CLINICAL TRIAL AGREEMENT

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

Olga Lukacova, MD, Ph.D with working place
Reumatologicka ambulancia, Narodny ustav
reumatickych chorob, Nabrezie 1. Krasku 4,
921 12 Piestany, Slovak Republic (the
“Investigator”), and

Narodny ustav reumatickych choroéb,
Nabrezie 1. Krasku 4, 921 12 Piestany, Slovak
Republic (the “Institution”),

and
IQVIA RDS Slovakia s.r.o., having a place of
business at Vajnorska 100/B, 831 04 Bratislava,

Slovak Republic, Org No: 459422609,
SK2023154133, Company filed in the
Commercial register of the City Court

Bratislava Ill, Section: Sro, File no: 69023/B,
represented by MVDr. Jarmila Wagnerova, on
the base of Power of attorney issued on
25.2.2021 ( the “ IQVIA™)

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

ZMLUVA O KLINICKOM SKUSANI

Tato zmluvu o klinickom skuSani (d’alej
»Zmluva”) uzatvaraji:

MUDr. Olga Lukacova, PhD s pracoviskom
Reumatologickd ambulancia Narodny tustav
reumatickych chorob, Nébreze I[.Krasku 4,
Piestany,92112 Slovenska republika (d’alej
,skusajuici”) a

Narodny ustav reumatickych chordb

Nabreze 1.Krasku 4, Piestany, 92112 Slovenska
republika (d’alej ,,zdravotnicke zariadenie”)

a

IQVIA RDS Slovakia, s. r. 0., so sidlom na
Vajnorska 100/B, 831 04 Bratislava, Slovenska
republika,ICO: 45942269, Spolo¢nost’ zapisana

v Obchodnom registri Mestského sudu
Bratislava 111, oddiel: Sro, vl.¢:
69023/B v zastipeni: MVDr.  Jarmila

Wagnerova,PhD.,na zaklade Splnomocnenia zo
dna 25.2.2021 (d’alej ,,spolocnost’ IQVIA”),

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

Protocol | ARGX-113-2306 Cislo ARGX-113-2306
Number: protokolu:
Randomizované, dvojito
A Phase 3 Randomized, zaslepené, placebom
Double-Blinded, Placebo- kontrolované multicentrické
Controlled Multicenter Trial klinické skusanie fazy 3 s
with Open Label Extension to otvorenym predlzenim na
Evaluate the Efficacy, Safety, | |, vyhodnotenie ucéinnosti,
Protocol - Nazov . AT
Title: and N Tolerability of orotokolu: bezpef:n_ostl a znaSanlivosti
' Efgartigimod PH20 ' efgartigimodu PH20
Subcutaneous  Administered subkutanne podavaného
by Prefilled Syringe in Adult naplnenou injek¢nou
Patients with Primary strickackou u  dospelych
Sjogren’s Disease pacientov s  primarnou
Sjogrenovou chorobou
th
9% of January 2024 as later . 9.1.2024 v zneni neskorSich
Protocol Amendmed, Protocol | Datum
. _ dodatkov, Dodatok
Date: Amendment date 30. of | protokolu: .
Protokolu zo dna 30.9.2024
September 2024
Sponsor: argenx BV Zadavatel: argenx BV
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33 Arch St, Boston, MA, 33 Arch St, Boston, MA,
United States Spojené staty Americké
ntr ..
\S:vﬁléret éite is . Krajina
Conductin Slovak Republic vedenia Slovenska republika
g skuSania
Study
Reumatologicka ambulancia, Reumatologicka
Location Narodny tstav reumatickych ambulancia, Narodny tustav
where  the | chorob, Miesto vedenia | reumatickych chorob
study will be | Nabrezie 1. Krasku 4, sktiSania: Nabreze I.Krasku 4,
conducted: 921 12 Piestany, Piestany,92112 Slovenska
Slovak Republic republika
10.0. C.alend.a r Day.s after Site 100 kalendarnych dni od
Initiation Visit (being the date sahaiovacei névitey
by which Site must enrol at racg)viskaj skiania (i d}e]
least one (1) subject as more prac .
e . . e 0 datum, do ktorého
Key specifically set out in section | KI'icovy racovisko  skigania  musi
Enrollment 1.7 “Key Enrollment Date” | daitum p R .
i \ . zaradit najmenej jeden (1)
Date: below) zarad’ovania: . .
subjekt, podrobnejsie
definovany v clanku 1.7
,Klucovy datum
zarad’'ovania” nizsie)
Nezavisla
EC NA eticka komisia NA

The following additional definitions shall apply V tejto zmluve platia nasledujuce dalSie
to this Agreement:

definicie:

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

Case Report Form or CREF: case report form
(paper or electronic) to be used by Site to
record all of the Protocol-required
information to be reported to Sponsor 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.
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Protokol: protokol klinického skusSania, na
ktory sa odvolava tato zmluva a ktory moze
zadavatel’ (definovany niZzSie) priebezne
menit’ a dopliiat’ dodatkami.

Pacientsky zaznamovy harok (Case Report
Form, ,,CRF”): pacientsky zaznamovy
harok (papierovy alebo elektronicky), ktory
ma pracovisko sktsania pouzivat na
zaznamenavanie  vSetkych  protokolom
pozadovanych informacii, ktoré sa maju
hlasit’ zadavatelovi o kaZzdom subjekte
skusania (definovanom nizsie).

Skusanie: klinické sktSanie, ktoré sa ma
vykonat’ podl'a tejto zmluvy a protokolu, s
cielom ziskat’ informécie o chemickej
zlucenine alebo zdravotnickej pomocke
uvedenej v protokole.
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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.

Subjekt sktsania: osoba, ktora sa zi¢astiuje
na skusani a ktorej sa bud’ podava sktSany
produkt (definovany nizsie), alebo je v
kontrolnej skupine.

Persondl skuSania: osoby zapojené do
vykonavania skuSania pod vedenim
skasajuceho.

Skusany produkt: chemicka zlucenina alebo
zdravotnicka ~ pomoécka, uvedena v
protokole, ktord sa skasa v klinickom
skasani.

Spravna klinickd prax: Harmonizovana

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

Pharmaceuticals for Human Use (ICH)
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to
time and the principles set out in the
Declaration of Helsinki as revised from time
to time.

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, Xx-rays, biopsy reports, ultrasound
photographs and other diagnostic images.

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

Personal Data: Personal Data as defined by
applicable data protection and privacy laws,
including the General Data Protection
Regulation (Regulation (EU) 2016/679)
(“GDPR”) and theAct No. 18/2018 Coll. on
Protection of Personal Data (“the Act”)
which implemented both GDPR and the
Data Protection Directive with respect to

trojstranna smernica pre spravnu klinicka
prax Medzinarodnej rady pre harmonizaciu
technickych poziadavieck na lieky na
humanne pouzitie (ICH), ktord sa mdze
pricbezne menit a dopliiat a zasady
definované v Helsinskej deklaracii, ktoré
mozu byt priebezne revidované.

Zadavatel: zadavatel’ skuSania.

Zdravotné zdznamy: primarne zdravotné
zaznamy subjektu skuSania uchovavané
zdravotnickym zariadenim pre sktiSajiceho,
najméi zapisy o lieCbe, rontgenové snimky,
spravy z biopsii, snimky z ultrazvukovych
vySetreni a  dalSich  zobrazovacich
vySetreni.

Udaje skiiSania: vietky ziznamy a spravy,
okrem zdravotnych zdznamov, zozbierané
alebo  vytvorené podla poziadaviek
skuSania alebo vypracované v spojitosti so
sktSanim, nayma spravy (napr. CRF, stthrny
udajov, predbezné spravy a zaverecna
sprava z klinického skuSania), ktorych
odovzdanie zadavatelovi je pozadované
podl’a protokolu a vSetky zaznamy tykajlce
sa evidencie a vydaja skusaného produktu.

Osobné udaje: osobné tudaje v zmysle
platnych pravnych predpisov o ochrane
udajov a sukromia vratane vSeobecného
nariadenia o ochrane udajov (nariadenie
(EU) 2016/679) (dalej len ,,GDPR®) a
zakona €. 18/2018 Z. z. o ochrane osobnych
udajov V zneni neskorsich predpisov, (d’alej
len ,,zakon*), ktorym sa implementovalo
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Law  Enforcement (Directive (EU)
2016/680)  (“the Law  Enforcement
Directive)

Government Official: ~ any officer or
employee or other person acting in an
official capacity for or on behalf 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 or
other person acting in an official capacity
for or on behalf 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. Any family members or
representatives of any of the individuals
listed above.

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).
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GDPR aj smernica o ochrane udajov v
suvislosti s presadzovanim préva (smernica
(EU) 2016/680) (dalej len ,,smernica o
presadzovani prava‘).

Statny predstavitel: kazdy funkcionar alebo
zamestnanec, alebo ind osoba konajica v
uradnom postaveni za alebo v mene vlady a
kazdého ministerstva, odboru, agentury
alebo iného organu vlady; kazdd osoba
konajiica s oficidlnymi prdvomocami v
mene vlady alebo ministerstva, odboru,
agentiry alebo iné¢ho organu vlady; kazdy
funkcionar alebo zamestnanec, alebo ina
osoba konajica v uradnom postaveni za
alebo v mene spolo¢nosti alebo podniku v

Ciastocnom  alebo  uplnom  Statnom
vlastnictve; kazdy funkcionar alebo
zamestnanec =~ medzindrodnej  verejnej

organizacie, napr. Svetovej banky alebo
Spojenych narodov; kazdy funkcionar alebo
zamestnanec politickej strany alebo osoba
konajtca s oficidlnou pravomocou v mene
politickej strany a kandidat na politicka
funkciu a kazdy lekar, lekarnik alebo iny
zdravotnicky pracovnik, ktory pracuje pre
nemocnicu, lekaren alebo iné zdravotnicke
zariadenie, ktoré vlastni alebo prevadzkuje
vladny urad, ministerstvo alebo odbor
vlady. VSetci rodinni prislusnici alebo
zastupcovia  ktorejkol'vek  z  vySSie
uvedenych osob.

Hodnotnd vec: tento pojem sa ma
interpretovatt v ¢o najSirSom zmysle a
zahffia najmi peniaze, platby alebo ich
ekvivalenty (napr. darcekové poukézky),
dary alebo bezplatny tovar, stravovanie,
zabavu alebo pohostenie, cestovanie alebo
preplatenie  vydavkov;  poskytovanie
sluzieb; zakupovanie nehnutelnosti alebo
sluzieb za umelo navySené ceny;
predpokladana zaviazanost (zadlZzenost’)
alebo odpustenie zaviazanosti (zadlZenosti);
nehmotné vyhody, napriklad zlepSenie
spoloc¢enského alebo obchodného
postavenia (napr. poskytovanie darov
dobro¢innej  organizacii  podporovanej
Statnym predstavitel'om), alebo
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RECITALS:

WHEREAS, IQVIA is providing clinical
research organisation services to Sponsor under
a separate contract between IQVIA and
Sponsor. IQVIA’s 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 at the Institution and IQVIA
requests the Site to undertake such Study.

NOW THEREFORE, the following is agreed:
1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Requlations,

poskytovanie vyhod tretim osobam so
vztahom ku Statnym predstavitel'om (napr.
blizkym pribuznym).

UVODNE VYHLASENIA:

Spolo¢nost” IQVIA poskytuje zadavatelovi
sluzby klinickej vyskumnej organizacie podla

samostatnej zmluvy medzi spolo¢nost'ou
IQVIA a zadavatelom. Medzi sluzby
poskytované  spolocnostou IQVIA  patri

monitorovanie skiSania a uzatvaranie zmlav
s pracoviskami skusania.

Zdravotnicke zariadenie a skuSajuci (dalej
spolo¢ne ako ,,pracovisko sktisania‘“) st ochotni
vykonat toto skusSanie V zdravotnickom
zariadeni a spolo¢nost’ IQVIA Ziada pracovisko
skuSania o vykonanie tohto skuSania.

Zmluvné strany sa dohodli na nasledujicom:
1. VEDENIE SKUSANIA

1.1. Dodrziavanie pravnych predpisov,

and Good Clinical Practices

Site agrees that Site and Study Staff shall
perform the Study at Institution in strict
accordance with this Agreement, the
Protocol, any and all applicable local,
national and international laws regulations
and guidelines, including in particular, but
without limitation, Regulation (EU)
536/2014 of 16 April 2014 on clinical trials
on medicinal products for human use, the
International Conference on Harmonisation
of Good Clinical Practice, (GCP), Act No.
362/2011 Coll. on Medicine and Medical
Devices (the “Act on Medicines™). 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); (ii) the Foreign Corrupt Practices Act
1977 of the United States of America
(FCPA) and (iii) any other applicable anti-
corruption legislation. Institution and
Investigator agree that they shall neither
undertake, nor cause, nor permit to be
undertaken, directly or indirectly through
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nariadeni a spravnej klinickej praxe

Pracovisko skusania sa zavizuje, ze spolu s
persondlom skuSania vykona skuSanie
V zdravotnickom zariadeni v prisnom
sulade s touto zmluvou, protokolom a
vSetkymi platnymi miestnymi, ndrodnymi a
nadnarodnymi pravnymi predpismi,
nariadeniami a smernicami, najmé v sulade
s nariadenim (EU) 536/2014 zo 16. aprila
2014 o klinickych skusaniach humannych
lieckov, Medzinarodnou konferenciou o
harmonizacii spravnej klinickej praxe
(GCP), zakonom €. 362/2011 Z. z. o liekoch
a zdravotnickych pomockach (dalej len
,Zakon o liekoch®). Pracovisko sktsania a
persondl skuSania beri na vedomie, ze
spolo¢nost’ IQVIA, zadavatel’ a vSetky ich
dcérske spolocnosti musia dodrziavat
ustanovenia (i) Protikorupéného zakona
Velkej Britanie z r. 2010 (Protikorupény
zakon); (i) Zakona o zahrani¢nych
korupénych praktikdch Spojenych Statov
americkych z r. 1977 (FCPA) a (iii)
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any third party, any activity which (i) is
illegal under any laws, rules, or (ii) would
have the effect of causing 1QVIA/Sponsor
to be in violation of the U.S. Foreign
Corrupt Practices Act 1977 of the United
States of America, the Bribery Act 2010 of
the United Kingdom (Bribery Act) or other
applicable anti-corruption laws.

In connection with the provision of the
services, Institution shall be responsible for
providing, at its sole cost and expense,
adequate Study Staff who are under the
direct supervision and instruction of
Investigator. Site may delegate duties and
responsibilities to Study Staff only to the
extent permitted by applicable law
governing the Study conduct. Institution
shall ensure that Investigator and all Study
Staff are medically qualified, have sufficient
expertise, training, and experience, and are
made aware of the obligations contained in
this Agreement and are required to comply
with such obligations and all applicable
laws. Additionally, Institution shall allow
Investigator and Study Staff to be trained by
and work under the direction and
supervision of Investigator to perform the
tasks required by the Protocol. Institution is
and shall remain liable for the acts and
omissions of the Study Staff.

Site represents that it does not and will not,
at any time during the Term (as defined in
Section 15) of this Agreement, participate in
any other study which, by its nature or its
terms, will prevent them from fulfilling any
of the obligations hereunder.

In the event of a conflict between the
Protocol and this Agreement, the terms of
the Protocol will govern for all clinical and
medical matters, patient safety, patient
rights, Study Data integrity and quality and
record retention periods, and the terms of
the Agreement will govern all other matters.

vsetkych d’alsich platnych protikorupénych
pravnych predpisov.

Zdravotnicke zariadenie a skuSajuci Sa
zavizuju, ze  nebudid  vykonavat,
spdsobovat’ ani umoznovat vykonévanie,
priamo alebo nepriamo prostrednictvom
tretej strany, ziadne Cinnosti, ktoré (i) st
nezakonné podla akychkol'vek zakonov,
pravidiel alebo (ii) by mali za nasledok
porusenie zakona USA o =zahrani¢nych
korupénych praktikdch z roku 1977 (U.S.
Foreign Corrupt Practices Act 1977)
Spojenych Statov americkych,
protikorupéného zakona Velkej britanie z
roku 2010 (Bribery Act) alebo inych
platnych protikorupénych zdkonov z0
strany spoloc¢nosti IQVIA/zadavatela.

V sutvislosti s poskytovanim sluzieb je
zdravotnicke zariadenie zodpovedné za
zabezpeCenie  primeraného  personalu
skusania, ktory je pod priamym dohl'adom a
vedenim skuSajiceho, a to na vlastné
naklady.

Pracovisko sktSania modze delegovat
povinnosti a zodpovednosti na personal
skasania len v rozsahu povolenom platnymi
pravnymi predpismi upravujucimi
vykondvanie  skuSania.  Zdravotnicke
zariadenie zabezpeci, aby boli skusajtci a
vSetok persondl skuSania  medicinsky
kvalifikovani, mali dostatocné odborné
znalosti, Skolenia a skusenosti, boli
obozndmeni s povinnostami obsiahnutymi
v tejto zmluve a boli povinni dodrziavat
tieto povinnosti a vSetky platné zdkony.
Zdravotnicke zariadenie okrem toho
umozni, aby boli sktSajuci a personal
skusania vyskoleni sktsajucim a pracovali
pod jeho vedenim a dohladom pri
vykonévani uloh vyzadovanych
protokolom. Zdravotnicke zariadenie je a
zostava zodpovedné za konanie a
opomenutie personalu sktsania.

Pracovisko skuSania vyhlasuje, Ze sa
nezucastiiuje a nikdy pocas doby platnosti
(ako je definovana v c¢lanku 15) tejto
zmluvy sa nebude zc¢astinovat’ na ziadnom
inom skusani, ktoré by mu svojou povahou
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1.2. Informed Consent Form

Site agrees to use an informed consent form
(“ICF”) that has been approved by Sponsor
and is in accordance with applicable
regulations and the requirements of the
Ethics Committee (“EC”) that is responsible
for reviewing the Study. Site shall obtain the
prior written informed consent of each
Study Subject or if relevant, their legal

representatives.

1.3. Medical Records and Study Data

1.3.1. Collection, Storage and

Destruction: Site shall ensure

prompt, complete, and accurate
collection, recording and classification
of the Medical Records and Study Data.

Site shall:

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

and

ii. protect the Medical Records and
Study Data from unauthorized use,
access, duplication, and disclosure.
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
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alebo podmienkami branilo v plneni
akychkol'vek  povinnosti podla tejto
zmluvy.

V pripade rozporu medzi protokolom a
touto zmluvou sa na vsetky klinické a
lekarske zalezitosti, bezpecnost’ pacienta,
prava pacienta, integritu a kvalitu udajov
sktiSania a lehoty uchovavania zaznamov
vzt'ahuji podmienky protokolu a na vsetky
ostatné zalezitosti sa vztahuju podmienky
zmluvy.

1.2. Informovany suhlas

Pracovisko skuSania sa zavdzuje pouzit
dokument informovaného sthlasu (,,ICF*),
ktory bol schvaleny zadavatelom a splia
vSetky platné nariadenia a poziadavky
etickej komisie (,,EK*), ktorda je
zodpovedna za posudenie  skuSania.
Pracovisko skaSania najprv ziska od
kazdého subjektu skusania alebo v pripade
potreby od ich zdkonnych zastupcov
pisomny informovany sthlas.

1.3. Zdravotné zdznamy a udaje skuSania
1.3.1. Zber, uchovéavanie a likvidécia:
Pracovisko skusania zabezpeci
urychleny, kompletny apresny zber,
zaznamenavanie a triedenie zdravotnych
zaznamov a udajov skusania.
Povinnost'ou pracoviska skusania je:

i. viest a uchovavat zdravotné
zaznamy a  udaje  skuSania
zabezpecenym spdsobom, s fyzicky
a elektronicky obmedzenym
pristupom (podl'a potreby), s
pouzitim mechanizmov na ochranu
zivotného prostredia vhodnych pre
dany druh udajov a v sulade
S pravnymi predpismi, nariadeniami
anormami platnymi v tomto
priemyselnom odvetvi;

ii.  chranit’ zdravotné zaznamy a tdaje
skaSania  pred  neopravnenym
pristupom, pouzitim, kopirovanim a
odovzdavanim. Ak to zadavatel
alebo spolo¢nost IQVIA budu
pozadovat, pracovisko skuSania
zaSle udaje skaSania s pouZitim
elektronického systéemu
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accordance with

Study  Staff maintain

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

iii.  take measures to prevent accidental
or premature destruction or damage
of these documents, for as long as
required by applicable laws and

regulations. Institution shall

destroy or permit the destruction of
any Medical Records or Study Data
without prior written Sponsor’s
approval, and Institution shall
continue to store Medical Records
and Study Data, at the Sponsor’s
reasonable expense, for at least
twenty five (25) years from
completion or early termination of
the Study or any other period that the
Sponsor may request in writing after
retention is no longer required by

any applicable law or regulation.

If the Investigator leaves the Institution,
then responsibility for maintaining Medical
Records and Study Data shall be determined
in accordance with applicable regulations
but Institution will not in any case be
relieved of its obligations under this
Agreement for maintaining the Medical

Records and Study Data.
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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

poskytnutého zadavatel'om,
spolo¢nostou IQVIA alebo ich
poverenym zastupcom a dodrzi pri
tom pokyny zadavatela pre
vkladanie  (zapis) tudajov  do
elektronického systému. Pracovisko
skiSania zabrani neopravnenému
pristupu k udajom skusania tak, ze
bude zachovavat’ fyzicka
bezpecnost’ elektronického systému
a zabezpeci, aby personal skuSania
uchovaval svoje pristupové hesla v
tajnosti. SkuSajiici sa zavézuje
zhromazdit’ vSetky udaje skusania v
zdravotnych zaznamoch pred ich
zapisanim do CRF. Pracovisko
skuSania  zabezpe¢i  urychlené
odosielanie CRF;

iii.  podniknut opatrenia proti
nahodnému alebo pred¢asnému
zni¢eniu alebo poskodeniu tychto
dokumentov na taku dlhu dobu, aka
pozaduju platné¢ pravne predpisy.
Zdravotnicke zariadenie nesmie
zlikvidovat” ani povolit' likvidaciu
ziadnych zdravotnych zdznamov ani

udajov skasania bez
predchadzajiceho pisomneho
schvalenia zadavatela,

a zdravotnicke  zariadenie  bude
zdravotné zaznamy a udaje skuSania
d’alej wuchovdvat na primerané
naklady zadavatel'a najmenej
dvadsat’pat’ (25) rokov od ukoncenia
alebo  predCasného  ukoncenia
skuS§ania alebo aktukol'vek int dobu,
aki  bude zadavatel pisomne
pozadovat  potom, ¢o ich
uchovavanie uz nebude pozadované
platnymi pravnymi predpismi.

Ak skusajuci zo zdravotnickeho zariadenia
odide, zodpovednost za uchovévanie
zdravotnych zdznamov a tidajov skuSania sa
ur¢i v sulade s platnymi pravnymi
predpismi, v ziadnom pripade to vSak
zdravotnicke zariadenie nezbavuje jeho
povinnosti uchovavat’ zdravotné zaznamy a
udaje skuSania podl'a tejto zmluvy.
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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
Study Data.

1.3.3. Access, Monitoring, Audits 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. During the Term of this
Agreement and for 1 (one) year
thereafter,Site shall afford Sponsor and
IQVIA and their representatives and
designees, as well as authorized
representatives of the competent
governemental or regulatory authorities,
including the State Institute for Drug
Control (SIDC) timely and reasonable
access to Site’s facilities and to Medical
Records and Study Data so as to permit
Sponsor and IQVIA and their
representatives and designees (i) to
monitor the conduct of the Study, (ii)
examine and copy all eCRFs and Study
Data, (iii) examine and inspect the
facilities and other activities relating to
the Study or the EC and (iv) to verify
whether the Study is conducted in
accordance with the Agreement, the
Protocol, GCP and the relevant laws,
regulations and regulatory guidelines.

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 and representatives of

1.3.2. Vlastnictvo. Vlastnikom
zdravotnych zdznamov zostava
zdravotnicke zariadenie. Zdravotnicke
zariadenie a skuSajuci tymto postupuju
zadédvatelovi vSetky svoje prava, naroky
apodiely, vratane vSetkych prav
dusevného vlastnictva, vo vSetkych
dévernych informaciach (definovanych
nizsie) a vSetkych udajoch skusania.

1.3.3.Pristup, monitorovanie, audity a
inSpekcia. Pracovisko skusania poskytne
origindly alebo kopie (od pripadu k
pripadu) vSetkych udajov skuSania
spolo¢nosti IQVIA a zadavatel'ovi naich
pouzitie zadavatelom. Pocas trvania
tejto zmluvy al (jeden) rok po jej
skonceni poskytne pracovisko skusania
zadavatelovi, spolo¢nosti IQVIA a ich
zastupcom  a predstavitelom, ako gj
poverenym predstavitelom prislusnych
vladnych alebo kontrolnych tradov
vratane Statneho tGstavu pre kontrolu
lieciv (SUKL) v&asny a primerany
pristup do priestorov  pracoviska
skuSania a k zdravotnym zdznamom
audajom skuSania, aby umoZznilo
zadavatel'ovi, spolocnosti IQVIA a ich
zastupcom a predstavitelom (i)
vykonavat’ monitorovanie skusSania, (ii)
preskimat’ a kopirovat’" vSetky eCRF
audaje sktSania, (i11) preskumat’
a vykonat’ inSpekciu zariadeni a inych
¢innosti suvisiacich so skuSanim alebo
EK a (iv) overit,, ¢i sa skiSanie vykondva
v sulade s touto zmluvou, protokolom,
GCP a prislusnymi zakonmi, predpismi
a usmerneniami kontrolnych tiradov.

Pracovisko skusania poskytne
kontrolnym uUradom primerany pristup
do priestorov pracoviska sktsania a k
zdravotnym zaznamom a Udajom
skiSania a umozni im robit’ si z nich
kopie.

Pracovisko skusania sa zavizuje
spolupracovat’ SO zastupcami
spolocnosti  IQVIA azadavatela a
zabezpe¢i, aby ich zamestnanci,
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the Site do not harass, or otherwise create
a hostile working environment for such
representatives. The Site will promptly
resolve any discrepancies that are
identified between the Study Records
and the Medical Records.

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 in person. The Site will make
reasonable efforts to separate, and not
disclose, all Confidential Information
that is not required to be disclosed during
such inspections.

1.3.4. License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in
section 3 “Confidentiality”, for internal,
non-commercial research and for
educational purposes, and (ii) for
preparation  of  publications in
accordance with Section 5 “Publication
Rights”.

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

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. In particular, but
without limitation, it is the Investigator’s
duty to review and understand the

zastupcovia a predstavitelia pracoviska
skiSania neruSili ani inak pre nich

nevytvarali  nepriaznivé  pracovné
prostredie. Pracovisko skuSania
bezodkladne wvyrieSi vSetky zistené
nezrovnalosti medzi zdznamami

skuSania a zdravotnymi zdznamami.

Pracovisko skusania bude spolo¢nost’
IQVIA okamzite informovat’ o vsetkych
poziadavkach, koreSpondencii a
komunikacii tykajicej sa skuSania (a
poskytne z nich spolo¢nosti IQVIA
kopie) so vSetkymi Statnymi alebo
kontrolnymi  Uradmi, najmd 0
poziadavkach na inSpekciu priestorov
pracoviska  skaSania, a  umozni
zastupcom spolocnosti IQVIA
a zadavatela, aby sa na takychto
in$pekciach zGcCastnili osobne.
Pracovisko skuSania vynalozi primerané
usilie na to, aby oddelilo a neodovzdalo
ziadne také doverné informacie, ktorych
odovzdanie pocas tychto inSpekcii nie je
pozadované.

1.3.4. Licencia. Zadavatel’ tymto udel'uje

zdravotnickemu  zariadeniu  trvalu,
nevyhradnti, neprenosnu, vyplatenu
licenciu, bez prava  udelovat

sublicencie, na pouZitie udajov skusania
(1) pod podmienkou splnenia povinnosti
uvedenych v ¢lanku 3 ,,Dévernost™, na
interny, nekomerény vyskum a na
vzdelavacie Ucely a (i) na pripravu
publikacii v sulade s ¢lankom 5 ,Prava
na publikovanie”.

1.3.5. Pretrvanie. Platnost’ tohto ¢lanku
1.3 ,Zdravotné¢ zaznamy a udaje
skuSania“ pretrvd vypovedanie alebo
vyprSanie tejto zmluvy.

1.4. Povinnosti skusajuceho

Skusajuci zodpoveda za vedenie skiSania v
zdravotnickom zariadeni aza dozor nad
kazdou osobou alebo stranou, ktoru
skusajuci poveri povinnostami a funkciami
suvisiacimi so skisanim. To zahfiia najma
povinnost” skuSajuceho precitat si a
porozumiet’ informaciam uvedenym v
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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 shall maintain oversight of
any individuals or entities performing any
portion of the Study-related services on the
Site’s behalf to ensure that they act, in
accordance and compliance with any and all
applicable laws and regulations, including
but not limited to GCP, and where
appropriate, Investigator shall document the
roles and responsibilities where different
individuals/entities are involved in the
conduct of the Study. 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.

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. If Institution and

prirucke pre skusajuceho alebo v navode na
pouzitie zdravotnicke;j pomdcky,
zabezpetit, aby informovany sthlas spinal
vSetky poziadavky, zabezpecit' ziskanie
vSetkych pozadovanych posudkov
aschvaleni od prislusnych kontrolnych
uradov a nezavislych etickych komisii a
skontrolovat’ vSetky CRF, aby =zaistil ich
spravnost’ a uplnost’.

Skusajici vykonava dohlad nad vsetkymi
jednotlivcami  alebo  subjektmi, ktoré
vykonavaju  akukol'vek cast'  sluzieb
stivisiacich so skuSanim v mene pracoviska
sktiSania, aby sa zabezpecilo, Ze konaju v
sulade so vSetkymi platnymi pravnymi
predpismi, okrem iné¢ho aj s GCP, a v
pripade potreby skusajuci zdokumentuje
ulohy a zodpovednosti, ak sa na vykonéavani
skuasania podielaju rdzne osoby/subjekty.
Ak si skuSajaci a zdravotnicke zariadenie
zaobstaraji na plnenie povinnosti a funkcii
stivisiacich so skusanim sluzby nejakej inej
osoby alebo strany, musia skusajuci a
zdravotnicke zariadenie zabezpecit, aby
tato osoba alebo strana mala kvalifikaciu na
plnenie takychto povinnosti a funkcii
suvisiacich so skisanim, a zaviest’ postupy,
ktorymi zaistia integritu vykonavanych
povinnosti a funkcii stvisiacich  so
skuSanim a vSetkych vytvorenych tdajov.

Skusajtci sa zavizuje poskytnat’ pisomneé
vyhlasenie, v ktorom odhali svoje pripadné
ekonomické alebo iné zaujmy v suvislosti
so sktiSanim alebo skuSanym produktom.

Skusajaci sa zavdzuje poskytnut’ pisomné
vyhlasenie, v ktorom odhali svoje pripadné
oznamovacie povinnosti voci
zdravotnickemu zariadeniu v suvislosti so
skuSanim alebo skisanym produktom.

Pracovisko skuSania sa zavdzuje Vv
dostato¢nom predstihu pisomne informovat’
zadavatel'a a spolo¢nost’ IQVIA, ak bude
skasajaci zo zdravotnickeho zariadenia
odchadzat’, alebo ak z inych doévodov uz
nebude schopny vykonédvat' skuSanie.
Vymenovanie nového skuSajuceho musi
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Sponsor are unable to agree on a mutually
acceptable replacement principal
investigator, the Agreement can be
terminated by IQVIA in accordance with
Section 16.2.

1.5. Adverse Events

The Site shall promptly report adverse
events and serious adverse events as
directed in the Protocol and by applicable
laws and regulations and shall in any case
report such events to the Sponsor/IQVIA no
later than twenty-four (24) hours after the
Site received knowledge of such. The Site
shall cooperate with Sponsor in its efforts to
follow-up on any adverse events. The Site
shall comply with its EC reporting
obligations.

Sponsor will promptly report to the Site, the
Site’s EC, and IQVIA, 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 EC approval to
continue the Study.

1.6. Use and Return of Investigational

vopred schvélit zadavatel' a spolocnost’
IQVIA. Ak sa zdravotnicke =zariadenie

a zadavatel nedokdazu  dohodnit’ na
vzajomne prijatelnom nahradnom
zodpovednom  skuSajucom, spolo¢nost’

IQVIA moze vypovedat zmluvu v stlade s
¢lankom 16.2.

1.5. Neziaduce udalosti

Pracovisko skusania bude bezodkladne
hlasit neziaduce udalosti a zivazné
neziaduce udalosti podla poziadaviek
protokolu a platnych pravnych predpisov a
v kazdom pripade nahlési takéto udalosti
zadavatel'ovi/spolo¢nosti IQVIA najneskor
do dvadsiatich Styroch (24) hodin po tom,
¢o sa o nich dozvedelo. Pracovisko sktsania
bude so zadavatel'om spolupracovat’ v jeho
usili dalej sledovat’ priebeh vSetkych
neziaducich udalosti. Pracovisko skusania
dodrzi svoju oznamovaciu povinnost’ voci
etickej komisii.

Zadavatel’ bude pracovisko skusania, eticka
komisiu pracoviska skusania a spolo¢nost’
IQVIA urychlene informovat o kazdom
zisteni, ktoré by mohlo mat dopad na
bezpecnost’ tcastnikov alebo na ich ochotu
pokrac¢ovat’ v casti na skasani, ovplyvnit
priebeh sktSania alebo zmenit suhlas
etickej komisie pracoviska skusSania s
pokra¢ovanim skuSania.

1.6. Pouzitie a vratenie skuSaného produktu

Product and Equipment

Sponsor or a duly authorized agent of
Sponsor, 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 as specified in the Protocol for the
purpose of properly completing the Study
and shall maintain the Investigational
Product as specified by Sponsor and
according to applicable laws and

a vybavenia
Zadavatel’ alebo jeho riadne splnomocneny

zastupca dodéd zdravotnickemu zariadeniu
alebo skuSajucemu dostatocné mnoZstvo
skusaného produktu v sulade s protokolom.

Pracovisko sktsania pouzije skuSany
produkt a vSetky referencné produkty
(komparatory), poskytnuté v stvislosti so
sktSanim, vyhradne tak, ako je uvedené v
protokole na ucely riadneho dokoncenia
sktiSania a za kazdych okolnosti bude
skasany produkt skladovat’ podl'a pokynov
zadavatela a podla platnych pravnych
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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 reasonable expense.

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

Sponsor or IQVIA may provide, or arrange
for a vendor to provide, certain equipment
for use by Institution during the conduct of
the Study (“Equipment”). During the term
of this Agreement, Site may use Equipment
only for purposes of this Study and in
accordance with the Protocol.

Until the termination of this Agreement, this
Equipment remains the property of the
respective vendors that have provided the
Equipment to Sponsor or IQVIA and must
be returned either within a reasonable period
of time upon request by Sponsor or IQVIA,
not to exceed thirty (30) business days, or
immediately upon termination of this
Agreement. Site agrees to return the
Equipment in the manner directed by
Sponsor or IQVIA in substantially the same
condition as when received by Institution
and/or Investigator. Institution agrees to be
financially responsible to cover
Equipment’s maintenance any loss or
destruction to Equipment while in Site’s
care, which exceeds ordinary wear and tear
and/or lacks a reasonable causal relationship
to proper performance of the Study. Site
further agrees that unless otherwise
authorized in writing by the Sponsor or
IQVIA, Site will not alter the Equipment in
any way, Equipment. be used in accordance
with any manuals or instructions while in
possession of the Site ansd it will be clearly

predpisov,  vratane  skladovania v
uzamknutych a zabezpecenych priestoroch.

Po dokonceni alebo zastaveni skusania
pracovisko skuSania podl'a rozhodnutia
zadavatel'a a vyhradne na zadavatelove
primerané nédklady vrati alebo zlikviduje
skaSany produkt, referencné produkty,
materidly a vSetky doverné informacie
(definované nizsie).

Zdravotnicke zariadenie a skusajici dodrzia
vSetky pravne predpisy, ktorymi sa riadi
likvidacia skuSaného produktu a vSetky
pokyny spolo¢nosti IQVIA, ktoré nie su v
nesulade s takymito pravnymi predpismi.

Zadavatel’ alebo spolo¢nost’ IQVIA mozu
poskytnut’ alebo zabezpecit', aby dodavatel
poskytol urcité vybavenie, ktoré bude
zdravotnicke zariadenie pouzivat pocas
vykondvania skuSania (,,vybavenie*). Pocas
platnosti tejto zmluvy moze pracovisko
skasania pouzivat’ vybavenie len na ucely
tohto skusania a v stilade s protokolom.

Az do ukoncenia tejto zmluvy zostdva toto
vybavenie majetkom prislusnych
dodavatel'ov, ktori ho poskytli zadavatel'ovi
alebo spolocnosti IQVIA, a musi byt
vratené bud’ v primeranej lehote na ziadost’
zadavatel’a alebo spolo¢nosti IQVIA, ktora
nesmie presiahnut’ tridsat’ (30) pracovnych
dni, alebo okamzite po ukonceni tejto
zmluvy. Pracovisko skuSania sa zavizuje
vratit vybavenie sposobom, ktory urci
zadavatel' alebo spoloCnost IQVIA, v
podstate v rovnakom stave, v akom ho
zdravotnicke zariadenie a/alebo skusajuci
dostali. Zdravotnicke zariadenie sthlasi s
tym, Ze bude finan¢ne zodpovedné za
pokrytie udrzby vybavenia v pripade
akejkol'vek straty alebo zni¢enia vybavenia
pocas doby, ked je v starostlivosti
pracoviska skusania, ktoré presahuje bezné
opotrebenie  a/alebo nemd primerant
pri¢innu suvislost’ s riadnym vykonavanim
skuSania. Pracovisko sktsania d’alej suhlasi
s tym, Ze pokial’ zadavatel alebo spolo¢nost’
IQVIA pisomne nepovoli inak, pracovisko
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identified as the sole property of the
Sponsor/IQVIA or vendor. Institution must
not install any components or software, if
applicable, without express approval of the
Sponsor or IQVIA. Any software provided
to Site may not be duplicated. Neither
Sponsor nor IQVIA has any liability for
damages of any sort, including personal
injury or property damage, resulting from
the use of Equipment except to the extent
that such damages were caused by the
negligence or willful misconduct of Sponsor
or IQVIA, as applicable.

After completion of Study or at an earlier
time specified by Sponsor or IQVIA, Site
will arrange for return of Equipment, at
Sponsor’s or IQVIA’s reasonable expense,
to Sponsor, IQVIA or a location designated
by Sponsor or IQVIA. In case the
Investigator and Institution are participating
in another study from the Sponsor where the
same Equipment is required, the Equipment
shall be returned at the end of that study,
unless otherwise instructed IQVIA or
Sponsor. Alternatively, the Institution may
retain the Equipment, if purchased by the
Institution at a mutually agreed amount
equal to the depreciated value of the
Equipment at the end of the Study upon
prior written Sponsor or IQVIA approval.

. 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 1QVIA or Sponsor
with respect to such facility improvements.

skaSania  nebude  vybavenie  nijako
upravovat,  pouzivat v  sulade s
akymikol'vek priruckami alebo pokynmi,
kym je v drzbe pracoviska skuSania, a bude
jasne oznacené ako vyhradny majetok
zadavatel'a/spolocnosti  IQVIA  alebo
dodéavatela.  Zdravotnicke  zariadenie
nesmie instalovat’ ziadne komponenty ani
pripadny softvér bez vyslovného suhlasu
zadavatela alebo spolocnosti IQVIA.
Akykol'vek softvér poskytnuty pracovisku
sktiSania sa nesmie duplikovat. Zadavatel’
ani spolo¢nost IQVIA nenesti ziadnu
zodpovednost’ za Skody akéhokol'vek

druhu, vratane zranenia o0sOb alebo
poskodenia  majetku, vyplyvajlice z
pouzivania  vybavenia, s  vynimkou

pripadov, ked’ boli takéto skody sposobené
nedbalost’ou alebo imyselnym nespravnym
konanim zadavatela, pripadne spolo¢nosti
IQVIA. Po ukonceni skuSania alebo v
skorSom cCase uréenom zadavatel'om alebo
spolo¢nostou IQVIA zabezpeci pracovisko
skaSania vratenie vybavenia na primerané
naklady zadavatela alebo spolocnosti
IQVIA zadavatel'ovi, spolo¢nosti IQVIA
alebo na miesto urcené zadavatel'om alebo
spolo¢nostou IQVIA. V pripade, Ze sa
sktSajuci a zdravotnicke zariadenie
zucCastiuji na inom skusani od zadavatel’a,
kde sa vyzaduje to isté vybavenie,
vybavenie sa vrati na konci tohto skuSania,
pokial’ spolo¢nost’ IQVIA alebo zadavatel
neur¢i inak. Pripadne si zdravotnicke
zariadenie moze ponechat’ vybavenie, ak ho
zakupilo za vzajomne dohodnuti sumu

rovnajicu sa amortizovanej hodnote
vybavenia na konci skuSania po
predchadzajicom  pisomnom  suhlase

zadavatel'a alebo spolo¢nosti IQVIA.

Ak zadavatel' alebo spolocnost’ IQVIA
poskytnu v suvislosti so skuSanim nejaké
upravy priestorov skuSania, uzatvori
pracovisko  skuSania  sO spolo¢nostou
IQVIA alebo zadavatelom samostatnu
zmluvu, tykajicu sa takychto vylepSeni
priestorov pracoviska skusania.
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1.7. Key Enrollment Date

The Site understands and agrees that if
Investigator has not enrolled at least one (1)
Study Subject by the Key Enroliment Date
then IQVIA may terminate this Agreement
in accordance with Section 16 “Term &
Termination” Sponsor/IQVIA has the right
to limit enrollment at any time.

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 shall assist IQVIA and/or Sponsor in
resolving all queries, discrepancies, errors or
missing information in CRFs. The Site
understands  that  failure to  resolve
discrepancies, errors or missing information in
CRF’s may result in payment being withheld
until resolution.

3. CONFIDENTIALITY

3.1. Definition

"Confidential Information” means the
confidential and proprietary information of
Sponsor including, but not limited to (i) all
information disclosed by or on behalf of
Sponsor to Institution, Investigator or other
Institution personnel, including without
limitation, the Investigational Product,
technical information relating to the
Investigational Product, all Pre-Existing
Intellectual Property (as defined in Section
4) of Sponsor, and the Protocol; and (ii)
Study enrollment information, information
pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the
regulatory status of the Investigational
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1.7. KI'ic¢ovy datum zarad’ovania

Pracovisko skuSania berie na vedomie a
suhlasi, ze ak skuasajuci do klucového
datumu zarad’ovania nezaradi do skusSania
aspon jeden (1) subjekt, spolo¢nost’ IQVIA
moze tuto zmluvu vypovedat’ podla clanku

16 ,Doba platnosti a vypovedanie”.
Zadavatel’ a spolocnost’ IQVIA maju pravo
kedykol'vek obmedzit’ zarad’ovanie
pacientov.

2. PLATBY

Ako protiplnenie za riadne vykonanie sktiSania
pracoviskom skusania v stilade s podmienkami
tejto zmluvy sa budu poukazovat’ platby podla
ustanoveni uvedenych v Prilohe A, pricom
posledna platba sa poukdze potom, Co
pracovisko skuSania splni  vSetky svoje
povinnosti podla tejto zmluvy a spolo¢nost’
IQVIA dostane vsetky riadne vyplnené CRF, a
ak to bude pozadovat, aj vSetky ostatné doverné
informéacie (definované nizsie).

Pracovisko skusania pomaha spolocnosti
IQVIA a/alebo zadéavatelovi pri rieSeni
vSetkych ot4dzok, nezrovnalosti, chyb alebo
chybajtcich informécii v CRF. Pracovisko
skiSania si je vedomé, Ze nevyrieSenie
nezrovnalosti, chyb alebo  chybajtucich
informéacii v. CRF moéZe mat za nasledok
zadrzanie platby az do ich vyrieSenia.

3. DOVERNE INFORMACIE
3.1. Definicia
,Doverné informacie* znamenaju doverné a
vlastnickymi pravami chranené informacie
zadavatel’a, a to najma (i) vSetky informacie

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

zdravotnickeho zariadenia, najmi skiSany
produkt, technické informécie tykajice sa
skaSaného  produktu, vSetko dovtedy
existujuce duSevné vlastnictvo zadavatela
(definované v c¢lanku 4) a protokol; a (ii)
informacie o zaradovani do skusSania,
informacie o stave sku$ania, komunikaciu S
kontrolnymi uradmi, informacie o stave
registracie skuSaného produktu, udaje
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Product, and Study Data and Inventions (as
defined in Section 4).

Confidential Information shall not include
information that:

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

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

iii.  can be shown by documentation to
have been independently developed
by Institution or any of its personnel
without the use or or reliance on or
benefit of Confidential Information;
or

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

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

Q) 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:

(1) limit  dissemination  of
Confidential Information to
only those Study Staff
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skuSania a vynalezy (definované v ¢lanku
4).
Doverné informdacie nezahtiiajii informacie,
ktoré:

i.ako mozno preukazat’ dokumentaciou, sa

stali verejne zndmymi pred odovzdanim
zadavatel'om alebo po fiom, inak, nez

protipravnym konanim alebo
zanedbanim pripisatelnym
zdravotnickemu zariadeniu alebo jeho
personalu;

ii.ako mozno preukdzat' dokumentaciou,
boli zdkonne V drzbe zdravotnickeho
zariadenia jeho personalu pred ich
odovzdanim zadavatelom z inych
zdrojov, ktoré nemali voci zaddvatel'ovi
povinnost’ zachovania ich utajenia;

iii.ako mozno preukazat’" dokumentaciou,
nezavisle vytvorilo zdravotnicke
zariadenie alebo jeho personal bez toho,
aby pouzivali alebo sa spoliehali na
doverné informdcie alebo z nich mali
prospech; alebo

ivje povolené odovzdavat na zaklade
pisomného povolenia zadavatela.

3.2. Povinnosti
Pracovisko sktisania ajeho personal,
vratane personalu skuSania nesmu:

(i) pouzivat doverné informacie na iné
ucely, nez je vykonanie sktSania
alebo

(ii) odovzdavat doverné informacie
akejkol'vek 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
odovzdéavajucej zmluvnej strany.

Aby chranilo doverné informdcie, zaviazuje
sa pracovisko skusania:

(i) obmedzit’ Sirenie dévernych
informacii len na ten
personal skuSania, ktory ich
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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
(iif)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 by law or order compelling
disclosure of any Confidential Information,
recipient shall provide Sponsor with prompt
written notice so that Sponsor may seek a
protective order or other appropriate
remedy. In the event that such protective
order or other remedy is not obtained, the
notice recipient shall furnish only that
portion of the Confidential Information
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 other than Study
Data.

3.5. Survival

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

potrebuje poznat’ na ucely
vykonania skuSania;

(i) informovat’ vSetok personal
skuSania, ktory dostane
doverné informacie,
0 dovernej povahe tychto
informdcii a

(iii)pouzit’ primerané opatrenia
na  ochranu  dovernych
informécii pred odhalenim.

Ni¢ z toho, o je uvedené v tomto odseku,
neobmedzuje pravo zdravotnickeho
zariadenia odovzdavat udaje sktSania
sposobom, povolenym podla clanku 5
,Prava na publikovanie®.

3.3. Vynutené odovzdanie

V pripade, ze zdravotnicke zariadenie alebo
skusajuci dostane na zaklade zakona alebo
prikazu vyrozumenie, ktory Si ntti zverejnit’
akékol'vek dovernej informacie, prijemca
vyrozumenia bude o tom zadavatela
okamzite pisomne informovat, aby mohol
zadavatel poziadat o ochranny stdny
prikaz alebo iny vhodny opravny
prostriedok. V pripade, Ze sa takyto
ochranny sudny prikaz alebo iny vhodny
opravny prostriedok ziskat nepodari, musi
prijemca vyrozumenia poskytnut’ len ti ¢ast’
dovernych informacii, ktorej odovzdanie je
pozadované podla pravnych predpisov, a
musi pozadovat, aby sa s tymito
informédciami  zaobchadzalo ako s
dovernymi.

3.4. Vratenie alebo likvidacia

Po vypovedani tejto zmluvy alebo po
skorSej pisomnej poZiadavke zadavatela
pracovisko sktsania podla rozhodnutia
zadavatela  vrati zadavatelovi alebo
zlikviduje vSetky doverné informaécie,
okrem udajov skusania.

3.5. Pretrvanie

Platnost tohto c¢lanku 3 ,,Doverné
informacie” pretrva desat’ (10) rokov po
vypovedani alebo vyprSani tejto zmluvy.
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4. INTELLECTUAL PROPERTY

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

The Investigational Product is and remains
the property of Sponsor. Sponsor grants
Site no express or implied intellectual
property rights in the Investigational
Product or in any methods of making or
using the Investigational Product. All
documents, materials and Confidential
Information provided by Sponsor or by
IQVIA on Sponsor’s behalf to the
Institution or Investigator pursuant to this
Agreement are and shall remain the
Sponsor’s sole property. Sponsor shall not
transfer to the Institution or Investigator by
operation of this Agreement any patent
right, copyright or other proprietary right of
Sponsor.

4.2 Results

All  materials, including documents,
devices, data, programs, Study Data and
suggestions of any kind as well as all rights
to the data obtained or generated during the
conduct and as part of the Study become
and remain the property of Sponsor
(“Results”). Institution and Investigator
hereby agree to assign and assign all of their
rights, title and interest in the Results to
Sponsor. Institution and Investigator ensure
that all rights, title and interest of the sub-
investigators and any other Study Staff in

4. DUSEVNE VLASTNICTVO

4.1. Existujiice dusevné vlastnictvo
Vlastnictvo vynalezov, objavov, autorskych
diel a dalSiecho vyvoja existujiceho k
datumu Uc¢innosti zmluvy a vSetkych
patentov, autorskych prav, prav na
obchodné tajomstva a dalSich prav
dusevného vlastnictva v nich obsiahnutych
(spolocne ako ,existujuce duSevné
vlastnictvo”) nie je ovplyvnené touto
zmluvou azmluvna strana ani zadavatel’
nebudi mat" ziadny narok ani pravo na
existujice  dusevné  vlastnictvo  inej
zmluvnej strany, okrem pripadov vyslovne
uvedenych v inych pisomnych zmluvach
medzi nimi.

Skusany produkt je a zostava majetkom
zadavatela. Zadavatel neposkytuje
pracovisku sktsania ziadne vyslovné ani
predpokladané prava dusevného vlastnictva
na skuSany produkt alebo na akékol'vek
metody vyroby alebo pouzivania skiiSaného
produktu. Vsetky dokumenty, materialy a
doverné informécie poskytnuté
zadavatel'om alebo spolo¢nost'ou IQVIA v
mene zadavatel'a zdravotnickemu
zariadeniu alebo skusajucemu podla tejto
zmluvy su a zostavaju  vyluénym
vlastnictvom zadavatela. Zadavatel
neprevedie na zdravotnicke zariadenie
alebo sktisajuceho na zaklade tejto zmluvy
Ziadne patentové pravo, autorské pravo
alebo iné vlastnicke pravo zadavatela.

4.2 Vysledky

VSetky materidly vratane dokumentov,
pomdcok, udajov, programov, udajov
skusania a navrhov akéhokol'vek druhu, ako
aj vSetky prava k udajom ziskanym alebo
vytvorenym pocas vykondvania a v ramci
sktiSania sa stavaju a zostavaji majetkom
zadavatela (,,vysledky*). Zdravotnicke
zariadenie a skuSajici tymto suhlasia s
postupenim a postupuju vsetky svoje prava,
vlastnicke prava a zaujmy k vysledkom na
zadavatela. Zdravotnicke zariadenie a
skuSajuci zabezpecia, ze vSetky prava,
vlastnicke prava a zaujmy spoluskusajucich
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the Results shall be equally assigned to

Sponsor.

4.3 Inventions

For purposes hereof, the term “Inventions”
means all inventions, discoveries and
developments (whether patentable or not),
innovations, suggestions, processes, ideas
and report conceived, made, first reduced to

practice or otherwise discovered
developed by

shall own all Inventions.

4.4 Assignment of Inventions

Site shall, and shall cause its personnel to,
disclose all Inventions promptly and fully to
Sponsor in writing, and Institution, shall
assign and shall cause to assign all of their
rights, title and interest in any such
Invention to Sponsor, 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. Such assignement shall be free of any
obligation or consideration other than
provided for in this Agreement. Site shall at
the request of Sponsor promptly 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 “Results and

Slovakia Clinical Trial Agreement template-INV &(priv) INST
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Institution,
Investigator,and/or their employees or
agents in the performance of the Protocol or
in connection with this Agreement. Sponsor

a akéhokol'vek iného personalu skuSania na
vysledkoch budu rovnako postupené
zadavatel'ovi.

4.3. Vynalezy

Na ucely tejto zmluvy pojem ,,vynalezy*
znamena vSetky vyndlezy, objavy a vyvoj
(bez ohl'adu na to, ¢i su patentovatelné
alebo nie), inovacie, navrhy, postupy,
napady a spravy, sformulované, urobené,
prvykrat uvedené do praxe, alebo inak
objavené, alebo vyvinuté zdravotnickym
zariadenim,  skuSajucim alalebo ich
zamestnancami  alebo  zastupcami  pri
vykonéavani protokolu alebo v suvislosti s
touto zmluvou. Zadavatel' je vlastnikom
vSetkych vynalezov.

4.4. Postipenie vynalezov

Pracovisko skusania odovzda a zabezpedi,
aby aj jeho personal odovzdal vSetky
vynalezy zadavatelovi urychlene, v plnej
miere a v pisomnej forme a zdravotnicke
zariadenie postapi a zabezpeci postapenie
vSetkych svojich prav, vlastnickych prav a
podielov na akomkol'vek takomto vynéleze
zadavatel'ovi, vratane vSetkych patentov,
autorskych prav  alebo inych prav
duSevného vlastnictva v nich obsiahnutych
a vSetky prava na sudne stihanie a Zalovanie
vSetkych §kod a vSetkého prospechu, ktory
vznikne na zdklade minulého alebo
sicasného porusSenia tychto prav. Takéto
postupenie je bez akychkolvek zavidzkov
alebo protiplneni okrem tych, ktoré su
stanovené v tejto zmluve. Pracovisko
skiSania na  pozZiadanie zadavatela
bezodkladne pomoéze zadavatel'ovi tym, zZe
podpiSe a zabezpeci, aby aj jeho personal
podpisal vSetky dokumenty primerane
potrebné pre zadavatela na zabezpecenie
a udrzanie si vlastnickych prav na vSetky
vynalezy.

4.4. Licencia

Zadavatel tymto zdravotnickemu
zariadeniu udel'uje trvalti, nevyhradnu,
neprenosnu, vyplatent licenciu, bez prava
udelovat  sublicencie, na  pouZitie
vynalezov, pod podmienkou splnenia
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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. PUBLICATION RIGHTS

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. 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 and/or to delay the
proposed publication or presentation for an
additional ninety (90) days to enable
Sponsor to seek patent protection for
Inventions.

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

povinnosti  uvedenych v ¢lanku 3
,»Vysledky a dovernost”, na interny
nekomer¢ny vyskum a na vzdelavacie
ucely.

4.5. Patentové konanie

Pracovisko sktsania bude so zadavatelom
na jeho poziadavku a  ndklady
spolupracovat’ pri priprave, podéavani,
vybavovani a udrziavani vSetkych ziadosti o
patent a patentov na vynalezy.

4.6. Pretrvanie

Platnost tohto ¢lanku 4 ,,DuSevné
vlastnictvo* pretrvd vypovedanie alebo
vyprsanie tejto zmluvy.

5. PRAVA NA PUBLIKOVANIE

5.1. Publikovanie a odovzdadvanie
Zdravotnicke zariadenie a skuSajuci maju
pravo publikovat alebo prezentovat
vysledky svojich ¢innosti vykonanych
podla tejto zmluvy, vratane Udajov
skusania, len v sulade s poziadavkami tohto
¢lanku. Zdravotnicke zariadenie a skasajuci
sa zavazuju zaslat kazdd navrhovanu
publikéciu alebo prezentaciu zadavatelovi
na posudenie najmenej Sestdesiat (60) dni
pred podanim takejto publikacie do tlace
alebo uskutocnenim takejto prezentacie.
Zadavatel’ bude do Sest'desiatich (60) dni od
prevzatia pisomne informovat’ zdravotnicke
zariadenie alebo skuSajuceho (podla toho,
o0 ktory pripad podjde) otom, ktore
obsiahnuté informacie st ddvernymi
informaciami, alebo ktoré by mohli stazit’
ziskanie patentovej ochrany pre vynalezy.
Zadavatel ma& pravo pozadovat od
zdravotnickeho zariadenia alebo
sktiSajuceho (podl'a toho, o ktory pripad
pojde), aby odstranili konkrétne urcené
doverné¢  informacie, alebo  odlozili
navrhovant publikaciu alebo prezentaciu o
dalsich  devétdesiat (90) dni, aby
zadavatel'ovi umoznili ziskat’ pre vynélezy
patentovu ochranu.

5.2. Multicentrické publikacie

Ak je skaSanie multicentrickym skuSanim,
zdravotnicke zariadenie a skuSajuci sa
zavizuju, Zze bez predchadzajuceho
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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 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.

pisomného suhlasu zadéavatela nebudu
nezavisle publikovat’, prezentovat’ ani inak
zverejiiovat’ Ziadne vysledky ani informacie
0 svojich cCinnostiach vykonanych podla
tejto zmluvy, kym nebude publikovana
multicentricka  publikacia; ak  vSak
multicentricka publikécia nebude
publikovana do osemnastich (18) mesiacov
od dokoncenia sktSania a wuzatvorenia
databazy na  vsSetkych  pracoviskach
skasania alebo od pred¢asného zastavenia
alebo zruSenia skusania, maju zdravotnicke
zariadenie a skuSajuci pravo publikovat’ a
prezentovat vysledky svojich cCinnosti
vykonanych podla tejto zmluvy, vratane
udajov sktSania, vyhradne v sulade s
ustanoveniami ¢lanku 5.3 ,,Dévernost’
nepublikovanych udajov”.

5.3. Dévernost’ nepublikovanych udajov
Zdravotnicke zariadenie a skuSajuci bert na
vedomie a sthlasia, Ze tidaje skuSania, ktoré
neboli publikované, prezentované alebo
inak zverejnené v sulade s c¢lankom 5.1.
alebo ¢lankom 5.2. ,,Nepublikované tidaje*
stale spadaji pod definiciu ddévernych
informécii a zdravotnicke zariadenie a
skasajuci nebudu nepublikované tdaje
odovzdavat’ a zabezpecia, aby ich ani ich
persondl neodovzdaval Ziadnym tretim
strandm aaby sa ani Ziadne udaje zo
sktiSania neodovzdavali Ziadnej tretej strane
podrobnejSie, nez moézu byt zverejnené
Vv publikaciach, prezentaciach alebo
zverejneniach  vykonanych v sulade s
¢lankom 5.1. alebo ¢lankom 5.2.

5.4. Kontakt s médiami

Zdravotnicke zariadenie a skuSajuci sa
nebudu zapdjat’ a zabezpecia, aby sa ani ich
personal nezapajal do rozhovorov alebo
inych kontaktov s médiami, najma s tlacou,
rozhlasom, televiziou alebo internetom,
Vsuvislosti so  skuSanim, skiSanym
produktom, vynalezmi alebo udajmi
skuSania bez predchadzajiceho pisomného
suhlasu zadavatela. Toto ustanovenie
nezakazuje publikovanie alebo
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5.5. Use of Name, Reqistry and Reporting

No Party hereto shall use any other Party’s
name, or Sponsor’s name, in connection

with any advertising, publication

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.
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prezentovanie Udajov skuSania v sulade
S tymto ¢lankom.

5.5. Pouzitie 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
predchadzajiceho pisomného povolenia;
zadavatel’ a spolo¢nost’ IQVIA vSak mézu
pouzivat nazov pracoviska sktsania
V publikaciach zo skuSania a Vv medidlnej
komunikacii, vratane webovych stranok
venovanych klinickym sktiSaniam
a tlacovych oznameni o skusani. Zadavatel
zaregistruje sktsanie vo verejnom registri
klinickych sktSani v sulade s platnymi
pravnymi predpismi a zverejni spravu
z vysledkov skusania v takom termine
arozsahu, vakom to pozaduji platné
pravne predpisy.

5.6. Pretrvanie

Platnost’” tohto ¢lanku 5 ,,Prava na
publikovanie” pretrvd vypovedanie alebo
vyprsanie tejto zmluvy.
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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, including without
limitation, the GDPR and the Act any other law
now in force or that may in future come into
force governing the processing of Personal Data
applicable to any Party to this Agreement and as
defined by the DATA PRIVACY AND DATA
PROCESSING TERMS (Attachment B).

6.2 Institution and Investigator will use the
Personal Data obtained from the Study Subjects
in connection with the Study for no purposes
other than outlined in the Protocol and in
accordance with the ICF.

6.3 Institution shall obtain the signed ICFfrom
every Study Subject enrolled in the Study,
which will enable Investigator to provide
IQVIA and/or Sponsor and other persons and
entities designated by Sponsor with completed
eCRFs, source documents and all other
information required by the Protocol.

6.4  Site shall not disclose Personal Data to
IQVIA or the Sponsor except as required to
satisfy the requirements of the Protocol, for the
purpose of monitoring or adverse event
reporting, or in relation to a claim or proceeding
brought by a Study Subject in connection with
the Study. In all such cases of disclosure, the
Site shall respect the “data minimization”
principle of privacy.

6.5 Site shall promptly (i) notify Sponsor and
its designees in writing if they receive any
communication with regards to data privacy
relating to the Study from a Study Subject, a
privacy authority or other; (ii) provide such
communication to Sponsor or its designees and
(iii) cooperate with Sponsor in relation to any
such communication at no additional cost to
Sponsor.

6.6 For the performance of this Agreement and
Sponsor and its designees shall be authorized to
transfer Personal Data to countries other than
the Institution's own country, for the following
purposes:
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6. OSOBNE UDAJE

Pri spracovavani osobnych udajov v tom
zmysle, vakom su definované v platnych
pravnych predpisoch 0 ochrane sukromia
alebo osobnych udajov, sa pracovisko
skuSania a spolocnost’ IQVIA zavizuju
dodrziavat’ vSetky takéto platné pravne
predpisy 0 ochrane stikromia
alebo osobnych udajov, najmda GDPR
a zékon, akykol'vek iny zakon, ktory je v
sucasnosti platny alebo ktory moze v
budicnosti nadobudnit’ G¢innost’ a ktory
upravuje spracuvanie osobnych udajov,
ktory sa vztahuje na ktorakol'vek zmluvna
stranu tejto zmluvy a ktory je definovany v
PODMIENKACH OCHRANY A
SPRACUVANIA UDAJOV (Priloha B).

6.2 Zdravotnicke zariadenie a skuSajuci
nepouziju osobné udaje ziskané od
subjektov sktsania Vv stuvislosti so skuSanim
na iné Gcely, ako st uvedené v protokole a

v sulade s formularom informovaného
stihlasu (ICF).
6.3 Zdravotnicke zariadenie ziska

podpisany ICF od kazdého subjektu
skuSania zaradeného do skuSania, c¢o
umozni skiiSajicemu poskytnit’ spolo¢nosti
IQVIA a/alebo zadavatel'ovi a inym osobam
a subjektom urenym zaddvatelom
vyplnené¢ eCRF, zdrojové dokumenty a
vSetky ostatné informacie pozadované
protokolom.

6.4 Pracovisko skts$ania neposkytne
osobné udaje spolocnosti IQVIA alebo
zadavatel'ovi s vynimkou pripadov, ked’ je
to potrebné na splnenie poziadaviek
protokolu, na ucely monitorovania alebo
hlasenia neziaducich wudalosti alebo v
suvislosti s narokom alebo konanim, ktoré
podal subjekt skuSania v suvislosti so
skuSanim. Vo vSetkych takychto pripadoch
zverejnenia udajov  bude pracovisko
skuSania reSpektovat’ zasadu
,minimalizacie udajov* v oblasti ochrany
osobnych udajov.

6.5  Pracovisko skuSania je povinné
bezodkladne (i) pisomne informovat
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a. the conduct and interpretation of the
Study;

b. review by governmental or regulatory
agencies, Sponsor, and its agents, designees
affiliates and collaborators;

C. satisfying legal or  regulatory
requirements;
d. publication on www.clinicaltrials.gov

and other websites and databases that serve a
comparable purpose;

e. upon request of individual patients and
doctors’ provision to individual patients and
doctors who may be interested in participating
in a clinical trial at Institution; f. ~ storage in
Sponsor and its designees’ databases for use in
selecting sites in future clinical trials.

6.7 Institution shall implement appropriate
technical and organisational measures to protect
the Personal Data as required by GCP and
applicable data privacy laws. The Site shall
immediately notify Sponsor if they become
aware of any unauthorized access, acquisition,
or disclosure of Personal Data or Confidential
Information relating to the Services.
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zadavatela a nim poverené osoby, ak
dostane akékol'vek ozndmenie tykajuce sa
ochrany udajov v suvislosti so ska$anim od
subjektu skusania, organu na ochranu
osobnych udajov alebo iného organu; (ii)
poskytnut’ takéto oznamenie zadavatelovi
alebo nim poverenym osobdm a (iii)
spolupracovat’ so zadavatelom v suvislosti
s takymto ozndmenim bez d’alSich nakladov
pre zadavatela.

6.6 Na ucely plnenia tejto zmluvy st
zadavatel’ a nim poverené osoby opravnené
prenasat’ osobné udaje do inych krajin, ako
je krajina zdravotnickeho zariadenia, na
tieto ucely:

a. vykonavanie a vyklad skuSania;

b. preskimanie vladnymi alebo
kontrolnymi agenturami, zaddvatelom a
jeho zastupcami, poverenymi pridruzenymi
osobami a spolupracovnikmi;

C. splnenie pravnych poziadaviek alebo
poziadaviek kontrolnych tradov;

d. zverejnenie na www.clinicaltrials.gov a
inych webovych strankach a databdzach,
ktoré sluzia na porovnatelny ucel;

e. na ziadost jednotlivych pacientov a na
poskytovanie udajov zo strany lekara
jednotlivym pacientom a lekdrom, ktori
mozu mat’ zaujem o ucast’ na klinickom
skuSani v zdravotnickom zariadeni; f.
uloZenie v databazach zadavatela a nim
poverenych os6b na pouZitie pri vybere
pracovisk skuSania v buducich klinickych
skasaniach.

6.7. Zdravotnicke zariadenie zavedie
vhodné technické a organiza¢né opatrenia
na ochranu osobnych udajov v stlade s
poziadavkami GCP a platnymi zdkonmi o
ochrane osobnych udajov. Pracovisko
skusania  je  povinné  bezodkladne
informovat’ zadivatela, ak sa dozvie o
akomkol'vek  neoprdvnenom  pristupe,
ziskani alebo zverejneni osobnych tudajov
alebo dovernych informécii tykajucich sa
sluzieb.
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7. STUDY SUBJECT INJURY, LIABILITY AND

7. UJMA NA ZDRAVI, ZODPOVEDNOST

INSURANCE

Study Subject Injury. The Site will provide
reasonable and customary care in accordance
with generally accepted medical standards to
any Study Subject. The Investigator will inform
the Sponsor in advance of treatment that falls
outside the scope of the Protocol wherever
possible or upon knowledge of such treatment
if, in the opinion of the Investigator, the injury
or illness to be treated may be related to the
Investigational Product(s) of the Sponsor or a
procedure prescribed by the Protocol. The
Sponsor shall reimburse the Institution for all
reasonable and customary expenses incurred
from the reasonable treatment of an injury or
illness sustained by a Study Subject insofar such
injury or illness arises directly from the
administration of the Investigational Product in
accordance with the Protocol or a study
procedure performed in accordance with the
Protocol (“Subject Injury Expenses”), except
to the extent that such injury or illness is a direct
result of (i) negligence or willful misconduct of
the Site, or (ii) failure by the Site to comply with
the Protocol, written instructions from Sponsor
regarding the  administration of the
Investigational Product or applicable laws or
(iii) the natural progression of the disease of a
Study Subject. Prior to seeking reimbursement
from Sponsor for Subject Injury Expenses, Site
shall seek reimbursement from Study Subject’s
insurance or other third party coverage for these
medical treatment costs, except to the extent:
(@) such reimbursement would be prohibited by
law or regulation and/or (b) such reimbursement

A POISTENIE SUBJEKTOV SKUSANIA

Wnntrunmakisedravbudsulf)élith a shddantala
Puagoliske pistamanianfopuskuthe akepddimak
spbjktavkekisaniadsiprdnenaat cherowbvykdbo
stawsktdenst v zdtadmsoskidobaencalehdvandajrie
|slp@sdtyenéhoomeziadn ek sepkaiichnde  siojtady
ipionévat’ zpddwptateaflisibezdddratekspadari
doaershtaytpnotalaatucakuatosmozné, alebo po
tom, ako sa o takejto liecbe dozvie, ak podla
nazoru skusajuceho moze ujma alebo choroba,
ktora sa ma lieCit, suvisiet' so skuSanym(-i)
produktom(-mi) zadavatel'a alebo postupom
predpisanym protokolom. Zadavatel uhradi
zdravotnickemu zariadeniu vSetky primerané a
potrebné naklady, ktoré vzniknu v stvislosti s
primeranou lie¢bou ujmy alebo ochorenia, ktoré
utrpi subjekt sktisania, pokial’ takato ujma alebo
ochorenie vznikne priamo v ddsledku podania
skasaného produktu v sulade s protokolom
alebo postupu skusania vykonaného v sulade s
protokolom (,,vydavky spojené s ujmou
subjektu skusania®), s vynimkou pripadov,
ked je takato ujma alebo ochorenie priamym
dosledkom (i) nedbanlivosti alebo imyselné¢ho
nespravneho konania pracoviska skusania,
alebo (ii) nedodrzania protokolu, pisomnych
pokynov zadavatela tykajicich sa podavania
skusaného produktu alebo platnych zékonov zo
strany pracoviska skusania, alebo  (iii)
prirodzeného vyvoja ochorenia  subjektu
skuSania. Pred poZiadanim zadavatel’a o thradu
vydavkov spojenych s ujmou subjektu bude
pracovisko skuSania ziadat’" o thradu tychto
nakladov na lieCbu z poistenia subjektu
sktiSania alebo z iné¢ho poistenia tretej strany, s

would be sought from any governmental vynimkou pripadov, ked: (a) by takato uhrada
insurance programs. The Site shall promptly bola zakazana zakonom alebo nariadenim
notify IQVIA and Sponsor in writing of any a/alebo (b) by sa takato uhrada ziadala z
claim of illness or injury actually or allegedly akychkol'vek vladnych poistnych programov.

due to an adverse reaction to the Investigational Pracovisko skusania bude spolo¢nost’ IQVIA a

Product and cooperate with Sponsor in the
handling of the adverse event.

This Section 7 shall survive termination or
expiration of this Agreement.
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zadavatel'a urychlene pisomne informovat o
akejkol'vek  poziadavke na odskodnenie
choroby alebo poSkodenia zdravia skutocne
alebo udajne sposobeného neziaducou reakciou

na skasany produkt a spolupracovat’ so
zadavatelom pri rieSeni tejto neZziaducej
udalosti.
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Liability. The Institution and Investigator
acknowledge that Sponsor will not be
responsible for any claims, liabilities, losses or
damages they may suffer as a result of third
party claims, suits or proceedings (including
reasonable attorneys’ fees) (collectively,
“Claims”) incurred by the Institution or
Investigator, to the extent that such Claims arise
out of (i) any actual or alleged negligence or
wilful misconduct of the Institution or the
Investigator or of any other person engaged by
the Institution or Investigator in assisting with
the conduct of the Study, (ii) failure to adhere
to the Protocol or written instructions from
Sponsor by the Institution or Investigator or by
any other person engaged by the Institution or
Investigator in assisting with the conduct of the
Study, (iii) failure to obtain informed consent,
(iv) failure to comply with applicable law
and/or (v) breach of this Agreement.

Sponsor Insurance. During the term of the
Agreement and for three (3) years thereafter,
the Sponsor shall maintain in full force and
effect a policy of clinical trial insurance with
limits of amounts to be completed based on the
insurance certificate applying to the country]
per occurrence and [amounts to be completed
based on the insurance certificate applying to
the country] in the aggregate for the entire
clinical trial. The Sponsor will provide evidence
of such insurance upon written request of the
Investigator and the Institution or either one of
them.

Institution Insurance. The Institution will
carry professional liability insurance in
connection with the provision of the Study
infrastructure to the extent required under the
applicable legislation of the Slovakia and if not
required under applicable law, The Institution
represents and warrants that it has sufficient
assets to cover its obligations, including its
Study Staff’s obligations, under this Agreement.
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Platnost’ tohto ¢lanku 7 pretrvd vypovedanie
alebo vyprsanie tejto zmluvy.

ZODPOVEDNOST. Zdravotnicke zariadenie a
skasajuci beri na vedomie, ze zadavatel
nebude zodpovedny za ziadne naroky, zavézky,
straty alebo Skody, ktoré mozu utrpiet v
dosledku narokov tretich stran, zaldb alebo
konani (vratane primeranych poplatkov za
pravne zastupovanie) (dalej spolocne len
,naroky®), ktoré¢ vznikni zdravotnickemu
zariadeniu alebo skusajucemu, pokial’ takéto
naroky vznikni v doésledku (i) akejkol'vek
skuto¢nej alebo udajnej nedbanlivosti alebo
umyselného  pochybenia  zdravotnickeho
zariadenia alebo skuSajuceho alebo akejkol'vek
inej osoby, ktorti zdravotnicke zariadenie alebo
skasajuci zapojili do pomoci pri vykondvani
skusania, (ii) nedodrzania protokolu alebo
pisomnych pokynov zadévatela zo strany
zdravotnickeho zariadenia alebo skuSajiceho
alebo  akejkol'vek inej osoby, ktort
zdravotnicke  zariadenie alebo skusajuci
zapojili do pomoci pri vykonédvani skdsania,
(iii) neziskania informovaného suhlasu, (iv)
nedodrzania platnych pravnych predpisov
a/alebo (v) porusenia tejto zmluvy.

Poistenie zadavatel’a. Pocas platnosti zmluvy
a pocas troch (3) rokov po jej skonceni bude
zadavatel' udrziavat v plnej platnosti a
ucinnosti poistnil zmluvu o poisteni klinického
skuSania s limitmi [sumy, ktoré sa vyplnia na
zaklade poistného certifikdtu platného pre
danu krajinu] na jednu udalost’ a [sumy, ktoré
sa vyplnia na ziklade poistného certifikatu
platného pre danu krajinu] v suhrne za celé
klinické skiSanie. Zadavatel poskytne dokaz o
takomto poisteni na zaklade pisomnej ziadosti
skasajuceho  a zdravotnickeho  zariadenia
alebo jedného z nich.

Poistenie = zdravotnickeho  zariadenia.
Zdravotnicke zariadenie bude mat’ v suvislosti
s poskytovanim infrastruktiry v ramci
skiSania uzavreté poistenie profesijnej
zodpovednosti v  rozsahu vyZadovanom
platnymi pravnymi predpismi Slovenskej
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8. 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 8 “IQVIA Disclaimer” shall
survive termination or expiration of this
Agreement.

9. CONSEQUENTIAL DAMAGES

Neither IQVIA nor Sponsor shall be responsible
to the Site for any lost profits, lost opportunities,
or other consequential damages, nor shall Site
be responsible to IQVIA or Sponsor for any lost
profits, lost  opportunities, or  other
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 9 “Consequential Damages” shall
survive termination or expiration of this
Agreement.

10. DEBARMENT

The Site represents and warrants that neither
Institution nor Investigator, nor any of
Institution’s or Investigator’s employees, agents
or other persons performing the Study at
Institution, have been debarred, disqualified or
banned from conducting clinical trials or from
participating in health care program (ii)
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republiky, a ak sa podla platnych pravnych
predpisov nevyzaduje, zdravotnicke
zariadenie vyhlasuje a zaruCuje, Ze ma
dostatocny majetok na krytie svojich zavdzkov
vratane zaviazkov persondlu skuSania podla
tejto zmluvy.

8. VYHRADA SPOLOCNOSTI IQVIA

Spolo¢nost’ IQVIA tymto vyslovne odmieta
akukol'vek zodpovednost v suvislosti so
skasanym produktom, vratane zodpovednosti za
vznesen¢ naroky na ndhradu Skody, ktora
vznikne na zdklade zdravotného problému
sposobeného alebo udajne sposobeného
akymkol'vek postupom skuSania spojenym
s takymto produktom, okrem rozsahu, v ktorom
by takato zodpovednost bola odoévodnena
zanedbanim, Umyselne nespradvnym konanim
alebo porusenim tejto zmluvy zo strany
spoloc¢nosti IQVIA.

Platnost’ tohto ¢lanku 8 ,,Vyhrada spolo¢nosti
IQVIA” pretrvd vypovedanie alebo vyprSanie
tejto zmluvy.

9. NASLEDNE SKODY

Spolo¢nost’” IQVIA ani zadavatel nerucia
pracovisku skusania za ziadny usly zisk, stratu
prilezitosti ani iné nasledné Skody, ani
pracovisko skusania neruci spolo¢nosti IQVIA
a zadavatelovi za Ziadny uSly zisk, stratu
prilezitosti ani iné nasledné Skody.

Ni¢ z toho, ¢o je uvedené v tejto zmluve, nema
vyli¢it  ani  obmedzit  zodpovednost
ktorejkol'vek zmluvnej strany za smrt’ alebo
ujmu na zdravi spdsobent nedbalost'ou tejto
zmluvnej strany.

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

10. VYLUCENIE

Pracovisko skusania vyhlasuje a zarucuje, Ze
zdravotnicke zariadenie, skuSajuci, ani Ziadni
ich zamestnanci, zastupcovia alebo iné osoby
vykonavajuce  sktSanie v zdravotnickom
zariadeni, neboli vylucené, diskvalifikované a
nebol im udeleny zékaz ¢innosti pri vykonavani
klinickych skusani alebo ucasti na zdravotnom
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convicted of a crime which could lead to
debarment under any applicable laws or
regulations or (iii) 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 occurs.

This Section 10 “Debarment” shall survive
termination or expiration of this Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF

programe (ii) odsudené za trestny Cin, ktory by
mohol viest k vyliuceniu podla akychkol'vek
platnych pravnych predpisov alebo (iii) nie st
predmetom vySetrovania akéhokol'vek Statneho
alebo kontrolného uradu vo veci vylucenia
alebo podobného uradného postihu v
akejkol'vek krajine a pracovisko skusania bude
spolo¢nost’ IQVIA okamzite informovat’, ak sa
takéto vySetrovanie, diskvalifikacia, vylucenie
alebo zdkaz Cinnosti vyskytne.

Platnost’ tohto ¢lanku 10 ,,Vyluc¢enie” pretrva
vypovedanie alebo vyprsanie tejto zmluvy.

11. FINANCNE PRIZNANIA A KONFLIKT

INTEREST

Upon Sponsor’s or IQVIA’s request, Site 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 investigator or
sub-investigator, which shall disclose any
applicable interests held by those investigators
or sub-investigators or their spouses or
dependent children.

IQVIA may withhold payments if it does not
receive a completed form from each such
investigator and sub-investigator.

Site 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.

Site 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 Site further consents to the transfer of its
financial disclosure data to the Sponsor’s
country of origin and to the U.S., even though
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ZAUJMOV

Na poziadanie zadavatela alebo spolocnosti
IQVIA sa pracovisko skuSania zavdzuje
urychlene odovzdat  spolo¢nosti IQVIA
finan¢né priznanie a prehlasenic o konflikte
zauyjmov za kazdého uvedené¢ho alebo
identifikovaného sktsajaceho alebo
spoluskusajuceho, priamo zapojeného do liecby
alebo vyhodnocovania subjektov skuSania,
vyplnené a podpisané tymito skisajicimi alebo
spolusktsajacimi, kde budu uvedené vsetky
relevantné financné zaujmy tychto skusajucich
alebo  spoluskuSajucich  ako aj ich
manZelov/manzeliek a vyzivovanych deti.

Ak spolo¢nost IQVIA nedostane vyplnené
finanéné priznania za kaZzdého skuSajuceho
a spoluskasajuceho, méze odmietnut’ poukéazat’
platby za skuSanie.

Pracovisko sktsania zabezpeci, aby boli takéto
finanéné¢ priznania podla potreby vcas
aktualizované tak, aby bola zachovana ich
spravnost a uplnost’ pocas celého sktiSania a
jeden (1) rok po jeho dokonceni.

Pracovisko skuSania berie na vedomie, ze
vyplnené finan¢né priznania moézu podliehat
kontroldm zo strany S$tatnych a kontrolnych
uradov, zadavatela, spolocnosti IQVIA a ich
zastupcov a s takouto kontrolou suhlasi.

Pracovisko skusania d’alej suhlasi s prenosom
udajov finanénych priznani do krajiny povodu
zadavatela a do Spojenych §tatov americkych,
aj ked v tychto krajinadch nie je zabezpecena
ochrana osobnych udajov alebo je na niZSej
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data protection may not exist or be as developed
in those countries as in the Site’s own country.

This Section 11 “Financial Disclosure and
Conflict of Interest” shall survive termination or
expiration of this Agreement.

12. ANTI-KICKBACK AND ANTI FRAUD

Institution and Investigator agree that the
compensation he/she receives under this
Agreement for the conduct of the Study 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.

Institution and Investigator agree that the fees
payable to them under the Agreement will not
influence their judgment and will exercise their
independent medical judgment at all times for
the sole purpose of the care of each Study
Subject.

Institution and Investigator agree that they will
not bill or indirectly seek or receive
compensation from any Study Subject, insurer,
or governmental agency for any free products,
items for use in the Study or treatment,
including, but not limited to, the administration
of the Investigational Product, 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.

13. ANTI-BRIBERY

Institution and Investigator agree that the fees to
be paid pursuant to this Agreement represent
fair market value 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 are
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urovni, nez v domacej krajine pracoviska
sktSania.
Platnost’ tohto ¢lanku 11 ,,Finan¢né priznania

a konflikt zd&ujmov” pretrva vypovedanie alebo
vyprsanie tejto zmluvy.

12. USTANOVENIA  NAMIERENE
PROVIZIAM A PODVODOM

PROTI

Zdravotnicke zariadenie a skusajuci potvrdzuju,
ze odmena, ktora dostanu podrla tejto zmluvy za
vykonanie skuSania, dostavaju na zaklade tejto
zmluvy, ze tato odmena nepresahuje
spravodlivi  trhovi hodnotu sluzieb, ktoré
poskytuju, a ze ziadne platby sa im neposkytuju
na ucely nabadania na nakup alebo
predpisovanie akychkol'vek liekov, pomdcok
alebo produktov.

Zdravotnicke zariadenie a skusajuci suhlasia s
tym, Ze poplatky, ktoré im maju byt vyplatené
podl’a tejto zmluvy, neovplyvnia ich Gsudok a
budt vzdy vykonavat’ svoj nezdvisly lekarsky
usudok vylucne na ucely starostlivosti o kazdy
subjekt skusania.

Zdravotnicke zariadenie a sktiSajlci sa zavizuju
neuctovat’ ani nepriamo ziadat’ alebo prijimat
kompenzaciu od ziadneho subjektu skusania,
poist'ovne, $tatneho uradu za ziadne bezplatné
produkty, polozky na pouzitie v skusani alebo
liecbe vratane, ale nie vylu¢ne, podadvania
skasaného produktu, navstev, sluzieb alebo
vydavkov, ktoré im vzniknu pocas sktSania, a
za ktoré dostali tthradu od spolo¢nosti IQVIA
alebo zadavatel'a, alebo ktoré nie s sucastou
beznej starostlivosti, ktor by subjektu skusania
za normalnych okolnosti poskytli, aze ani
zdravotnicke zariadenie ani sktSajuci nebudia

platit  Ziadnemu inému lekarovi za
poukazovanie subjektov do skiiSania.

13. USTANOVENIA _ NAMIERENE _ PROTI
UPLATKARSTVU

Zdravotnicke zariadenie a skusajuci potvrdzujq,
ze poplatky, ktoré maji byt vyplatené¢ podla
tejto zmluvy, predstavuju spravodliva trhova
hodnotu odmeny za sluzby, ktoré ma poskytnut’
pracovisko sktsania. Zdravotnicke zariadenie a
sktiSajuci vyhlasuji a zarucuji, ze platby a
hodnotné veci ktoré dostant podl'a tejto zmluvy
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not being made in exchange for any explicit or
implicit agreement by Investigator or Institution
to recommend, provide, prescribe, or order
favorable status for any of Sponsor’s products
or to reward or influence any formulary or
clinical practice guidelines committees or
prescribing or dispensing decisions and have
not been determined in a manner that takes into
account the volume or value of any referrals or
business or potential referrals or business that
might be generated by Investigator or
Institution.

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 retain business, directly or indirectly
pay, offer or promise to pay, or give any Items
of Value to any person or entity for purposes of
(1) influencing any act or decision; (ii) inducing
such person or entity to do or omit to do any act
in violation of their lawful duty; (iii) securing
any improper advantage; or (iv) inducing such
person or entity to use influence with the
government or instrumentality thereof to affect
or influence any act or decision of the
government or instrumentality.

For the purpose of monitoring compliance with
applicable regulations and the terms of this
Section, Institution and Investigator agree that
IQVIA and Sponsor shall have the right to
conduct an investigation or audit of payments
and/or transfers of value made by the
Institution/Investigator related to the Study. The
Institution/Investigator shall cooperate fully
with such investigation or audit, the timing of
which shall be at the sole discretion of IQVIA
or the Sponsor.
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v suvislosti so skuSanim, sa neuskutociiuju
vymenou za akykol'vek priamy alebo nepriamy
suhlas skusajiceho alebo zdravotnickeho
zariadenia s odporacanim, poskytnutim,
predpisanim alebo objednanim priaznivého
stavu akéhokol'vek produktu zadavatela, alebo
s cielom odmenit’ alebo ovplyvnit' akékol'vek
vybory pre formulare, alebo smernice pre
klinickua prax alebo rozhodnutia o predpisovani
alebo vydaji a neboli stanovené spdsobom,
ktory by zohladiioval objem alebo hodnotu
akychkol'vek odporucani alebo obchodov alebo
potencialnych odporacani alebo obchodov,
ktor¢é by skuSajuci alebo zdravotnicke
zariadenie mohli poskytnut’.

Zdravotnicke zariadenie a skusSajuci vyhlasuju
a zaruCuju, ze ani oni sami, ani ktorykol'vek
zich vlastnikov, riaditelov, zamestnancov,
zastupcov, poradcov alebo prijemcov platieb
podla tejto zmluvy nebude za to, aby
zadavatel'ovi alebo spolo¢nosti IQVIA pomohol
zabezpecCit’ si nenaleziti vyhodu alebo ziskat ¢i
udrzat’ si obchodné prilezitosti, priamo ani
nepriamo platit, ponukat alebo sl'ubovat
platbu, ani nedaruje Zziadnu hodnotnu vec
ziadnej fyzickej alebo prévnickej osobe na
ucely (i) ovplyvnenia akéhokol'vek ikonu alebo
rozhodnutia, (ii) nabadania takejto fyzickej
alebo pravnicke; osoby na vykonanie alebo
nevykonanie akéhokol'vek skutku v rozpore
Sjej zékonnymi povinnost’ami, (111)
zabezpecenia si nendlezitej vyhody alebo (iv)
nabadania takejto fyzickej alebo pravnickej
osoby, aby ovplyvnila nejaky tukon alebo
rozhodnutie $tatneho tradu alebo in¢ho organu
vlady.

Na tucely monitorovania stladu s platnymi
predpismi a podmienkami tohto c¢lanku
zdravotnicke zariadenie a skusSajuci suhlasia s
tym, Ze spolocnost’ IQVIA a zadavatel maju
pravo vykonat’ vySetrovanie alebo audit platieb
a/alebo prevodov hodndt uskuto¢nenych
zdravotnickym  zariadenim/skuSajucim v
stvislosti  so  skiSanim.  Zdravotnicke
zariadenie/skaSajuci plne spolupracuje pri
takomto vysetrovani alebo audite, ktorého
nacasovanie je vyluéne v kompetencii
spoloc¢nosti IQVIA alebo zadavatel’a.
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In addition to other rights or remedies under this
Agreement or at law, IQVIA may terminate this
Agreement with immediate effect 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.

14. TRANSPARENCY

The Parties shall comply with, and the
Institution shall cause the Investigator to
comply with, all transparency and/or anti-gift
obligations set forth by law, regulations or
codes of industry applicable to them in their
capacity as healthcare organization, healthcare
professional and company producing or
marketing health products or providing services
associated with these products. Sponsor, or a
designated party on its behalf, may publish the
existence and/or the content of this Agreement,
the identifying information of the Institution
and the Investigator, invoices, fees and other
expenses paid by Sponsor or IQVIA under this
Agreement on a public website and/or to report
or communicate such information to a physician
association or any other entity. Sponsor or its
designee as applicable shall make such
publications and/or communications to the
extent required by law, regulations or codes of
industry. The Institution shall provide Sponsor
or its designee with all information reasonably
required to comply with such obligations in a
timely manner.

15. INDEPENDENT CONTRACTORS
The Investigator and Institution and Study Staff
are acting as independent contractors of IQVIA
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Okrem inych prav a opravnych prostriedkov
podla tejto zmluvy alebo podla zdkona, moze
spolo¢nost’ IQVIA tato zmluvu vypovedat
s okamzitou platnost’'ou, ak pracovisko sktsania
porusi niektoré z vyhlaseni a zaruk
obsiahnutych v tomto c¢lanku, alebo ak sa
spolo¢nost’ IQVIA alebo zadavatel' dozvie, ze
zdravotnicke zariadenie alebo skusSajuci takéto
nenalezité platby vykonali bud’ osobne alebo
prostrednictvom inej osoby alebo spolo¢nosti
konajucej v ich mene, alebo takéto platby
osobne alebo prostrednictvom akejkol'vek
osoby alebo spolocnosti prijali.

14. Transparentnost’

Zmluvné strany st povinné dodrziavat a
zdravotnicke zariadenie je povinné zabezpecit,
aby skuSajuci dodrziaval vSetky povinnosti
tykajice sa transparentnosti a/alebo ochrany
pred darovanim stanovené zdkonmi, predpismi
alebo priemyselnymi kédexmi, ktoré sa na ne
vzt'ahuja v postaveni zdravotnickej organizécie,
zdravotnickeho pracovnika a spolocnosti
vyrabajucej alebo uvéadzajucej na trh
zdravotnicke produkty alebo poskytujicej
sluzby stvisiace s tymito produktmi. Zadavatel
alebo urcena strana v jeho mene moze zverejnit’
existenciu a/alebo obsah tejto zmluvy,
identifika¢né udaje zdravotnickeho zariadenia a
skusajiiceho, faktury, poplatky a iné vydavky
zaplatené zadavatelom alebo spolocnost’ou
IQVIA na ziklade tejto zmluvy na verejnej
webovej stranke a/alebo nahlasit’ alebo ozndmit’
tieto informdacie zdruzeniu lekarov alebo
akémukol'vek inému subjektu. Zadéavatel alebo
pripadne nim poverena osoba zverejni takéto
publikacie a/alebo ozndmenia v rozsahu
pozadovanom zdkonom, predpismi alebo
priemyselnymi kodexmi. Zdravotnicke
zariadenie poskytne zadavatelovi alebo nim
poverenej osobe vcas vSetky informacie, ktoré
s primerane potrebné na splnenie tychto
povinnosti.

15. NEZAVISLY ZMLUVNY DODAVATEL

Zdravotnicke zariadenie, skuSajici a personal
skiSania konaji ako nezavisli zmluvni
dodavatelia spolo¢nosti IQVIA a zadavatela
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and Sponsor and shall not be considered the anemaju sa povazovat za zamestnancov alebo
employees or agents of IQVIA or Sponsor. zastupcov spolocnosti IQVIA alebo zadavatel’a.

Neither IQVIA nor Sponsor shall be responsible  Spolo¢nost’ IQVIA ani zadavatel

for any employee benefits, pensions, workers’ zdravotnickemu zariadeniu, skuSajucemu a

compensation, withholding, or employment- personalu skaSania nezodpovedajii za ziadne

related taxes as to the Investigator or Institution zamestnanecké vyhody, doéchodky, urazové

or their staff. poistenie, dafi zprijmu ani za ziadne iné
zamestnanecké dane a odvody.

16. DOBA PLATNOSTI A VYPOVEDANIE
16.1. Doba platnosti

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 the Study has been completed
or terminated in accordance with this
Section 16 “Term & Termination” ; on the
condition that the Sponsor has received all
Study Data generated under this Agreement
and the close-out visit has occurred.

16.2. Termination

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

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, IQVIA shall
make a final payment for visits or
milestones properly performed pursuant to
this Agreement and the Protocol 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. Unless

Tato zmluva sa stdva ucinnou od datumu
posledného podpisu zmluvnych stran
(,,datum ucinnosti”) a zostava platna az do
ukoncenia skusania alebo vypovedania
podla tohto ¢lanku 16 ,,Doba platnosti a
vypovedanie”; pod podmienkou, Ze
zadavatel’ dostal vSetky udaje zo skusSania
vytvorené podla tejto zmluvy a ze sa
uskutocnila zdvere¢na navsteva.

16.2. Vypovedanie
Spolocnost” IQVIA mo6ze tato zmluvu

vypovedat’ z akéhokol'vek dovodu
S okamzitou ucinnost'ou pisomnou
vypovedou.

Pracovisko skuSania mdéze tato zmluvu
vypovedat’ pisomnou vypovedou, ak mu
okolnosti mimo jeho primeranej kontroly
zabranuju v dokonceni skuSania, alebo ak
dospeje  k odovodnenému zaveru, ze
pokracovanie v skiSani nie je bezpecné. Po
prevzati pisomnej vypovede pracovisko
skuSania okamzite zastavi zarad’ovanie
subjektov do skuSania, dodrzi postupy
definované pre vypovedanie zmluvy,
zabezpeci, aby boli dokoncené vsetky
pozadované kontrolné vySetrenia subjektov
a vynalozi primerané usilie na
minimalizovanie d’alSich nakladov.
Spolo¢nost  IQVIA poukdze poslednt
platbu za navstevy alebo vykony riadne
vykonané v sulade stouto zmluvou
a protokolom vo vyske stanovenej v Prilohe
A; desat’ percent (10 %) tejto poslednej
platby vSak bude =zadrZzanych az do
zadavatelovho  kone¢ného  prevzatia
vSetkych stranok pacientskych zdznamov
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instructed otherwise by Sponsor and/or
IQVIA, upon completion of the Study or
early termination thereof, all unused
Investigational ~ Product,  compounds,
Equipment and related Study materials
furnished to the Site by or on behalf of
Sponsor or IQVIA shall be returned to
Sponsor, at Sponsor’s reasonable expense.
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 enrollment.

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 .pdf/scan 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:
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(CRF) a vsetkych vydanych vysvetliviek k
udajom ado splnenia vSetkych dalSich
uplatnitelnych podmienok tu stanovenych.
Ak zadavatel' a/alebo spolocnost IQVIA
neur¢i inak, po ukonceni skuSania alebo
jeho predéasnom ukonCeni sa vSetky
nepouzité¢ skusané produkty, zluceniny,
vybavenie a materidly suvisiace so
skasanim dodané na pracovisko skusania
zadavatel'om alebo spolocnostou IQVIA
alebo v ich mene vratia zadavatel'ovi na
primerané ndklady zadavatela. V pripade
podozrenia na podstatné poruSenie tejto
zmluvy, ktoré by vyzadovalo jej
vypovedanie, moze spolocnost IQVIA
Ciasto¢ne alebo uplne pozastavit' plnenie
tejto  zmluvy, vratane zarad’ovania
subjektov do skusania, s vynimkou rozsahu,
v ktorom by bola ohrozend bezpecnost
subjektov sktsania.

17. OZNAMENIA

Vsetky ozndmenia pozadované alebo povolené
podla tejto zmluvy budu vyhotovené pisomne
a dorucené

a) osobne;
b) doporuc¢enou postou S
uhradenym postovnym

a dorucenkou;

c) e-mailom ako .pdf stbor alebo
skenovany dokument, alebo v
inom needitovatelnom formate s
pozadovanym potvrdenim
dorucenia;

d) komer¢nou kuriérskou sluzbou,
ktord zaruCuje doruCenie na
nasledujuci deit a poskytuje
potvrdenie dorucenia,

a takéto oznamenia budu adresované
nasledovne:
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To Sponsor /
Pre zadavatela:

Name/Nazov: argenx BV
Address/Adresa: Industriepark-Zwijnaarde
7, 9052 Zwijnaarde, Belgium, EU

To IQVIA/
Pre spolo¢nost’ IQVIA:

Name/Nazov: IQVIA RDS Slovakia, s.r.0.
Address/Adresa: Vajnorska 100/B, 831 04
Bratislava, Slovak Republic

And to/a

IQVIA Inc.
Global Legal
pravne oddelenie
100 IMS Drive
Parsippany, NJ 07054

USA/Spojené staty americké

Attention: General Counsel/Do pozornosti:
Hlavny pravny poradca

Email: officeofgeneralcounsel@igvia.com

Department/Celosvetové

To Institution /
Pre zdravotnicke zariadenie:

Narodny ustav reumatickych choréb,
Nabrezie 1. Krasku 4, 921 12 Piestany,
Slovak Republic

To Investigator /
Pre skusajuceho:

Olga Lukacova, MD, Ph.D

Reumatologicka ambulancia, Narodny
ustav reumatickych choréb, Nabrezie I.
Krasku 4, 921 12 Piestany, Slovak Republic

18.

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. If the Force
Majeure event persists for more than thirty (30)
calendar days, then the Parties may enter into
discussions with a view to alleviating its effects
and, if possible, agreeing on such alternative
arrangements as may be reasonable in all of the
circumstances.

FORCE MAJEURE
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18. VYSSIA MOC

Zmluvné strany st ospravedlnené od plnenia
povinnosti, ktoré si maji plnit podla tejto
zmluvy, v pripade povodne, poziaru alebo inej
zivelnej pohromy, havarie, vojny, vzbury,
vytrznosti, embarga, meSkania prepravcov,
nemoznosti ziskat’ materialy, vypadku elektriny
alebo prirodnych zdrojov dodéavok, Statneho
ukonu, vynosu alebo obmedzenia alebo inej
vysSej moci, ktora zabrafiuje takémuto plneniu,
¢1 uz je podobného, alebo iného charakteru, ako
vys$Sie uvedené a je mimo primeranej kontroly
zmluvnej strany viazanej touto povinnostou,
postihnutd zmluvnd strana vSak vynalozi
primerané Usilie na to, aby odstranila, napravila
alebo prekonala takéto okolnosti a ¢o
najrychlejSie si znovu zacala plnit' svoje
povinnosti. Ak udalost’ vy$sej moci trva dlhsie
ako tridsat’ (30) kalendarnych dni, zmluvné
strany mozu zacat’ jednania s cielom zmiernit
jej ucinky a, ak je to mozn¢, dohodnut’ sa na
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takych alternativnych opatreniach, ktoré mozu
byt’ primerané vzhl'adom na vsetky okolnosti.

19. MISCELLANEOUS 19. OSTATNE DOJEDNANIA

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.

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.

19.1. Uplnost’ zmluvy

Tato zmluva vratane priloh predstavuje
jediné a uplné ujednanie medzi zmluvnymi
stranami Vv tejto veci a nahradza vsetky
d’alSie pisomné alebo ustne dohody o tomto
skuSani.

19.2. Nezrieknutie sa/VymoZiteI'nost’
Nevymahanie akejkol'vek podmienky tejto
zmluvy nema byt interpretované ako
zrieknutie sa tejto podmienky. Ak sa
ktorakol'vek cast’ tejto zmluvy ukaze ako
nevymahatel'nd, zostdva zvySok tejto
zmluvy platny a ucinny.

19.3. Postupenie zmluvy
Tato zmluva je zavdzna pre zmluvné strany
a ich naslednikov a nastupcov.

Pracovisko skuSania nesmie postupit’ ani
presunit ziadne zo svojich prav a
povinnosti podla tejto zmluvy bez
predchadzajiceho  pisomného  suhlasu
spolo¢nosti IQVIA a zadavaterla.

Na poziadanie zadavatel'a moze spolo¢nost’
IQVIA postupit’ tuto zmluvu zadavatelovi
alebo tretej strane aspolo¢nost IQVIA
nebude zodpovedat’ za Ziadne povinnosti
alebo zavizky podla tejto zmluvy, ktoré
vznikni po datume takéhoto postlpenia,
apracovisko  skasania s takymto
postupenim suhlasi. Nastupca spolo¢nosti
IQVIA bude pracovisko sktisania o takomto
postipeni urychlene informovat'.

19.4. Opréavnena tretia strana

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

Kazda zo zmluvnych stran tejto zmluvy
potvrdzuje, ze okrem zaddvatela nie su
ziadne iné opravnené tretie strany, ktoré by
mali pravo vymadahat ktorékol'vek z
ustanoveni tejto zmluvy.
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19.5. Governing Law

This Agreement and any disputes relating to
it shall be interpreted under the laws of the
state or province and country in which Site
conducts the Study without regard to

conflict of laws principles.
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 Signature:

This Agreement, and any subsequent

amendment(s), may be executed

counterparts and the counterparts, together,
shall constitute a single agreement. The
exchange of copies of this Agreement and
of signature pages by electronic mail or
transmission in  “portable  document
format” (“PDF”), shall constitute effective
execution and delivery of this Agreement
and may be used in lieu of an original
Agreement for all purposes. Signatures of
the Parties transmitted by electronic mail or
transmission shall be deemed to be their
original signatures for all purposes.
Signature/execution of the Agreement shall
be deemed to include electronic signature,
which shall be of the same legal effect,
validity or enforceability as a manually

executed signature.

THIS SECTION IS

INTENTIONALLY LEFT BLANK.
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19.5. Rozhodné pravo

Tato zmluva a vSetky spory s fiou stvisiace
sa interpretuji podl'a pravnych predpisov
krajiny, v ktorej pracovisko skusSania
vykonava skusSanie, bez ohl'adu na kolizne
normy.

19.6. Pretrvanie

Podmienky tejto zmluvy obsahujice
povinnosti alebo prava, ktoré pokracuju po
dokonceni skaSania, budi pretrvavat’ aj po
vypovedani alebo splneni tejto zmluvy, aj
ked to vtejto zmluve nie je vyslovne
uvedené.

19.7 Podpis:

Tato zmluva a vSetky nasledné zmeny a
doplnenia moézu byt vyhotovené v
rovnopisoch, ktoré spolu tvoria jednu
zmluvu.  Vymena Kkopii tejto zmluvy a
podpisovych stran elektronickou postou
alebo prenosom vo formate ,, 36 ana 36
prenosného dokumentu* (,,PDF*)
predstavuje ucinné uzavretie a dorucenie
tejto zmluvy a moéze sa pouzit' namiesto
originalu zmluvy na vsetky ucely. Podpisy
zmluvnych stran odovzdané elektronickou
postou alebo prenosom 36 ana vsetky ucely
povazuju za ich origindlne podpisy. Za
podpis/vykonanie zmluvy sa povazuje
elektronicky podpis, ktory ma rovnaké
pravne Ucinky, platnost’ alebo vykonatel'nost’
ako ru¢ne vykonany podpis.

TATO CAST JE I’JM){SELNE
PONECHANA PRAZDNA.
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Slovakia, s.r.o./

Za IQVIA RDS Slovakia, s.r.0. svojim podpisom potvrdzuje:

By/Meno:

Title/Funkcia:

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Institution /
Za zdavotnicke zariadenie svojim podpisom potvrdzuje:

By/Meno:

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

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR /
Skusajici svojim podpisom potvrdzuje:

Name/Meno:

Signature/Podpis:

Date/Datum:
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

PRILOHA A
ROZPOCET A ROZPISPLATIEB

A. UDAJE O PRIJEMCOVI PLATIEB

The Parties agree that the payee designated below Zmluvné strany potvrdzujt, ze nizSie uvedeny
is the proper payee for this Agreement, and that prijemca platieb je riadnym prijemcom platieb
payments under this Agreement will be made podla tejto zmluvy a ze platby podla tejto

only to the following payee (“Payee”):

Contract Payee

zmluvy sa budu poukazovat’ len nasledujucemu
prijemcovi platieb (d’alej ,,prijemca platieb®):

Zmluvny prijemca platieb

Contact Information

Payee Name Narodny ustav| |Meno/ndzov prijemcu|Narodny ustav
reumatickych chorob platieb reumatickych chorob
i Adresa prijemcu platieb | Slovenka republika
Payee Address Slovak Republic _
VAT/TaxID | SK2020530732 DPH/IC DPH 5K2020530732
Banking Information: Bankové spojenie
Bank Name 7000285239/8180 Statna | | Nazov banky 2000285239/8180
pokladia Statna pokladia
Bank Street Radlinského 32 Ulica, kde sidli banka |Radlinského 32
Bank City Bratislava Mesto, kde sidli banka |Bratislava
Bank State/Province |Slovensko Stat/provincia banky | Slovensko
Bank Postal Code (811 07 PSC banky 811 07
Bank Country Slovensko Krajina, kde sidli|Slovensko
Receiving Account|Euro banka
Currency Mena uctu prijemcu Euro
IBAN SK85 8180 0000 0070
0028 5239 IBAN SK85 8180 0000
Swift Code (8 or 11|SPSR SKBA __ 0070 0028 5239
Characters) Swift kod (8 alebo 11|SPSR SKBA
If the contracted Payment Currency does not znakov) - - '
match your bank account, you may need to| |k sa zmluvna platobnd mena nezhoduje s
provide an Intermediary Bank. Please contact | | V3$'™ bankovym uctom, moze byt potrebné
your Financial institution for details. If an||uviest sprostredkujicu banku. Podrobnosti
Intermediary bank is required, please provide | [vAm poskytne vasa financna inStiticia. Ak je
Bank Name, Account Number if applicable and | | Potrebnd sprostredkujica banka, uved'te nazov
SWIFT Code of Intermediary Bank along with banky, prlpe}dn§ Cislo uctu a SWHfT lfo‘{l
all other required Wire instructions sprostredkujucej banky spolu so vSetkymi
‘ ostatnymi pozadovanymi pokynmi na prevod.

Name of recipient|Podolska Slavka
sending invoices
to

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

Protocol No: ARGX-113-2306 Project code: ZZA93232
Investigator: Olga Lukacova, MD, PhD

CONFIDENTIAL Page 38 of 54

Kontaktné informacie
Meno/nazov
prijemcu, ktorému sa
zasielaju faktury

Podolska Slavka
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Phone number &|+421337969110 Telefonne ¢islo a e-|+421337969110

Email slavka.podolska@nurch. | |mail slavka.podolska@nu
sk rch.sk

Language Slovensky jazyk Jazykova preferencia |Slpvensky jazyk

Preference e — ——

Name of payment| Podolska Slavka Meno/nazov Podolska Slavka

prijemcu platieb,

recipient to receive
P ktory mé&  dostat

payment ’ :

notification  and oznamenie o platbe a

details podrobnosti

Phone number & |+421337969110 Tetefénne ¢islo a e-[+421337969110

Email slavka.podolska@nurch. | |mail slavka.podolska@nu
sk rch.sk

Language Slovensky jazyk Jazykové preferencia [Slovensky jazyk

Preference

In case of changes in the Payee’s bank details, V pripade zmien v bankovom spojeni prijemcu

Site is obliged to inform IQVIA Clinical Trial platieb je pracovisko skGsania povinné

Payments in writing by sending an email to: ; informovat’ o nich spolo¢nost’ IQVIA Clinical

emea@ctp.solutions.igvia.com Trial Payments pisomne zaslanim e-mailu na
adresu: emea@ctp.solutions.igvia.com;

Site shall contact its IQVIA study team member Pracovisko skuSania je povinné kontaktovat
to provide signed documentation of changes to svojho c¢lena timu skaSania u spolo¢nosti
payee’s bank details. Parties agree that in case of IQVIA a  poskytnitt mu  podpisanu
changes in bank details which do not involve a dokumentaciu o zmenach v bankovom spojeni
change of payee or change of country location of prijemcu platieb. Zmluvné strany sa dohodli, ze
bank account, no further amendments are v pripade zmien v udajoch o bankovom spojeni,
required. ktoré sa netykaju zmeny prijemcu platieb alebo
zmeny krajiny, v ktorej je vedeny bankovy ucet,
sa nepozaduju ziadne d’alSie pisomné dodatky
tejto zmluvy.

The Parties acknowledge that the designated Zmluvné strany potvrdzuju, Ze menovany
Payee is authorized to receive all of the payments prijemca platieb je opravneny prijimat’ vSetky
for the services performed under this Agreement. platby za sluzby vykonané podla tejto zmluvy.

If the Investigator is not the Payee, then the Ak skusajuci nie je prijemcom platieb, platobna
Payee's obligation to reimburse the Investigator, povinnost’ prijemcu platieb voci skusajucemu
if any, is determined by a separate agreement sa ur¢i samostatnou zmluvou medzi skisajucim
between Investigator and Payee, which may a prijemcom platieb, ktora mdéze obsahovat’ iné
involve different payment amounts and different splatné sumy a iné platobné intervaly, nez platia
payment intervals than the payments made by pre platby poukazované spolo¢nostou IQVIA
IQVIA to the Payee. prijemcovi platieb.

Investigator acknowledges that if Investigator is Skusajuci akceptuje, Ze ak nie je prijemcom
not the Payee, IQVIA will not pay Investigator platieb, spolo¢nost IQVIA mu nebude
even if the Payee fails to reimburse Investigator. poukazovat Ziadne platby ani v pripade, Ze
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B.
Site

MINIMUM ENROLLMENT GOAL
acknowledges that Site’s

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.

C. PAYMENT TERM

IQVIA will pay the Payee every 6 months, on a

completed visit per subject basis in accordance
with the attached budget. Ninety percent (90%)
of each payment due, including any Screening

minimum
enrollment goal is 1 subjects and that Site will use

prijemca platieb si nesplni svoje platobné
povinnosti vo¢i skusajacemu.

B.  MINIMALNY NABOROVY CIEL
Pracovisko skuSania potvrdzuje, ze jeho
minimalny naborovy ciel’ je 1 subjekt a ze
pracovisko sktisania vynalozi maximalne usilie
na dosiahnutie naborového ciel’a v primeranom
¢ase po zacati skuSania na pracovisku sktiSania.
Ak pracovisko skusania tuto zasadu nedodrzi,
spolo¢nost’ IQVIA méze prehodnotit’ vhodnost’
pracoviska sk@Sania pre dalSiu ucast na
skasani.

C.  PLATOBNE PODMIENKY

Spolo¢nost’” IQVIA bude poukazovat' platby
prijemcovi platieb kazdych 6 mesiacov na
zaklade poctu absolvovanych névstev na jeden
subjekt v sulade s pripojenym rozpoctom.

Failure that may be payable under the terms of
this Agreement, will be made based upon prior 6
months’ enrollment data received from the Site
supporting subject visitation.

Devitdesiat percent (90 %) kazdej splatnej
sumy, vratane platieb za netspesné vstupné
vySetrenia, ktoré moézu byt splatné podla
podmienok tejto zmluvy, sa poukaze na zaklade
udajov o zarad’'ovani za predchadzajucich 6
mesiacov prijatych od pracoviska sktsania,
ktoré dokladaju navstevnost’ subjektov.

The balance of monies earned, up to ten percent Zostatok splatnych finanénych prostriedkov az
(10%), will be pro-rated upon verification of do vysky desat’ percent (10 %) sa vyplati
actual subject visits, and will be paid by IQVIA pomernym spdsobom po overeni skutocnej
to the Payee upon final acceptance by Sponsor of navstevnosti subjektov a spolo¢nost’ IQVIA ho
all data entry, all data clarifications issued, the vyplati prijemcovi platieb po zadavatel'ovom
receipt and approval of any outstanding konecnom prevzati vSetkych zaznamenanych
regulatory documents as required by IQVIA tudajov, vSetkych vydanych vysvetliviek k
and/or Sponsor, the return of all unused supplies udajom, po prevzati a schvaleni vSetkych
to IQVIA, and chybajtcich dokumentov pre kontrolné trady
upon satisfaction of all other applicable pozadovanych spolo¢nostou IQVIA alebo
conditions set forth in the Agreement. zadavatelom, vrateni vSetkych nepouzitych
materialov spolocnosti IQVIA a po splneni
d’al$ich podmienok uvedenych v zmluve.

Any expense or cost incurred by Site in Za akékol'vek vydavky alebo naklady, ktoré

performing this Agreement that is not specifically pracovisku sksania vzniknli pri plneni tejto

designated as reimbursable by IQVIA or Sponsor zmluvy a ktoré nie st vyslovne schvalené na

under the Agreement (including this Budget and preplacanie  spolo¢nostou IQVIA alebo

Payment Schedule) is the sole responsibility of zadavatel'om podla tejto zmluvy (vratane tohto

the Site. Rozpoétu a rozpisu platieb), zodpoveda
vyhradne pracovisko skusania.
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Local bank charges bank charges from Miestne  bankové  poplatky,  poplatky
intermediate banks and any other local charges sprostredkovatel'skych bank a vSetky dalSie
are also covered by the Payee. miestne poplatky hradi takisto prijemca.

Major, disqualifying Protocol violations are Zavazné, diskvalifikujuce porusenia

not payable under this Agreement. protokolu nie su podPa tejto zmluvy splatné.
D.  BUDGET TABLE D.  ROZPOCTOVA TABULKA
Description Amount Opis Suma
Screening Visit 1,440 € Vstupna navsteva 1,440 €
Baseline Visit 2,050 € Vstupna navsteva 2,050 €
Double- |Week 1 512 € Dvojto  |1. navsteva 512 €
blinded  |Week 2 467 € zaslepen |2. névsteva 467 €
treatment |Week 8 948 € é 8. névsteva 948 €
period  [Wweek 4 482 € obdobie (4 ty7den 482 €
Week 12 1,831 € lie€by 13 tyzden 1,831 €
Week 18 482 € 18. tyzden 482 €
Week 24 1,841 € 24. tyzden 1,841 €
Week 30 482 € 30. tyzden 482 €
Week 36 1,831 € 36. tyzden 1,831 €
Week 42 482 € 42. tyzden 482 €
Week 48 1,821 € 48. tyzden 1,821 €
Open- Week 48 OLE* 62 € Otvoren |48. tyzdett OLE® |62 €
label Week 49 378 € é 49. tyzden 378 €
treatment |Week 50 378 € obdobie |50. tyzden 378 €
period Week 52 477 € liecby |52 tyzden 477 €
Week 56 533 € 56. tyzden 533 €
Week 60 738 € 60. tyzden 738 €
Week 66 412 € 66. tyzden 412 €
Week 72 738 € 72. tyzden 738 €
Week 78 412 € 78. tyzden 412 €
Week 84 738 € 84. tyzden 738 €
Week 90 412 € 90. tyzden 412 €
Week 96 718 € 96. tyzden 718 €
TOTAL with OLE [20,665 € CELKOVO s OLE |20,665 €
IMP Navsteva po
Discontinuation ukonceni liecby
Visit — Double-|1,821 € skusanym
blinded treatment produktom (IMP) —|1,821 €
period Clinic visit** dvojito  zaslepené
IMP obdobie liecby —
Discontinuation navsteva kliniky**
Visit Double- 106 € Navsteva po
blinded  treatment ukonceni liecby IMP | 106 €
period — Phone — dvojito zaslepené
call**

Slovakia Clinical Trial Agreement template-INV &(priv) INST
_ based on IQVIA Global template — 1 May 2019
Protocol No: ARGX-113-2306 Project code: ZZA93232
Investigator: Olga Lukacova, MD, PhD
DOVERNE Strana 41 z 54
CONFIDENTIAL Page 41 of 54
SVK_en_ Slovakia CTA Template - Institution and Investigator_Translated on 16-Jul-2019-1



IMP obdobie liecby -
Discontinuation 611 € telefonat**
Visit OLE - Clinic
visit Navsteva po
IMP ukonceni liecby IMP 611 €
Discontinuation 106 € OLE — navsteva
Visit OLE - Phone kliniky
call Navsteva po
Safety  Follow-up ukonceni liecby IMP [ 106 €
Visit S13€ OLE — telefonat
Additional PK 168 € NésleC}né ’
Visith bezpec¢nostna 513 €
navsteva
Dodato¢na navsteva
PKA 168 €

** IMP D/C (DBTP/OLE) PC Visit should be ** IMP D/C (DBTP/OLE) navsteva PC by sa
performed if participants are unwilling to travel mala vykonat, ak ucastnici nie sG ochotni
on-site. cestovat’ na pracovisko skusania.

A For additional PK sampling on Days 3-4 and 2- ” Na dodato¢ny odber farmakokinetickych (PK)

3 days after Week 4 or Week 12 for subset of vzoriek v 3. — 4. defi a 2. — 3. den po 4. tyzdni

consenting patients. alebo v 12. tyzdni pre podskupinu pacientov,
ktori s odberom suhlasia.

& To be reimbursed on top of the W48 for & Preplaca sa nad ramec 48. tyzdna pre

participants entering OLE. Gcastnikov  vstupujicich do  dlhodobeho
predlzenia (OLE).
E. STUDY START-UP FEE E. PLATBA NA ROZBEH SKUSANIA

A one-time, non-refundable payment will be paid Po  skompletizovani  vSetkej  zmluvnej
in the amount of 1445 € to cover Study start-up dokumentacie a dokumentacie pre kontrolné
activities upon urady, jej prevzati spolo¢nostou IQVIA a
completion and receipt by IQVIA of all prevzati faktiry spolo¢nostou IQVIA sa uhradi
contractual and regulatory documentation and jednorazova, nerefundovatelna platba vo vyske

receipt of invoice. 1445€ ktora ma pokryt aktivity na rozbeh
skuSania.
F. PHARMACY SET-UP FEE F. PLATBA ZA ZRIADENIE LEKARNE

A onetime, non-refundable Pharmacy Set-Up Jednorazova, nevratna platba za zriadenie
payment of 854€ will be made upon completion lekarne vo vySke 854€ bude uhradena po
and receipt by IQVIA of all original contractual vyplneni a prijati vSetkych originalov zmluvne;j
and regulatory documentation and receipt of an a  dokumentacie pre kontrolné urady
invoice. spolo¢nostou IQVIA a po prijati faktury.

G. DOCUMENT STORAGE FEE G. PLATBA ZA UCHOVAVANIE DOKUMENTOV
A document storage payment of 1022 will be Platba za uchovavanie dokumentov vo vyske
made upon completion and receipt by IQVIA of 1022€ sa uskuto¢ni po dokonéeni a prijati
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all  original contractual and regulatory
documentation, and are not included in the
attached Budget. In accordance with Sponsor’s
Protocol requirements, Institution shall maintain
all Site Study records in a safe and secure location
to allow easy and timely retrieval, when needed.

H. PHARMACY CLOSE-OUT FEE

A one-time, non-refundable Pharmacy Close-out
payment will be made upon receipt of invoice at
a cost of 355€ at end of study.

I. PHARMACY (EFGARTIGIMOD/PLACEBO)

vSetkych origindlov zmluvnej dokumentécie
pre kontrolné urady spolo¢nostou IQVIA a nie
je zahrnutd v prilozenom rozpocte. V sulade s
poziadavkami protokolu zadavatela
zdravotnicke zariadenie uchovava vSetky
zaznamy skuSana pracoviska skuSania na
bezpecnom a chranenom mieste, aby ich bolo
mozné v pripade potreby I'ahko a vcas ziskat'.

H. PLATBA ZA UKONCENIE PRAVADZKY
LEKARNE

Jednorazova, nevratna platba za ukoncenie
prevadzky lekdrne sa uskutoéni po prijati
faktury vo vyske 355€ na konci skusania.

|. PLATBA ZA UCHOVAVANIE V LEKARNI

STORAGE FEE

An annual Pharmacy Storage payment of 343€
for the storage of ARGX-113/placebo will be
made. Reimbursement will be made upon receipt
of invoices each year on or after the anniversary
of the signing of this Agreement. Invoices must
include the year of renewal.

J. STUDY CLOSE-OUT FEE

A one-time, non-refundable Study Close-Out
payment of 928€ will be made upon completion
and approval by IQVIA of any outstanding data
documentation (data entry completion and data
clarifications issued) and regulatory
documentation and upon receipt of invoice,
payment includes including all activities related
to closing out the site.

K.PATIENT MEDICAL CHART REVIEW FEE

(EFGARTIGIMOD/PLACEBO)

Ro¢nad platba za ochovavanie ARGX-
113/placebo sa uskutoni vo vyske 343€.
Uhrada sa uskutoéni po prijati faktar kazdy rok
v den vyrocia podpisania tejto zmluvy alebo po
flom. Faktury musia obsahovat’ rok obnovenia.

J. PLATBA ZA UKONCENIE SKUSANIA
Jednorazova, nevratna platba za ukoncenie
skaSania vo vyske 928€ sa uskuto¢ni po
dokonceni a schvaleni vSetkych zostavajicich
udajov dokumentacie (dokoncenie zaddvania
udajov a vydanie vysvetleni udajov) a
dokumentécie pre kontrolné urady a po prijati
faktary. Platba zahffia vSetky Cinnosti spojené
S uyatvorenim pracoviska skuSania.

K. PLATBA ZA PESKUMANIE ZDRAVOTNEJ

A patient medical chart review fee in the amount
of 41€ per chart review, which includes
institutional overhead, will be made on a pass
through basis upon receipt of the original
supporting invoices. In no event shall the

compensation for the additional chart review
exceed total amount of 1.230 € without Sponsor

and/or IQVIA’s prior approval.
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KARTY PACIENTA

Platba za preskimanie zdravotnej karty
pacienta vo vyske 41 € za jedno preskimanie
karty, ktord =zahffia prevadzkové néklady
zdravotnickeho zariadenia, sa uskuto¢ni na
zéklade priebezného hodnotenia po prijati
origindlnych podkladovych faktur. Odmena za
dodatoéné preskimanie karty v Ziadnom
pripade neprekro¢i celkova sumu 1 230 € bez
predchadzajiceho suhlasu zadavatela a/alebo
spoloc¢nosti IQVIA.
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L. SCREENING FAILURE L. NEUSPESNE VSTUPNE VYSETRENIA

Reimbursement for screen failures will be at the Uhrady za netspe$né vstupné vysetrenia sa

amount budt poukazovat’ vo vyske

indicated on the screening visitof the attached uvedenej pri vstupnej navsteve v pripojenej

budget table, not to exceed three (3) screen rozpoctovej tabul’ke, priCom nepresiahnu tri (3)

failure(s) paid per ten (10) subject(s) randomized. uhradené netspe$né vstupné vySetrenia na
desat’ (10) randomizovanych subjektov.

To be eligible for reimbursement of a screening Aby vznikol narok na uthradu za vstupni

visit, supporting data entry must be completed navstevu, musia sa skompletizovat’ podkladové

and submitted to IQVIA along with any zaznamenané udaje a odoslat’ spolo¢nosti

additional information, which may be requested IQVIA  spolu  so  vSetkymi  dalSimi

by IQVIA to appropriately document the subject informaciami, ktoré méze spolo¢nost’ IQVIA

screening procedures. pozadovat, aby dostatoéne zdokumentovala
vstupné vysetrenia subjektu.

M.  DISCONTINUED EARLY M.  PREDCASNE VYRADENIE ALEBO
TERMINATION SUBJECTS VYSTI'JPENIE SUBJEKTOV
Reimbursement for discontinued or early Uhrady za subjekty, ktoré boli zo sk@$ania
termination subjects will be prorated based on the vyradené alebo z neho predcasne vystuapili, sa
number of confirmed completed visits. vyplatia pomernym spdsobom podla poctu
potvrdenych absolvovanych navstev.

OR

N.  POSTUPY VYKONAVANE PODI’A
POTREBY A NEPLANOVANE POSTUPY
(NA FAKTURU)

The following conditional and unscheduled Nasledujice postupy vykonavané podla
procedure costs will be reimbursed on a pass- potreby a neplanované postupy sa budu

N. CONDITIONAL ___ AND UNSCHEDULED

PROCEDURES (WITH INVOICE)

through basis upon receipt of an invoice in the
amount indicated in the table below (which
includes overhead). Subject number and

uhradzat’ priebezne po prevzati faktiry na sumu
uvedenu v tabulke nizSie (ktora zahfna
prevadzkové néklady). Aby sa mohla poukazat’

procedure dates must be included on the invoice
for payment to be issued.

platba, musi byt na faktare uvedené Ccislo
subjektu a datumy postupov.

Conditional Procedure Postupy vykonavané podla
Pregnant partner consent 28 € potreby
Caregiver consent 28 € Suhlas tehotnej partnerky 28 €
Consent for Use and Storage of Suhlas opatrovatel’a 28 €
Biological ~ Samples -  if|28 € Suhlas S pouzitim a
applicable uchovavanim biologickych |28 €
Consent for Gene expression )% € vzoriek — ak je to relevantné
analysis - if applicable Suhlas s analyzou génovej 3 €
EQ-5D-5L; self-administered 23 € expresie — ak je to relevantné
Blood draw, phlebotomy, routine EQ-5D-5L; samostatne 23€
venipuncture for collection of vyplneny dotaznik
specimen(s) for central lab|18€ Odber krvi, flebotomia, beznd
(General chemistry and venepunkcia na odber vzoriek |18 €
hematology; serum pregnancy pre centrilne laboratérium
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and FSH test if applicable; (vSeobecna chémia a
HBV/HCV/HIV; PD (IgG), hematologia; tehotensky test a
Exploratory Biomarkers, Anti- test FSH v sére, ak je to
Ro/SS-A, Anti-La/SS-B, RF, relevantné; HBV/HCV/HIV;
Immunogenicity if applicable, PD (IgG), vyskumné
ESSDAI biological domain- biomarkery,  Anti-Ro/SS-A,
related laboratory tests if Anti-La/SS-B, RF,
applicable, Total 1gG); simple: imunogenita, ak je to
Includes preparation of specimen relevantné, laboratorne testy
Urine collection for central suvisiace s biologickou
(urinalysis, urine pegnancy test oblastou ESSDAI, ak je to
if applicable) laboratory, as|12€ relevantné, celkové IgG);
needed for repeated/additional jednoduché: zahfnia pripravu
testing vzorky.
24 hours urine collection for Odber mocu pre centralne
central (24 hour urinalysis) laboratérium (analyza mocu,
laboratory - if required for|18 € pripadne test na tehotenstvo v |12 €
clinESSDAI/ESSDAI renal mo¢i), podla potreby na
domain assessments opakované/dodatocné testovanie
Handling and/or transportation of 24-hodinovy odber mocu pre
specimen to central lab for|16€ centralne laboratéorium (24-
repeated/additional testing hodinova analyza mocu) — ak

- . 2 N .. |18€
Brief  physical examination, sa vyzaduje pre  klinicke
includes: one set of vital signs; 76 € hodnotenie rendlnej domény v
weight (if applicable) to assess ramci ESDAI/ESSDAI
ESSDAI, as appropriate Manipuladcia a/alebo preprava
Vital signs including weight if vzorky do centralneho 16 €
applicable for repeated testing in|51 € laboratoria na
cases of screen failure opakované/dodatocné testovanie
Single 12-lead ECG: Includes Kratke fyzikdlne vySetrenie,
tracing, interpretation and report 75 € ktoré zahfna: jeden subor
for repeated testing in cases of vitalnych funkcii; hmotnost’ 76 €
screen failure (ak je to relevantné) na
Therapeutic, prophylactic or posudeniec ESSDAI, ak je to
diagnostic injection vhodné
(efgartigimod/placebo); Vitélne funkcie vratane
subcutaneous or intramuscular if|42 € hmotnosti, ak je to potrebné na s1€
administered at the site after W2 opakované testovanie v pripade
(during DBTO) and after W50 zlyhania vstupného vySetrenia
(during OLE) Jedno 12-zvodové EKG: zahina
Adverse events for unscheduled )5 € sledovanie, interpretaciu  a
visit spravu pri opakovanom|75 €
Concomitant medications for 19 € testovani v pripade zlyhania
unscheduled visit vstupného vysetrenia
Study Coordinator - Per Hour for 37 € Terapeuticka, profylakticka
unscheduled visit alebo  diagnosticka injekcia
Physician - Per Hour  for|, o (efgartigimod/placebo); 42€
unscheduled visit subkutanna alebo
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Study Coordinator, Electronic
Data Capture (EDC) - Per Hour
for unscheduled visit

Patient Travel - Per Visit for
unscheduled visit

Serious adverse events (SAE)
Re-consent, Informed consent
performed again with the same
patient

34€

32€
68 €

51€

Subject travel reimbursement

Investigator decides only one option for subject
for duration of the Study.

Option 1 Meal debit card payment

Each Study subject will receive reimbursement
for travel and meal expenses through the
provision of a meal debit card in
per each visit. 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.
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intramuskuldrna, ak sa podava
na pracovisku po 2. tyzdni (pocas
DBTO) a po 50. tyzdni (pocas
OLE)

pri

Neziaduce udalosti

. C 25€
nepldnovanej ndvsteve

Stubezné lieky pri neplanovanej
navsteve

19€

Koordinator skusSania na

: , A 37€
hodinu za neplanovanii navstevu

Lekar na hodinu za

, L 110 €
neplanovanu navstevu

Koordinator skuiSania,
elektronicky zber udajov (EDC)
— na hodinu za neplanovanu
navstevu

Cestovné pacienta — za navstevu
pri neplanovanej navsteve
Zavazné neziadice udalosti
(SAE)

Opédtovny suhlas, informovany
suhlas vykonany znovu s tym

34€

32€

68 €

51€

istym pacientom
Cestovné nahrady subjektom skisania
Skusajuci si vyberie len jednu z nasledujucich
moznosti pre subjekt poc¢as trvania sktiSania.
Moznost’ 1 Platba na stravenkovi debetnu
kartu

Kazdy subjekt dostane uhradu cestovnych
a stravnych  ndkladov  prostrednictvom
poskytnutia stravenkovej debetnej karty za
kazda névstevu .Stravné debetné karty poskytne
zadavatel prostrednictvom zmluvne;j
vyskumnej organizacie (IQVIA) a subjektom
ich bude vydavat’ skuSajuci pri prvej navsteve.
Skusajuci bude viest' zdznam dokumentujlci
dodanie stravnych debetnych kariet kazdému
subjektu  Stadie. Preplatenie  cestovnych
nakladov subjektov sktSania prostrednictvom
stravenkovej karty bude zabezpecovat’ IQVIA
podl'a vykonanych navstev subjektu. Dobijanie
stravenkovej karty sa vykona na mesacnej baze.
Takéto uthrady budi v stlade s podpisanym
dokumentom informovaného stihlasu subjektu.
Skusajuci  poskytne  IQVIA  sucinnost’
a informécie potrebné na thradu cestovnych
nakladov subjektom skusania.
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Option 2 Payment in cash

Each Study subject will receive reimbursement
for travel and meal expenses through the
provision of cash paymen per each visit
The Investigator will keep a record documenting
payment to each Study subject. 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.

0. 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.

P. 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.

Q. 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. 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) must also be sent to IQVIA and
approved by sponsor. All invoices shall be raised
in the following manner:
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Moznost’ 2 Platba v hotovosti

Kazdy subjekt dostane uhradu cestovnych
a stravnych nakladov v hotovosti za kazdu
navStevu SkuSajiaci bude viest zdznam
dokumentujuci vydanie hotovosti.

Takéto thrady budu v stlade s podpisanym
dokumentom informovaného stihlasu subjektu.
Skusajuci  poskytne  IQVIA  sucinnost’
a informécie potrebné na thradu cestovnych
nakladov subjektom skusania.

0. POPLATKY NEZAVISLYM
ETICKYM KOMISIAM

Néklady na nezavislé etické komisie (NEK) sa
budt uhradzat’ po prevzati faktury od NEK a nie
st zahrnuté v pripojenom rozpocte. Platba sa
poukaze priamo NEK. Vsetky nasledujuce
podania alebo prediZenia platnosti sa po
schvaleni spolo¢nostou IQVIA a zadavatelom
budi uhrddzat po prevzati prislusnej
dokumentacie.

P. PLATOBNE NEZROVNALOSTI

Proti platobnym nezrovnalostiam, ktoré sa
vyskytnu v priebehu skisania, méze pracovisko
skiSania namietat’ do tridsiatich (30) dni od
pripisania poslednej platby.

Q. FAKTURY

Platby bude vydavat' spolo¢nost’ IQVIA na
zaklade rozpoctu navstev, frekvencie platieb a
platobnych podmienok, ako je opisané vyssie.
Platby sa uskuto€nia az po prijati prislusnych
faktar vratane podpornej dokumenticie v
urcenej mene, ako je opisané nizSie. Faktury
buda splatné do 30 dni od datumu prijatia
faktiry spolocnostou IQVIA vratane prislusnej
podpornej dokumentécie.

Faktury za akékol'vek dodatocné platby k
platbAm uvedenym v tejto zmluve (t. j.
dodatocné uhrady) musia byt tiez zaslané
spoloc¢nosti IQVIA a schvélené zadavatel'om.
Vsetky faktiry sa vystavuju nasledujicim
spdsobom:
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Invoices to be billed to:

IQVIA RDS Slovakia, s.r.o.
Vajnorska 100/B,
831 04 Bratislava — Slovak Republic

Invoices including back up to be sent to:
emea@ctp.solutions.iqvia.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.

Link to the Portal: https://ctp.solutions.igvia.com

Emailed or uploaded invoices and backup are

Faktiury sa uétuji na adresu:

IQVIA RDS Slovakia, s.r.o.
Vajnorska 100/B,
831 04 Bratislava — Slovenska republika

Faktury vratane zaloh sa zasielaju na
adresu: emea@ctp.solutions.iqvia.com

Okrem toho je mozné faktiry odosielat
prostrednictvom portadlu. Prijemca platieb
dostal e-mail, aby si vytvoril G¢et na naSom
platobnom portali. Z portalu bude moct
prijemca platieb pristupovat k c¢innostiam
subjektu podla protokolu, predkladat’ faktury,
ako aj zobrazovat’ udaje o platbach pre vsetky
platby vykonané spolo¢nostou IQVIA.

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

Uprednostiiuju sa faktiry zaslané e-mailom

preferred. In the event of invoices in hard

alebo nahrané a zalohované. V pripade

copy need to be sent, please send to the

potreby zaslania faktir v tla¢enej podobe ich

following address:

IQVIA Clinical Trial Payments
37 The Point

North Wharf Road, Paddington
London, W2 1AF

United Kingdom

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

name,

o O

O O O O O

printed on
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poslite na tito adresu:

IQVIA Clinical Trial Payments
37 The Point
North Wharf Road, Paddington
London, W2 1AF
United Kingdom
Na fakture by mali uvedené tieto
informacie:

byt

o Uplné meno, adresa a telefonne &islo
SKUSAJUCEHO

o Datum faktary

Cislo faktary

Meno/nazov prijemcu platieb (musi sa

zhodovat’ s nazvom prijemcu platieb

uvedenym v CTA)

Vyska platby

Uplny opis poskytnutych sluzieb

Cislo skiiania:

Nézov zadavatel’a

o O

0O O O O
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o Faktury by mali byt vytlatené na
hlavickovom papieri pracoviska
skusania/zdravotnickeho zariadenia

All invoice and payment related inquiries shall be Vsetky otazky tykajlice sa faktar a platieb

addressed directly to IQVIA Clinical Trial adresujte priamo spolo¢nosti IQVIA Clinical

Payments at emea@ctp.solutions.igvia.com. Trial Payments na adrese
emea@ctp.solutions.igvia.com.

Invoices and any accompanying documentation Faktary ani Ziadne sprievodné dokumenty
must not include any personally identifying nesmt obsahovat’” osobné identifikacné udaje
information of any Subject, including but not Ziadneho subjektu, najmd meno alebo
limited to Subject first or last name, initials, date priezvisko, inicialy, datum narodenia, adresu,
of birth, address, telephone, passport number, telefonne ¢islo, Cislo pasu, e-mailov adresu
email address, or credit card information. If alebo udaje platobnej karty. Ak budu faktiury
invoices or any accompanying documentation do alebo sprievodna dokumentécia obsahovat’ tieto
contain this information IQVIA will notify udaje, spolo¢nost IQVIA o tom bude
Payee. Payee will need to resubmit a redacted informovat’ prijemcu platieb. Prijemca platieb
invoice and accompanying documentation that bude musiet zaslat opravenu faktiru a
does not include any personally identifying sprievodnit dokumentaciu, ktora nebude

information of any Subject. obsahovat’ osobné identifikacné udaje ziadneho
subjektu.
NO OTHER ADDITIONAL FUNDING ZIADNE DALSIE POZIADAVKY NA
REQUESTS WILL BE CONSIDERED. FINANCOVANIE NEBUDU
ZOHI’ADNENE.
All amounts include all applicable taxes and Vsetky sumy zahfiaju vsetky platné dane,
excludes VAT. okrem DPH.
All payments for this Study in accordance with ~ Vsetky platby za skusanie podl'a pripojeného
the attached Budget will be paid by IQVIA rozpoc¢tu uhradi spolo¢nost’ IQVIA
electronically. elektronickym prevodom.
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ATTACHMENT B

DATA PRIVACY AND DATA PROCESSING TERMS

“Data Protection and Privacy Laws” mean all
applicable laws, regulations, and regulatory
requirements applicable to any party to this
Agreement, including the GDPR.

The Parties warrant to each other that they will
process Personal Data in compliance with all
Data Protection and Privacy Laws, and in
compliance with the Harmonised Tripartite
Guideline for Good Clinical Practice of the
International Council on Harmonisation of
Technical Requirements for Pharmaceuticals for
Human Use (ICH-GCP).

Sponsor is subject to the rights and obligations as
“data controller” set forth under the GDPR in
relation to the processing of Personal Data for the
purpose of conducting the Study in accordance
with the Protocol. In that respect Sponsor shall be
considered as data controller of the Personal Data
processed for Study purposes. IQVIA is acting as
a data processor solely on behalf of the Sponsor
with regard to the Personal Data processed as part
of the Study.

Institution and Investigator are subjects to the
rights and obligations as “data processors” set
forth under the GDPR in relation to the
processing of Personal Data for the purpose of
conducting the Study in accordance with the
Protocol.

Institution is also subject to the rights and
obligations as a separate “data controller” set
forth under the GDPR in relation to the
processing of Personal Data of its patients for
purposes other than conducting the Study. In
particular, Institution remains data controller of
the data contained in its patients’ medical records
for the purposes of providing medical care to its
patients and for academic research purposes.

Priloha B

Podmienky ochrany osobnych udajov a
spracovania udajov

»Zakony o ochrane udajov a sukromia”,,
znamenaju vSetky platné zékony, nariadenia a
poziadavky kontrolnych turadov, ktoré sa
vztahuju na ktortikol'vek zmluvnu stranu tejto
zmluvy, vratane GDPR.

Zmluvné strany si navzdjom zarucuju, ze budu
spracuvat osobné udaje v sulade so vSetkymi
zakonmi o ochrane tdajov a stikromia a v sulade
s harmonizovanym trojstrannym usmernenim pre
spravnu klinicki prax Medzinarodnej rady pre
harmonizaciu technickych poziadaviek na
humanne lieky (ICH-GCP).

Na zadavatela sa vzt'ahuju prava a povinnosti
,prevadzkovatel'a udajov* stanovené v GDPR v
suvislosti so spracivanim osobnych udajov na
ucely realizacie skusania v sulade s protokolom.
V tejto suvislosti sa zadavatel povazuje za
prevadzkovatela osobnych udajov spracuvanych
na Ucely skusania. Spolo¢nost’ IQVIA kona ako
spracovatel’ udajov vyluéne v mene zadavatela,
pokial’ ide o osobné udaje spractivané v ramci
skuSania.

Zdravotnicke zariadenie a skuSajuci podliehaju
prdvam a povinnostiam ,,spracovatel'ov tidajov*
stanovenym v GDPR v suvislosti so spraciivanim
osobnych udajov na ucely vykonavania skuSania
v sulade s protokolom.

Na zdravotnicke zariadenie sa vzt'ahujl aj prava
a  povinnosti ako na samostatné¢ho
»prevadzkovatel'a udajov stanovené v GDPR v
stvislosti so spraciivanim osobnych udajov jeho
pacientov na iné ucely ako na vykondvanie
sktiSania. Zdravotnicke zariadenie zostdva najméa
prevadzkovatelom 1udajov  obsiahnutych v
zdravotnej dokumentécii svojich pacientov na
ucely poskytovania zdravotnej starostlivosti
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Both prior to and during the course of the Study,
the Institution, the Investigator and/or the Study
Staff may be called upon to share Personal Data
of the Investigator, the Study Staff and other
employees/contractors of the Institution or of the
Investigator to the Sponsor, IQVIA and other
third parties involved in the conduct of the Study.
Such Personal Data may include, indicatively,
names, contact details, work experience and
professional qualifications, publications,
resumes, educational background, any significant
financial relationship with the Sponsor and/or
information relating to payments made pursuant
to this Agreement. The Institution and
Investigator shall provide the information
reasonably requested by Sponsor and/or IQVIA
and shall authorize the processing and storage of
certain Personal Data of the Investigator, the
Study Staff and other employees/contractors of
the Institution or of the Investigator for the
performance of this Agreement and to the extent
permitted by Data Protection and Privacy Laws.

The purposes for which the Personal Data of the
Study Staff are processed by the Sponsor shall be
detailed in the notice to be supplied to the Study
Staff regarding the processing of their data and
may include:

(1) the conduct of clinical trials;

(2) verification by government or regulatory
agencies, the Sponsor, the CRO, and their
agents and affiliates;

(3) compliance with legal and regulatory
requirements;

(4) publication on www.clinicaltrials.gov
and other websites and/or databases that
serve a comparable purpose;

(5) compilation of performance metrics;

(6) provision of information regarding the
Study to individual patients and doctors who
may be interested in participating in the
clinical study at Institution;

svojim pacientom a na ucely akademického
vyskumu.

Pred skusanim, ako aj v jeho priebehu mézu byt
zdravotnicke zariadenie, skuSajuci a/alebo
personal skuSania vyzvani, aby poskytli osobné
udaje skuSajuceho, personalu skasania a inych
zamestnancov/zmluvnych partnerov
zdravotnickeho zariadenia alebo sktsajuceho
zadavatel'ovi, spolo¢nosti IQVIA a inym tretim
stranam zapojenym do vykonavania skusania.
Takéto osobné tdaje mozu

orientatne zahfiiat menda, kontaktné¢ tudaje,
pracovné skusenosti a odbornu kvalifikaciu,
publikacie, zivotopisy, vzdelanie, akykol'vek
vyznamny finan¢ny vztah so zadavatelom
a/alebo  informécie tykajuce sa  platieb
vykonanych podla tejto zmluvy. Zdravotnicke
zariadenie a skusajuci poskytnt informacie, ktoré
zadavatel’ alalebo  spolo¢nost  IQVIA
odovodnene pozaduju, a povolia spracovanie a
uchovavanie  urcitych  osobnych  udajov
skasajuceho, personalu skuSania a inych
zamestnancov/zmluvnych partnerov
zdravotnickeho zariadenia alebo skusajuceho na
ucely plnenia tejto zmluvy a v rozsahu
povolenom zakonmi o ochrane udajov a
stukromia.

Ucely, na ktoré zadavatel’ spractiva osobné tidaje
personalu skuSania, su podrobne uvedené v
oznameni, ktoré sa poskytne personalu skuSania
v suvislosti so spracovanim jeho udajov, a mézu
zahfnat’:
(1) vykonavanie klinickych skuSani;
(2) overovanie zo strany vladnych alebo
regula¢nych agentur, zadavatela, CRO a ich
zastupcov a pridruZenych spolocnosti;
(3) dodrziavanie pravnych poziadaviek a
poziadaviek kontrolych uradov;
4) zverejnenie na adrese
www.clinicaltrials.gov a inych webovych

strankach a/alebo databazach, ktoré sluzia na
porovnatel'ny ucel;

(5) zostavenie vykonnostnych ukazovatel'ov;

(6) poskytovanie informacii tykajicich sa
sktiSania jednotlivym pacientom a lekdrom,
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(6) storage in databases to facilitate the
selection of investigators for future clinical
trials; and

(7) anti-corruption compliance.

The Institution through the Investigator will
assist the Sponsor in providing such notice to the
Study Staff.

All Parties shall implement appropriate technical
and organisational measures to protect the
Personal Data as required by ICH-GCP and Data
Protection and Privacy Laws. Institution shall in
particular apply strict controls to ensure Study
Subject original medical documents are secured
from unauthorized access and accidental loss.
Sponsor and/or IQVIA may access original
medical records to perform monitoring activities
and shall handle such documents in the strictest
confidence.

Institution and Investigator shall promptly, at the
latest within three (3) days after receiving such
request, notify IQVIAin writing if they receive
any communication with regards to data
protection relating to the services from a Study
Participant, a data protection authority or other
regulatory authority and provide IQVIA and
Sponsor with full cooperation and assistance in
relation to any such communication, at no
additional cost to IQVIA or Sponsor.

Institution and Investigator shall notify Sponsor,
within twenty-four (24) hours of discovery of a
suspected Personal Data breach related to the
processing of Personal Data under the
Agreement. In the course of notification,
Institution will provide, as feasible, sufficient
information for the Sponsor to assess the incident
and make any required notification to any
government authority within the timeline
required by Data Protection and Privacy Laws. A
Personal Data breach refers to a Personal Data
breach as described in articles 33 and 34 of the
GDPR.

ktori mézu mat’ zaujem o ucast’ na klinickom
skuSani v zdravotnickom zariadeni;

(7) uchovévanie v databazach na ulahcenie
vyberu skusajucich pre budace klinické
skusania a

(8) dodrziavanie protikorup¢nych pravidiel.

Zdravotnicke zariadenie pomoze
prostrednictvom skusajiceho zadavatelovi pri
poskytovani takéhoto oznadmenia persondlu
skaSania.

Vsetky zmluvné strany zavedu vhodné technické
a organizacné opatrenia na ochranu osobnych
udajov v sulade s poziadavkami ICH-GCP a
zdkonmi o ochrane udajov a stkromia.
Zdravotnicke zariadenie uplatiiuje najmi prisne
kontroly, aby zabezpecilo, Ze originaly
zdravotnych dokumentov subjektu skuSania su
zabezpecené pred neoprdvnenym pristupom a
nahodnou stratou. Zadéavatel’ a/alebo spolo¢nost’
IQVIA modézu pristupovat k origindlom
zdravotnych zaznamov na ucely vykonavania
monitorovacich ¢innosti a musia s takymito
dokumentmi zaobchéadzat’ prisne doverne.

Zdravotnicke zariadenie a skiiSajlici su povinni
bezodkladne, najneskor do troch (3) dni od
prijatia takejto ziadosti, pisomne informovat
spolocnost IQVIA, ak dostant akékol'vek
oznamenie tykajice sa ochrany udajov v
suvislosti so sluzbami od subjektu skusania,
organu na ochranu udajov alebo iného
kontrolného turadu, a poskytnit’ spolocnosti
IQVIA a zadavatel'ovi plnll spolupracu a pomoc
v suvislosti s takymto ozndmenim, a to bez
d’alSich nakladov pre spolo¢nost’ IQVIA alebo
zadavatela.

Zdravotnicke zariadenie a skuSajiici oznamia
zadavatel'ovi do dvadsiatich Styroch (24) hodin
od zistenia podozrenia na poruSenie ochrany
osobnych udajov v suvislosti so spracovanim
osobnych udajov podl'a tejto zmluvy. V priebehu
oznamovania poskytne zdravotnicke zariadenie
podla moZnosti dostato¢né informacie, aby
zadavatel mohol incident posudit a podat
pozadované oznadmenie akémukol'vek Statnemu
organu v lehote pozadovanej zakonmi o ochrane
udajov a stkromia. PoruSenim ochrany osobnych
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In order to protect the identity of the Study
Subjecs vis-a-vis the Sponsor, the Institution
agrees that, as between them and the Sponsor, the
data protection officer of the Institution will act
as an intermediary to manage and resolve
requests from a Study Subjec, as the case may be,
to access, modify, transfer, block, or delete of
her/his Personal Data, and that he/she will contact
the data protection officer of the Sponsor
(privacy@argenx.com) in such case.

The Institution and Investigator may not process
or use Personal Data for any purpose other than
to file them in a Study Subject’s medical records
or other than provided in the Agreement or
instructions of the Sponsor, including with regard
to transfers of Personal Data to a third country or
an international organization, unless the
Institution is required to do so according to Union
or Member State law. In that case, the Institution
shall inform the Sponsor in writing of that legal
requirement before processing.

The Institution shall at all times maintain a record
of processing of Personal Data in accordance
with Data Protection and Privacy Laws and if the
Institution considers an instruction from the
Sponsor to be in violation of the Data Protection
and Privacy Laws, the Institution shall promptly
inform the Sponsor in writing about this.

The Institution must ensure that persons
authorized to process the Personal Data have
committed themselves to confidentiality or are
under an appropriate statutory obligation of
confidentiality. The Institution shall take full
responsibility in the event there is a breach of said
confidentiality obligation.

The Institution may only engage a subprocessor,
with prior specific or general written consent
from the Sponsor. The Sponsor may reasonably
and in a justified manner object to the use of a
subprocessor. The Institution must inform the

udajov sa rozumie porusenie ochrany osobnych
udajov, ako je opisané v cClankoch 33 a 34
nariadenia GDPR.

V zaujme ochrany identity subjektov sktiSania vo
vztahu k zadédvatelovi zdravotnicke zariadenie
stihlasi s tym, Ze medzi nimi a zadavatel'om bude
uradnik pre ochranu udajov zdravotnickeho
zariadenia vystupovat’ ako sprostredkovatel’ pri
sprave a rieSeni ziadosti subjektu skuSania 0
pristup, zmenu, prenos, blokovanie alebo
vymazanie jeho osobnych udajov a ze v takom
pripade bude kontaktovat’ uradnika pre ochranu
udajov zadavatel'a (privacy@argenx.com).

Zdravotnicke zariadenie a skuSajici nesmu
spraciivat’ ani pouzivat’ osobné udaje na iny ucel,
ako je ich ulozenie do zdravotnej dokumentacie
subjektu sktsania, alebo na iny ucel, ako je
stanoveny v zmluve alebo pokynoch zadavatela,
a to ani v stvislosti s prenosom osobnych tdajov
do tretej krajiny alebo medzinarodnej
organizacii, pokial’ to zdravotnicke zariadenie nie
je povinné urobit podla prava Unie alebo
Clenského Statu. V takom pripade zdravotnicke
zariadenie pred spracovanim pisomne informuje
zadavatel’a o tejto pravnej poziadavke.

Zdravotnicke zariadenie = bude vzdy viest
zaznamy o spracovani osobnych udajov v stlade
so zdkonmi o ochrane idajov a sukromia a ak
zdravotnicke zariadenie wusudi, Zze pokyn
zadavatela je v rozpore so zakonmi o ochrane
udajov a sukromia, bude o tom zadavatela
bezodkladne pisomne informovat'.

Zdravotnicke zariadenie musi zabezpecit', aby sa
osoby opravnené spracivat osobné tudaje
zaviazali zachovéavat’ ml¢anlivost’ alebo aby mali
prisluSna  zdkonnii povinnost mlcanlivosti.
Zdravotnicke zariadenie nesie plnu
zodpovednost’ v pripade, Ze dojde k poruSeniu
uvedenej povinnosti ml¢anlivosti.

Zdravotnicke zariadenie moze zapojitt len
subspracovatela s predchadzajicim osobitnym
alebo  vSeobecnym  pisomnym  sthlasom
zadavatela. Zadavatel moéZe odovodnene a
opodstatnene vzniest namietku proti vyuzitiu
subspracovatel’a. Zdravotnicke zariadenie musi
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Sponsor in writing of the discontinued use of a
subprocessor.

Prior to the engagement of a subprocessor, the
Institution shall conclude a written agreement
with the subprocessor, in which at least the same
data protection obligations as set out in this
Agreement shall be imposed on the subprocessor,
including obligations to implement appropriate
technical and organisational measures and to
ensure that the transfer of Personal Data is done
in such a manner that the processing will meet the
requirements of this Agreement.

The Sponsor has the right to receive a copy of the
relevant provisions of Institution’s agreement
with the subprocessor related to data protection
obligations. The Institution shall remain fully
liable to the Sponsor for the performance of the
subprocessor obligations under this Agreement.
The fact that the Sponsor has given consent to the
Institution’s use of a subprocessor is without
prejudice for the Institution’s duty to comply
with this Agreement.

The obligations contained in this Attachment
shall survive the termination or expiry of this
Agreement.

zadavatel'a pisomne informovat o ukonceni
vyuzivania subspracovatel’a.

Zdravotnicke  zariadenie pred zapojenim
subspracovatel’a uzavrie so subspracovatelom
pisomnia  zmluvu, v ktorej sa mu uloZia
minimalne rovnaké povinnosti v oblasti ochrany
udajov, aké st stanovené v tejto zmluve, vratane
povinnosti zaviest primerané technické a
organizané opatrenia a zabezpecCit, aby sa
prenos osobnych tdajov uskutoc¢nil takym
sposobom, Ze spracivanie bude spliat
poziadavky tejto zmluvy.

Zadavatel ma pravo ziskat' kopiu prislusnych
ustanoveni zmluvy zdravotnickeho zariadenia so
Subspracovatel'om, ktoré sa tykaju povinnosti v
oblasti ochrany udajov. Zdravotnicke zariadenie
nad’alej plne zodpoveda zadavatel'ovi za plnenie
povinnosti subspracovatela podla tejto zmluvy.
SkutoCnost’, ze zadavatel udelil suhlas
zdravotnickemu  zariadeniu s vyuZitim
subspracovatela, nemad vplyv na povinnost
zdravotnickeho zariadenia dodrziavat tuto
zmluvu.

Povinnosti uvedené v tejto prilohe zostavaju v
platnosti aj po ukonceni alebo uplynuti platnosti
tejto zmluvy.

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

Protocol No: ARGX-113-2306 Project code: ZZA93232
Investigator: Olga Lukacova, MD, PhD

CONFIDENTIAL Page 54 of 54

DOVERNE

Strana 54 z 54

SVK_en_ Slovakia CTA Template - Institution and Investigator_Translated on 16-Jul-2019-1




