatela.

Pracovisko skusania sa postara o plnenie
regulagnych povinnosti suvisiacich s osobitnymi
poziadavkami miestnych predpisov vo vztahu
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to the Site, the Study Staff and their subcontractors
in case they are healthcare professional or
healthcare institution/provider subject to such
regulations, such as but not limited to compliance
with the “Sunshine Act” and any other local
regulation on transparency on agreement with
healthcare  professionals, including public
disclosure of transfer of value, declaration to be
filled to competent health authorities and
supervisory institution and/or obtention of their
consent prior to the execution of the corresponding
agreements and to proceed with the related Study
and with the compensation/reimbursement of
expenses/hospitality, if required.

IQVIA and/or Sponsor may terminate this
Agreement immediately without compensation for
any loss of whatever nature by virtue of the
termination of this Agreement, if Site fails to
perform its obligations in accordance with this
clause.

Institution assists IQVIA and/or Sponsor in the
completion of regulatory duties.

In accordance with applicable national and
international regulations (US FDA, EU and intra-
EU local regulations, related good practices such
as EFPIA Disclosure Code, and any other non-
European transparency/industry code), Sponsor
and/or IQVIA shall be able to record, process and
publish the amounts of Items of Value, whether in
cash, in kind or otherwise, made to the
Investigator/Institution directly or indirectly by
Sponsor, including within the performance of this
Agreement.

In order to comply with these requirements, IQVIA
and Sponsor shall be able to collect, process
and/or disclose

(i) the existence, and if required the content, of this
Agreement,

(i) Study Staff and Investigator's details,

(iii) the type of interactions and its associated
aggregated ltems of Value. Therefore, the
Investigator/Institution shall promptly (and in all
events, within thirty (30) days of such request)
provide IQVIA and Sponsor with all information
requested regarding the Items of Value.
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k pracovisku skusania, personalu skisania a ich
subdodavatefom v pripade, ze su zdravotnickym
pracovnikom alebo zdravotnickym
zariadenim/poskytovatelom zdravotnej
starostlivosti, na ktorych sa takéto predpisy
vztahuju, ako je napriklad, ale nielen, dodrziavanie
.Zzakona Sunshine Act® a akychkolvek inych
miestnych predpisov tykajticich sa
transparentnosti v sulvislosti s dohodami so
zdravotnickymi pracovnikmi, vratane zverejnenia
prevodu hodnoty, vyhlasenia, ktoré sa ma vyplnit’
prislusnym zdravotnickym organom a dozornej
indtitacii afalebo ziskania ich suhlasu pred
uzavretim prislusnych dohéd, a aby sa mohlo
pokratovat v slvisiacom klinickom skusani
a Vv pripadnejkompenzacii/ihrade
vydavkov/hospitacii.

Spoloénost 1QVIA al/alebo zadavatel mozu
okamzite ukonéit tato zmluvu bez nahrady
akejkolvek straty akejkolvek povahy z dévodu
ukoncenia tejto zmluvy, ak si pracovisko sku$ania
neplni svoje povinnosti v sulade s tymto ¢lankom.

Zdravotnicke zariadenie pomaha spolo¢nosti
IQVIA a/alebo zadavatelovi pri pineni regulaénych
povinnosti.

V  sulade s platnymi vnutrostatnymi
a medzinarodnymi predpismi (US FDA, miestnymi
predpismi EU a v ramci EU, suvisiacimi
osvedéenymi  postupmi, ako je Kodex
zverejiiovania EFPIA, a akymikolvek inymi
mimoeurdpskymi kodexmi
transparentnosti/odvetvovymi  kdédexmi)  budu

zadavatel alalebo spolo¢nost IQVIA schopni
zaznamenavat, spracovavat a zverejhovat’ sumy
poloziek hodnoty, ¢i uz v hotovosti, v naturaliach
alebo inak, ktoré zadavatel priamo alebo nepriamo
poskytol vyskumnikovi/zdravotnickemu
zariadeniu, a to aj v ramci plnenia tejto zmluvy.

Na ucely splnenia tychto poziadaviek musia byt
spoloCnost  IQVIA a zadavatel schopni
zhromazdovat, spracuvat’ a/alebo zverejiiovat

(i) existenciu a v pripade potreby aj obsah tejto
zmiuvy,

(i) udaje o personalu ski$ania a vyskumnych
pracovnikoch,

(iii) typ interakcii a s nimi slvisiace sihrnné
polozky hodnoty. 2 tohto dévodu je
sku$ajuci/zdravotnicke  zariadenie povinné
bezodkladne (a v kazdom pripade do tridsiatich
(30) dni od takejto ziadosti) poskytnut' spoloénosti
IQVIA a zadavatelovi vSetky pozadované
informacie tykajuce sa Poloziek hodnoty.

DOVERNE

Strana 24 z 32



Thus, the Investigator/Institution acknowledges
and consents to the processing and disclosure of
such information.

This Section 12 “Financial Disclosure, Conflict of
Interest and Compliance” shall survive termination
or expiration of this Agreement.

13. ANTI-KICKBACK AND ANTI-FRAUD

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

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

Institution and Investigator agree that they will not
bill any Study Subject, insurer, or governmental
agency for any visits, services or expenses
incurred during the Study for which they have
received compensation from IQVIA or Sponsor, or
which are not part of the ordinary care they would
normally provide for the Study Subject, and that
neither Institution nor Investigator will pay another
physician to refer subjects to the Study.

14. ANTI-BRIBERY

Institution and Investigator agree that the fees to
be paid pursuant to this Agreement represent fair
compensation for the services to be provided by
Site. Institution and Investigator represent and
warrant that payments or Items of Value received
pursuant to this Agreement or in relation to the
Study will not influence any decision that
Institution, Investigator or any of their respective
owners, directors, employees, agents,
consultants, or any payee under this Agreement
may make, as a Government Official or otherwise,
in order to assist Sponsor or IQVIA to secure an
improper advantage or obtain or retain business.
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Skusajuci/zdravonicke zariadenie teda berie na
vedomie a suhlasi so spracovanim a zverejnenim
takychto informacii.

Platnost tohto &lanku 12 ,Finanéné priznania,
konflikt zaujmov a dodrziavanie predpisov” pretrva
vypovedanie alebo vyprsanie tejto zmluvy.

13. USTANOVENIA NAMIERENE PROTI PROVIZIAM A
PODVODOM

Zdravotnicke zariadenie a skusajuci potvrdzuju, ze
odmena, ktori dostant podla tejto zmiuvy,
neovplyvni ich Usudok v suvislosti s poradenstvom
a starostlivostou poskytovanou kazdému subjektu
skisania, Ze tato odmena nepresahuje
spravodlivid  trhovi hodnotu sluzieb, ktoré
poskytuju a Ze Ziadne platby sa im neposkytuju na
G¢ely nabadania na nakup alebo predpisovanie
akychkolvek liekov, pomécok alebo produktov.

Ak zadavatel alebo spolo¢nost IQVIA bezplatne
poskytne akykolvek produkt alebo polozku na
pouzitie v skusani, zdravotnicke zariadenie a
skudajuci sa zavazuju nelctovat' tieto bezplatné
produkty alebo polozky zZiadnemu subjektu
skusania, poistovni, $tatnemu Gradu ani
akejkolvek ingj tretej strane.

Zdravotnicke zariadenie a sku$ajlci sa zavazuju
neuctovat Ziadnemu subjektu skusania, poistovni,
statnemu uradu ani akejkolvek inej tretej strane
Ziadne navstevy, sluzby alebo vydavky, ktoré im
vzniknu po¢as skusania a za ktoré dostali Uhradu
od spolo¢nosti IQVIA alebo zadavatela, alebo
ktoré nie su stu¢astou beznej starostlivosti, ktoru
by subjektu skuSania za normalnych okolnosti
poskytli aze ani zdravotnicke zariadenie ani
skusajlci nebudu platit Ziadnemu inému lekarovi
za poukazovanie subjektov do sku3ania.

14. USTANOVENIA NAMIERENE PROTI UPLATKARSTVU
Zdravotnicke zariadenie a sku$ajlici potvrdzuju, ze
poplatky, ktoré maju byt vyplatené podla tejto
zmluvy, predstavuju spravodlivi odmenu za
sluzby, ktoré ma poskytnut pracovisko skusania.
Zdravotnicke zariadenie a sku$ajuci vyhlasuju
a zaru€uju, Ze platby a hodnotné veci, ktoré
dostanu podla tejto zmluvy v suvislosti so
skuSanim, neovplyvnia ziadne rozhodnutie, ktoré
zdravotnicke zariadenie, ski$ajuci a ktorykolvek
zich vlastnikov, riaditelov, zamestnancov,
zastupcov, poradcov alebo prijemcov platieb
podla tejto zmluvy moze prijat ako Statny
predstavitel alebo v inej funkcii, aby pomaohol
zadavatelovi alebo spolo¢nosti IQVIA zabezpedgit
si nenalezitu vyhodu alebo ziskat ¢i udrzat si
obchodné prilezitosti.
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Institution and Investigator further represent and
warrant that neither they nor any of their respective
owners, directors, employees, agents, or
consultants, nor any payee under this Agreement,
will, in order to assist Sponsor or IQVIA to secure
an improper advantage or obtain or retfain
business, directly or indirectly pay, offer or promise
to pay, or give any Items of Value to any person or
entity for purposes of

(i) influencing any act or decision;

(i) 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, IQVIA may terminate this
Agreement if Site breaches any of the
representations or warranties contained in this
Section or if IQVIA or Sponsor learns that improper
payments are being or have been made to or by
Institution or Investigator or any individual or entity
acting on its or their behalf.

15. INDEPENDENT CONTRACTORS

The Investigator and Institution and Study Staff are
acting as independent contractors of IQVIA and
Sponser and shall not be considered the
employees or agents of IQVIA or Sponsor.

Neither IQVIA nor Sponsor shall be responsible for
any employee benefits, pensions, workers'
compensation, withholding, or employment-
related taxes as to the Investigator or Institution or
their staff.

Moreover, IQVIA and Sponsor acknowledge and
agree that, as a clinical center and principal
investigator, Institution and Investigator shall be
able to exercise it/his/her own independent ethical,
scientific and medical judgment and therapeutic
choices in it/his/her decisions and advices. In that
respect, IQVIA, Institution and Sponsor warrant to
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Zdravotnicke zariadenie a sku$ajuci vyhlasuju
a zaruéuju, 2e ani oni sami, ani ktorykolvek z ich
vlastnikov, riaditelov, zamestnancov, zastupcov,
poradcov alebo prijemcov platieb podla tejto
zmluvy nebude za to, aby zadavatelovi alebo
spoloc¢nosti IQVIA pomohol zabezpetit si
nenalezitt vyhodu alebo ziskat ¢&i udrzat si
obchodné prilezitosti, priamo ani nepriamo platit,
ponikat alebo slubovat platbu, ani nedaruje

Zziadnu hodnotni vec ziadnej fyzickej alebo
pravnickej osobe na ucely

(i) ovplyvnenia akéhokolvek ukonu alebo
rozhodnutia,

(i) nabadania takejto fyzicke] alebo pravnickej
osoby na vykonanie alebo nevykonanie
akéhokolvek skutku v rozpore sjej zakonnymi
povinnostami;

(iii) zabezped&enia si nenaleZitej vyhody alebo

(iv) nabadania takejto fyzickej alebo pravnickej
osoby, aby ovplyvnila nejaky Uukon alebo
rozhodnutie Statneho uradu alebo iného organu
viady.

QOkrem inych prav a opravnych prostriedkov podla
tejto zmluvy alebo podla zakona, méze spoloénost
IQVIA tdto zmluvu vypovedat, ak pracovisko
skisania porusi niektoré z wvyhlaseni a zaruk
obsiahnutych vtomto &lanku, alebo ak sa
spolo¢nost’ IQVIA alebo zadavatel dozvie, ze
zdravotnicke zariadenie alebo sku$ajuci takéto
nenalezité platby vykonali bud osobne alebo
prostrednictvom inej osoby alebo spolognosti
konajucej v ich mene, alebo takéto platby osobne
alebo prostrednictvom akejkolvek osoby alebo
spolo¢nosti prijali.

15. NEZAVISLY ZMLUVNY DODAVATEL
Zdravotnicke zariadenie, skuSajuci a personal
skusania konaju ako nezavisli zmluvni dodavatelia
spolo¢nosti IQVIA a zadavatela anemaju sa
povazovat za zamestnancov alebo zastupcov
spolo¢nosti IQVIA alebo zadavatela.

Spolo¢nost IQVIA ani zadavatel zdravotnickemu
zariadeniu, sku$ajucemu a personalu sk($ania
nezodpovedaju za Ziadne zamestnanecke vyhody,
déchodky, urazove poistenie, daf z prijmu ani za
Ziadne iné zamestnanecké dane a odvody.

Okrem toho spolo¢nost IQVIA a zadavatel
uznavaju a suhlasia s tym, ze ako klinické centrum
a zodpovedny skusajuci budu zdravotnicke
zariadenie a sku$ajuci schopni vykonavat vlastné
nezavislé etické, vedecké a lekarske posldenie a
terapeutickeé rozhodnutia a rady. V tomto ohlade
sa spolo¢nost IQVIA, zdravotnicke zariadenie a
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refrain themself from any action or omission that
may directly or indirectly prevent or limit in any way
Institution and/or Investigator from providing such
independent decisions and advices.

16. TERM & TERMINATION
16.1. Term

This Agreement will become effective on the
date on which it is last signed by the parties
(the “Effective Date") and shall continue until
completion or until terminated in accordance
with this Section 16 “Term & Termination”.

16.2. Termination

IQVIA may terminate this Agreement for any
reason effective immediately upon written
notice, If this Agreement is terminated
prematurely, the Site shall use its best
endeavours to minimise further costs but
consistent with good medical care of the Study
Subjects.

The Site may terminate upon written notice if
circumstances beyond the Site'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, the Site shall immediately cease
any subject recruitment, follow the specified
termination procedures, ensure that any
required subject follow-up procedures are
completed, and make all reasonable efforts to
minimize further costs, and IQVIA shall make
a final payment for visits or milestones
properly performed pursuant to this
Agreement in the amounts specified in
Attachment A; provided, however, that ten
percent (10%) of this final payment will be
withheld until final acceptance by Sponsor of
all CRF pages and all data clarifications
issued and satisfaction of all other applicable
conditions set forth herein. If a material breach
of this Agreement appears to have occurred
and termination may be required, then, except
to the extent that Study Subject safety may be
jeopardized, IQVIA may suspend performance
of all or part of this Agreement, including, but
not limited to, subject enroliment.
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zadavatel zarucuju, ze sa zdrzia akéhokolvek
konania alebo opomenutia, ktoré by mohlo priamo
alebo nepriamo branit alebo akymkolvek
spésobom obmedzovat zdravotnicke zariadenie
a/alebo skusajiceho v poskytovani takychto
nezavislych rozhodnuti a poradenstva.

16. DOBA PLATNOSTI A VYPOVEDANIE
16.1. Doba platnosti

Tato zmluva sa stava platnou a Uginnou
od datumu posledného podpisu zmluvnych
stran (,datum Géinnosti”) a zostava platna
a uginna az do splnenia alebo vypovedania
pedfa tohto ¢lanku 16 ,Doba platnosti
a vypovedanie”.

16.2. Vypovedanie

Spolo¢nost IQVIA mobze tato zmluvu
vypovedat Z akéhokolvek ddvodu
s okamzitou uc¢innostou pisomnou
vypovedou. Ak dbjde k predcasnému
ukonceniu tejto zmluvy, pracovisko skisania
vynalozi maximalne Usilie na minimalizaciu
dalsich nakladov, ale v sulade s dobrou
lekarskou starostlivostou o subjekty skisania.

Pracovisko sku$ania méze tato zmluvu
vypovedat pisomnou vypovedou, ak mu
okolnosti mimo jeho primeranej kontroly
zabrafuju v dokonéeni skusania, alebo ak
dospeje  k odévodnenemu  zaveru, Ze
pokracovanie v skusani nie je bezpetné. Po
prevzati pisomnej vypovede pracovisko
skusania okamzite =zastavi zaradovanie
subjektov do skuSania, dodrZi postupy
definovaneé pre vypovedanie  zmiuvy,
zabezpedi, aby boli dokon&ené vsetky
poZadované kontrolné vySetrenia subjekiov
a vynalozi primerané usilie na
minimalizovanie daldich nakladov.
Spoloc¢nost IQVIA poukéaze poslednu platbu
za navstevy alebo vykony riadne vykonané v
sulade s touto zmluvou vo vy$ke stanovenej v
Prilohe A; desat percent (10%) tejto poslednej
platby v8ak bude zadrzanych az do
zadavatelovho kone&ného prevzatia vSetkych
stranok pacientskych zaznamov (CRF)
a vSetkych vydanych vysvetliviek k Gdajom
a do splnenia v&etkych dalSich uplatnitelnych
podmienok tu stanovenych. V pripade
podozrenia na podstatné poruSenie tejto
zmluvy, ktoré by vyZzadovalo jej vypovedanie,
méze spolo¢nost IQVIA iastoéne alebo Uplne
pozastavit plnenie tejto zmluvy, vratane
zaradovania  subjektov  do  sku$ania,
s vynimkou rozsahu, v ktorom by bola
ohrozena bezpenost' subjektov skusania.
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Termination of this Agreement shall not affect the
rights and obligations of any Party under this
Agreement that accrued or arose from facts and
circumstances in existence prior thereto.

17. 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 .pdffscan or other non-
editable format notice with confirmed
transmission report, or

d) by a commercial overnight courier that

guarantees next day delivery and provides
a receipt,

and such notices shall be addressed as
follows:

Ukoncenie tejto zmluvy nema vplyv na prava
a povinnosti ktorejkolvek strany vyplyvajlice z tejto
zmiuvy, ktoré vznikli alebo vznikli na zaklade
skutocnosti a okolnosti, ktoré existovali pred jej
ukon&enim.

17. OZNAMENIA

VSetky oznamenia poZzadovane alebo povolene
podla tejto zmluvy budl vyhotovené pisomne
a dorucene

a) osobne,

b) doporu¢enou postou
postovnym a doru€enkou,
e-mailom ako .pdf subor alebo skenovany
dokument, alebo v inom needitovatelnom
formate s poZzadovanym potvrdenim
doruéenia, alebo

komer&nou kuriérskou sluzbou, ktora
zaruéuje doruéenie na nasledujlci defi a
poskytuje potvrdenie dorucenia, a takéto
oznamenia budd adresované,

s uhradenym

c)

d)

nasledovne:

To Sponsor/
Pre zadavatela:

Name/ Nazov:

ABIVAX

Address / Adresa:

7-11 Blvd. Haussmann

75009 Paris, France / Francluzsko

Attention / Do pozornosti:
Paul Gineste, VP, Clinical Operations

Tel: +33 (0)1.53.83.09.61

To lQVIA /
Pre spolognost IQVIA:

Name / Nazov:

IQVIA RDS Slovakia, s.r.o.

Address / Adresa:

Vajnorska 100/B

831 04 Bratislava — New Town

Slovak Republic / Slovenska republika
Tel: +421 2 205 151 11

And to/a

IQVIA Inc.

Global Legal Department /
Celosvetové pravne oddelenie
100 IMS Drive

Parsippany, NJ 07054

USA / Spojené staty americké

Attention / Do pozornosti:
General Counsel/ Hlavny pravny poradca

Email: officeofgeneralcounsel@iqvia.com
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To Institution /
Pre zdravotnicke zariadenie:

Name / Nazov:

Univerzitna nemocnica Martin
Address / Adresa:

Kollarova 2

036 59 Martin

Slovak Republic / Slovenska republika

Tel.: +421 43 4203161

To Investigator /
Pre skuSajuceho:

Name / Nazov:

Peter Lietava, MD

Address / Adresa:

Univerzitnd nemocnica Martin
l.Interna klinika,

Kollarova 2

036 59 Martin

Slovak Republic / Slovenska republika

Tel: +421 43 4203161

18. FORCE MAJEURE

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

19. MISCELLANEQUS

19.1. Entire Agreement

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

19.2. 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.
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18. VYS§S1a moc

Zmluvné strany su ospravedinené od plnenia
povinnosti, ktoré si maju plnit' podla tejto zmluvy,
v pripade povodne, poziaru alebo inej Zivelnej

pohromy, havarie, vojny, vzbury, vytrZnosti,
embarga, mes$kania prepravcov, nemoznosti
ziskat materialy, vypadku elektriny alebo

prirodnych zdrojov dodavok, $tatneho ukonu,
vynosu alebo obmedzenia alebo inej vy$$ej moci,
ktora zabranuje takémuto plneniu, & uz je
podobného, alebo iného charakteru, ako vy3sie
uvedené a je mimo primeranej kontroly zmluvnej
strany viazanej touto povinnostou, postihnuta
zmluvna strana vSak vynaloZi primerané Usilie na
to, aby odstranila, napravila alebo prekonala
takéto okolnosti a €o najrychlejsie si znovu zacala
pinit' svoje povinnosti.

19. OSTATNE DOJEDNANIA

19.1. Uplnost zmluvy

Tato zmluva vratane priloh predstavuje jediné
a upIné ujednanie medzi zmluvnymi stranami
v tejto veci a nahradza vietky dalSie pisomné
alebo ustne dohody o tomto skusani.

19.2. Nezrieknutie sa/VymozZitelnost
Nevymahanie akejkolvek podmienky tejto
zmluvy nema byt interpretované ako
zrieknutie sa tejto podmienky. Ak sa
ktorakolvek ¢ast' tejto zmluvy ukaze ako
nevymahatelna, zostava zvy$ok tejto zmluvy
platny a uginny.
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19.3. Assignment of the Agreement
This Agreement shall be binding upon the
Parties and their successors and assigns.

The Site shall not assign or transfer any rights
or obligations under this Agreement without
the written consent of IQVIA and Sponsor.

Upon Sponsor's request, IQVIA may assign
this Agreement to Sponsor or to a third party,
and IQVIA shall not be responsible for any
obligations 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.

19.4. Third Party Beneficiary

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

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

19.5. Applicable Law and Language

19.3. Postlpenie zmluvy

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

Pracovisko sku$ania nesmie postupit ani
presunut Zziadne zo svojich prav a povinnosti
podia tejto zmluvy bez predchadzajuceho
pisomného suhlasu spolognosti  1QVIA
a zadavatela.

Na poziadanie zadavatela méze spolo¢nost
IQVIA postupit tuto zmluvu zadavatelovi alebo
tretej strane aspolo¢nost IQVIA nebude
zodpovedat za Ziadne povinnosti alebo
zavazky podla tejto zmluvy, ktoré vzniknu po
datume takéhoto postupenia a pracovisko
skuSania s takymto postipenim suahlasi.
Nastupca spoloc¢nosti IQVIA bude pracovisko
skusania o takomto postipeni urychlene
informovat.

19.4. Opravnena tretia strana

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

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

19.5. Nadriadené prave a prevalencia jazyka

Prevalence

This Agreement shall be interpreted under the
laws of the state or province and country in
which Site conducts the Study. Slovak law
shall govern, and Slovak language shall
prevail in the case of discrepancies between
language versions.

19.6. Survival

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

19.7. This contract is drawn up in three copies,
twice for the IQVIA and once for the Institution.
The following appendices constitute an
integral part of this Agreement, unless set
forth otherwise herein:

Attachment A: Budget and schedule of
payments.

THIS SECTION IS INTENTIONALLY LEFT
BLANK.

Tato zmluva sa interpretuje podla pravnych
predpisov krajiny, v ktorej pracovisko skusania
vykonava sku$anie. Slovenské pravo je
rozhodujice a v pripade rozporu medzi
jazykovymi verziami ma prednost slovensky
jazyk.

19.6. Pretrvanie

Podmienky tejto  zmluvy  obsahujlice
povinnosti alebo prava, ktoré pokraCuji po
dokonéeni skuaSania, budu pretrvavat aj po
vypovedani alebo spineni tejto zmluvy, aj ked
to v tejto zmluve nie je vyslovne uvedené.

19.7. Tato zmluva je wvyhotovena v troch
vyhotoveniach, dvakrat pre spoloénost’ IQVIA,
a jedenkrat pre zdravotnicke zariadenie.
Nasledujuce prilochy tvoria neoddelitelnu
sucast tejto Zmluvy, pokial nie je v tejto
Zmluve stanovené inak:

Priloha A: Rozpocet a rozpis platieb.

TATO CAST JE UMYSELNE PONECHANA
PRAZDNA.
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s.r.o. on behalf of ABIVAX /
V mene spolo¢nosti ABIVAX potvrdzuje spolo€nost IQVIA RDS Slovakia, s.r.o..

By/Meno: MVDr. Jarmila Wagnerova, PhD.
Title/Funkcia: Associate Director, Global Site Activation
Signature/Podpis: ‘

QVIA
Date/Datum: S Slovakia, 5.0,
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ATTACHMENT A

BUDGET & PAYMENT SCHEDULE
PrRoTOCOL ABX464-106

A. PAYEE DETAILS

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

PRILOHA A

ROZPOCET A ROZPIS PLATIEB
PrRoTOKOL ABX464-106

A. UDAJE O PRIJEMCOVI PLATIEB

Zmluvné strany potvrdzuju, Ze nizSie uvedeny
prijemca platieb je riadnym prijemcom platieb
podla tejto zmluvy a ze platby podla tejto zmluvy
sa budu poukazovat len nasledujucemu
prijemcovi platieb (dalej ,prijemca platieb “):

Payee:
Payee Name
(Must match name in University Hospital Martin
the contract) (UNM)
Kollarova 2
Payee Address 036 59 Martin
Slovak Republic
VAT/Tax ID

(Tax ID must exactly
match the payee’s
name indicated above,
or tax exempt when
applicable)

ID number: 00365327
Tax ID number:
2020598019

VAT Tax Number: SK202
059 8019

Banking Information
(Institution):

Prijemca platieb:

Meno/nazov prijemcu
platieb (Musi sa zhodovat

Univerzitna nemocnica

s menom/ nazvom v Martin (UNM)

zmluve)

Adresa prijemcu platieb Kollarova 2
036 59 Martin

Slovenska republika

DIC/DPH (Danové
identifikaéné cislo sa musi
presne zhodovat s vyssie
uvedenym nazvom
prijemcu platieb alebo
musi byt oslobodené od
dane)

ICO: 00365327
DIC: 2020598019
IC DPH:SK2020598019

Bankové udaje
(zdravotnicke zariadenie):

Nazov banky

Statna pokladnica

Bank State/Province

Slovak Republic

Bank Name Statna pokladnica
Néazov ulice banky
Bank Street Radlinského 4929/32 Radlinského 4929/32
. . Mesto banky
Bank City Bratislava Bratislava

Stat/Provincia banky

Slovenska republika

Bank Postal Code

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.

Contact Information:

Department of invoicing of
non-healthcare activities
UNM

Name of recipient
sending invoices to
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81107 PSC banky 81107
Bank Country Slovak Republic Stét banky Slovenska republika
Receiving Account Mena uétu
Currency EURO (€) prijemcu EUR (€)

IBAN

IBAN -
Swift Code (8 or 11 SWIFT kéd (8 alebo 11
Characters) SPSRSKBAXXX Znakov) SPSRSKBAXXX
If the contracted Payment Currency does not match Ak sa zmluvna platobna mena nezhoduje s vadim
your bank account, you may need to provide an bankovym U&tom, moéZe byt potrebné  uviest

sprostredkujucu banku. Podrobnosti vam poskytne 1asa
finanéna institicia. Ak je potrebna sprostredkujuca
banka, uvedte nazov banky, pripadne ¢islo Gétu a SWIFT
kod sprostredkujucej banky spolu so vSetkymi ostatnymi
pozadovanymi pokynmi na prevod.

Kontaktné informacie:

Referat fakturacie
nezdravotnickych ¢innosti
UNM

Meno prijemcu, ktorému
sa zasielaju faktury

DOVERNE Strana 1z 21

SVK_en_Slovakia_CTA Attach A_Institution and Investigator_Translated on 16-Jul-2019-1



Phone number &
Email

studia@unm.sk
+421 43 420 3315

Language Preference Slovak language

Telefonne ¢islo a e-
mailova adresa

studia@unm.sk
+421 43 420 3315

Name of payment Department of invoicing of
recipient to receive non-healthcare activities
payment notification UNM

Preferovany jazyk

Slovensky jazyk

and details
Phone number & studia@unm.sk
Email +421 43 420 3315

Language Preference Slovak language

Meno prijemcu platby,
ktory ma dostat
oznamenie o platbe a
podrobnosti

Referat fakturacie

UNM

Banking Information
(Investigator):

Telefénne ¢gislo a
e-mailova adresa

studia@unm.sk
+421 43 420 3315

Preferovany jazyk

Bank Name o taany e
Zizkova 11

Bank Street

Bank City Bratislava

Bank

State/Province Slovak Republic

Slovensky jazyk
Bankové udaje
(skusajuci): .
Nazovbanky | Lo e
Ulica banky Zizkova 11
Mesto banky Bratislava

Stat/Provincia banky

Slovenska republika

Bank Postal Code 81102

Postové smerovacie
Cislo banky

81102

Bank Country Slovak Republic Krajina banky Slovenska republika
Receiving Account

Currency EURO (€) Mena Uétu prijemcu EUR (€)

IBAN IBAN

Swift Code (8 or 11 Swift kéd (8 alebo 11

Characters) CEKOSKBX znakov) CEKOSKBX

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

nezdravotnickych €innosti

with all other required Wire instructions.

Ak sa zmluvna platobna mena nezhoduje s vasim
bankovym G¢tom, moéze byt potrebné uviest
sprostredkujucu banku. Podrobnosti vam poskytne
2asa finanéna institicia. Ak je potrebna
sprostredkujuca banka, uvedte nazov banky,
pripadne Cislo Uu¢tu a SWIFT kdd sprostredkujicej
banky spolu so vSetkymi ostatnymi poZadovanymi
pokynmi na prevod.

Contact Information:

Name of recipient
sending invoices to

Peter Lietava, MD

Kontaktné udaje:

Phone number &
Email

Nazov prijemcu,
ktorému sa posielaju

faktury MUDr. Peter Lietava

Language
Preference

Slovak language

Telefonne ¢islo a e-
mailova adresa

Name of payment
recipient to receive
payment notification
and details

Peter Lietava, MD

Preferovany jazyk Slovensky jazyk

Phone number &
Email

Néazov prijemcu platieb,
ktorému sa ma zasielat
oznamenie o platbe a

podrobnosti MUDr. Peter Lietava

Language
Preference

Slovak language

Telefonne ¢islo a e-
mailova adresa
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Preferovany jazyk Slovensky jazyk
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In case of changes in the Payee’s bank details,
Payee is obliged to inform IQVIA in writing by
sending an e-mail to:
emea@ctp.solutions.igvia.com.

Site shall contact its IQVIA study team member
to provide signed documentation of changes to
payee’s bank details. Parties agree that in case
of changes in bank details which do not involve
a change of payee or change of country
location of bank account, no further
amendments are required.

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

If the Investigator is not the Payee, then the
Payee's obligation to reimburse the
Investigator, if any, is determined by a
separate agreement between Investigator and
Payee, which may involve different payment
amounts and different payment intervals than
the payments made by IQVIA to the Payee.

Investigator acknowledges that if Investigator
is not the Payee, IQVIA will not pay Investigator

even if the Payee fails to reimburse
Investigator.
B. MINIMUM ENROLLMENT GOAL

Site acknowledges that Site’s minimum
enrollment goal is 1 subject and that Site will
use its best efforts to reach the enrolment goal
within a reasonable timeframe after
commencement of the Study at Site. If Site
fails to adhere to this principle, IQVIA may
reconsider Site’'s suitability to continue
participation in the Study.
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V pripade zmien bankovych udajov prijemcu
platby je prijemca platby povinny pisomne
informovat  spolo¢nost  IQVIA  zaslanim
e-mailu na adresu:
emea@ctp.solutions.igvia.com.

]

Pracovisko sku8ania je povinné kontaktovat
svojho €lena timu skd$ania u spolo¢nosti IQVIA
a poskytndt mu podpisand dokumentaciu
0 zmenach v bankovom spojeni prijemcu platieb.
Zmluvné strany sa dohodli, Ze v pripade zmien
v udajoch o bankovom spojeni, ktoré sa netykaju
zmeny prijemcu platieb alebo zmeny krajiny,
v ktorej je vedeny bankovy ucet, sa nepozaduju
Ziadne dalSie pisomné dodatky tejto zmluvy.

Zmluvné strany potvrdzuju, ze menovany
prijemca platieb je opravneny prijimat vSetky
platby za sluzby vykonané podla tejto zmluvy.

Ak skuSajuci lekar nie je prijemcom platieb,
platobna povinnost prijemcu platieb voci
skusajucemu lekarovi sa uréi samostatnou
zmluvou medzi skusajucim lekarom a prijemcom
platieb, ktora mbéze obsahovat iné splatné sumy
a iné platobné intervaly, nez platia pre platby
poukazované spolo¢nostou IQVIA prijemcovi
platieb.

Skusajuci lekar akceptuje, Ze ak nie je prijemcom
platieb, spolo¢nost IQVIA mu nebude
poukazovat ziadne platby ani v pripade,
ze prijemca platieb si nesplni svoje platobné
povinnosti vo€i skusajucemu lekarovi.

B. MINIMALNY NABOROVY CIEL

Pracovisko skuSania potvrdzuje, Zze jeho
minimalny naborovy ciel je 1 t€astnik klinického
skuSania/ a Ze pracovisko skuSania vynaloZi
maximalne usilie na dosiahnutie naborového
ciela v primeranom Case po zacati skusania na
pracovisku skusania. Ak pracovisko skusania
tuto zasadu nedodrzi, spoloénost IQVIA moze
prehodnotit vhodnost pracoviska skuSania pre
dalSiu u€ast’ na skusani.
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C. PAYMENT TERM

IQVIA will pay the Payee every three (3)
months on a completed visit per Study Subject
basis in accordance with the attached budget.
Ninety percent (90%) of each payment due,
including any Screening Failure that may be
payable under the terms of this Agreement, will
be made based upon prior three (3) months’
enroliment data received from the Site
supporting Study Subject visitation.

The balance of monies earned, up to ten
percent (10%), will be pro-rated upon
verification of actual Study Subject visits, and
will be paid by IQVIA to the Payee upon final
acceptance by Sponsor of all data entry, all
data clarifications issued, the receipt and
approval of any outstanding regulatory
documents as required by IQVIA and/or
Sponsor, the return of all unused supplies to

IQVIA,and upon satisfaction of all other
applicable conditions set forth in the
Agreement.

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

To be eligible for payment, the procedures
must be performed in full compliance with the
Protocol and this Agreement, and the data
submitted must be complete and correct. For
data to be complete and correct, each patient
must have signed an IRB-approved consent
document, and all procedures designated in
the Protocol must be carried out on a “best
efforts” basis; omissions must be satisfactorily
explained.

All government taxes are the sole responsibility
of the Payee.
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C. PLATOBNE PODMIENKY

Spolo¢nost IQVIA bude poukazovat platby
prilemcovi platieb kazdé tri (3) mesiace na
zéklade poctu absolvovanych navstev na

jedného ucastnika klinického sku$ania v sulade
s pripojenym rozpoctom. Devatdesiat percent
(90 %) kazdej splatnej sumy, vratane platieb za
neuspesné vstupné vysetrenia, ktoré mézu byt
splatné podfa podmienok tejto zmluvy, sa
poukédze na zaklade udajov o zaradovani za
predchadzajuce tri_ (3) mesiace prijatych
od pracoviska skuSania, ktoré dokladaju
navstevnost Ucastnikov klinického skusania.

Zostatok splatnych finanénych prostriedkov az
do vysky desat percent (10%) sa vyplati
pomernym spdsobom po overeni skutoCnej
navstevnosti ucastnikov klinického skusania
a spoloénost’ IQVIA ho vyplati prijemcovi platieb
po zadavatelovom kone€nom prevzati vSetkych
zaznamenanych Udajov, vSetkych vydanych
vysvetliviek k Udajom, po prevzati a schvaleni
vSetkych chybajucich dokumentov pre kontrolné
urady pozadovanych spolo¢nostou IQVIA alebo
zadavatefom, vrateni vSetkych nepouzitych
materidlov spolo¢nosti IQVIA a po splneni
dalSich podmienok uvedenych v zmluve.

Za akékolvek vydavky alebo naklady, ktoré
pracovisku sku$ania vznikni pri plneni tejto
zmluvy a ktoré nie su vyslovne schvalené na
preplacanie  spolo¢nostou IQVIA  alebo
zadavatelom podla tejto zmluvy (vratane tohto
Rozpoétu a rozpisu platieb), zodpoveda
vyhradne pracovisko sku$ania.

Aby boli postupy opravnené na platbu, musia byt
vykonané v Uplnom sulade s protokolom a touto
dohodou a predlozené udaje musia byt uplné
a spravne. Aby boli udaje upliné a spravne, kazdy
pacient musi mat podpisany suhlasny dokument
schvaleny IRB a vSetky postupy uvedené
v protokole musia byt vykonané na zaklade
.najlepsieho usilia “; opomenutia musia byt
uspokojivo vysvetlené.

Za vsetky dane zodpoveda vyhradne prijemca
platieb.
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Major, disqualifying Protocol violations are
not payable under this Agreement.

D. BUDGET TABLE
Payments are divided in the agreed and

approved ratio.
Please, see attached Budget table, Annex 1.

E. STUDY START-UP FEE

The contracting parties agreed on a one-time,
non-refundable payment of XXX Euros
(in words), XXX Euros (in numbers)
to cover study start-up activities which includes
the administrative and legal costs associated
with the clinical trial. The institution will issue
an invoice within 10 days of the signing of the
contract and publication of the contract in the
central registry of contracts of the Slovak
Repubilic.

This payment will be made upon completion
and receipt by IQVIA of all contractual
documentation and receipt of invoice.

F. SCREENING FAILURE

Reimbursement for screen failures will be at
the amount indicated on the Screening Visit of
the attached budget table, at a ratio of three (3)
screen failures per one (1) Subject
randomized. If no Subjects are recruited until
the enroliment is closed, a payment of three (3)
screen failures will be made upon receipt of
invoice.

To be eligible for reimbursement of a screening

visit, supporting data entry must be completed
and submitted to IQVIA along with any
additional information, which may be
requested by IQVIA to appropriately document
the subject screening procedures.
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Zavazné, diskvalifikujuce porusenia
protokolu nie s podla tejto zmluvy splatné.

D. RozPOETOVA TABULKA

Platby  su rozdelené v  dohodnutom
a schvalenom pomere.

Pozri pripojenu Rozpoctovu tabulku, Priloha 1.

E. PLATBA NA ROZBEH SKUSANIA

Zmluvné strany sa dohodli na jednorazovej
platbe XXX Eur (slovom), XXX Eur (Cislom) za
administrativno-pravne naklady spojené
s klinickym skuSanim. Tato platba bude
uhradena na zaklade faktury vystavenej
zdravotnickym zariadenim do 10 dni od podpisu
zmluvy a zverejnenim zmluvy v Centralnom
registry zmlav Slovenskej republiky.

Dana platba bude vykonana po skompletizovani

a prijati vSetkej zmluvnej dokumentacii a prijati
faktury spolo¢nostou IQVIA.

F. NEUSPESNE VSTUPNE VYSETRENIA

Uhrady za nelspe$né vstupné vy$etrenia budu
vo vySke uvedenej v pripojenej rozpoctovej
tabulke v €asti Vstupné vySetrenie v pomere tri
(3) neuspesné vstupné vysetrenia na jeden (1)
randomizovany subjekt. Ak do uzavretia naboru
nebudu zaradené ziadne subjekty, platba za tri
(3) neuspesdné vstupné vySetrenia sa uskutoCni
po prijati faktury.

Aby vznikol narok na dhradu za vstupnu
navstevu, musia sa skompletizovat podkladové
zaznamenané Udaje a odoslat spolo¢nosti IQVIA
spolu so vsetkymi dalSimi informaciami, ktoré
moéze spolo¢nost IQVIA pozadovat, aby
dostato¢ne zdokumentovala vstupné vysSetrenia
subjektu.
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G. DISCONTINUED OR EARLY TERMINATION
STUDY SUBJECTS

Reimbursement for discontinued or early
termination Study Subjects will be prorated
based on the number of confirmed completed
visits.

H. UNSCHEDULED VISITS

Payment for unscheduled visits will be
reimbursed in the amount of XXX Euros which
includes overhead as denoted in the Budget
Table above. To be eligible for reimbursement
for unscheduled visits, supporting data entry
must be completed and submitted to IQVIA,
along with any additional information which
may be requested by IQVIA, to appropriately
document the unscheduled visit.

Please, see Budget table, Annex 1.

L. CONDITIONAL PROCEDURES (WITH INVOICE)

G. PREDCASNE VYRADENIE ALEBO
VYSTUPENIE UCASTNIKOV
KLINICKEHO SKUSANIA

Uhrady za uéastnikov klinického skusania, ktori
boli zo skuSania vyradeni alebo z neho
pred€asne vystupili, sa vyplatia pomernym
spdsobom podla poctu potvrdenych
absolvovanych navstev.

H. NEPLANOVANE NAVSTEVY

Platby za neplanované navstevy sa budu
uhradzat vo vyske XXX Eur vratane
prevadzkovych nakladov, ako sa uvadza
v rozpoctovej tabulke vy$Sie. Aby vznikol narok
na uhradu za neplanované navstevy, musia sa
skompletizovat podkladové zaznamenané udaje
a odoslat spolo¢nosti IQVIA spolu so vSetkymi
dalsimi informaciami, ktoré méze spolo¢nost

IQVIA poZadovat, aby dostato¢ne
zdokumentovala neplanovanu navstevu
subjektu.

Pozri pripojenu Rozpoctovu tabulku, Priloha 1.

I. POSTUPY VYKONAVANE PODL'A

The following conditional procedure costs will
be reimbursed on a pass-through basis upon
receipt of an invoice in the amount indicated in
the table below (which includes overhead).
Subject number and procedure dates must be
included on the invoice for payment to be
issued.

Please, see Budget table, Annex 1.

J. IEC FEES

IEC costs will be paid upon receipt of an
invoice issued by the IEC and are not included
in the attached Budget. Payment will be made
directly to the IEC. Any subsequent re-
submissions or renewals, upon approval by
IQVIA and Sponsor, will be paid upon receipt
of appropriate documentation.
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POTREBY (NA FAKTURU)

Nasledujuce postupy vykonavané podla potreby
sa budu uhradzat priebezne po prevzati faktury
na sumu uvedenu v tabulke nizsie (ktora zahffia
prevadzkové naklady). Aby sa mohla poukazat
platba, musi byt na fakture uvedené C¢&islo
subjektu a datumy postupov.

Pozri pripojenu Rozpoctovu tabulku, Priloha 1.

J. POPLATKY NEZAVISLYM ETICKYM
KOMISIAM

Naklady na nezavislé etické komisie (NEK) sa
budu uhradzat po prevzati faktiry od NEK a nie
sU zahrnuté v pripojenom rozpocte. Platba sa
poukaze priamo NEK. VsSetky nasledujuce
podania alebo predizenia platnosti sa po
schvaleni spolo¢nostou IQVIA a zadavatelom
budid  uhradzat po prevzati prislusnej
dokumentacie.
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K. STUDY SUBJECT REIMBURSEMENT

Each Study subject will receive reimbursement
for travel and meal expenses through the
provision of a meal debit card in the amount of
XX Euros per each visit (for visit lasting more
than 4 hours).

Meal debit cards will be provided by the
Sponsor through IQVIA and will be handed to
the Study subject by the Investigator at their
first visit. The Investigator will keep a record
documenting meal debit cards supply to each
Study subject.

Study Subject travel reimbursement payments
shall be made by IQVIA and added directly to
the meal debit card of Study subjects based on
their completed visits. Meal debit card refills will
be performed monthly.

Such payments shall be consistent with
Subject’s signed informed consent document.
The Investigator will provide cooperation and
information needed to IQVIA for refund of
travel expenses to the subject.

Sponsor shall stipulate which other subjects

compensation shall be reimbursed directly
using debit cards.

No Costs per one Amount per
patient one visit in
Euros (€)
1 Travel costs
2 Meal costs
Total
L. PAYMENT DISPUTES

Site will have thirty (30) days from the receipt
of final payment to dispute any payment
discrepancies during the course of the Study.
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K. UHRADA PRE UCASTNIKA KLINICKEHO
SKUSANIA

Kazdy subjekt dostane uhradu cestovnych
a  stravnych nakladov prostrednictvom
poskytnutia stravenkovej debetnej karty
v hodnote XX Eur za kazdli navstevu (pri
navsteve trvajlucej viac ako 4 hodiny).

Stravné debetné karty poskytne zadavatel
prostrednictvom zmluvnej vyskumnej
organizacie (IQVIA) a subjektom ich bude
vydavat skusajuci pri prvej navsteve. Skusajuci
bude viest zaznam dokumentujuci dodanie
stravnych debetnych kariet kazdému subjektu
Studie.

Preplatenie cestovnych nakladov subjektov
skusania prostrednictvom stravenkovej karty
bude zabezpecovat IQVIA podla vykonanych
navstev subjektu. Dobijanie stravenkovej karty
sa vykona na mesacnej baze.

Takéto uhrady budu v sulade s podpisanym
dokumentom informovaného suhlasu subjektu.
Skusajuci poskytne IQVIA sucinnost
a informacie potrebné na uhradu cestovnych
nakladov subjektom skusania.

Zadavatel moze urcit, ktoré dalSie kompenzacie
pre ulastnika mdzu byt preplatené priamo
na debetnu kartu uc¢astnika.

P.¢ Naklady na jedného Suma za
pacienta jednu
navstevu v
Eurach (€)
1 Cestovné naklady
2 Stravné naklady
Celkom
L. PLATOBNE NEZROVNALOSTI
Proti platobnym nezrovnalostiam, ktoré sa

vyskytnu v priebehu skusania, mbéze pracovisko

skuSania namietat do tridsiatich (30) dni
od pripisania poslednej platby.
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M. INVOICES

Payments will be issued by IQVIA based on
Visit Budget, 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.

The Institution is authorized to issue all
invoices on the basis of a document from an
authorized representative, approved by the
Investigator. We consider the day of taxable
performance to be the last day of service
provision, which, for the purposes of this
contract, means the day of handover and
receipt of the amount agreed in writing within
the scope of this study.

Invoices will be payable within 30 days from the
date of receipt by IQVIA of the invoice,
including any applicable back-up
documentation.

Invoices for any additional payments to those
stated in this agreement (i.e., additional
reimbursements or conditional procedures)
must also be sent to IQVIA and approved by
Sponsor.

All invoices shall be raised in the following
manner:

Invoices to be billed to:

IQVIA RDS Slovakia, s.r.o.
Vajnorska 100/B

831 04 Bratislava — New Town
Slovak Republic

Invoices to be sent to:
Email original invoices including back up
to: emea@ctp.solutions.igvia.com .

In addition invoices can be submitted via
portal. The Payee has received an email to
create an account in our Payments Portal.
From the Portal Payee will be able to access
subject activities by protocol, submit invoices
as well as view payment details for all
payments made by IQVIA.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
based on IQVIA Global template 1 May 2019

ABIVAX

Protocol number: ABX464-106

Project code: ZZA92069
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M. FAKTURY

Platby bude spolo¢nost IQVIA vydavat
na zaklade rozpoétu navstev, frekvencie
platieb a platobnych podmienok, ako je
opisané vyssie.

Platby sa uskuto¢nia az po prijati prislusnych
faktar vratane podpornej dokumentacie
v uvedenej mene, ako je opisané nizsie.
Zdravotnicke zariadenie je opravnené vystavit
vSetky faktury na zaklade podkladu od
splnomocneného zastupcu, odsuhlaseného
hlavnhym skusajucim. Za den zdanitelného
plnenia povazujeme posledny den poskytnutia
sluzby, ktorym sa pre Ucely tejto zmluvy
rozumie den odovzdania a prevzatia pisomne
odsuhlasenej vysky ¢Ciastok vramci tejto
Studie.

Faktury budiu splatné do 30 dni odo dna
prijatia faktury spolo€nostou IQVIA vratane
prislusnej podpornej dokumentacie.

Faktury za akékolvek dodato¢né platby
k platbam uvedenym v tejto zmluve
(t. j. dodato&né uhrady alebo podmienené
postupy) musia byt tiez zaslané spolo€nosti
IQVIA a schvalené zadavatelom.

Vsetky faktury sa vystavuju nasledovnym
spdsobom:

Faktury sa vystavuju na adresu:

IQVIA RDS Slovakia, s.r.o.

Vajnorska 100/B

831 04 Bratislava- mestska ¢ast Nové Mesto
Slovenska republika

Faktary posielajte na adresu:

Originaly faktar vratane zalohy poslite
e-mailom na adresu:
emea@ctp.solutions.igvia.com .

Okrem toho je mozné posielat faktury cez
portal. Prijemca platby dostal e-mail na
vytvorenie U¢tu na nasom platobnom portali.
Z Portalu bude prijemca méct protokolarne
pristupovat k  predmetnym  aktivitam,
predkladat faktury, ako aj prezerat platobné
udaje pre vsetky platby uskuto¢nené IQVIA.
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Link to the Portal:
https://ctp.solutions.igvia.com

Emailed or uploaded invoices and backup are

Odkaz na portal:
https://ctp.solutions.igvia.com

Uprednostriuju_sa faktury zaslané e-mailom
alebo nahrané a zalohované. V pripade

preferred. In the event of invoices in hard copy

potreby zaslania faktur v tlacenej podobe ich

need to be sent, please send to the following

poslite na tuto adresu:

address:
Att Clinical Trial Payments
IQVIA, 5th floor.
210 Pentonville Rd, King Cross
Londn N1 9JY
United Kingdom

Additionally, reasonable, and customary costs
incurred for required unscheduled visits in
addition to the corresponding flat rate(s) set
forth above or additional Protocol-required
procedures not stated in this agreement that
are not related to adverse events shall be paid
by IQVIA in accordance with the invoiceable
process set forth above, provided that
Sponsor, through IQVIA, agrees to the cost or
procedure in advance.

The following information should be included
on the invoice:
e  Complete INVESTIGATOR name,
address and phone number,
¢ Invoice Date,
Invoice Number,
Payee Name (must match Payee
indicated in CTA),
. Payment Amount,
e  Complete description of services
rendered,
e  Study Number,
e  Sponsor Name,
e Invoices should be printed on
site/institution letterhead.

All invoice and payment related inquiries shall
be addressed directly to IQVIA Clinical Trial
Payments at:

emea@ctp.solutions.igvia.com .

Invoices and any accompanying
documentation must not include any personally
identifying information of any Study Subject,
including but not limited to Study Subject first
Slovakia Clinical Trial Agreement template-INV &(priv) INST
based on IQVIA Global template 1 May 2019
ABIVAX
Protocol number: ABX464-106

Project code: ZZA92069
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Att Clinical Trial Payments
IQVIA, 5th floor.

210 Pentonville Rd, King Cross
London N1 9JY

Spojené kralovstvo

Okrem toho, primerané a obvyklé naklady,
ktoré vznikni za pozadované neplanované
navstevy okrem zodpovedajucej pausalnej
sadzby(-ov) uvedenegj vysSie, alebo
dodato¢nych  protokolom  pozadovanych
postupov, ktoré nie su uvedené v tejto dohode
a ktoré nesuvisia s neziaducimi udalostami,
uhradi IQVIA v sulade s fakturovatelny proces
uvedeny vys$sie za predpokladu, ze zadavatel
prostrednictvom IQVIA vopred suhlasi
s nakladmi alebo postupom.

Faktura by mala obsahovat nasledujuce
informacie:

. Upln@ meno, adresu a telefonne Cislo

SKUSAJUCEHO LEKARA,

e Datum vystavenia faktary,
Cislo faktury,
Nazov prijemcu (musi sa zhodovat
s nazvom prijemcu uvedenym v CTA),
Vysku platby,
Uplny popis poskytnutych sluzieb,
Cislo klinického skusania,
Nazov zadavatela,
Faktary by mali byt vytlatené na
hlavic(kovom  papieri  pracoviska
klinického  skusania/zdravotnickeho
zariadenia.

Vsetky otazky tykajuce sa faktur a platieb
adresujte priamo spolo¢nosti IQVIA Clinical
Trial Payments na adresu:
emea@ctp.solutions.igvia.com .

Faktury ani Ziadne sprievodné dokumenty
nesmu obsahovat osobné identifikatné udaje
Ziadneho uc€astnika klinického sku$ania, najma
meno alebo priezvisko, inicidly, datum
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or last name, initials, date of birth, address,
telephone, passport number, email address, or
credit card information. If invoices or any
accompanying documentation do contain this
information IQVIA will notify Payee. Payee will
need to resubmit a redacted invoice and
accompanying documentation that does not
include any personally identifying information
of any Study Subject.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED.

All amounts include all applicable taxes and
excludes VAT.

All payments for this Study in accordance with
the attached Budget will be
paid by IQVIA electronically.

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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narodenia, adresu, telefonne Cislo, Cislo pasu,
e-mailovu adresu alebo udaje platobnej karty. Ak
budu faktury alebo sprievodna dokumentacia
obsahovat tieto udaje, spolo¢nost IQVIA o tom
bude informovat prijemcu platieb. Prijemca
platieb bude musiet zaslat opravenu faktiru a
sprievodnu  dokumentaciu, ktora nebude
obsahovat osobné identifikaéné Udaje ziadneho
U€astnika klinického skusania.

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU ZOHLADNENE.

V8etky sumy zahfiaju vSetky platné dane,
okrem DPH.

Vsetky platby za skusanie podla pripojeného
rozpoctu uhradi
spolo¢nost IQVIA elektronickym prevodom.
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ANNEX 1: BUDGET TABLE, DISTRIBUTION OF PAYMENTS
PRIiLOHA 1: ROZPOCTOVA TABULKA, ROZDELENIE PLATIEB

Pl NAME/, ; )
MENO SKUSAJUCEHO:

PETER LIETAVA, MD

Additional site costs / Dalsie platby zdravotnickemu zariadeniu:

Site costs/ Naklady na pracovisko NER B INSTITUTION | INVESTIGATOR
Euréch (€) (XX%) / (XX%) /
zdravotnicke skusajuci (XX%)
zariadenie
XX%)

Cost in Euro

Percentage distribution /
Percentualne rozdelenie

€/

Start-Up Fee/
Platba na rozbeh skusania

Archiving Fee/
Poplatok za archivaciu

VISIT / Navsteva

VISIT AMOUNT
INCLUDING
OVERHEAD (EURO
(€)/

SUMA ZA
NAVSTEVU
VRATANE
PREVADZKOVYCH
NAKLADOV (EUR
(€)

Percentage distribution /
Percentualne rozdelenie

SCREEN FAILURE
AMOUNT INCLUDING

X% OVERHEAD
(EURO (€))/
z%x:ysggs;:i INSTITUTION INVESTIGATOR
VRATANE X % (XX%)/ (XX %)/
PREVADZKOVYCH zdravotnicke skusajuci (XX%)
NAKLADOV (EUR (€)) zariadenie (XX%)

SCREENING VISIT / VSTUPNE
VYSETRENIE

BASELINE - DAY 1/ ZACIATOK
SKUSANIA — 1. DEN

WEEK 4 /4. TYZDEN

WEEK 8 (END OF TREATMENT) /
8. TYZDEN (KONIEC LIECBY)

TOTAL COST PER PATIENT /
CELKOVE NAKLADY NA PACIENTA

EARLY TERMINATION /
PREDCASNE VYSTUPENIE
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SAFETY VISIT/END OF STUDY*/
BEZPECNOSTNA
NAVSTEVA/KONIEC SKUSANIA*

UNSCHEDULED VISIT** /
NEPLANOVANA NAVSTEVA**

PHONE CALL/VIDEO CALL*** /
TELEFONAT/VIDEOHOVOR***

HOME VISIT#/
NAVSTEVA DOMA #

*SAFETY FOLLOW-UP (END OF STUDY) IS ONLY APPLICABLE TO SUBJECTS NOT CONTINUING INTO THE MAINTENANCE PHASE. /

* BEZPECNOSTNE SLEDOVANIE (KONIEC SKUSANIA) SA VZTAHUJE LEN NA SUBJEKTY, KTORE NEPOKRACUJU V
UDRZIAVACEJ FAZE.

**UNSCHEDULED VISIT CAN OCCUR MORE THAN ONCE. /

“* NEPLANOVANA NAVSTEVA SA MOZE USKUTOCNIT VIAC AKO RAZ.

*** FOR WEEK 4 IF STUDY DRUG IS SHIPPED DIRECTLY TO PATIENT'S HOME THE SITE SHOULD PERFORM A PHONE/VIDEO CALL WITH
THE SUBJECT TO REVIEW SAFETY CONCERNS. /

“* pRe 4. TYZDEN, AK JE SKUSANY LIEK ZASLANY PACIENTOVI PRIAMO DOMOV, PRACOVISKO BY MALO
USKUTOCNIT TELEFONAT/VIDEOHOVOR SO SUBJEKTOM S CIELOM PREVERIT OBAVY TYKAJUCE SA
BEZPECNOSTI.

# UNDER SPECIAL CIRCUMSTANCES (E.G. COVID-19 PANDEMIC) HOME HEALTHCARE VISITS CAN BE PERFORMED, EITHER BY SITE
STAFF OR BY A VENDOR. IN CASE THE HOME VISIT IS PERFORMED BY SITE STAFF, SITES SHOULD INVOICE APPLICABLE PROCEDURES
THAT WILL BE PERFORMED. /

# ZA OSOBITNYCH OKOLNOSTI (NAPR. PANDEMIA COVID-19) SA MOZU USKUTOCNIT ZDRAVOTNE NAVSTEVY
DOMA, A TO BUD ZAMESTNANCAMI PRACOVISKA SKUSANIA, ALEBO DODAVATELOM. V PRIPADE, ZE NAVSTEVU
DOMA VYKONAVA PERSONAL PRACOVISKA SKUSANIA, PRACOVISKA SKUSANIA BY MALI FAKTUROVAT
PRISLUSNE VYKONANE POSTUPY.

CONDITIONAL PROCEDURES (WITH INVOICE) / )
POSTUPY VYKONAVANE PODLA POTREBY (NA FAKTURU) :

Conditional Percentage distribution /
Procedure Percentuélne rozdelenie
amount
Conditional Procedure / (EURO (€))/ INSTITUTION INVESTIGATOR
Postupy vykonavané podla potreby Suma postupov (XX%)/ (XX%)/
;);‘ggf; ‘ft'r”'é’ g;’ zdravotnicke skusajici (XX%)
i i 0,
(v EURéch (€)) zariadenie (XX%)

Pregnant Partner ICF /

Formular informovaného suhlasu pre
tehotnu partnerku

Echocardiography, transthoracic, real-
time with image documentation (2D),
includes M-mode recording, when
performed, complete, with spectral
Doppler echocardiography, and with
color flow Doppler echocardiography -
for echo re-test / Echokardiografia,
transtorakalna, v readlnom Case s
obrazovou dokumentaciou (2D), zahfha
zaznam v M-rezime, ak sa vykonava,
kompletna, so spektralnou
dopplerovskou echokardiografiou a s
farebnou dopplerovskou
echokardiografiou — pre opakované echo
vysetrenie
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Transmission of
endoscopy/echocardiography data to
central reader - Per Copy - for endoscopy
and.echo re-test /Prenos
endoskopickych/echokardiografickych
Udajov na centralne hodnotenie — za
kopiu — pre endoskopiu a opakované
echo vysetrenie

Complete physical examination:
Includes a comprehensive medical and
disease history; A comprehensive
physical examination; one set of vital
signs; height (at screening only); weight;
Extra Intestinal Manifestations when
applicable - 7or Home visit if needed /
Kompletné fyzické vysetrenie:
zahfiia komplexn anamnézu ochorenia
a zdravotného stavu; komplexné fyzické
vySetrenie; jeden subor Zivotnych
funkcii; vysku (len pri vstupnom
vySetreni); hmotnost’; pripadne
mimocCrevné prejavy — pre navstevu
doma, ak je potrebna

Single 12-lead ECG: Includes tracing,
interpretation and report - for £OS in
case ECG at W8 is abnormal /Jedno 12-
zvodové EKG: zahfia sledovanie,
interpretaciu a spravu — pre-£0S v
pripade, Ze je EKG vo 8. tyZdni
abnormadlne

Stool sample collection for central
laboratory (pathogens, fecal calprotectin)
- for repeated samples for subject who
are borderline positive for C. difficile
toxin at Screening anayor for Home visit
/ Odber vzoriek stolice pre centralne
laboratérium (patogény, fekalny
kalprotektin) — pri opakovanych vzorkach
pre subjekty, ktoré su hranicne pozitivne
na toxin C. difficile pri vstupnom
vysetreni a/alebo pre navstevu doma

Blood draw, phlebotomy, routine
venipuncture for collection of
specimen(s), for central laboratory
(Tuberculosis, Hepatitis, serum
pregnancy test - if applicable, High
sensitive Troponin, CPK blood levels, NT-
proBNP, Hematology, Biochemistry,
Neutralizing antibody - if applicable,
Cytokines, miRNA) or local laboratory
(Liver function monitoring, Cardiac
function monitoring) if needed, simple:
Includes preparation of specimen; Blood
Sampling - for
additional/repeated/unscheduled
samples andyor for local lab samples if
needed and/or for Home visit / Odber
krvi, flebotémia, rutinnd venepunkcia na
odber vzoriek pre centralne
laboratérium (tuberkuldza, hepatitida,
tehotensky test zo séra — ak je to
vhodné, vysokocitlivy troponin, hladina
CPK v krvi, NT-proBNP, hematoldgia,
biochémia, neutralizacné protilatky — ak
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je to vhodné, cytokiny, miRNA) alebo
miestne laboratdérium (monitorovanie
funkcie peCene, monitorovanie funkcie
srdca), ak je to potrebné, jednoduché:
zahfia pripravu vzorky; odber krvi — pre
dodatocné/opakované/neplanované
vzorky a/alebo pre vzorky v miestnom
laboratoriu, ak je to potrebnée, a/alebo
pre ndvstevu doma

Liver function panel/Biochemistry:
Includes Albumin; Bilirubin; Phosphatase,
alkaline; Protein, total; Transferase,
alanine amino (ALT) (SGPT);
Transferase, aspartate amino (AST)
(SGOT) (local lab) - /f needed to be
analyzed locally / Panel funkcie
pecene/biochémia: zahfa: albumin;
bilirubin; alkalicku fosfatazu; bielkoviny,
celkové; alaninaminotransferazu (ALT)
(SGPT); aspartataminotransferazu (AST)
(SGOT) (miestne laboratérium) — v
pripade potreby sa analyzuje na miestnej
urovni

Liver function panel/Biochemistry:
Lipase (local lab) - /7 needed to be
analyzed locally / Panel funkcie
pecene/biochémia: lipaza (miestne
laboratoérium) — v pripade potreby sa
analyzuje na miestnej urovni

Cardiac function monitoring:
Natriuretic peptide, brain nucleic peptide
(BNP), substance P; NT Pro BNP (local
lab) - if needed to be analyzed locally /
Monitorovanie ¢innosti srdca:
natriureticky peptid, mozgovy nukleovy
peptid (BNP), substancia P; NT Pro BNP
(miestne laboratérium) — v pripade
potreby sa analyzuje na miestnej trovni

Cardiac function monitoring:
Troponin, quantitative; Cardiac Troponin
I (cTnl), Cardiac Troponin T (cTnT)

(local lab) - /f needed to be analyzed
Jocally / Monitorovanie ¢innosti
srdca: troponin, kvantitativne; srdcovy
troponin I (cTnI), srdcovy troponin T
(cTnT) (miestne laboratérium) — v
pripade potreby sa analyzuje na miestnej
urovni

Cardiac function monitoring:
Creatine kinase (CK) (CPK); total (local
lab) - if needed to be analyzed locally /
Monitorovanie cinnosti srdca:
kreatinkinaza (CK) (CPK); celkova
(miestne laboratérium) — v pripade
potreby sa analyzuje na miestnej urovni

Urine collection for local laboratory
(urine pregnancy test) - for urine
pregnancy sample for women of
childbearing potential only / Odber mocu
pre miestne laboratdrium (tehotensky
test) — /en pre tehotenskuii vzorku mocu
pre Zeny v plodnom veku
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Urine pregnancy test; by visual color
comparison methods (local lab) - for
women of childbearing potential only /
Tehotensky test z mocu; metddou
vizualneho porovnania farieb (miestne
laboratérium) — /en pre Zeny v plodnom
veku

PK sample collection for central
laboratory - for additional PK samples at
D1, W4 and W8 if collected and)or
during Home visit / Odber vzoriek PK pre
centralne laboratérium — pre dalsie
vzorky PK v 1. dni, 4. tyZdni a 8. tyZdni,
ak boli odobraté a/alebo pocas navstevy
doma

Lab handling and/or shipping of
specimen(s) to central laboratory, simple
- for additional/repeated/unscheduled
samples andyor for Home visit /
Manipulacia v laboratdriu a/alebo
odoslanie vzoriek do centralneho
laboratoria, jednoduché — pre
dodatocné/opakované/neplanované
vzorky a/alebo pre navstevu doma

Laboratory Technician - for incubation
needed for Tuberculosis test - /or
repeated tuberculosis testing if needed /
Laborant — pre inkubéciu potrebnl na
test na tuberkulézu — pre opakované
testovanie na tuberkulozu, ak je to
potrebné

Colonoscopy, flexible; with biopsy,
single or multiple - /7 colonoscopy is
performed at Screening or week 8 or ET
/ Kolonoskopia, flexibilna; s biopsiou,
jednoducha alebo viacnasobna — ak sa
kolonoskopia vykonava pri vstupnom
vysetreni alebo vo 8. tyZdni alebo na
konci liecby

Patient reimbursement -
Inconvenience fee, colonoscopy /
Uhrada pacienta - Poplatok za
neprijemnosti, kolonoskopia

Patient Travel - Per Visit
(accompanying person),
colonoscopy,

Cestované naklady pre pacienta — za
Jjednu navstevu pre sprevadzajicu
osobu, kolonoskopia

Sigmoidoscopy, flexible; diagnostic, with
biopsy; single or multiple - /#
sigmoidoscopy is performed at Screening
anayor week 8 or ET /Sigmoidoskopia,
flexibilna; diagnosticka, s biopsiou;
jednoducha alebo viacnasobna — ak sa
sigmoidoskopia vykonava pri vstupnom
vysetreni alebo vo 8. tyZdni alebo na
kondi liecby
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Biopsy; Preparation of the samples
including shipping and handling to
central laboratory / Biopsia; priprava
vzoriek vratane prepravy a manipulacie
do centréineho laboratdria

Level IV - Surgical pathology, gross and
microscopic examination: Includes
examination and reporting (Colon
Biopsy) - for local histopathology
assessment if needed at Screening /
Uroven 1V — chirurgicka patoldgia, hrubé
a mikroskopické vySetrenie: zahfia
vySetrenie a hlasenie (biopsia hrubého
Creva) — pre lokaine histopatologické
postidenie, ak je potrebné pri vstupnom
vysetreni

Office consultation with a specialist
including a detailed history and physicial
examination - for consultation with
Dermatologist, or Cardiologist or other
specialists, in case of AEST /Konzultacia
so Specialistom vratane podrobnej
anamnézy a fyzického vysSetrenia — pre
konzultaciu s dermatologom,
kardiologom alebo inymi specialistami v
pripade neZiaducej udalosti osobitného
zaujmu (AESI)

Headache Questionnaire; self-
administered - /f needed due to AESI /
Dotaznik o bolestiach hlavy; na
samostatné vyplnenie — ak je to
potrebné kvoli neZiaducej udalosti
osobitného zaujmu (AESI)

Computerized axial tomography,
abdomen, abdominal (Cat Scan) (CT
Scan); with contrast material(s) - //
needed in case of acute pancreatic AEs /
PocitaCova axialna tomografia, brucho,
abdominalna (CAT skenovanie) (CT
skenovanie); s kontrastnou latkou
(latkami) — ak je to potrebné v pripade
akutnych pankreatickych neZiaducich
udalosti

Interpretation and Report; Computerized
axial tomography, abdomen, abdominal
(Cat Scan) (CT Scan); with contrast
material(s) / Interpretacia a sprava;
pocitacova axialna tomografia, brucho,
abdominalna (CAT skenovanie) (CT
skenovanie); s kontrastnou latkou
(Iatkami)

Magnetic resonance imaging, abdomen,
abdominal (MRI); without contrast
material(s) (eg, proton) - /7 needed in
case of acute pancreatic AEs /
Zobrazenie magnetickou rezonanciou,
brucho, abdominalna (MR); bez
kontrastnej latky (latok) (napr.
protdnoveé) — ak je to potrebné v pripade
akutnych pankreatickych neZiaducich
udalosti
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Interpretation and Report; Magnetic
resonance imaging, abdomen, abdominal
(MRI); without contrast material(s) (eg,
proton) / Interpretacia a sprava;
magneticka rezonancia, brucho,
abdominalna (MR); bez kontrastnej latky
(latok) (napr. proténova)

Magnetic resonance imaging, abdomen,
abdominal (MRI); with contrast
material(s) (eg, proton) - /7 needed in
case of acute pancreatic AEs /
Zobrazenie magnetickou rezonanciou,
brucho, abdominalna (MR); s
kontrastnou latkou (latkami) (napr.
protoénovou) — ak je to potrebné v
pripade akutnych pankreatickych
neZiaducich ucinkov

Interpretation and Report; Magnetic
resonance imaging, abdomen, abdominal
(MRI); with contrast material(s) (eg,
proton) / Interpretécia a sprava;
magneticka rezonancia, brucho,
abdominalna (MR); s kontrastnou latkou
(ltkami) (napr. proténova)

Ultrasound, abdomen, abdominal
(echography) (uls), real time and image
documentation complete - // needed in
case of acute pancreatic AEs /Ultrazvuk,
brucho, abdominalna (echografia) (uls),
v realnom case a kompletna obrazova
dokumentacia — v prijpade potreby v
pripade akutnych pankreatickych
neZiaducich udalosti

Interpretation and Report; Ultrasound,
abdomen, abdominal (echography) (uls)
/ Interpretacia a sprava; ultrazvuk,
brucho, abdominalna (echografia) (uls)

Inflammatory Bowel Disease
Questionnaire (IBDQ), self-administered
- for Home visit if needed / Dotaznik o
zapalovych Crevnych ochoreniach
(IBDQ), na samostatné vyplnenie — v
pripade potreby navsteva doma

European Quality of Life Questionnaire
(EuroQol) (EQ-5D); self-administered -
for Home visit if needed / Eurdpsky
dotaznik kvality Zivota (EuroQol) (EQ-
5D); na samostatné vyplnenie — v
pripade potreby navsteva doma

Work Productivity and Activity
Impairment Questionnaire (WPAI); self-
administered - for Home visit if needed /
Dotaznik o pracovnej produktivite a
zhorSenej aktivite (WPAI); na
samostatné vyplnenie — v pripade
potreby ndvsteva doma

Previous and Concomitant medications -
for Home visit if needed /
Predchadzajlce a stbezne uzivané lieky
— v pripade potreby navsteva doma
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Adverse events - for Home visit if needed
/NeZziaduce udalosti — v pripade potreby
navsteva doma

eDiary Collection and Monitoring/Review
- Per Visit - for Home visit if needed /
Zber a monitorovanie/kontrola
elektronického dennika — za navstevu — v
pripade potreby pri ndvsteve doma

Daily Facility Charge - Per Day - for D1,
W4 and W8 for patients undergoing 10
or 12 hours post-dose PK collection; and
for endoscopy /Denny poplatok
zariadenia — za den — pre 1. deri, 4.
tyZden a 8. tyZdeni pre pacientov, ktori
podstupuju odber PK 10 alebo 12 hodin
po podan/ davky; a za endoskopiu

Re-consent, Informed consent performed
again with the same patient / Opatovny
sthlas, informovany suhlas vykonany
znovu s tym istym pacientom

Serious adverse events (SAE)/Adverse
Events of Special Interest (AESI) /
Zavazné neziaduce udalosti
(SAE)/neziaduce udalosti osobitného
zaujmu (AESI)

Drug level assay: if needed to shorten
the washout period during the screening
period. Prior approval from CRO is
required for Drug level assay retest. /
Stanovenie hladiny lieCiva: ak je to
potrebné na skratenie obdobia
vyplavovania pocas vstupnych vySetreni.
Na opakovany test hladiny lieciva je
potrebny predchadzajlci sthlas zmluvnej
vyskumnej organizacie.

ONLY ONE OPTION SHOULD BE INVOICED PER EACH PROCEDURE / PRE

JEDNA MOZNOST:

KAZDY POSTUP BY SA MALA FAKTUROVAT LEN

Anesthesia for lower intestinal endoscopic
procedures, endoscope introduced distal
to duodenum; not otherwise specified
(Per 30 minutes) - for endoscopy If
needed, if endoscopy takes up to 30 min,
per  procedure  /  Anestézia  pri
endoskopickych vykonoch v dolnej Casti
Criev, endoskop zavedeny distalne od
dvanastnika; inak nespecifikované (za 30
minUt) — pri endoskopii, ak je potrebna,
ak endoskopia trvd do 30 min, za postup

Anesthesia for lower intestinal endoscopic
procedures, endoscope introduced distal
to duodenum; not otherwise specified
(Per 45 minutes) - for endoscopy if
needed, if endoscopy takes up to 45 min,
per  procedure  /  Anestézia  pri
endoskopickych vykonoch v dolnej casti
Criev, endoskop zavedeny distalne od
dvanastnika; inak nespecifikované (za 45
min(t) — pri endoskopii, ak je potrebnd,
ak endoskopia trva do 45 min, za postup

ONLY IN UNEXPECTED SITUATIONS (INCLUDING HOME VISITS AND IP HOME DISPENSATION) / LEN V NEOCAKAVANYCH
SITUACIACH (VRATANE NAVSTEV DOMA A DOMACEHO PODAVANIA SKUSANEHO LIEKU):
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Hematology: includes measurement of
erythrocytes (red blood cells or RBC),
leukocytes (white blood cells or WBC),
hemoglobin, hematocrit (volume of
packed red blood cells or VPRC), platelet
or thrombocyte count, and indices (mean
corpuscular hemoglobin or MCH, mean
corpuscular hemoglobin concentration or
MCHC, mean corpuscular volume or MCV,
and red cell distribution width or RDW).
Includes automated differential of the
white blood cells: neutrophils or
granulocytes, lymphocytes, monocytes,
eosinophils, and basophils (local lab) /
Hematoldgia: zahfia meranie
erytrocytov (Cervenych krviniek alebo
RBC), leukocytov (bielych krviniek alebo
WBC), hemoglobinu, hematokritu (objem
zbalenych  Cervenych  krviniek alebo
VPRC), poctu dosticiek alebo trombocytov
a indexov (priemerny korpuskularny
hemoglobin alebo MCH, priemerna
koncentracia korpuskularneho
hemoglobinu alebo MCHC, priemerny
korpuskularny objem alebo MCV a Sirka
distriblcie  Cervenych krviniek alebo
RDW). Zahffha automaticky diferencial
bielych  krviniek:  neutrofily  alebo
granulocyty, lymfocyty, monocyty,
eozinofily a bazofily (miestne
laboratorium).

Hematology: International Normalized
Ratio (INR) (local lab) / Hematolégia:
Medzinarodny normalizovany pomer
(INR) (miestne laboratdrium)

Hematology: Clotting; factor I,
fibrinogen (local lab) / Hematologia:
zrazanie krvi; faktor I, fibrinogén
(miestne laboratdrium)

Hematology: Clotting; factor II,
prothrombin, specific (local lab) /
Hematoldgia: zrazanie krvi; faktor II,
fibrinogén (miestne laboratérium)

Biochemistry: Includes Calcium;
Chloride; Creatinine; Glucose; Potassium;
Sodium; Urea Nitrogen (BUN) (local lab)
/ Biochémia: zahfia vapnik; chloridy;
kreatinin; glukoézu; draslik; sodik; dusik
mocoviny (BUN) (miestne laboratdrium)

Biochemistry: Phosphorus inorganic
(phosphate) (PO4); blood, serum (local
lab) / Biochémia: anorganicky fosfor
(fosfat) (PO4); krv, sérum (miestne
laboratérium)

Biochemistry: Amylase (local lab) /
Biochémia: amylaza (miestne
laboratdrium)

Biochemistry: Glutamyl transferase,
gamma (GGT) (GGTP) (local lab) /

Biochémia: gamaglutamyltransferaza
(GGT) (GGTP) (miestne laboratdérium)
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Biochemistry: Lactate dehydrogenase
(LD) (LDH) (local lab) / Biochémia:
laktatdehydrogenaza (LD) (LDH)
(miestne laboratdrium)

Biochemistry: Creatinine clearance;
blood, serum (local lab) / Biochémia:
klirens kreatininu; krv, sérum (miestne
laboratorium)

Biochemistry: Includes Total
Cholesterol; Lipoprotein, high density
cholesterol (HDL cholesterol);

Lipoprotein, low density cholesterol (LDL
Cholesterol); Triglycerides (local lab) /
Biochémia: zahfiia celkovy cholesterol;
cholesterol v lipoproteinoch s vysokou
hustotou (HDL cholesterol); cholesterol v
lipoproteinoch s nizkou hustotou (LDL
cholesterol); triglyceridy (miestne
laboratdrium)

Serum pregnancy, gonadotropin
chorionic (hCG) (BetahCG); quantitative -
for women of childbearing potential /
Tehotenstvo zo séra, choriovy
gonadotropin (hCG) (BetahCG);
kvantitativne — pre Zeny v plodnom veku
Gonadotropin; follicle stimulating
hormone (FSH) - to confirm
postmenopausal status in women /
Gonadotropin; folikuly stimulujuci
hormén (FSH) — na potvrdenie
postmenopauzaineho stavu u Zien
Infectious agent antigen detection by
enzyme immunoassay technique
qualitative or semiquantitative, multiple
step method; Clostridium difficile toxin(s)
(local lab) / Detekcia antigénu infekéného
agensa metodou enzymovej
imunoanalyzy, kvalitativne alebo
semikvantitativne, viacstupiiova metdda;
toxin(y) Clostridium difficile (miestne
laboratorium)

Antibody; cytomegalovirus, IgG (CMV)
(local lab) / Protilatky; cytomegalovirus,
IgG (CMV) (miestne laboratdrium)
Antibody; cytomegalovirus, IgM (CMV)
(local lab) / Protilatky; cytomegalovirus,
IgM (CMV) (miestne laboratdérium)
Infectious agent detection by nucleic acid
(DNA or RNA); cytomegalovirus (CMV),
direct probe technique (local lab) /
Detekcia infek¢ného agensa pomocou
nukleovej kyseliny (DNA alebo RNA);
cytomegalovirus (CMV), technika priamej
sondy (miestne laboratérium)
Tuberculosis test, cell mediated immunity
measurement of gamma interferon
antigen response (QuantiFeron-TB Gold
test) (local lab) / Test na tuberkulézu,
bunkovo sprostredkovana imunita,
meranie odpovede na antigén interferonu
gama (QuantiFeron-TB  Gold  test)
(miestne laboratdrium)
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Serology: Includes Hepatitis B core
antibody (HbcAb) IgM antibody; Hepatitis
B surface antigen (HbsAg); Hepatitis C
antibody (local lab) / Sérologia: Zahfma
jadrové protilatky proti virusu hepatitidy B
(HbcAb) IgM protilatky;  povrchovy
antigén virusu hepatitidy B (HbsAg);
protilatky proti virusu hepatitidy C
(miestne laboratdérium)

Serology: Hepatitis B surface antibody
(HBsAD) (local lab) / Séroldgia:
povrchové protilatky proti virusu
hepatitidy B (HBsAb) (miestne
laboratdrium)

Serology: Infectious agent detection by
nucleic acid (DNA or RNA); hepatitis B
virus, amplified probe technique (local
lab) /

Sérologia: detekcia infek¢ného agensa
pomocou nukleovej kyseliny (DNA alebo
RNA); virus hepatitidy B, technika
amplifikovanej sondy (miestne
laboratdrium)

Serology: Infectious agent detection by
nucleic acid (DNA or RNA); hepatitis C
amplified probe technique (local lab) /
Séroldgia: detekcia infekéného agensa
pomocou nukleovej kyseliny (DNA alebo
RNA); technika amplifikovanej sondy
virusu hepatitidy C (miestne
laboratdrium)

Serology: Antibody; HIV-1 and HIV-2,
single assay (local lab) / Sérolégia: HIV-
1 a HIV-2, jeden test (miestne
laboratdrium)

Parasitology: Ova and parasites, direct
smears; concentration and identification
(local lab) /

Parazitoldgia: vajicka a parazity, priame
vytery; koncentracia a identifikacia
(miestne laboratdrium)

Parasitology: Culture, bacterial; feces,
fecal, stool, with isolation and
presumptive identification of isolates
(local lab) /

Parazitoldgia: kultivacia, bakterialna;
vykaly,  stolica, s izolaciou a
predpokladanou identifikaciou izolatov
(miestne laboratdrium)
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